IMPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Selincro 18 mg ¢unmupanu TadieTKu

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

Bcesika ¢pmnmupana tabnerka cpappika 18,06 mg nanmeden (nalmefene) (kato Xuapoxiopua
JTUXHAIPAT)

TTOMOIIIHO BEIECTBO ¢ M3BECTEH eEeKT

Bceska ¢punmupana tabnerka cpappika 60,68 mg 1akrosa.

3a IBJIHUA CHUCHK OT IOMOIIHHUTE BEIIECTBA, BIDKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Ounmupana Tabnerka (Tadnerka).
Bsuta, emunicoBuHa, qBOMHOM3MBbKHANA, 6,0 X 8,75 mm ¢uamupana Tabierka, rpaBupasa c ,,S“ ot
eIHaTa CTpaHa.

4. KJIMHUYHU JAHHHA
4.1 TepaneBTHYHHU NOKAZAHUS

Selincro e mokaszaH 3a HaMaJIsiBaHEe HA KOHCYMaIIMsATa Ha ajJKOXOJ MPY BB3PACTHH MAIUCHTH C
AITKOXOJTHA 3aBUCUMOCT, ITPH KOUTO UMa BUCOK PHCK 3a ajakoxoiHa koHcyMmanusd (drinking risk level -
DRL) [Bx. Touka 5.1], 6e3 ¢pu3ndecKku CUMIITOMA Ha a0CTHHEHIUS M KOUTO HE CE HYKIasAT OT
He3a0aBHA JIETOKCHKAIIHSI.

Selincro TpsiOBa a ce mpeAnucBa caMoO B KOMOMHALMSA C MPOABIKUTEIHA IICHXOCOLMAIHA MOJKpeETIa,
(dhoxycupaHa BbpXY 3aCHIICHO MPUIbPIKAHE KbM JICUCHHETO U HaMaJIIBaHE KOHCYMAalUsTa Ha aJKOXOJL.

Selincro TpsiOBa a ce 3amo4Ba camMo MpH NALMEHTH, IPU KOUTO NMPOABIKaBa Ja UMa BUCOK PHCK 32
QJIKOXOJIHA KOHCYMalYs IBE€ CEIMHLH CJIe/ IbPBOHAYAIHATA OLICHKA.

4.2 J1o3UpOBKA M HAYUH HA NPUJIOKEHHE

gO?»H[}OBKa

[Ipu mppBOHAYaTHATA BU3HTA TPSOBA J1a ObJAT OICHCHN KIMHUYHUST CTATYC Ha MAI[UCHTA,
3aBUCHMOCTTA OT aJIKOXOJI M HUBOTO Ha KOHCYMAIIUs Ha ajaKoXoJl (Bb3 OCHOBA Ha ChOOIIIEHOTO OT
narnuenTa). CenoBaTeTHO AIUEHTUTE TPSIOBa Ja ObIaT ITOMOJICHH 1A 3alTHUCBAT CBOSITA KOHCYyMAaITUs
Ha aJIKOXOJI B MPOABIDKCHUE Ha OKOJIO JIBE CEIMUITH.

[pu crneapamioTo nocemieHue, Selincro Moxe Ja ce 3aMmovHe MPH NAIUEHTH, PH KOUTO MPe3 TO3H
NepuoJ OT JBE CEAMUIIM, IPOIBbIKaBa /1a MMa BUCOK PUCK 32 aJIKOXOJIHA KOHCYMalus (BiK.

Touka 5.1), BbB Bpb3Ka ¢ IICUXOCOLMAIHA HHTEPBEHIMSI, (POKYCHpaHa BbPXY NPUIbpKaHE KbM
JICYEHNETO U HaMaJsiBaHe Ha KOHCYMAIHITa Ha aJTKOXOJI.

Selincro TpsiOBa a ce mpueMa Npyu HyXJa; BCEKU JIeH, KOraTo MAIUSHTHT yCellla, Ye UMa PUCK Ja M1e
Ha aJKOXOJ, TPAOBA Aa ce B3eMe eHa TabJeTka, 3a MpeAnovnTane 1-2 yaca mpeu 04akBaHOTO BpeMe
3a NMeHe. AKO NAaIlMEeHTHT € 3all0YHaI Ja I1e aJIkoXoul, 0e3 1a B3eMe Selincro, TpssOBa 1a B3eMe eIHa
TabJIeTKa KOJIKOTO € Bh3MOXKHO MO-CKOPO.



MakcuMmannara go3a Selincro e eaHa TabjeTka Ha jeH. Selincro Mojke Ja ce IprueMa ChC Hid 0e3
xpaHa (BX. Touka 5.2).

ITo Bpeme Ha OCHOBHHTE MPOYYBAHUS HAK-TOIIMO MMOJOOpEHUE € HAaOII0JaBaHO B PAMKHUTE Ha
nbpBuTe 4 ceqmuiy. [ToBIMsIBaHETO Ha MAMEHTA OT JICYUCHUETO U HEOOXOAMMOCTTA OT
NpoIbJDKaBaHe Ha apMaKoTepanusiTa, cieBa a ce OLCHABA PEAOBHO (HApUMeEp BEIHBK MECEUHO)
(Bk. Touka 5.1). JlekapsT TpsOBa J1a MPOABIDKY J]a OIIEHsBa HANPEbKa Ha MAIlMEeHTa 33 HaMaJIsiBaHe
Ha KOHCyMalusATa Ha aJIKOXO0JI, Ha HAJIOCTHOTO q)YHKHI/IOHI/IpaHe, CIIa3BaHEC Ha JICUCHUECTO, KAKTO U
€BEHTYaJIHU CTpaHW4YHU edekT. KiImHNYHNTEe 1aHHM 32 U3M0JI3BaHe Ha Selincro B paHJOMU3UpPaHH
KOHTPOJIMPAaHM YCIOBU ca HAIMYHH 3a nepuoz ot 6 1o 12 mecena. [Ipenoprusa ce nmoBuiieHo
BHUMaHHe, ako Selincro ce mpeanucaa 3a moeeve ot 1 roanHa.

CneuuaﬂHu nonyaayuu

Tayuenmu 6 nanpeouana evspacm (=65 coounu)
He ce npenoppuBa KopeKIys Ha J03aTa 3a Ta3d rpymna nauueHTu (BX. Touku 4.4 u 5.2).

bvopeuno yspescoane:
He ce npenoppuBa KopeKIys Ha 103aTa MPpH MAUEHTH C JIEKO WK YMepeHO OBOpeyHO yBpexKaaHe
(Bx. Toukn 4.4 u 5.2).

Yeproopobno yspedcoane
He ce npenoppuBa KopeKiyst Ha 103aTa NP NALUEHTH C JIEKO WK YMEPEHO YePHOIPOOHO yBpeKIaHe
(Bx. Toukn 4.4 u 5.2).

Tleouampuuna nonyrayus
BesonacnoctTa u edukacHocTTa Ha Selincro npH Jena 1 IOHOIIM Ha Bb3pacT <18 rogunu He e

ycTaHoBeHa. JIutnicat gqanHu. (BXK. Touka 5.1).

Hauun Ha OPHUITOKCHUC

Selincro e 3a nepopaaHo IPUITIOKCHHE.

®dunmMupanara TabieTka TpaOBa a ce TTbTHE IsiIa.

OunMmupanara TabjieTka He TpsAOBa 1a ce JAeNId WM HaTPOIIIaBa, 3amoTo HaaMedheH MOXKe 1a
MPeIU3BHKa CEHCUOMIN3AIHS MIPH MPSK KOHTAKT ¢ KoXkarTa (BK. To4ka 5.3)

4.3 IIporuBomokazaHus

CBpBXUYBCTBHTEITHOCT KbM aKTHBHOTO BEIIECTBO WM KbM HSKOE OT IIOMOII[HUTE BEIIeCTBA N30POSCHU
B TOuka 6.1.

[MarmenTH, MpUEeManiu OIMUOUIHN arOHUCTH (KaTo OTIMOMHH aHAJTETHIIN, OITMATH 33 3aMECTUTEITHA
Tepamnus ¢ OMHOMIHH arOHUCTH (HAIpHMEp METaJIOH) WM YaCTHYHU arOHUCTH (HarpuMep
OynpeHopdun)) (BxK. Touka 4.4).

[lanuenTH ¢ HACTOALIA WM CKOPOILHA OMOUIHA 3aBHCUMOCT.

[NanueHTH ¢ OCTPU CUMITOMH Ha OTHEMaHe NPU ONHOMIHA 3aBHCUMOCT.

[ManmeHnTH, TpH KOUTO Ce T0103MPa CKOPOIITHA YHOTpeda Ha OMOU/IH.

[ammenTu ¢ Texko yepHoapooHo yBpexaane (Child-Pugh knacudukanms).

[MaumenTu ¢ Texko 60peuno yepexaane (eGFR < 30 ml/min ua 1,73 m?).



[TarmeHTH CHC CKOPOIITHA aHAMHE3a 32 OCTHP CHHIPOM Ha OTHEMaHe MPH alIKOXOJIHA 3aBUCHMOCT
(BKITIOYUTETHO XaTIOUHALINHN, THPUOBE U ACTUPUYM TPEMEHC).

4.4 CrhenuanaHu npeaynpeskaeHus! U NpeANa3sHl MepKH IPH ynoTpeda

Selincro He € 3a MaLMEHTH, YUATO LI HA JICUCHUETO ¢ He3abaBHO Bh3abpkaHue. HamansBaHne Ha
KOHCYMaIIUsITa Ha QJIKOXOJ € MEXKIMHHA [IE] [0 ITBTS KbM Bh3IIbpKaHUE.

IIpunarane Ha oMMONIN

HpI/I CIICIIIHA CUTYyalurd, KOraTo Ha MallUCHT, IIpUCMaAIl] Selincro Tp$16Ba Ja CC MpWJIOKaT Onmuoau,
HCO6XOIII/IMOTO KOJIMYCCTBO OITMOMJ 3a IMOCTHUI'aHE Ha KCJIaHUA e(beKT MOXKEC Ja € I10-roJiiMo OT
00HYaitHOTO. HaI_[I/ICHT'I)T TpSI6Ba Ja ce Ha6n10;[aBa BHHUMATCIIHO 3a CUMIITOMH Ha PECIIMPATOPHA
ACTIPECHA KAaTO PE3YJITAT OT MPUIOKCHUCTO HA ONMMONIA, KAKTO U 3a APYT'U HCIKCIIAHU PCAKIINH.

AKO HpI/I CIICIIIHA CI/ITyaHI/ISI ca H606XOZII/IMI/I OIIMOMH, J03aTa TpH6Ba BHUHAruv aga ce TI/ITpI/Ipa
WHIMBHTyaJTHO. AKO ca HEOOXOMMHU HEOOMYalHO BUCOKH JI03H, C€ U3MCKBAa BHUMATEITHO
HaOIIOACHHE.

Selincro TpsiOBa 1a ce mpeKbCHE BPEeMEHHO 3a 1 ceIMUIIa pe/iv OYaKBaHaTa yrnotpeda Ha OMHOW/TH,
HanpUMep, aKo OKxa ce M3MOJI3BATIM OMMOUIHH aHAJITECTHIIN 110 BpEME Ha MJIAHOBA OMEPAITHsl.
JlekapsT, Ha3HAYMII JICUEHUETO, CIIE/IBA 1a TIOCHBETBA MAIHEHTHUTE, Y€ € BAKHO Ja HHPOPMUPAT
MEIUIUHCKUTE CTICIIMATMCTH 32 TIOCJICAHUS TIPUeM Ha Selincro, ako M3MOJI3BAHETO HA OTTHOUM CTaHE
He0OXO0IUMO.

W3zuncksa ce moBuIleHO BHUMAHUE MIPH yIIoTpeda Ha JIEKapCTBEHH CPEICTBA ChABPKAIIH OIMOHTH
(HampuMep JiekapcTBa MPOTHUB KallUIMIA, OMOWAHN aHAITETHLH (BXK. ToUKa 4.5)).

KomopbuanaocT

Hecuxuunu pazcmpoticmsa

Ilcuxugaan epeKTH ca JOKIaaBAH! IIPH KIMHWIHU IPOyIBaHM (BXK. Touka 4.8). AKO HaIlueHTUTE
Pa3BUSIT ICHXWUYHU CUMIITOMH, KOUTO HE ca CBBP3aHH ChC 3all0YHATO JIeYeHUE che Selincro u/umm He
ca IPEXOHH, JICKYBaIIVIT JIeKap TPIOBa J1a TOMUCIH 33 aITePHATHBHYA IPUYUHH 32 CHMITOMUTE U Ja
npepasriiesia HeoOXOJUMOCTTa OT MPOABIDKABAHE Ha JIEYeHUETO che Selincro.

Selincro He e MPOyYBaHO MPH NAIMEHTH C HECTAOMITHO IICHXUYHO 3abomnsBane. TpsiOBa J1a ce OAX0IH
BHUMATEITHO, ako Selincro ce mpeanucBa Ha MalUeHTH ¢ HACTOSIIA ICUXUATPUIHA KOMOPOHTHOCT
KaTo ToJIsIMO JIETIPECUBHO Pa3CTPONCTRBO.

VBennueHusaT CYHULIUACH PUCK IIPpU 3J10yr10Tpe6a C AJIKOXOJI U HAPKOTUYHU BCIICCTBA, CbC UIIN 0e3
ChIIbTCTBAIllA ACTIPCCHA, HC CC TIOHMKAaBa C MpHUEMa Ha HaHMC(bCH.

Tvpuose

Mma orpanydyeH ONUT MpH MALUEHTH ¢ aHAMHE3a 33 I'bPUYOBE, BIIOUYUTEIHO I'bPUYOBE B IIEpUOa HA
OTHEMaHE Ha aJKoxoJja.

IIpenopbuBa ce MOBUILIEHO BHUMAHHUE, aKo JICUEHUE C 11€J1 HAMaJISIBAHE Ha KOHCYMalMATa Ha aJIKOXOJ
ce CTapTHpa NpU TAaKUBA MAllUEHTH.

bvopeunu unu weprodpobHu yepesicoanus

Selincro ce MmeTaboM3Mpa eKCTEH3UBHO OT YEPHUS Ipod U ce eKCKpeTHpa IVIaBHO Ype3 ypuHara.
3aroBa TpsiOBa Ja ce BHUMaBa, KOraTo ce npeanucna Selincro Ha MalMeHTH C JIEKO I YMEPEHO
YEpHOAPOOHO MIIH JIEKO WIIM yMEpPEeHO ObOPEeYHO yBpek1aHe, KaTo HallpUMep C IT0-4eCTO
MOHUTOpPHPAHE.

TpsbBa ma ce BHUMaBa, Korato ce npeanucsa Selincro npu manuenTn ¢ nopumeH ALAT umn ASAT
(>3x ULN), Tbi1 kaTo Te3H MalMEeHTH 0s1Xa U3KIIOYCHU OT Mporpamara 3a KIMHAYHO pa3paboTBaHe.



ITanmmenTH B cTapyecka Bbh3pacT (=65 roauiiHa Bb3pacT)

Wma orpannvenu KIMHAYHY JaHHU 32 yrorpedaTa Ha Selincro npu nanueHTH >65 rogumrHa Bb3pacT ¢
AJKOXOJTHA 3aBUCUMOCT.

TpsibBa 1a ce BHMMaBa, KOraTo ce npeamnucea Selincro Ha MalUeHTH >65 TOAUIIHA Bb3pacT
(Bk. Touka 4.2 u 5.2).

AQYFI/I

[IpenopbuBa ce MOBUILIEHO BHUMaHKE, ako Selincro ce npuiara eqHoBpeMeHHo ¢ mouieH UGT2B7
WHXUOHUTOP (BXK. ToUKa 4.5).

JlakTo3a

ITanmenTu ¢ PEAKU HACIICACTBCHU Hp06HeMI/I Ha HCITIOHOCHUMOCT KBbM I'aJIaKTO034a, ITbJICH JIAKTa3€CH
I[e(i)I/ILII/IT HJIN T'TIOKO30-TaJIaKTO3Ha Mana6cop6u1/m HC Tp$16Ba Ja IpucMaT To3U JICKAPCTBCH NPOAYKT.

4.5 B3aumopeiicTBHe ¢ APYIrd JeKapPCTBEHU MPOAYKTH U APYrd (popMu HA B3anMoelicTBUE
He ca mpoBexanu in vivo mpoy4BaHUs 32 B3aUMOJEHUCTBUS OT TUIIA ,,JICKAPCTBO-TIEKAPCTBO®.

OCHOBaBaiiKH c€ Ha UH BUTPO MPOYYBAHHS, HE C€ OYAKBAT KJIMHUYHO 3HAYMMH B3alMOICHCTBUS
MeXy HaMe(eH MM HErOBUTE META00IUTH U €THOBPEMEHHO NMPHUEMaHH JIEeKapCTBEHH IIPOAYKTH,
KOHUTO ce MeTabou3upart ot Hai-uecto cpemanute CYP450 u UGT eH3umu uiu MeMOpaHHU
TpaHcriopTepu. EMHOBpeMEHHOTO MPHIIOKEHHUE C JIEKApCTBEHH MPOTYKTH, KOUTO Ca MOIIHU
naxuburopu Ha ensuma UGT2B7 (manpumep auxinodenak, GpaykoHa301, MEIPOKCHUIIPOreCTEPOH
arerTaT, MEKJIO(QEeHaMOBa KUCEIIMHA) MOKE 3HAYUTEIHO Ja YBEJINYU CKCIIO3UIIMATA Ha

HanmMedeH. Malko BEpOsSITHO € TOBa Jja MPeICTaBIsIBa PoOIeM IPU UHIMJICHTHO U3I0I3BaHe, HO aKO
B IBJITOCPOYCH TUIAH Ce 3all0YHe eAHOBpeMeHHO JieueHue ¢ MomneH UGT2B7 uaxuburop, He MoXKe /1a
ObJle M3KITFOYCHA TTOTEHIMATHA BB3MOXKHOCT 32 YBEIMUaBaHe KCIIO3UIINATA Ha HanMe(deH (BK.
touka 4.4). Ot apyra ctpaHa, eqHoBpeMeHHOTO npuiokenne ¢ UGT uaaykTop (Harmpumep
JeKkcaMeTa3oH, penobapouTal, pudaMITUIH, OMENPa3oi) MOXKe OTSHIIMAIHO Ja JOBE/IE JI0
cyOTepareBTUYHY TUTa3MEeHN KOHIICHTPAINK Ha HalMe(eH.

Ako Selincro ce npueMa eTHOBPEMEHHO C OITUOUIHY arOHUCTH (HaIpUMED, ONIPEIEIICHA BUI0BE
JIEKapCTBEHU MPOIYKTH MPOTUB KANUTAIIA 1 HACTUHKA, OTIpeeNIeHH JIEKaPCTBEHU MPOIYKTH IPOTHB
Uapys ¥ ONTMOUTHY aHAITETHIIN), TAIIMEHTHT MOXKE J1a He Ce TIOBIHUSE OT OMUOUTHHSI aTOHHUCT.

Hsama xnmuaIgHO 3HaAYMMO (hapMaKOKHHETHYIHO B3aUMOJIEHCTBHE OT THUTA ,,JIEKapCTBO-TIEKAPCTBO
Mexay HanmMedeH n ankoxod. M3riexna, ue uma cnabo 3acsiraHe Ha KOTHUTUBHHUTE U
NICUXOMOTOPHHUTE QYHKIUH ciie]] mpueM Ha HanMmedeH. Bee nak, eekThT OT KoMOMHanusATa Ha
HaNMe(EH U aJTKOXO0JI He € MIPEBUIIWI cOOpa OT e(heKTUTE Ha BCIKO €IHO OT BEIECTBATA IPUETH
TI0 OT/IEJTHO.

EnHoBpeMeHHMAT ipueM Ha ajkoxon U Selincro He mpenoTBpaTsBa HHTOKCUKUPALIHS eeKT Ha
AJIKOXOJIa.

4.6 depTHIUTET, OPEMEHHOCT U KbpPMeHe

Bbpemennoct

JlumnicBat wim UMa orpaHWYeHH NaHHHU (32 M3X0/aa Ha mo-Mainko ot 300 cirydas Ha OpeMEHHOCT) 3a
ynoTpebata Ha HanMedeH npu OpeMEeHHH KEeHU.

[Ipoy4uBaHusTa IPH )KUBOTHH Ca TIOKA3aJIN PEMPOAYKTUBHATA TOKCHIHOCT (BXK. ToUKa 5.3).



Selincro He ce mMpenopbYBa 10 BpeMe Ha OPEeMEHHOCT.

Kopmene

HanngyanTe hapmMakoIMHAMAYHN/TOKCUKOJIIOTHYHH JJAHHU TPH KUBOTHU TIOKa3BaT EKCKPEIHs Ha
HanMedeH/MeTaboIUTH B MAHYMHOTO MIISIKOTO (BXK. Touka 5.3). He e u3BecTHO nanu HanMmedeH ce
EKCKpETHpa B MAYNHOTO MJISIKO MPH XopaTa.

He moxke a ce M3KIIIOUM PUCK 32 HOBOPOJAeHHUTE/OcOeTaTa.
TpsbBa na ce B3eMe pelieHre 3a IpeKkpaTsiBaHe Ha KbPMEHETO WK 32 TIpeKpaTsIBaHe/Bb3AbPiKaHe OT

Tepanus ¢be Selincro, KaTo ce B3eMe MPeIBU/I 10J13aTa OT KbPMEHETO 3a JETETO M 10J13aTa OT
TepanusATa 3a )KeHaTa.

DepTunurer

[Ipu npoyuBanus Ha GpepTUIANTETA [IPH TUIBXOBE HE ca HAOI0AaBaHU Bb3JCHCTBUS HAa HaIMedeH
BBPXY (epTHinTeTa, BbpXy YN(TOCBAHETO, OPEMEHHOCTTA WM TTapaMeTPUTE Ha criepMara.

4.7 EdexTn BbpXy criocod0HOCTTA 32 WoupaHe U padoTa ¢ MAIINHA

Crnen npunarane Ha HaMe(eH MOXKE Jla ce MOSBST HeXKENaH! Peakiny KaTo HapyllleHne Ha
BHUMAaHHUETO, 3pUTEIHO YBPEXKIaHe, HeOON4YalfHO ycelaHe, TafeHe, 3aMasHOCT, COMHOJIEHTHOCT,
MHCOMHUS U ri1aBoOosue (BX. Touka 4.8). [ToBeyeTo oT Te3u peakuuu ca JIeKd il yMEPEHH,
CBBP3aHH ChC 3alI0YBAHE HA JICYCHUETO U Ca KPATKOTPAHHH.

CrenoBarenHo Selincro MoXke Aa MOBJIMABA B MaJKa IO yMEPEHa CTETIeH CIIOCOOHOCTTA 3a MIo(pHpaHe
1 paboTa Cc MalIMHU U MALMEHTUTE TPsOBa Jja ca ¢ IOBUILIEHO BHUMaHHE 0COOEHO MPH 3arl0yBaHe Ha
neueHuneTo cbe Selincro.

4.8 HexesaHu JIeKAPCTBEHHN PeaKIuH

0O0600mmenue Ha npoduiia Ha 6€30HaCHOCT

YecToTHuTe Ha HEXXETaHUTE peakiuy B Tabmuma 1 ca n3uucinenn Ha 6a3zara Ha TPU PAHIOMUZHPAHU,
JIBOWHOCIIEITH, TIane00-KOHTPOIMPAHH MPOYYBAHUS TIPH MAIUSHTH C AJIKOXOJTHA 3aBUCHMOCT.

Haii-yectute Hexxenann peakuuu ca OWiIM rajieHe, 3aMasHoCT, UHCOMHUS | riaBoOonue. [loBeueTo oT
TE3H pPeakIuy ca OWIIN JIeKN WIM YMEPEHHU, CBBP3aHU ChC 3aII0UYBAHE HA JICYUCHUETO U ca Onim
KpaTKOTpaiiHHU.

IIpy KTHHUIHUTE POYYBAHUS Ca JOKJIAJIBAHA CHCTOSIHIE Ha 0OBPKAHOCT, PAIKO XATIOIIHAIINH 1
nucorarus. [lo-rojgsMara 9act OT Te3W peaKIuiy ca OWIH JICKH WU YMEPEHH, CBhP3aHH ChC
3armovBaHe Ha JICYCHUETO U ca OWIIM KPaTKOTpaiHu (OT HSIKOJKO Yaca JI0 HAKOIKO aHH). [loBeueTo ot
TE3W HEXKETIaHU PeaKIuy ca N3Ue3HAIIN 10 BPEME Ha MPOIBIDKATETHOTO JICUSHUE U HE Ca CE TIPOSBIIIN
OTHOBO IIpH MMOBTOPHA yroTpeda. Kato ce nMa npeaBuI, ue KaTo 1510 TE3U PEakiiuu ca OriIn
KPOTKOTpPAaliHU, Te OMXa MOTIIH J1a IPEICTABIISABAT AIKOXOJIHA TICUX03a, CHHAPOM Ha aJIKOXOJIHO
OTHEMaHe WM KOMOPOUIHO TICUXUYHO 3a00IIsBaHe.

TabauyeH CIKUCHK HA HEXKCIAHUTE PCAKIINN

YecroTHte ce onpeaeiar kato: MHoro yectu (>1/10); gectu (>1/100 go <1/10);
Heuectr (>1/1 000 mo <1/100); penxu (=1/10 000 mo <1/1 000); maOTO peaku (<1/10 000) wmu ¢
HEM3BECTHA YeCTOTa (OT HATMYHUTE JAHHHU HE MOXKE J1a ObJIc HAITpaBeHa OICHKA).



Tao6auna 1. YecToTH HA HeKeJIaAHUTE JICKAPCTBCHHU PCaKIIUH

CucmeMo—opeaHHu Kiacoese

Yecmoma

Heoicenana Jlekapcmeerna peaxkyust

Hapymrennst Ha meTabomm3ma
U XpaHECHETO

Yectu

Hamanen anetur

Tlcuxu4Hu HapyIIeHUS

MpHoro uectu

MNuacomuusg

Yectu

Hapyienus Ha cbHS

ChcTosiHIE HA 00BPKAHOCT

JBUraTenHO HECOKOMCTBHE

Hamaneno nubuno

Heuectn

XanronuHanuy (BKIFOYATEITHO
CIIyXOBH XAJFOIIMHAIAN, TAKTUITHU
XaTFIOIIMHAIINY, 3pUTEITHA
XaTFOIIMHAIIUN U COMAaTUYHU
XaJTIOITHHAITHH )

Jucormanus

Hapymenus Ha HepBHaTa
cucTemMa

MpHoro uectu

3amMasHoCT

T'maBoOoine

Yectu

COMHOJIEHTHOCT

Tpemop

CMYH.IeHI/IH Ha BHUMaHHUCTO

[Tapectesus

Xumoecre3ust

Hapymenus Ha ounte

C HeusBeCTHA

3putenHo yBpekaaHe (B MMOBEYETO

YeCTOTa CIydau IPEXOJIHO)
Yectu Taxukapaus
Cobpaevnn HapyIIeHUS
TTanmuranus
MBHoro yectu T'anene
CroMantHo-4peBHU Yectu TloBpbiliane
HaPYIICHUS Cyxora B ycTara
Huapus
Uectn Xumnepxuaposa
C HemsBecTHa AHruoenem
Hapymenus Ha xoxaTa u 4eCcToTa Yprukapus
IMOAKOXXHAaTa ThKaH prpHTyc
Oo6pus
Epurem
Hapyienus Ha MyCKyJIHO- Yectu MycKyJHM cia3Mu
CKeJIeTHATa CHCTeMa U C HemsBecTHa Muanrus
ChEIMHUTEIHATA ThKaH YECTOTa
Hapymenus Ha C HeusBecTHa [Ipnanuzsm
BB3MPON3BOAUTETHATA YecToTa
CHCTEMa U I'bpAaTa
Yectn YnMopa
OO0y HapymeHus u eheKTH Actenust
Ha MSCTOTO Ha MPUIOKEHUE Hepasznonoxenne
HeobuvaitHo ycemane
Wscnenpanus UecTtn Hamanenue Ha Ternoro

Cpo01aBane Ha MOAO03UPAHU HEKEJTIAHU PCAKIINU

Cro0IIaBaHeTo Ha MOIO3UPAHU HEXKEIIAHU PEaKIIUU CIIE]] pa3peliaBaHe 3a yrnorpeda Ha JIeKapCTBEHUS
MPOAYKT € BaykHO. TOBa IM03BOJIABA Ja MPOIB/KHM HAOIIOICHUETO Ha ChOTHOIICHUETO 0JI3a/PUCK 32
JIeKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CTICTIHAIMCTH CE M3UCKBA J1a ChOOIaBaT BCsAKa
M0TO3UPaHa HEXKEIaHa PeaKIus Ype3 HAITMOHAIHA CUCTEMa 3a ChOOIaBaHe, IIOCOYCHA B

IIpunoxenue V.


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

4.9 Ilpeno3upane

[Ipu npoy4BaHe Ha MANMEHTH, AUATHOCTUITUPAHU C MATOJIOTUYHO BICYCHUE KbM Xa3apT, ca
u3cneaBany 1034 10 90 mg/nen Hanmeden 3a 16 cenmuuu. [Ipu npoy4uBane Ha NaKUEHTH C
uHTepcTUIMaIeH nucTUT 20 narueHTy ca moaydasaiu 108 mg/nen HamMedeH 3a moBede oT 2 FOJUHH.
[IpuembT Ha equHMYHA 103a 450 mg HamMedeH € JoKIaaBaH 0e3 IPOMEHH B KPBBHOTO HaJISITaHE,
ChpACYHATa YeCTOTa, JUXaTeJIHaTa YeCTOTa MM TelecHaTa TeMIepaTypa.

He e maOnromaBan HeoOMYaeH THIT HEXKETAHU JIEKAPCTBEHHN PEAKITUH NP TE€3H yCIOBHS, HO OMHUTHT €
OTpaHHUYEH.

JledyenueTo Ha npeno3upaneTo TpsiOBa Aa Oble upe3 HAOIIOACHUE U CUMIITOMATHYHO.

5. ®APMAKOJIOTUYHU CBOMCTBA
5.1 ®apmakoaMHAMUYHHU CBOWCTBA

®dapmakoTepaneBTHIHA TpyTa: APYTH JeKapCcTBa 32 HEPBHATA CHCTEMA, JICKAPCTBA U3IOJI3BAHU TIPH
ankoxoJiHa 3aBucuMoct; ATC xoa: NO7BB05

MexaHu3bM Ha JIEUCTBUE

Hanmeden e MmogynaTop Ha onMoOHIHATA CHCTEMA C OTYETIIHB L, O U K PELENTOPEH MPOQHII.

- In vitro Ipoy4YBaHHUs ca TOKA3aly, 4e HaaMe(]eH € CeIEKTHBEH OIMMOUICH PEIEITOPEH JIUTaH]] C
AHTarOHUCTHUYHO IEHCTBUE BHPXY W U O PEUENTOPHUTE U YACTHYHO arOHUCTHYHO JeHCTBHE
BBPXY K peLenTopa.

- In vivo npoyuBaHusITa Ca TIOKa3aly, ye HaTMeeH HaMalIsiBa KOHCYMaIUsATa Ha aJIKOXOJ,
BEPOSITHO KaTO MOJYJIMPa KOPTUKO-ME30IUMONYHHUTE PYHKIHH.

JlaHHHTE OT HEKJIMHUYHHUTE NPOYYBaHUS, KIMHUYHUTE NPOYYBAHUS U JINTEPATypaTa He Ipenoiarat
KaKBaTo U Jia € (hopMa Ha 3aBUCUMOCT WJIM TIOTSHIIMAN 3a 3710ynoTpeda che Selincro.

Knnanuna edukacHocT 1 0€300aCHOCT

EdukacHoctra Ha Selincro 3a HaMajsiBaHE Ha KOHCYMAI[MsITa Ha aJIKOXOJI ITPH MAI[MEHTH C aJIKOXOJIHA
3aBucuMocT (DSM-IV) e oueHena B 1Be npoyuBaHus 3a egukacHocT. [lanuenTu ¢ anamHesa 3a
JEeUPUYM TPEMEHC, XaTIOUHALIH, I'bPYOBE, 3HAUNTETHA ICUXUATPHYHA KOMOPOUIHOCT WM
3HAUUTEITHO YEPHOAPOOHO yBpEkKAaHe, KAKTO U TE3H ChC 3HAYUTEITHH (GU3UIECKH CUMIITOMH Ha
OTHEMaHe NP CKPUHUHT WM paHIoMu3anus ca 0w u3kimodenu. [lo-romsimata wact (80%) ot
NalMeHTUTE ca UMaId BUCOK MJIM MHOTO BUCOK PHCK 32 aJIKOXOJHA KOHCyMalusl (KOHCyMalus Ha
ankoxou >60 g/neH 3a MbxeTe U >40 g/neH 3a KEHUTE CIope]] PUCK 3a AITKOXO0JIHA KOHCYMAIIns Ha
C30) ipu cKpUHHHT, OT TAX 65% TOITBPKAT BUCOK MM MHOTO BUCOK PHCK 32 aTKOXOJTHA
KOHCYMalusi MeXly CKPHHUHT ¥ PaHIOMHU3AIIHS.

W aBete mpoyuBaHus ca paHIOMHU3UPAHH, TBOIHOCIEIH, C TapaJielIHy TPYIIH | Mane0o-
KOHTPOJIMPaHU KaTo cieq 6 Mecela JIeUeHne, MalueHTUTe, KOUTO ca mprueMany Selincro ca moBTOpPHO
paHIOMHU3HpPaHH, 3a Aa NOoIy4aBaT WiK rianedo unu Selincro 3a 1-MeceyeH 3aBbpIIBalL IEPUOI.
EdukacHoctra Ha Selincro e omieHeHa ChI0 B PaHIOMU3UPAHO, TBOMHOCIIAINO, ¢ ApajIeliHU TPYIIH,
1ane00-KOHTpoIUpano 1-rogumHo npoyysane. Kato usso npoyuBanusita BKiarousat 1 941
nauueHTH, 1 144 ot kouTo ca nekyBanu cbe Selincro 18 mg npu Hyx7na.

ITpu mbpBOHAYATHATA BU3UTA CA OL[CHEHN KIIMHUYHUS CTATYC, COIMATHOTO MOJIOKSHUE U CXemara Ha
KOHCYMAIIMs Ha aJIKOXOJI Ha MaleHTuTe (10 JaHHU Ha naiueHTa). [Io Bpeme Ha paHaoMHU3MpaIiaTa
BH3HTA, KOSITO C€ CiIyuBa 1-2 CeMUIM TO-KbCHO PHCKA 32 AIIKOXOJIHA KOHCYMAIIHs € PEOLICHEH U €
3aroyHaro jeueHne cbe Selincro chBMecTHO ¢ ncuxoconuanta naTepBeHms (BRENDA)
(bOoKyCHpaHO BbPXY HPHIABPKAHE KbM JICUCHUETO M HaAMAJIsIBaHE HAa KOHCYMAIHsATa Ha alKOXOJI.



Selincro e mpeanucan mpu HEOOXOAUMOCT, PE3YITATHT OT KOETO €, Y€ MAIHCHTUTE ca IPUEeMaJH
Selincro, cpeHO MPHOIM3UTETHO IOJIOBUHATA OT THUTE.

Eduxacnocrra Ha Selincro e u3smMepeHa KaTo ca U3MOI3BaHU JABE CbBMECTHU ITbPBUYHM KPalilHU TOUKU
3a e(puKacHOCT: MPOMSIHA CIIPSMO M3XOTHOTO HHUBO JI0 Mecell 6 B Oposi Ha JHUTE C BUCOKA KOHCYMAITHS
Ha ankoxoi (heavy drinking days - HDDs) 3a Mecel 1 mpoMsiHa CIIpSIMO U3XOAHOTO HHUBO 10 Mecel] 6
B 001112 KOHCYMaIus Ha ankoxou (total alcohol consumption - TAC) 3a nen. Karo HDD e onpenenen
JIeH ¢ KoHCyMarws Ha >60 mg 9uCT aTKoXoJI 3a MbxkeTe U >40 mg 3a KEHUTE.

3naunrenno HamassiBane B 0post Ha HDDs u TAC ca HaOmrogaBaHy Ipy HAKOM MALMEHTH B TIEPHOAA
MEXIY TbPBOHAYAIHOTO MOCEIIEHHE (CKPUHHHT) U PAaHJOMHU3ALMATA, KOUTO CE ABJDKAT Ha
He(hapMaKoJIOTHUHU ePEKTH.

[Ipu npoyusane 1 (n=579) u 2 (n=655), cvorBeTHO 18% 1 33% OT OOIIATA MOy AKX 3HAYUTETHO ca
HaMaJIIIU yIoTpebaTa Ha ajJKoX0J B IEpUoJia MEXIY CKpUHHUHTA U paHnomu3anusrta. [lo ce otHacs
JIO MaIMEeHTUTE C BUCOKO M1 MHOTo Bucoko DRL B Hauanorto, 35% OT manueHTUTe ca uMajiu
nojoOpeHue nopaau He-hapMakoIOruaHu eheKTH B EprUoJa MEX 1y IbPBOHAYATHOTO [TOCCIICHUE
(ckpuHMHT) U paHgoMu3anuara. [Ipu pangoMu3anusaTa, Te31 NaUEHTH ca KOHCYMUPAITH TOJIKOBA
MAJIKO KOJIMYECTBO AIKOXOJI, Y€ € UMaJI0 MHOTO MaJIKO MACTO 3a ojio0penue (epekT Ha 6a30BOTO
HIBO). Cle10BaTeIHO NALMEHTUTE, KOUTO IIPH PAaHAOMH3ALMATA Ca OB PKAIN BUCOK HIIM MHOT'O
Bucok DRL ca Ounu B mocnencTBye onpeesieHu KaTo TapretHa rpyna. [lpu tasu post-hoc nomymnanus
TEPaneBTHYHUAT €(EKT € MO-TOJISIM OTKOJIKOTO IPH Is1aTa MOIMyJaus.

Knnanynata erkacHOCT U KIIMHUYHATA 3HAYUMOCT Ha Selincro ca aHanu3upaHu Py HalUEHTH C
BHCOKO UM MHOro BUcoko DRL 4pe3 ckpuHUHT 1 pangomusanus. IIpu u3X0JHOTO HUBO MALIMEHTUTE
ca umanu cpeano 23 HDDs na mecert (11% ot naruenTtute ca umanu no-maiko ot 14 HDDs na
Mmecen) u ca kKoucymupanu 106 r/nuesHo. [lo-ronsMaTa 4acT OT naUeHTUTE ca UMaIu HUcKa (55% ca
umanu ckop ot 0-13) mmu cpenna (36% ca umanu ckop ot 14-21) ankoxonHa 3aBUCUMOCT CIIOpeN
Ckanara 3a aJKOXOJHa 3aBUCHMOCT.

Post-hoc ananu3z na egpuxacnocmma npu nayuenmu, Koumo nOOObLPACAM BUCOKO UIU MHO20 BUCOKO
DRL npu panoomuszayus

IIpu npoy4uBane 1, MpOIEHTHT Ha MAITUEHTHTE, KOUTO Ca Ce OTTETJIMIIN, € TIO-TOJISIM B TpyTaTa Ha
Selincro, oTkonkoTto B mianebo rpynara (50% cperry pecriektuBHO 32%). OTHOCHO THUTE C BUCOKA
KOHCYMaIIUs Ha aJKOXOJI Ce perucTpupar 23 nHu/Mecell B rpynara Ha Selincro (n=171) u

23 nau/Mecen B miane0o rpymnara (n=167) B Ha4aJ0TO Ha IPOYYBAHETO. 3a HMAIIMEHTUTE, KOUTO Ca
MIPOABIDKUIIN B IPOYYBAHETO U Ca MPEeIO0CTaBIIN JaHHU 3a ehUKacHOCT Ha Mecel 6, 6post na HDDs e
oun 9 qar/mecen B rpymnata Ha Selincro (n=85) u 14 mau/mecen B tuiane6o rpynarta (n=114). TAC e
ouna 102 r/nen B B rpynara Ha Selincro (n=171) u 99 r/nen B rane6o rpynata (n=167) B Ha4aaoTo
Ha MPOYYBAHETO. 3a MAlMEHTUTE MPOIBIDKIIN TPOYYBAHETO U OCUTYPUIIH JTAHHU 32 e(DUKACHOCT Ha
Mecern 6, O0miara THEBHAa KOHCYMaIyst Ha ainkoxou € ouna 40 r/nen npu Selincro rpynara (n=85) u
57 r/nen npu mnanebo rpynara (n=114).

[Ipu npoyuBaHe 2, CbOTHOIIEHHETO MEXIY ALMEHTUTE, KOUTO Ca € OTTEIJIMIN € OUJI0 MO-TOJISIMO B
Selincro rpynara oTkojK0TO B miaredo rpynata (30% cperty 28%, pecieKTHBHO). OTHOCHO JTHUTE C
Bucoka Koncymanus Ha Ankoxod ca peructpupanu 23 nau/mecen B rpynata Ha Selincro (n=148) u
22 nau/Mecen B ianebo rpynata (n=155) B Ha4anoTo Ha MPOyYBaHETO. 32 MAIUSHTUTE PO IBIDKUITA
MIPOYYBAHETO U OCUTYPIIIU IaHHU 32 e(prKkacHOCT Ha Mecerl 6, OposT Ha J[HuTte ¢ Bucoka Koncymarust
Ha Ankoxon e oun 10 qau/mecen B Selincro rpynara (n=103) u 12 nau/mMecer B miame0o rpymnara
(n=111). O6mara mHeBHA KOHCyManus Ha aikoxou e Ouna 113 r/nen B ipu Selincro rpymnara (n=148)
u 108 r/nen B mnanebo rpynara (n=155) B HayanoTo Ha MPOYYBAHETO. 3a MALUESHTUTE IPOIBIDKIIN
NPOYYBAaHETO M OCHT'YPHJIH JaHHU 3a epUKacHOCT Ha Mecell 6, O0ImaTa JHeBHA KOHCYMAIHs Ha
ankoxo e ouna 44 r/nen nipu Selincro rpymnata (n=103) u 52 r/nen npu mnane6o rpynara (n=111).

Amnanns Ha OTTOBOPHUIIUTC OT C60pHI/ITe JaHHHU OT ABETE NMPOYUBAHUA Ca IMPECACTAaBECHU B Ta6n1/1ua 2.



Ta6auna 2. Pe3yaraTu ot c6opeH aHAINU3 HA OTTOBOPUJIMTE NPH NMANUEHTH C BUCOKO MJIW MHOTO
BHCOKO PUCKOBO HUBO HAa kKoHcymanus (drinking risk level - DRL) npu CKpUHHHT U
paHaoMu3anus

Otrosop? Il1ane6o Hanmeden ChoTHOLIEHNE HA PUCKOBETE P-croitHocT
(95% AN)

TAC R70° 19,9% 25,4% 1,44 (0,97; 2,13) 0,067

0-4 HDD¢ 16,8% 22,3% 1,54 (1,02; 2,35) 0,040

a AHaIM3bT TPETUPA NMALMEHTH, KOUTO Ca OTIaHAJIM IIOPAJIH JIUIICa Ha OTTOBOP
b >70% pemykuus cupsaMo H3XOAHHTE CTOMHOCTH Ha obmara ankoxonHa koHcymarus (TAC) na mecer 6 (28 qHEeBeH IepHoxn)
¢ 0 1o 4 HDDs/mecen Ha Mecen 6 (28 qHeBeH MepHOX)

Hanngaaute nanau 3a Selincro 3a 1-MecedHus 3aBBPIIBAII TIEPHOJT Ca OTPAHIYCHH.

1-200uwino npoyusane

ToBa mpoyuBaHe BKII04Ba 00110 665 manmeHTH. 52% OT T€3 MalMeHTH ca UMaJld BUCOK WJIH MHOTO
Bucok DRL Ha M3X0HO HHMBO; OT TAX NpHU panxoMuzanust 52% (koeTo npenctasisiBa 27% ot odmara
MOITyJIalKsl) MPOABIDKABAT 2 UMAT BUCOK Mii MHOTO BHcoKk DRL. B Ta3u post-hoc Taprerna
TIOITyJIAINS, TIOBEYE MAIUSHTH MOyYaBaii HAIMEpeH ca MpeKbecHalM Jeuenue (45%) B cpaBHEHHE C
Te3u norydaBany miane6o (31%). HDDs ca 6w 19 qan/mecen B Selincro rpynata (n=141) u

19 nau/mecen B mnane0o rpynata (n=42) B HA4YaJIOTO HA MPOYYBAHETO. 32 MALMEHTUTE MPOIBIIKIIN
NPOYYBAHETO M OCHTYPHJIH JJaHHH 33 e(pUKACHOCT B Kpas Ha | ronuHa, 6post Ha HDDs e 6un

5 nan/mecen nipu Selincro rpynara (n=78) u 10 gan/mecen npu mianedo rpymnara (n=29). TAC e 6una
100 r/nueBHo B Selincro rpynara (n=141) u 101 r/aneBHO npu mnaunedo rpynara (n=42) B HAYaI0TO
Ha MPOYYBAHETO. 33 MALMEHTUTE MPOIBJIKHUIIN IPOYUBAHETO U OCUTYPUIIM AaHHH 32 €(PUKACHOCT Kpast
Ha 1 roauna, OOmrara JHEBHA KOHCYMAITUs Ha ajKoXxoj € Ouna 24 r/mHeBHo npu Selincro rpynara
(n=78) n 47 r/nueBHO npH manedo rpymnara (n=29).

IlenuaTpuyHa momyaamus

EBporetickata Arentus o JlekapcTBata 0cBOO0OK1aBa OT 3abJDKCHUETO 32 MIPEOCTaBsSIHE Ha
pe3yJTaTHTe OT MPOyYBAHMS Che Selincro BbB BCHUKHU MOATPYIH Ha MeAUaTPUIHATA TTOMYIaus 32
JICUCHHE Ha aJIKOXOJIHA 3aBUCHUMOCT (BXK. Touka 4.2 3a mH(OpMaIKs OTHOCHO yrioTpeda B
neInaTpusITa).

5.2 ®apmakoKMHETHYHH CBOWCTBA

AOcoporus

Hanmeden ce abcopbupa Obp30 ciiel eIHOKPATEH IepopalicH mpueM Ha 18 mg, ¢ mukoBa
KoHUIEHTpaHs (Cmax) OT 16,5 ng/ml cnex npubnuzutenno 1,5 gaca n excnozunus (AUC) ot

131 ng*h/ml.

AbGcomoTHarta niepopanHa 6nonannyHocT Ha HanMedeH e 41%. [Ipuema Ha XpaHa ¢ BUCOKO
ChABPKAHUE Ha MA3HUHM YBeJIMYaBa 00IIOTO BpeMe Ha excrosulus (o o kpusara (AUC)) ¢
30% u nukoBara KOHIEHTPAUS (Cmax) ¢ 50%; BpeMeTo /10 MMKOBaTa KOHIEHTPAIHS (tmax) CE OTIIATA C
30 MUHYTH (tmax € 1,5 gaca). Cunra ce, 9e Ta3u MpoMsIHa € MaJIKO BEPOSITHO Ja € OT KITMHIUYIHO
3HaYCHUE.

Pasnpenenenue

Cpennara npoTeHH-CBbp3aHa (pakuus Ha HamMedeH B mia3mara € okoio 30%. Cpeanusat obeM Ha
pasnpezaenenue (V4/F) e oxono 3200 1.

JlaHHuTE 3a perenTopHoO CBbP3BaHe, OJIyUYEHH OT IPOYUBAHETO C HO3UTPOHHO-EMHCHOHHA
tomorpadus (IIET) cnen emrHOKkpaTHO U MHOTOKpAaTHO THEBHO MpujiaraHe Ha 18 mg HanMeden
nokasBat 94% no 100% cBbp3BaHe ¢ peenTOpUTE B paMKUTE Ha 3 Jaca ciie/l IprieMaHe Ha 103aTa,
KOETO Tpe/roara, e HanMedeH JISCHO IPeMUHaBa KpbBHO-MO3bYHATa Oapuepa.
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BuorpanchopMmarus

Cren nepopajieH npueM, HaaMedeH npeThpIisiBa eKCTEH3UBEH, Obp3 METa00IH3bM 10 OCHOBHHUS
Mmetabonut HaaMmedeH 3-O-raroxyponus kato eH3uMbT UGT2B7 € 0ocHOBHO OTrOBOpEH 3a
npeBpbinaneTo My, a easumute UGT1A3 u UGT1AS ca ¢ He3HaunTeneH npuHOC. Maika 4acT oT
HanMedeH ce npespaiia B HanMeder 3-O-cyndar upes cyndaTrpane u B HopHaIMeDEH upe3
CYP3A4/5. Tlo- HataTbk HOpHaIMe(dEH ce IpeBpbia B HopHanMedeH 3-O-TmoKypoHua U
Hopuaanmeden 3-O-cymndat. CmsTa ce, ue METabOTUTUTE HE JOTPUHACAT ChC 3HAUUTEIICH
(hapmakoJioruueH epeKT BbpXy OIMHMOMIHUTE PELIETITOPH MPHU X0paTa, ocBeH HaaMmeden 3-O-cyndar,
KOMTO MMa JIeficTBUE CPaBHUMO C TOBa Ha HanMedeH. Bee nmak, HanMeden 3-O-cyndaT npuchcTsa B
KOHILIEHTpauy no-Majiku otT 10% oT Te3n Ha HanmMedeH 1 3aToBa Ce CUNTA, Y€ € MAJIKO BEPOSTHO Aa
UMa OCHOBEH NPUHOC KbM (papMaKkoIOrnyHus ePeKT Ha HaIME]eH.

Enumunupane

MeTa60113bM upe3 [NIIOKYPOHUIHA KOHIOTAllKs € OCHOBHUAT MEXaHU3bM 32 KIMPBHC Ha HalMedeH,
KaTO EKCKPELUsITa Ype3 ypuHaTa € OCHOBHHMS T Ha eTMMUHUpPaHe HA HaIMe(EH U HETOBUTE
MeTtabonutu. 54% OT 1ANaTa 103a ce eKCKpeTupa ¢ ypuHara karo Haameder 3-O-TaoKypoHuI,
JI0KaTo HaIMe(deH 1 IpyruTe My MeTabOJINTH ca HAINYHH B YpUHATA B KOJMYIECTBA ITO-MAJIKH OT

3% Bceku.

[lepopanuust knupbHe Ha HanmedeH (CL/F) ce onmpenens Ha 169 n/4ac, a TepMHHAJIEH MOJTYKUBOT C€
ompezens Ha 12,5 yaca.

Ot pasnpeneneHueTo, MeTabonru3Ma 1 JaHHUTE 33 eKCKpEeLHs N3rIex/a, 4e HaTMe(eH NMa BUCOKO
HUBO Ha YepHOAPOOHA EKCTPAKIIMSL.

JInHEeHHOCT/HENMMHEHHOCT

Hanmeden mposiBsiBa 103a-He3aBUCHM JIMHEEH PapMaKOKWHETHYEH MPOMUI B I030BHSI UHTEPBAJ OT
18 mg mo 72,24 mg c yBenuuenwue oT 4,4 mbt Ha Cmax u 4,3 meTi yBenmuueHue Ha AUC . qu (TpH 1TH
TIOYTH CTAI[MOHAPHO CHhCTOSIHUE).

Hanmeden He posiBsSBa HIKAKBH CHINECTBEHU (PAPMAKOKUHETUYHH PA3IMKH MEXITY TOJIOBETE, MEXKITY
MIIJIA U CTapH, UM MEXY €THUYIECKHU TPYIIH.

Bce nak, ronemiHaTa Ha OpraHu3Ma M3rJex/1a, 4ye BIHsIe B Malika CTETeH BbpXY KIHphHCA Ha
HanMedeH (KIMphHCa Ce yBeInyaBa C yBeIMyaBaHe Ha TOJIEMUHATA HA OPTaHW3Ma), HO Ce CMsTa, 4e
TOBA HE € OT KJIMHUYHO 3HAYCHHUC.

B’L6De‘lH0 YBPCXKAAHC

[Ipunaranero Ha eIHOKpaTHA TepopanHa f03a 18,06 mg HaaMedeH MpH MAIUeHTH C JIeKa, YMEPEHO
TEXKa WM TeKKA CTEIICH Ha OBOPEYHO YBpeKaaHe, KiIacu(pUIMpaHu N3MOI3BAKN U3UNCIICHATA
CKOPOCT Ha TIyMepaiHa (QIITpalus, BOJIH JI0 MOBUIIICHA €KCIIO3UIIMS Ha HaIMe(EeH B CPABHEHHUE C
Ta3| Mpy 37IpaBu JoOpoBoimy. [Ipy marmeHTH ¢ 1eka, yMepeHa Wil TeKKa CTEIICH Ha ObOPETHO
yBpexxaane AUC Ha HanmMedeH e ¢cboTBeTHO 1,1 mbTH, 1,4 mbTH U 2,4 1bTH 10-BUcoKa. OCBEH TOBA,
Crnax ¥ SIIMMUHAIIMOHHUAT TIOJTY>)KUBOT Ha HaNMe(eH € 10 1,6 TbTH NO-BUCOK MPH MAIUEHTH C TEKKA
cTereH Ha ObOpeuHo yBpexaane. He ca ycTaHOBEHN KIIMHUYHO 3HAYUMH ITPOMEHH HA tmax TIPH KOSITO
U 7a € OT rpynuTe. 3a HeaKTUBHUSA 0CHOBEH MeTaboymT HanMedeH 3-O-rmorypoHua, AUC i Chax ca
Oowu 10 5,1 mbTH U 1,8 IBTH MO-BUCOKHU NPY MAIIMEHTH C TEXKa CTENCH Ha ObOPEYHO yBpexkaaHe (BK.
Touku 4.3 u 4.4).

YepHoapoOHO YBpeXIaHe

Cren mpueM Ha eIHOKpaTHa 1o3a 18,06 mg HaiMedeH Npy MalUeHTH ¢ JIeKa WM YMEpeHa CTeIeH Ha
YepHOJAPOOHO YBPEXkKTaHEe HApaCTBa EKCIO3HIUATA B CPABHEHUE ChC 31[paBu 1oOpoBoiu. [Ipu
MAIUCHTH C JIeKa CTEIICH Ha YSPHOAPOOHO YBPEXKIaHE CKCIIO3UIIUATA HapacTea 1,5 mbTH u
MIEPOPATHUAT KIWbPHHC HaMaIsIBa ¢ ipuOim3utenHo 35%. [Ipu manueHTH chc yMepeHa CTereH Ha
4epHOIPOOHO YBpeKaane, ekcro3unusaTa HapacTsa 2,9 mbtr 3a AUC u 1,7 mb1H 32 Ciax, TOKaTO
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MIEPOPATHUAT KIWBPHHC HamMansBa ¢ ipudnmsurenHo 60%. He ca ycTaHOBEeHN KIIMHUYHO 3HAYUMHU
MIPOMEHM 32 tmax ¥ EMMMUHAIIMOHHUAT MTOJTY>KUBOT 32 KOATO U Ja € OT TPYTIHTE.

He ca nanuunm hapMakOKMHETHYHH JaHHU clie]l IepopajieH MpueM Ha HainMe(eH 3a HalueHTH C
TEKKa CTETeH Ha YepHOApOoOHO yBpexkaane. (Bxk. Touku 4.3 u 4.4).

Crapyecka Bb3pacT

He e npoBexxaano cnenuudHo NpOoyYIBaHe C EPOpPacH MPUEM MTPH MAIMEHTH Ha Bb3PacT >65 TOUHH.
[IpoyuBase c i.v. IpUIOKEHHE TIPETIONAra, e HiMa 3HAUUMH Pa3InKd BbB (hapMaKOKUHETHKATA TIPU
MAIMCHTH B CTapyecka Bb3pacT B CPAaBHCHHE C TIO-MJIAAM MAIUeHTH (BXK. Touku 4.2 u 4.4).

5.3 IlpeakIVHUYHYU JAHHU 32 0€30MACHOCT

bemre IIOKa3aHo, Y€ HaﬂMe(beH IMpUTCIKaBa MOTCHIHAJI 3a KOXHa CGHCI/I6I/IJ'II/I3a]_II/I}I Upe3 U3CJICABAHC HA
JIOKAJICH HI/IM(i)eH BB3CJI CJICA JIOKAJIHO IMMPUIIOKECHUEC ITPU MUIIIKH.

IIpoy4Banus Ipy KUBOTHU HE Ca TIOKA3aJId TUPEKTHH BPEIHU €()EKTH 110 OTHOIIEHNE Ha ()ePTUITHTET,
OpeMeHHOCT, eMOPHOHAITHO/(DETATHO pa3BUTHE, paKIaHe HITH MOCTHATAIHO Pa3BHUTHE.

[Tpu nmpoyuBaHe 3a pa3BUTHE Ha eMOpHOQEeTaIHa TOKCUIHOCT TIPH 3aiilu, ca HaOMoaaBaHy, HO Oe3
TOJIEMH aHOMaJIUH, epeKTH BbpXY (eTycuTe 10 OTHOLICHHE Ha HAMAJICHO TETJIO Ha IUIo/a U 3a0aBeHa
ocudukanus. AUCnpu 103a, ipu KosTo He ce HabmronaBaT Hexkenanu edexktu (NOAEL) e 6una mon
eKCITO3HUIIMSATA [TPU X0pa MPH MPEnopbUHTeTHATA KITMHIYHA [1034.

HabronaBaHo e yBeian4eHne Ha MbPTBOPOCHH IUThXYETA M HAMAJISIBAHE HA CICIPOANIHA
YKH3HECTIOCOOHOCT B MPE-IMOCTHATATHU MPOYYBAHUS 32 TOKCUYHOCT ITPHU IUThXOBE. T03u edekT ce
CUMTa 32 HHIUPEKTEH e(eKT, CBbpP3aH C TOKCUYHOCT MPU MaiKara.

[IpoyuBaHus Tpy TUIBXOBE Cca MMOKa3ajH, Ye HanMe(eH MM HETOBH METa0OJINTH Ce eKCKPEeTHPAT B
Mal4YHUHOTO MIISIKO.

HexnuHnuHuTE JaHHU HE pa3KpUBaT OCOOCH PHUCK 3a XOpaTa, Ha OCHOBATa HA CTAHIAPTHUTE
poyuyBaHus 3a (apMaKoIOrHyHa 0€30MaCHOCT, TOKCUYHOCT IPU MIOBTOPHO JJO3UPAHE,
T€HOTOKCHUYHOCT WJIM KapLIMHOTE€HEH MOTeHIINAM.

6. DAPMALIEBTUYHU JAHHHU

6.1 Chucbk Ha HOMOIIHHUTE BeLIeCTBA

HZ[DO Ha TabJeTKaTa

MukpokpucTanHa 1eiyno3a
JlakTo3a, 6e3B0HA
KpocnoBunon, Tun A
MarunesueB cteapat

Tabnerna oOBUBKa

Xunpomenosa
Makporoa 400
TuranoB nuoxcua (E171)

6.2 HecnbBMecTHMOCTH

He ca u3BectHn
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6.3 Cpox Ha roaHOCT

3 roauHu

6.4 CroenuajJHU yCJIOBHUS HA ChXPaHEHHUE

To3u nexapcTBeH NPOAYKT HE M3MCKBA CIICIIUAHN YCIOBHUS 3a ChXpPaHEHHE.
6.5 Buau chabp:xaHue HA OMAKOBKATA

Bbrucrep: npo3paunu PVC/PVAC-anymunueBu 0aucTepu B KAPTOHEHU OMAKOBKH
OnakoBKH, Chabpkany o 7, 14, 28, 42, 49 u 98 punmupanu TadieTku

He Bcuuku BUIOBE ONaKoBKH Morat Aa ObAaT IMyCHATH B pojaaxoa.
6.6 CrnenuajaHu NpeanasHu MepKHU NP U3XBbPJIsiHE

Hewsnon3sanust JICKAPCTBCH MPOAYKT WM OTHAABYHUTC MAaTCpUAJIU OT HETO TpHGBa Jla C€ U3SXBLPIIAT
B CbOTBECTCTBUEC C MCCTHUTC U3UCKBaAHMUI.

7. INPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

H. Lundbeck A/S
Ottiliavej 9
DK-2500 Valby
Janus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA
EU/1/12/815/001 7 TabneTkn

EU/1/12/815/002 14 tabinerku

EU/1/12/815/003 28 TtabneTku

EU/1/12/815/004 42 tabneTku

EU/1/12/815/005 98 Ttabnetku

EU/1/12/815/006 49 Ttabnerku

9. JATA HA ITbPBO PAZPEINABAHE/IIOJTHOBABAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

[Jata Ha mbpBO paspemanane: 25 @espyapu 2013
Hata na nocnenno noaHossBane: 10 HoemBpu 2017

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

ITonpoOHa nHpOpMaIHs 3a TO3H JEKAPCTBEH MPOAYKT € MPeIoCTaBeHa Ha yebcalita Ha EBponeiickara
areHIs 110 JIeKapcTBaTa http://www.ema.europe.eu.
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IMPUJIOKEHHUE IT

MPOU3BOJUTEJ (M), OTTOBOPEH(HHU) 3A
OCBOBOKJIABAHE HA TAPTUIN

YCJIOBUA NN OT'PAHUYEHUS 3A TOCTABKA U
YIIOTPEBA

APYI'U YCJIIOBUA U U3UCKBAHMUS HA
PASPEIIEHUETO 3A YIIOTPEBA

YCJOBUA UJIN OT'PAHUYEHUS 3A BE3OITACHA "

E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUA
MNPOAYKT
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A. NPOU3BOIUTEJI(M), OTTOBOPEH(HM) 3A OCBOBOXJIABAHE HA ITAPTU/U

Hme u aapec Ha TPOU3BOIUTEIUTE, OTTOBOPHU 32 OCBOOOXKAABAHE HA MAPTHANTE
H. Lundbeck A/S

Ottiliavej 9

DK-2500 Valby

Janus

Elaiapharm

2881, Route des Crétes
Z.1. Les Bouillides
Sophia Antipolis
06560 Valbonne
OpanHius

[TeyaTHaTa JIMCTOBKA 3a MAallUCHTA Ha JICKAPCTBEHUS MPOAYKT TPsIOBa Ja ChAbPIKA KMETO H ajpeca Ha
MIPOU3BOAMTENS, OTTOBOPEH 32 OCBOOOXTaBaHETO HA ChOTBETHATA MAPTHIA.

b. YCJIOBHUA NWIN OT'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlexapcTBEHUAT MPOJLYKT C€ OTITyCKa I10 JIEKAPCKO MPeIITUCAHHE.

B. JPYI'U YCJIOBUSA U UBNCKBAHUSA HA PASPEHIEHUETO 3A YIIOTPEBA
o IleproauyHyN aKTYaTH3NPAHHU AOKJIATHU 32 0€30IaCHOCT

N3uckBanusTa 3a NpeCTaBsIHE HAa MEPUOIUIYHUTE aKTyaTM3UPAHH TOKJIA I 3a 0€30IaCHOCT 3a TO3U
JIEKapCTBEH MPOJYKT ca MOCOYCHH B CIIUCHKA ¢ pedepeHTHUTE Aath Ha EBponeiickus cpio3 (EURD
CIUCHK), ipeaBuieH B wi. 1078, an. 7 ot upextusa 2001/83/EO, 1 BEB BCHUKH TOCIIEIBAIIH
aKTyalln3alliy, MyOJUKyBaHA Ha €BPOTIEHCKHSI yeOImopTall 3a JIeKapCcTBa.

. YCJI0OBUsA NN OI'PAHUYEHUA 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUS TPOAYKT

. IInan 3a ynpasaenue Ha pucka (ITYP)

IIPY 1psbBa na M3BHPIIBA H3UCKBAHKUTE MEHHOCTH U JCHCTBUS, CBBP3aHH C IPOCIICIIBaHE HA
JeKapcTBeHaTa 0€30MacHOCT, TocoueHu B o00penus [1YP, npencrasen B Monyn 1.8.2 Ha
Paspemennero 3a ynorpeba, KakTo ¥ IPU BCUYKH CIIEBAIIN ChITIaCyBaHU akTyanm3anuu Ha [TYP.

Ocgen ToBa aktyanusupad [IYP ce nogasa:

. 1o uckaHe Ha EBponelickaTta areHIys 1o JeKapcTBara;

. BHUHATHU, KOTATO Ce U3MEHsI CUCTEMATa 3a YIpaBJIeHUE Ha pUCKa, 0COOCHO B pe3yiTaT Ha
MoJTyJaBaHe Ha HOBAa MH(OpMAITUs, KOATO MOXKE Ja JTOBE/IE 10 3HAYMMU IIPOMEHU B
CHOTHOIIIEHUETO TO0JI3a/PUCK, WU CIIET IOCTUTaHE Ha BaXKEH eTar (BbB BPb3Ka ¢ MPOCIIe/sIBaHe
Ha JIEKapCTBeHaTa 0€30MaCHOCT WM MHHUMHU3HUPaHE Ha PUCKa).
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ITPHUJIOKEHHUE III

JAHHU BBPXY OITAKOBKATA U JIMCTOBKA
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A. JAHHH BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTUA 3A BJIMCTEPHU

‘ 1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Selincro 18 mg dhunmupanu TadbIeTKH
HanMmedeH

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Beska punmvupana Tabnetka cpabpxka 18,06 mg HanMedeH (kaTo XHAPOXIOPUI THXUAPAT)

‘ 3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

Coabpika JakTo3a. BHKTe TMCTOBKATA 3a IOMbHUTEIIHA HH()OPMAIIHS.

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

7 dunMupaHu TaOICTKH

14 punmupanu TaOICTKH
28 hunMupaHu Ta0NIEeTKH
42 ¢punmupanu TabIeTKA
49 bunMupaHu TaOIeTKH
98 dhmnmupanu TaOICTKH

‘ 5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIMA) HA BBBEXKJIAHE

[Ipenu ynoTpeba npoyerere JINCTOBKATA.
ITepopanna ymotpe0a.

6. CIHHEHUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCEI'A HA TELTA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICa.

‘ 7. APYI'U CHEIIUAJIHU NIPEAYIIPEXIEHUSA, AKO E HEOBXOANMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA I'OAHOCT

T'onen mo:

9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHHUE
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10. CIHENUAJIHU INPEAITASHU MEPKU ITPU N3XBBPJIAHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJJPEC HA IIPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

H. Lundbeck A/S
Ottiliavej 9
DK-2500

Janus

12. HOMEP(A) HA PASPEIHIEHHUETO 3A YIIOTPEBA

EU/1/12/815/001 7 TabmeTku

EU/1/12/815/002 14 tabieTkn
EU/1/12/815/003 28 tabneTku
EU/1/12/815/004 42 tabneTku
EU/1/12/815/005 98 tabneTku
EU/1/12/815/006 49 tabneTku

13. HAPTHUJIEH HOMEP

[Taptunen Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHUMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAMJIOBA A3BBYKA

Selincro

‘ 17. YHUKAJIEH UWIEHTUOUKATOP — IBYU3MEPEH BAPKO/{

JByn3MepeH 0apKo/i C BKIIIOUEH YHHUKAJICH UIACHTU(DUKATOD

‘ 18. YHUKAJIEH UWIEHTUOUKATOP — JTAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MHUHHMMYM JAHHU, KOUTO TPABBA JA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIMCTEPHU

| 1. NUME HA JIEKAPCTBEHUA NPOAYKT

Selincro 18 mg dbunmupanu TadbIeTKH
HanMedeH

| 2. HUME HA ITPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

H. Lundbeck A/S

| 3. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen mo:

| 4. IHAPTUJAEH HOMEP

[Taptunen Ne

5. JPYIO
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Bb. IUCTOBKA

21



JlucroBka: undopmanus 3a norpeduTeNs

Selincro 18 mg puamupanu TadaeTkn
HanMedeH (nalmefene)

HpoqueTe BHUMATEJIHO IslJiaTa JJUCTOBKA, IIPEIH 1a 3alI0OYHETE /1a IpUeMaTe ToBa JIEKapCcTBO,
Thil KaTO TH ChbABbpPiKa BaxKHa 3a BacC I/IH(l)OpMalIHH.

- 3amasere Ta3u JUCTOBKA. Moske 1a ce HaJIOXkHU J1a sl IPOYETETE OTHOBO.

- AKO UMaTe HSIKaKBU JOIBJIHUTEIHN BBIIPOCH, onuTaiTe Bamms nekap nnu ¢papmanesT.

- ToBa JIeKapCTBO € NPEIINCAaHO EIUHCTBEHO U JINYHO Ha Bac. He ro nmpeorcrenBaiite Ha npyru
xopa.To Moke 1a UM HaBpeAr, HE3aBUCHMO Y€ MPU3HALUTE Ha TIXHOTO 3a00NIABaHE ca ChLINTE
kaTto Bamure.

- AKO TIOJTyYHTe HAKaKBU HEXEJIaHU JIEKAPCTBEHH PEeaKIny, yBeromere Barus nexap niu
(dapmanept. ToBa BKITIOUBA M BCHYKH BB3MOXXHH HE)KEIIAHH PEaKIIUH, HEONHCAHH B Ta3H
nucToBKa. BuxTe Touka 4.

Kakso CbABbpPiKa Ta3u JIMCTOBKA:

KakBo npencraBnsBa Selincro u 3a KakBO ce U3MOI3Ba
Kakso Tps0Ba na 3Haete, npeau aa npuemere Selincro

Kaxk ma mpuemate Selincro

BBb3MOXHU HEKETaH! Peakiiu

Kak na cpxpansiBate Selincro

ChappikaHue Ha ONIAKOBKAaTa U JAOMBJIHUTEIHA HH)OpMALIUs

NNl

1. Kakso npeacrasiassa Selincro u 3a kKakBo ce H3M0JI3Ba
Selincro chabprka aKTUBHO BEMIECTBO HaIMe(eH.

Selincro ce M3moi3Ba 3a HaMaIsIBaHE Ha KOHCyMaluATa Ha aJIKOXOJI P Bb3PaCTHU MAlIUCHTH C
AJIKOXOJIHA 3aBUCUMOCT, KOUTO NPOABJIKAaBaAT 1a KOHCYMHUPAT I'OJIEMU KOJIMIECTBA aJIKOXOJI
2 ceaAMUIU CJIC TbpBAaTa UM KOHCYJITAllUA C TCXHUA JICKap.

ANKOX0IHA 3aBHCUMOCT BB3HHKBA, KOraTo 40BCK HMa (I)I/ISPI“IGCKB. WA TICUXHYCCKA 3aBUCHMOCT OT
KOHCYMHPAHETO Ha aJIKOXOJI.

Bucoko HMBO Ha KOHCyMaIWs Ha aJIKOXOJI ce IeHUHIpa KaTo MMeHe Ha rmoBede oT 60 g 9HCT aaKoXoi
Ha JICH 32 MBXKeTe 1 1moBede oT 40 g 4ucT aaKoXoJ1 Ha JIeH 3a xkeHute. Hanpumep, enna OyTuika BUHO
(750 ml, 12% cpabprkaHue Ha anKOXoJl - 00eM) Chabpika okoio 70 g amkoxon u OyTuika oupa

(330 ml, 5% anxoxonHO CHIBPKAHUE - 00EM) CHABPKA OKOJIO 13 g anKoxou.

Bammsar JICKap Bue npeanucan Selincro, 3alI0TO HC CTC YCIICIIN CaMH d HAMAJIMTC IpHEMa Ha
ajnkoxoJil. Bammsr JICKap e Bu JlaBa KOHCyJITalluu, 3a 1a Bu nmomorse Ja CC IPpUABPIKATC KbM
JICYCHUECTO U 110 TO3W HAYHMH Ja CH HAMAJIMTEC KOHCyMalusATa Ha aJIKOXOJI.

Selincro neiicTBa, KaTo BiMsAe BbPXY MPOLECH B MO3bKa, KOUTO Ca OTTOBOPHHU 3a KEJaHUETO, KOETO
Bu xapa 1a mpoasIpKUTE 1a MUETE.

Koncymanusra Ha TojeMu KOJIMYECTBA aIKOXO0JI C€ CBHP3Ba C MOBUIIIEH PUCK 3a 3APAaBOCIOBHU U
conmaiHu rmpobsiemu. Selincro Moxe 1a Bu moMorHe 1a HaManuTe KOJIHMYECTBOTO AITKOXOJI, KOETO
KOHCyMHUpate U 1ie Bu moMorae na moaabp:kare KOHCyMaIusITa Ha IMO-MaJIKO KOJTMIECTBO aTKOXOJ
OT TIpeIu.
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2. KakBo TpsioBa 1a 3HaeTe npeau aa npuemere Selincro
He npuemaiire Selincro:

- aKo CTe aJlepruvHu KbM HajMe(deH WM HIKOSI OT OCTAaHAJIHMTE ChCTABKH HA TOBA JIEKAPCTBO
(n30poeHH B TOUKa 6)

- aKo TpreMare JICKapcTBa, ChAbPKAIIN ONHOMIH, HAIIPHMEP METaJIOH, WIIM OYNPEHOP(HH, WIN
00JIKOYCIIOKOSIBAIIH (KaTO MOP(HH, OKCHKOJOH WJIA APYTH OIMHOMIH)

- aKo CTe WJIM HACKOPO CTE OMJIM 3aBHCUM OT OMHOUIM. MOXKe J1a IOYyBCTBATEe OCTPH CUMITTOMH
Ha OTHEMaHe (II03MBH 32 TOBPbBIIaHE, HOBPBILAHE, TPEIEePEHe, TOTEHE U TPEBOKHOCT)

- aKo MMaTe WK MOA03Upare, 4e MMaTe CHMIITOMHU Ha OIIMOUIHO OTHEMaHe

- aKo uMmate poOJIeMH ¢ YepHUs Ipod wim ObOpenuTe

- aKo MMaTe WIM CKOPO CTE UMAaJIM HAKOJIKO CHMITOMHM Ha aJKOXOJIHa a0CTHHEHIHS (KaTo
BIDK/IaHe, YyBaHE WM yCeIllaHe Ha Hellla, KOMTO He ca TaM, 'bPYOBE U TPETIepeHe)

IIpenynpesxxaeHusi U Mpeana3sHu MePKH

I'oBopere ¢ Bamus nekap wiu papmarieBt, npeau aa npuemete Selincro. Mudopmupaiite Bamus
JieKap 3a BCUYKH JPYTH 00JECTH, KOUTO MOXKE Jla MMaTe, HallpuMep JCNPecHsl, I'bpYOBe, YepPHOAPOOHH
i 0pOpedHu 3a00IIBaHNS.

He tps6sa na npuemate Selincro, ako Bue u Bamust iekap cre peniiy, ue BaiiaTa HelmocpeACTBeHa
e € Bh3IbprKaHne (HUKaKBa KOHCYMAIIHsI Ha alIKOXO0J), 3aI0To Selincro e mokas3aH 3a HaMaJsiBaHe
KOHCYMAalIUATa Ha aJIKOXOJ.

AKoO ce Hy)XKJaeTe OT cIielllHa MEeAUIIMHCKA MTOMOII, KaxkeTe Ha Bamms nekap, ue npuemate Selincro.
ToBa, ue mpuemate Selincro Moxke 1a moBnusie Ha M300pa Ha Bamms nekap 3a CIeNIHo JIeYeHune.

Axo Bu npeacron xupyprudecka onepauusi roBopeTe ¢ Bamms nekap noHe eiHa ceMHLA IPEeIU
ToBa. MOJKe /1a ce HaJIo)KU BpEMEHHO Ja cripeTe npruema Ha Selincro.

Axo ce YYyBCTBATC HC Ha ce6e CH, BUKAATE WJIN YyBaTC HECCHUICCTBYBAIlX HECIIIA U TOBA CC IMMOBTAps
HoBeYe OT HAKOJIKO JICHA, CIIpeTe nprueMa Ha Selincro u ce cBbpikere ¢ Bamms nexap.

VBeIuueHUIT CyHacH PUCK IIpU 3J10yn0Tpe6a C AJIKOXOJI U HAPKOTUYHU BEIIECTBA, CbC UIIHU 0e3
ChbIIBbTCTBAIllA ACTIPECHA, HC CC TIOHMKAaBa C IprUEMa Ha HaJ'IMe(beH.

AKxo cte Haj 65 roauITHa BB3paCT, TOBOpeTe ¢ Bammms tekap uiin dhapMarieBT Ipead Aa 3alovHeTe aa
npuemare Selincro.

Jlena u roHOIIM

Selincro He TpsOBa J1a ce U3MOII3BA MPH JIella WK IOHOIIN Ha Bh3pacT o 18 roxauHu, 3amoTo
Selincro He e 6w TeCTBAH 3a Ta3:W Bh3pacToBa IpyIa.

Apyru nexapcrBa u Selincro

HNudopmupaiite Bammst nekap wim papManeBT ako mpremMaTe, HaCKOpO CTe MIPHUEMAaITd HITH €
BB3MOXKHO JIa IpreMaTe Ipyru jJekapcrsa. C MOBUIIICHO BHUMAHUE TPSOBA J1a Ce MpUEeMart JIeKapcTBa
KaTo JukiodeHak (MpOTHBOBB3MAIUTEIHO JEKAPCTBO, KOETO c€ M3TOJI3BA, HAPUMED, 3a JIeUeHHEe Ha
00JIKH B MycKyJuTe), (hIyKOHa30J1 (JIEKAPCTBO, M3IOJI3BAHO 33 JICUCHUE Ha 3200 IsIBaHUS, TPUUUHCHH
OT HSKOU BHJIOBE I'bOMYKH), OMENPa30ll (JIEKapCTBO, H3MOI3BAHO Ja OJIOKHUpa MPOU3BOACTBOTO HA
CTOMAIITHA KHCEJINHA) WK pyudaMIuIH (aHTHOMOTHK, U3IOI3BaH 3a JICUeHHE Ha 3a00IsIBaHUS,
MPUYMHEHH OT HAKOHU BHJIOBE OaKTEepHHM) 3aeaHO Che Selincro.
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AKo mprieMaTe JIeKapcTBa, ChABPXKAIIY OITHOUIU, TEXHHUAT €EKT I1e Obe HaMalIeH HITH MOXKe
BBHOOIIIE J1a HE MOJICHCTBAT, aKo ce IpueMaT 3aeaHo ¢hbe Selincro. Te3u jekapcTBa BKIKOYBAT
OTIpeIeNICHY BHJIOBE JICKAPCTBA MPOTHB KAIIUIHIIA U TIPOCTY /14, ONMPEICIICHA aHTHIMAPUIHH JICKapCTBa
Y CIJTHU OOJIKOYCIIOKOSIBAIIIH.

Selincro ¢ xpaHa 1 aJaKoXxoJa
Selincro He peIOTBpaTIBa HHTOKCHKHPAIIHS eEeKT Ha aIKoXoJa.
BpemeHHOCT M KbpMeHe

AKko cTe OpeMeHHa WITH KbPMHUTE, CMSTATe, Y€ MOXKE J]a CTe OpeMEHHA HITH TUTaHUupaTe OpEMEHHOCT,
nochBeTBaiTe ce ¢ Bamus nexap uiu gapmaneBT Ipeau Aa yrnoTpeOuTe TOBa JIEKapCTBO.

He e u3BecTHO nanmu ynotpebara Ha Selincro e 6e3omacHa 1o Bpeme Ha OpeMEHHOCT U KbpPMEHE.
Selincro He ce mpenopbYBa, aKo cTe OpeMEeHHa.

Ako xppmute, Bue u Bamusr nexap Tpa0Ba ia pemuTe Jany 1a MpeKpaTuTe KbpMEHETO WM Ja ce
npeycTaHOBH Tepamnusra cbe Selincro B3eMaiiku npeBUA oJI3aTa OT KBPMEHETO 3a JIETETO U 10JI13aTa
oT TepanusTa 3a Bac.

Todupane u padora ¢ MAalIMHK

[Tpu 3amouBaHe Ha JieueHHE Che Selincro MoXke Ja ce MOSABAT HeXKEJIaHHW PeaKI|K KaTo HapylIeHHE Ha
BHUMAaHHETO, 3pPUTEIIHO YBpEXKIaHe, HeOOMUalHO ycelane, rajcHe, 3aMasHoCT, ChHIMBOCT, O€3ChHIE
u rnaBoOomnue. [lo-ronsmaTa 4acT OT Te3W peakInH ca JIEKH WM yMEePEeHH, HACTHIIBAT B HAYAJIOTO Ha
JICYEHUETO U MPOIBIDKABAT OT HAKOJIKO Yaca J0 HAKOJKO JHU. Te3u HexXelaH! peakilui MOXKe Ja
3acernar Bamure ymeHus 3a modupaHe Wiv NpaBeHe Ha HEIIO0, KOSTO U3KMCKBA Jla CTE OJIUTEIIHH,
BKITFOUUTEITHO TIpH paboTa ¢ MaluHu.

Selincro chaBpika TaKTO32

Axo Bamwsar nekap Bu e ka3ain, ye uMaTe HEMOHOCUMOCT KbM HSIKOM 3aXapH, CBBPXKETE CE C HETO,
npeay Aa IpueMeTe T03a JIEKapCTBo.

3. Kak n1a npuemate Selincro

Bunaru npuemaiite ToBa JI€KapcTBO TOYHO KakTo Bu e kazan BammusT rekap win GpapmaneBT. AKO He
CTe CHUTYPHH B HEIIO, onuTaite Bamms nexap win dhapmanenT.

Kaxksa n03a Selincro na npuemare

- [IpenopbunTenyara q03a € Mo eaHa TabjaeTKa B THU, KOTaTo CMSATAaTe, Y€ MMa PHUCK Ja
YHOTpeOnTE aTKOXOIL.
- MakcuMaiHara 103a € 1 Tabinerka Ha JIeH.

Kak u xora na npuemare Selincro

- Selincro e 3a nepopaiHa ynorpeoa.

- Tps6Ba 1a mpuemerte TabneTkara 1-2 yaca, mpeau Ja 3alM0YHeTe JIa MUETE ATKOXOJI.

- IMorbaHeTe TabMeTKaTa 1is1a, He OMBA Ja s HATPOIABATE WK pasfiensaTe, 3amoTo Selincro Moxe
Ja IpUIrHU CCHCI/IGI/IIH/I?)aHI/ISI Ha KoOXXaTa IpHu MpsK KOHTAKT C HE.

- Moxe na npuemare Selincro ¢ uiu 6e3 xpaHa

- Mosxe na ouakBaTe Ja ObJeTe B ChCTOSHHE 1a HAMAIUTE MTPUEMa Ha allkOXOJ MPe3 MbPBUS
Mecel[ ¢JIe KaTo 3alovyHeTe JiedeHue cbe Selincro.

24



- Bammsr siekap peryssipHo me Bu npocnenssa, HanpuMmep BeIHBK MECEUHO CJIE KaTo
3aroyHere JieueHue cbe Selincro; Komko wecto 1me Bu nmpoBepsiBa Ha TpakTHKa, II¢ 3aBUCH OT
Bamus Hanpeabk. 3aeHO 1Ie pemuTe Kak J1a TPOAbIKUTE.

AKo cTe npueJii moBeve oT HeoOxoauMaTa ao3a Selincro

AKO MUCIIUTE, Ye CTe TPUENTH NIpeKalieHo MHoro TabneTku Selincro, cBbpkeTe ce ¢ Bamus nexap win
(hapmarieBT WM OTHJIETE HEe3a0aBHO J0 HAM-0JIM3KOTO OT/ACACHHE 3a CIICIIHA TTOMOIII.

AKo cTe mponmycHaym a1a npueMete Selincro

AKO CTe 3aIo4HajIM Jla HeTe aJIkoXoJ 0e3 a cTe B3esu Selincro, mpueMeTe e/1Ha TabJIeTKa Bh3MOKHO
Hal-0BP30.

AKko cTe cripesn npuema Ha Selincro

Crnen criupaHe Ha JIe9eHUETO Che Selincro 3a HAKOIKO JHU MOXKE Jja UMaTe Mo-ciiaba 9yBCTBUTEITHOCT
KbM e(eKTa Ha JICKapCTBa, ChIbPIKAIIU OMTHOUIH.

AKO UMaTe HSIKaKBU JOIBJIHUTEIHN BBIIPOCH, CBBP3aHH € yroTpebara Ha TOBA JIEKAPCTBO, IIOMHUTANTE
Bamus nexap niu ¢papmManesT.

4. Bb3MOKHY HelKeJIaHU peaKkl Ul

Kakro Bcuukmu JICKapCTBa, TOBA JICKAPCTBO MOXKE [1a MPEAN3BHUKA HEKCIaHU pE€aKIIuH, BHIIPEKU Y€ HC
BCCKH T'M IIOJTy4aBa.

CTpaHI/I‘-IHI/I G(I)GKTI/I KaTO BUIKAAHE, YyBaHC WM YCCIIAHC HAa HCIIlAa, KOUTO HC ChUICCTBYBAT WJIN
YyBCTBO, Y€ CH HE Ha cebe cu ca HeoOnvaifHu (Morat aa 3acersar 7o 1 Ha 100 gymm). Ako nsnurate
HSIKOHM OT Te3W CTpaHW4YHU e(heKTH, KOHCYNTHpaiiTe ce ¢ Barmms nexap.

HeskenmanuTe jgekapcTBEHH Peakiny, ChoOIeHH 3a 1 Selincro, ca OUITH TITaBHO JIEKH WIIH YMEPEHH,
BBH3HUKHAIH [TPH 3aMI0YBAHE HA JICUCHUETO M Ca MPOJBIIKIIN OT HAKOIKO Yaca JI0 HAKOIKO JTHH.
AKO MPOJBIDKUTE JIEYSHUETO ChC Selincro Wi ro mMoHOBUTE CIIE/ TPEKbCBAHEe, HAH-BEPOATHO HIMA
Jla U3MTUTATE Te3U HEeXKENIaHU PEaAKITHH.

B Hskou ciryuan Moske Jia Bu e TpyIHO J1a pa3nnduTe HexXeTaHUTe Peakiui OT CUMIITOMUTE, KOUTO
MOX€ J]a U3MUTATe, KOTaTO HAMAIUTE KOHCYMAIIHATA Ha alKOXOJI.

IIpu Selincro ca goxamBaHu CICTHUTE HEKEITAHH JICKAPCTBEHN PEAKITHH:

MHuoro yectu (Morar ja 3acerHar moseue ot 1 Ha 10 yoBeka)
- YyBCTBO Ha r'aJICHE

- 3aMastHOCT

- Oe3chHUE

- rJ1aBoOoIHe

Yectu (Morat na 3acersat 1o 1 Ha 10 goBeka)

- 3ary0a Ha aneTuT

- npo0JIeMHU ChC CHHS, 00BPKAHOCT, YyYBCTBO Ha OE3CMOKONCTBO, TOHMKEHO CEKCYaAITHO KeJIaHne

- CBHJIMBOCT, IOTPEIIBAHUA HA TAJIOTO, IOHHUXKCHA 6JII/IT6HHOCT, CTpaHHU yCCUIaHHUs 110 TAJIOTO
KaTO WIIIMYKH, HAMAaJeHa YyBCTBUTEIHOCT ITPH JIOTIHP

- y4eCTeH ChPJICYCH PUTHM, yCellaHe 3a Obp3, CHICH WM HEPaBHOMEPEH ChPICUCH PUTHM

- IMOBpBIIAHE, CyX0Ta B yCTaTa, Juapus

- MIPEKOMEPHO TOTEHE

- MYCKYJTHH CTIa3MH
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- YyBCTBO HA M3TOIIEHHE, CIA00CT, TUCKOMGMOPT WIH HEYI0OCTBO, IyBCTBAII CE CTPAHHO
- 3ary0a Ha TerJo

Jpyru HexelaHu JISKapCTBEHU peakiiu (He MOTar Jia ce OLICHST Bh3 OCHOBA HAa HAJTMYHUTE JTaHHW)
- 3PUTEITHO YBPEKIaHEe (B MMOBEYETO CIIydaH IMPEXOTHO)

- MOJTyBaHe Ha JIUIETO, YCTHUTE, €3UKa WIH I'bPIIOTO

- KOIIPUBHA TPECKA

- ChpOeK

- o0puB

- 3auepBsABaHE Ha KOXKaTa

- MyCKyJTHa 00JKa

- MPOABIDKUTETHA ePEKIHs (TIPUATTU3BM )

Cho01aBaHe Ha HesKeJIAHM PeakIuu

AKO TTOTyuuTe HIKAKBU HEXKEJIAH! JICKAPCTBEHHU PEaKIIHH, yBeoMeTe Bammms iekap uim
(hapmarieBT. ToBa BKITtOUa BCHYKY BH3MOKHU HEOITUCAHU B Ta3H JIMCTOBKA HEXEJIAHU PEaKIINU.
MosxeTe ChITo 1a ChOOIIUTE HeXKETaHN PEAKINK TUPEKTHO UYpe3 HAIMOHATTHATA CHCTEMA 3a
choOIaBane, mocoucHa B [Ipunokenue V. Kato cho0IaBaTe He)KEIaHN PEaKIMU, MOXKETE Ja JaIeTe
CBOS MPUHOC 32 TIOJy4YaBaHe Ha MOBeYe MH(OPMAIUs OTHOCHO 0€301aCHOCTTa Ha TOBA JISKAPCTBO.

5. Kak na cexpansiate Selincro

- Ja ce cpxpaHsBa Ha MSCTO HETOCTBHITHO 32 JEla.

- He n3nomn3Baiite TOBa JEKapCTBO CIEA CPOKa Ha TOAHOCT (,,] 'omen mo:), oTbens13an BEpXy
Onucrepa U KapTOHeHaTa onakoBKa. CpOKBT Ha TOAHOCT OTTOBapsl HA MOCIEAHUS JIEH OT
MOCOYEHUS MECEIL.

- ToBa JlekapCcTBO HE M3MCKBA CIICIIUAITHY YCIOBUS Ha ChXpaHECHHE.

- He u3nosn3Baiite ToBa 1eKapcTBO, ako 3a0enexuTe AedeKkTu B TabJIeTKUTE, KaTo HalrbpOBaHe
WIN CUYTICHH TaOJIeTKH.

- He I/I3XB’pr$II\/’ITe JICKapCTBaTa B KaHA/IM3aluATa Uiu B KOHTeﬁHepa 3a JOMAIlTHHU. OTIIaABbIIH.
[MonmTaiite Bamus papmarieBT kak Ja H3XBBPISATE JEKapCTBAaTa, KOUTO BeUe HE U3IOJI3BATE.
Tes3u MepKH I11e CIIOMOTHAT 3a Ola3BaHe HAa OKOJIHATA CPeaa.

6. Chabp:xanue Ha OIAKOBKATA M JOITbJIHUTETHA HHpOpManus

Kaxkso cpabp:ka Selincro

- Bceska ¢punvupana tabnerka crabpika 18,06 mg HanmedeH (KaTo XUAPOXIOPUA TUXUAPAT)

- Hpyrure cbcTaBKH ca:
SnpoTo Ha TabieTkaTa: MUKPOKpPHUCTAHA IIeITyI03a, 0€3BOHA JIAKTO3a, KPOCTIOBUAOH (THI A),
MarHes3meB creapar.
OO0BuBKaTa Ha TabNeTKaTa ChABPKA: XUIIpoMeno3a, Makporox 400, tutanoB auokcun (E171)

Kak usranexna Selincro m kakBo chbabp:ka ONIAaKOBKATA
Selincro e 0s1a, eTUTICOBUHA, ABOWHOM3ITbKHANA Ta0ieTka ¢ pasmepu 6,0 x 8,75 mm.
TabneTkaTa e rpaBupaHna c ,,S OT eHaTa CTpaHa.

Selincro ce mpesyuara B OIakoBKH, ChABPKAIIM 110 7, 14, 28, 42, 49 u 98 TabneTku B Onucrepu

He Bcuuku BHIOBE ONTAKOBKU MOTaT fa ObJIaT MyCHATH B IPOAAKOA.
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IIpuTtexaTes1 Ha pa3pelIeHHETO 32 yIoTpeda
H. Lundbeck A/S

Ottiliavej 9

2500 Valby

Janus

IIpounsBoguten
H. Lundbeck A/S
Ottiliavej 9

2500 Valby
Janus

Elaiapharm

2881, Routes des Crétes
Z.1. Les Bouillides
Sophia Antipolis

06560 Valbonne
DpaHius

3a JOIIBJIHUTCIIHA I/IH(i)OpMaLII/I}I OTHOCHO TOBa JICKApCTBO, MOJIs, CBBPKETC CC C JIOKAJTHUSA

MMPpEACTABUTCII HA TPUTCIKATCIIA Ha pa3pClICHUCTO 3a yHOTp€6aI

Belgié/Belgique/Belgien
Lundbeck S.A./N.V.
Tél/Tel: +32 2 535 7979

Bbbarapus
Swixx Biopharma EOOD
Ten.: +359 (0)2 4942 480

Ceska republik
Swixx Biopharma s.r.o.
Tel: +420 242 434 222

Danmark
Lundbeck Pharma A/S
TIf.: +45 4371 4270

Deutschland
Lundbeck GmbH
Tel: +49 40 23649 0

Eesti
Swixx Biopharma OU
Tel: +372 640 1030

EALada
Swixx Biopharma M.A.E
TnA: +30 214 444 9670

Espaiia
Lundbeck Espafia S.A.
Tel: +34 93 494 9620

Lietuva
Swixx Biopharma UAB
Tel: +370 5 236 91 40

Luxembourg/Luxemburg
Lundbeck S.A.
Tél/Tel: +32 2 5357979

Magyarorszag
Swixx Biopharma Kft.
Tel.: +36 1 9206 570

Malta
Charles de Giorgio Ltd
Tel: +356 25600500

Nederland
Lundbeck B.V.
Tel: +31 20 697 1901

Norge
H. Lundbeck AS
TIf: +47 91 300 800

Osterreich
Lundbeck Austria GmbH
Tel: +43 1 253 621 6033

Polska
Swixx Biopharma Sp. z o0.0.
Tel.: +48 22 4600 720



France
Lundbeck SAS
Tél: +33 179412900

Hrvatska
Swixx Biopharma d.o.o.
Tel: +385 1 2078 500

Ireland
Lundbeck (Ireland) Limited
Tel: +353 1 468 9800

Island
Vistor hf.
Simi: + 354 535 7000

Italia
Lundbeck Italia S.p.A.
Tel: +39 02 677 4171

Kvnpog
Swixx Biopharma M.A.E
TnA: +30 214 444 9670

Latvija
Swixx Biopharma SIA
Tel: +371 6 616 47 50

Portugal

Lundbeck Portugal — Produtos Farmacéuticos,

Unipessoal Lda.
Tel: +351 21 00 45 900

Roménia
Swixx Biopharma S.R.L
Tel: +40 37 1530 850

Slovenija
Swixx Biopharma d.o.o0.
Tel: +386 1 2355 100

Slovenska republika
Swixx Biopharma s.r.o.
Tel: +421 2 20833 600

Suomi/Finland
Oy H. Lundbeck Ab
Puh/Tel: + 358 2 276 5000

Sverige
H. Lundbeck AB
Tel: + 46 40 699 82 00

JlaTa Ha mocjeHO NpepasrJie;KaaHe Ha JUCTOBKATA
JApyru u3rouHuum Ha uHopMauus

[Moapo6ua nHpOpMAaIHs 32 TOBA JIEKAPCTBO € MpeIocTaBeHa Ha yebcaiita Ha EBporeiickara areHuus
10 JIeKapcTBaTa https://www.ema.europa.cu.
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