3BUPEH M3BEIITAJ 3A OCOBUHHUTE HA JIEKOT

1. HWME HA JIEKOT

Ernomnn® 25 mg/5 ml nepopaien pactBop

2. KBAJIMTATHUBEH U KBAHTUTATUBEH COCTAB

5 ml nepopanen pacTBOp COAPIKH 25 Mg CYIITUPHIIL.
[TomomHy cymncraHiMM €O NMOTBPAEHO JnejcTBo: Ooja E 102, merunmapaxujpokcudeHsoat
(E218) u nponunnapaxuapokcudensoar (E216);

3a KOMITJICTHA JIUCTA HA ITOMOIIHUTE CYIICTAHITHH, BUIECTE I'0 JIEJIOT 6.1.

3. ®APMAIEBTCKA ®OPMA

Ilepopanen pactBop.
[TepopanuunoT pactBop Erionun e eqHoNNYHA BUCKO3HA TEUHOCT CO €J1ad MUPHC Ha JIHMOH.

4, KIHMHUYKH OCOBEHOCTH
4.1 TepaneBTCKH MHIMKANHHU

Hespotcku, neuxopyHKIMOHAIHHE U IICHX0aQEKTHBHHE PACTPO]CTBA MIOBP3aHH CO COMATCKH
cocTo]Ou.
AKYTHH M XpPOHHUYHH TICHXO3H.

4.2 Jlo3upame ¥ HAYHH HA IPHMEHA

Boszpacuu
HeBpoTckH, ICHXOPYHKIHOHAIHN U NCUX0a(eKTHBHU pacTpojcTBa MOBP3aHK CO COMATCKH
cocrojou: ox 100 mg 1o 200 mg iHEBHO.

Vikycua Gonecr: Ilepopainara Tepanuja Ha ojpxysame € oj1 50 mg 10 150 mg nueBHo, BO
nepuon on 4 o 6 Hemenu.

[lena

3a Teparyja Ha HApPYIIEHO OJIHeCYBarbe (BO3HEMHUPEHOCT, CAMOIIOBPEIYBAUKO OJ[HECYBAILE,
CTEPEOTHITHO OJIHECYBAMLE), 0COOEHO 3a Tepanuja Ha aytusam: S mg/kg/ien (oBaa j103a MoXe
na ce srosiemu 10 10 mg/kg/nen).

Jlozupare Kaj HalueHTH co 6V6D8)I(HI;PH8.DYIHYBH.H;8,

Bujiejku cynmupuioT, riiaBHo, ce Hsflaqyﬂa TpeKy, 6y6‘pe3me BO CJIyuaj Ha HapylleHa
OyOpexna (yHkiyja noTpedHo € ¢IeIHoTo npucnocoGyBaH;.e Ha Jlo3ara:

- KpeaTHHMH KHpenc ox 30 1o 60 ml/min — - 70 % 011 ;HGpMBJ]HaTa J103a;

- kpeaTuHuH KimpeHc oz 10 1o 30 ml/min - 50 % oL HmeanHaTa J1034; o

- KpeaTHHHH KiupeHc mox 10 ml/mm 34 % 071 HopMdnHaTa J103a,; ? q




ANTEPHATHBHO, HHTEPBAJIOT Ha JI03Upatbe MOXKe Jia Oujie pojionken of gpakropor 1,5; 2 u 3,
DECIIEKTHBHO.

4.3 Kourpaunaukauuu

- IIpeoceTiMBOCT HA akTUBHATA CYNICTAHIIIjA MIIH HA [IOMOIIHHTE COCTOjKH Ha JIEKOT.

- HcroBpemeHo nocToere Ha PoJIakTHH-3aBUCHH TYMOPH, KAKO Ha IIp. HPOAKTHHOM Ha
xuno(usa 1 KapuuHOM Ha JI0jKa.

- DeoXpOMOLIHTOM.

- AxyTtHa nopdupuja.

- Jloemwe (Buere ro aenot 4.6).

- [Tpumena co siepoiona MM CO APYrH aHTHIAPKUHCOHHUIM (BKIy4yBajku ¥ POITHHEPOII)
(Buzere ro nenot 4.5).

4.4 TIloceOnu npeaynpeayBama i MEPKH HA PETIA3IHBOCT

IIpexynpeaysama

Kaj man Opoj nanuenTy mpy IpuMeHa Ha roJIeMH JI034 TIPHjaBeHa € 3rojieMeHa MOTOPHA
aruTanuja; Kaj arpeCHBHH, aTHTUPAHK WK eKCUTHPaHu (a3u Ha GoliecTa, MajH 1031
Eryionn moxar jia ru Biommar cumnromute. ITorpeGHa e mpeTnasimBoct npu coctojba Ha
XHUIIOMaHuja.

Excrpanupamuiannm peakiuu, ocobeHo akaTH31ja, Ce MPHjaBeHH Kaj Majl 6poj ciiydau.
Jloxounky € ormpaBiaHo, MoKe Ja OuJie HeOIXO/JHO HAMAITYBAFhE Ha J[03aTa WK IIPEMCHA Ha
JIeK 33 MapKUHCOHM3aM.

Kako ¥ nmpu nnpuMeHa Ha Apyrd HEBPOJIEITHIIH, MOYKHA € 110jaBa Ha HEBPOJIEITHYEH MAIUTEH
cuaapom (HMC), morennujanto ¢araina KOMILIHKAIKM]ja KOJAIITO CE KapaKTEpH3Upa co
XHIEPTEPMHM]a, MYCKYJIHA PUTHIHOCT, aBTOHOMHA HeCTaOMITHOCT. 3a0esie)anu ce ClIydan co
aTUIMYHM KapaKTEPUCTUKH, KAaKO [0jaBa Ha XUIepTepMuja 0e3 MycKyJiHa PUTHIHOCT WITH
1n0jasa Ha XxunepTonuja. Bo ciydaj Ha xuneprepMuja 0J1 HEMO3HATO MOTEKIIO, IITO MOYXKE JIa Ce
cMeTa M Kako paH 3Hak/cumnTom Ha HMC unu kako arunuyen HMC, tpeba Bennam na ce
NPEKHHE NTPUMEHATa Ha CYJITUPH, TIOA MEIHIIMHCKH HaA30p.

HOCTapHTC MMalHCHTH CE€ IMOOCETIIMBH Ha IOCTYypaJHa XHHOT@HSHja, ceﬂauuja H Ha
EKCTpanupaMHuJIaJIHUTE e(})eK‘m.

Kaj nanuenTs co arpecMBHO OJIHECYBAE HIIH CO aruTallidja co UMITYJICHBHOCT, CYJIITHPH/L
MOJKE Jla ce JaJie 3aeIHO CO CEIaTHB.

AKyTHU alCTUHEHIM]ATHH CUMIITOMH, BKJIYUyBajKH rajICibe, II0Bpakame, NOTEHE U
HECOHHUIIA, CE IIPHjaBEHH IIPH HArJIO PEKHHYBabe Ha yroTpedara Ha aHTUIICHXOTHYHUTE
nexoBH. Mcro Taka, Moxe /1a J10j/ie /10 Bpakare Ha ICHXOTHUHUTE CHMIITOMH, KaKo H JI0
1I0jaBa Ha PacTpPOjCTBa Ha HEBOIHUTE JIBHKCHsA- (alcam:mja JUACTOHH]A U JIMCKUHE3H]a).
3aroa, ce IpernopadyBa OCTEIEHO npeI(HHy‘Barbe Ha Tepanm ara.

BN

Iocmapu nayuenmu co demenyuja
ITocrapure nanueHTH co nemenunja mm CQ cmmHH HCHXOBH KOH IPUMAaaT aHTHIICHXOTHIH,
Cce M3JI0KEHH Ha ITOr0JIeM PH3HK 0T CMp‘ AHaﬂmHTe Ha 1;’7 11a11e00-KOHTPOIMPaHH
UCTIUTYBarba (BO BPEMETPACHHE 0] oﬁggy 10 He,uenu) HOI{a)KBJTe JIeKa PU3UKOT OJ] CMPTEH
ucxoJ e norojem 3a 1,6 no 1,7 naru xaj: naup{eHTme KOH TPHMAIIe AHTHIICHXOTHIIH BO OJ(HOC



Ha NAlMEHTHTE KOX OMIIe TPETHpaHH Co Iu1anedo.

[lo 3aBpiuyBame Ha 10-HeJEIHOTO HCIUTYBAE, CTANIKATA HA CMPTHOCT Kaj MAl[MeHTHTE KOU
IIpUMaJie aHTHIICHXOTHIK Outa okoiy 4,5 %, Bo criopenba co crankara Ha CMPTHOCT 0] 2,6
% Kaj rpynara Koja npuMaa miane6o.

Mako npuYMHKTE 33 CMPT BO TEKOT Ha KIIMHMYKOTO HCITHTYBAILE CO ATHIIMYHK
aHTHIICHXOTHIM OWJIE O pa3IMYHO MOTEKIO, NoBekero Ouie ox KBC (cpuesa ciabocr,
HEHaJIeJHa CMPT) WJIH 0/ MH(EKTHBHA IIPHpo/a (IIHEBMOHHja). ENUIeMHOIIOMKHTE CTYIHH
Cyrepupaar Jieka, CJINYHO Ha aTHIIMYHUTE, 1 KOHBEHI[HOHAIIHUTE aHTHIICHXOTHIIM MOKE JIa 0
3rojieMar MopTaiuTeToT. He e 10BoIHOo jacHO BO Koja Mepa 3roJIeMEHMOT MOPTATUTET MOXKE
Jia buze pesyITar Ha TepalHujaTa co aHTHIICHXOTUIM 3 Pa3/IuKa O/l MHIMBH/yaHUTE
KapaKTepUCTHKH Ha TalHeHTHTE.

Bencku mpomboembonuszam
IIpujaBenu ce ciyyan Ha 110jaBa Ha BEHCKH TPOMO0eMOOIIH3aM, OHEKOTAl U €O (aTaneH
HCXOJI, IIpY NPHMEHA Ha aHTHIICUXOTHIIK. 3aToa, CyIMnUupu Tpeda 1a ce ynotpedysa co

NPETHa3IMBOCT Kaj MAIHEHTHTE CO PU3HK-(PAKTOpH 3a TpoMOGoeMboIH3aM (BUIETE IO JeIOT
4.8).

Kapyunom na oojra

Cynnupuaor MoXKe J1a ro HOKaYd HUBOTO Ha IIPOJIAKTHH. 3aT0a MallMEeHTHTE KO UMaaT
MO3HTHBHA aHaAMHe3a WK (aMHIijapHa anaMHe3a Tpeda MocTojano Ja GHIaT ClIeICHH 01
JOKTOP J0/IeKa IIPUMAaT CYJIITHPHI.

Mepxu Ha npernazimBoct
Kaj nocrapy naruenTy, Kako ¥ MpH IPUMEHA Ha JPYTH HEBPOIEITHIIN, CYIMUPHJIOT Tpeba Jia
ce yrorpedyBa co ocobeHa mpeTna3iuBOCT.

Ilopanu 3roneMeHHOT PH3MK Ol Pa3BOj/BIOIMIYBALE HA CKCTPAIIMPAMHIATHUTE CUMITOMH Kaj
naipenTuTe co [lapkunconosa Gonect uinu nemeniuja co Jlesuenu tena, cynmupu Tpeda jia
ce IPUMEHYBa caMo KOTa € HEOIIXO/IHO.

HepponenTuituTe MOXXaT Ja 0 HaMaJIaT IParoT Ha MojaBa Ha eMUIICITHYEH HaTa]l,
IIpujasenu ce cnyyau Ha 10jaBa Ha KOHBYJI3UH [IPH IPUMEHA Ha CYJIMUPH/L (BUIIETE TO JEJIOT
Hecaxanu yiejcrBa®). 3aroa, NalMEHTHTE CO HCTOPHja Ha CMUIICNICHja Tpeba BHUMATEITHO J1a
ce clieJiaT 3a BpeMe Ha TepanujaTa co CyJIupUIL.

Ha nanuenTHTe HA KOH UM € HOTpGGCH EFHOHHH, a Beke [IpuMaaT aHTHKOHBYII3UBHA
Tepannj a, J103aTa Ha aHTHKOHBYJI3BHBHHUOT JICK HE Tp€63. Jla UM C¢ MCHYBA.

[IpujaBeny ce ciryyad Ha [0jaBa Ha KOHBYJI3MH Kaj MAIIHEHTH KOM HEMAAT [PETX0/(HA
MCTOpHja Ha HAIlAJIH.

Kako u xaj cute JeKOBH KOH, IJIABHO, CE eJIMMUHKIpAaT npeky OyOpesuTe, jo3ara Tpeda Jjia ce
HaMaJli U Jla ce TUTPHpa BO MaJIM HHTEPBAJIM BO cliyyaj Ha OyOpexHa uHcyQUIMeHIHja.

IIpononeuparee na QT-unmepesanom
CynnupHoT MOKe J1a IpeM3BHKa ITPO OHeraH:.e Ha QT -MHTEPBAJIOT (BUIETE TO 1eIoT 4.8).
OBoj e(exT KOj MOXKeE Jia Io TOTEHIH] j)H3HK0T o cepnowa BEHTPHKYJIapHa apUTMH]a,

KaKo forsade de pointes, ce 3acuiysa/n ', ‘HOCTOJH& 6panmcapﬂuja XUITOKATMEMH]a WK TIPH
KOHT€HHUTAJIEH MK cTekHat joir QThuni ‘epBaJI b




IIpexn kakBa OuMJI0 IPHEMEHA U TOKOJIKY € MOYKHO, BO 3aBHCHOCT O] K/IMHUYKATA C/IUKA HA
TALHCHTOT, C€ MPENopadyBa cie/iehe Ha (pakTopuTe KOM MOXKAT Jia ja (hasopusupaar
[ojaBata Ha OBa HapyLIyBam€ Ha PUTAMOT:

- Opajukapuja nomana o 55 oT4yKyBama BO MHHYTA,

- CJIEKTPOJIUTEH AucOaIanc, 0cobeHo XHmokanuemuja (koja Tpebda Jia ce KOperupa);
- KOHI€HHTAIHO IPOJIOHTupame Ha QT-uHTEepBaIOT;

- MOMCHTAJIHA TePaIlja CO JIEKOBH KOMIITO MOXKAT Jia [pe/iu3BuKaaT 6pajukapuja (< 55
OTYYKYBarba BO MUHYTAa);

- XHIIOKaJINEMHja;

- HamaJieHa cpleBa CIIPOBOJUIMBOCT HIIH

- npononrupame Ha QTc-unTepBanor (Buuere ro nenor 4.5).

Cynrmpu1 Tpeba IIpeTnasivBo 1a ce IpenuiyBa Kaj HaueHTH KO T HMaar
rOpeHaBeIeHUTe (PaKTOPH H Kaj NAlMEHTH CO KapAHOBACKYJIADHH PACTPOjCTRBA KOH MOYKAT J1a
J0BEIAT JI0 MposioHrupame Ha QT-unTeprasior.

Ha ce n3bernysa HCTOBpeMeHa IIPUMEHA CO JIPYTH HEBPONCTITHIN (BHIETE TO JEIOT 4.5).

Mo3zouen yoap

Bo panjioMusnpann KITMHAYKY HCITHTYBAk:A H3BEEHH Kaj TIOCTAPH MAIHEHTH CO CMEHIM]a
M TPETHPAHH CO OJIPEJICHH aTHIIMYHH aHTHIICUXOTHIM, BO OJIHOC Ha Iu1arebo, 3abenexan e 3
TIaTH NOroJIEM PU3HK 01 II0jaBa Ha LepeGpoBacKyIapHu HapyliyBamba. MexaHu3aMoT Ha 0BOj
PH3MK HE € I03HAT. 3rOJIEMyBaH-e HA PU3UKOT HE MOJXKE JIa CE UCKIIYYH IIPH TIpUMeHa Ha
ApYr¥ aHTHIICHXOTHIIH HITH NIPH IIPUMEHA Kaj ApyTa MOIyJIaluja NaiueHTH.

Cynnupu Tpeba j1a ce Jlapa Co MPEeTNasMBOCT Kaj NALKEHTH CO PU3HK 0J1 MO30UCH yiiap.

bujejku e npujapena XumeprinkeMuja Kaj malMenTH KOH IIPHMAIC aTHITHYHK
AHTHIICHXOTHIH, IAIHCHTHTE CO MOTBPAEHA IMjarH03a Ha ujabeTec Hin co pu3HK-(PaKTopu
3a iujaberec, KoM MOYHANE Tepalnja co CyIIUpPH/, Tpeba NPEeTNa3nuBo 1a ja clear
rIIMKeMHUjaTa.

Jleyxonenuja, neymponenuja u azpanynoyumosa

[IpujaBenu ce ciryyam Ha JIeyKOIICHH]a, HEYTPOIIEHH]A U Ha arpanyIolMTO3a NPH MPAMEHA Ha
AHTHIICHXOTHIH, BKIy4yBajku ro u gexoT Ernonun. Mudexunu u Tpecka koja ce nojasysa
0e3 nexoja noceOHa mpuunHa (Bujere ro jenot 4.8) ce arcojyTHa HMHIMKAIIH]a 32
XEMaTOJIOIIKO HCIIHTYBakbe, OHJIejKu NIpUUKHA 33 HUBHATA I10jaBa MOKE Jid € KpBHA
JIUCKpa3uja.

Ernonnn Tpeba j1a ce J1aBa co IPeTazMBoCT Kaj MalMeHTHTE CO TIAYKOM, HIIEYC,
KOHTCHUTAJIHA JIMIE€CTHBHA CTEHO3a, PETEHIHja HA YPHHA HIIK CO XHIIepIuiasyja Ha
npocrarara.

Ernonun tpeba j1a ce jasa co mpeTnasnuBocT Kaj XHIepTeH3HBHUTE MAIMCHTH, 0COBEHO Kaj
MOCTAPUTE MAllMEHTH, OUE]KH TOCTOH PH3UK-OJI XHIIEPTEH3UBHA KPH3A. OBwue nmanueHTH

Tpeba 1a GuuaT 1oJ peJoBeH HaI30p Ha. pKT0p i




Merunanapaxuapoxcudensoar (E218) u_nponunnapaxuipoxcudensoar (E216)
Jlexot coppxu Metuinapaxuapokcudensoar (E218 ) u nponmnmapaxupoxcutdenzoat (E216)

KOW MOXarT Jia NPEIU3BUKAAT aJIEPIUCKH PEAKIIMU (MOMKHHU CE U OJITIOEHH alleprHCKu
peaKIum).

Taprasun (6oja E102)
Jlexor conpyu Taprasun (60ja E102) koj Moxe Jla peIu3BHKa alepruCcKy PeakiuHy.

4.5 MHurepakumu co APYrH JIeKOBH u Apyru GopMH HA HHTEPAKIHja

KonTpanuanuupanu

Jlesosiona u Ipyru aHTHITAPKUHCOHHUIH (BKIIYYYBajKH U POITHHKUPOII): PELHUIIPOUCH
AHTArOHH3aM Ha eh)eKTHTE oMery JEBOIOIA U PYTUTE AHTUIIAPKUHCOHUIIN (BKIIydyBajKi U
POIIUHUPOI) U HEBPOJETITHIUTE.

He ce npenopauysa
ANKOXOJI: aJIKOXOJIOT I'0 3aCHIIyBa CEIaTHBHHOT e(EKT Ha HEBPOJIEIITHIIHTE.
Ha ce uzbernysaar ajqKOXOJIHH DHjaTalld U JICKOBH KOMIIITO COJIPIKAT AJIKOXOJL.

Kombunaryja co cneHuTe JISKOBH MOKE JIa IPEIU3BUKA lorsades de pointes uinm
nposionrupare Ha QT-unrepBanor (Bunere ro aenot 4.4):

- JlexoBH KOHIITO NpeM3BUKyBaaT OpaauKap/inja, Kako mMTo ce OeTa-6I10KaTopH;
0JI0KaTOpU Ha KAILMYMOBHUTE KaHAIH (JIJITHA3EM M BEpallaMuIl); KIOHHIUH, Iyan(arim,
JUTHTAIIHC.

- JIekOBH KOMILUTO NPEIU3BUKYBaAAT CICKTPOIUTEH AuchaliaHe, 0cOOEHO XUITOKAIHEMH]ja:
XHUITOKAJIMEMHCKH JIMYPETULIH, CTUMYJIATUBHH JIAKCATHBH, U.B. aMmpoTepurut b,
IITMKOKOPTHKOM/IH, TETPAKOCAKTH/IH.

Xunokanuemujara tpeba 1a ce Koperupa.

- Knaca la antnaputMuiy (KHHUIMH, TA30TTHPAMHUT);

- Kunaca Ill antuaputMumy (aMuoiapoH, cotaio);

- Jpyru nexoBu (TMMO3HI, CYJITONPHI, XaTONEPUION, THOPHIA3UH, METAIOH,
MUMUIIPAMUHCKH aHTH/IEIIPECHBH, TUTUYM, OCTTPUITAIL, IIUCATIPUL, U.B. EPHTPOMMIIUH, H.B.
BHHKaMHMH, Xalo(aHTPUH, [IEHTaMUJIMH, cliap(IIOKCcalluH).

Ja ce uma npeaBu/

AHTHXUIIEPTEH3UBH: AHTUXUIIEPTEH3UBEH e()eKT M 3acCHJIeHa IIOCTYpaliHa XHUIIOTeH3H]a
(amuTHBEH eeKT).

Henpecopu na [IHC, Bkiy4yBajku HApKOTHILH, aHANTETUIH, ceraTuBHA H1-
AHTUXUCTAMUHMIM, OGapOuTypaTH, OH30IMja3eIMHK WK APYTH aHKCUOJIUTHIH, KIIOHH/IMH 1
JIEPUBATH.

AnTanuau u cykpandar: Ancopnigjara Ha CYJIIHMPHTL € HaMaseHa TP HCTOBPEMEHa
npumena. 3atoa, Cyanupu tpeda na ce’ sema 2 1{aca TPEJI OBHE JICKOBH.

JIMTHYMOT IO 3roJIeMyBa PH3UKOT 0}.{ HOJaBa Ha ‘eKeTpaltapaMHIATHI HecakaHu JiejeTsa. [pu
M0jaByBarbe Ha MPBUTE 3HAIK HA I{éﬁpO’I‘OKCHHHOCT Tpe6a Jla ce MpeKHUHe JIEKYBAmkETO H €O
JiBaTa Jieka. Ry ;




4.6 ILmoaHocT, OpeMeHOCT M H0€HH>€

Bpemenoct

ExcriepuMenTaiuure HCIUTYBamba Kaj XKHBOTHH HE HHIMITUPAAT JUPEKTEH HIIH HHIUPEKTEH
ITeTeH eEKT BO OJIHOC HA TEPaTOreHocT i eMOproderoTokcuunoct. CTyMUTE HAIPABEHH
HA XKHBOTHH CE€ HEIOBOJIHHM BO OJIHOC HA HEBPOPA3BOjHUTE HAPYILYBAbA Kaj MJIAICHUHHATA.
Cynnupun ja MHHYBa MTareHTaTa.

3a npumMeHaTa Ha IEKOT BO TEKOT Ha OpeMeHocTa Kaj Jiyl'e I0CTalHU Ce MHOTY MaJIKy
KIIMHWYKH [I01aToIM. YIoTpedaTa Ha Cy/IMUpPH]] He Ce Mperopayysa 3a BpeMe Ha
OpeMeHoCTa, HUTY Kaj JKEHHTE KOHIITO CE BO PENPOyKTUBEH IIEPHO/] M KOUINTO HE KOPHCTAT
e(ukacHa KOHTpalenIHja, OCBEH ako IPHI00MBKUTE 3a JKeHaTa TH OTIPaBTyBaaT
MOTEHIM]ATHUTE PH3UIIM 3 TUI0/IO0T.

Kaj noBoposenunma YUK MajKH IIPUMAJIe aHTUTICHXOTHI (BKJIy4dyBajKi I'O U JEKOT
Erjionuir) Bo TpeTHOT TpEMeECTap 01 GpeMEHOCTa MOYKE JIa C€ TOjaBaT eKCTPpaIHPaMUIaTHU
/MM aTICTHHEHIM]aTHA CUMIITOMH 110 pararmeTto (Buaete ro aenot 4.8). Ipujapenn ce
Clly4ad Ha arMTalyja, XuIepToHHja, XUIIOTOHHU]a, TPEMOP, COMHOJIEHIIH]a, PeCITHPaTOpeH
JMCTpec U npodiiemMu Bo Hexpanarta. OBHe HOBOPOJIGHUHEbA Tpeba Jia OUIaT 1101 10CTojaH
JIEKapCKH HaI30p.

Hoere

Cynnupull € IpOHAjIEH BO MajuyMHOTO MIIEKO K&j JKEHH KOW IO INPUMAlle JIEKOT. 3aroa,
JIOEHETO € KOHTPauHAUIUPAHO IIPH NIPUMarbe Ha OBO] JIEK.

I tooct
HamasyBame Ha IIofHoCTa, MOBP3aHO cO (hapMaKoJIOMIKHTE e(heKTH Ha JIEKOT (11€jCTBO
II0CPEJIyBaHO CO MPOJIAKTHH), OUJI0 3a0eliekano Kaj TPETHPAHUTE JKHBOTHH.

4.7 Buaujanue Bp3 cCoCOOHOCTA 32 BO3€H-€ H 32 PAKYBAH€ CO MAIIHHH

CynnupuaoT MoXe J1a Ipe/IM3BHKa cellaliija i Kora ce yrnorpedyBa Kako IITo € Ipernopadano.
ITopaau Toa, cmocoOHOCTa 32 BO3EHE U 32 PAKyBake CO MALIMHKA MOJKE Jia OuJic HaMasieHa.

4.8 Hecakanu jaejerea

HecakanuTe peaxnuu ce HaOpOGHH 110 OPraHCKH CHCTEMH H 110 (ppeKBeHIH]a.
®pexBeHnuuTe ce JeuHUpanu Kako: MHory dectu (1/10), vectu (1/100; < 1/10), He MHOTY
gect (1/1 000; < 1/100), perku (1/10 000; < 1/1 000), Heno3uara GppexBeHinja (He MOXKe J1a
Onpe mpecMeTaHa o1 AOCTAITHUTE TIOAATOIIH).

HapymyBama Ha KPBHHOT H Ha JTUMQHHOT cHcTeM (BUJETE o 1eioT 4.4):
He MHOry yectu: jeykornenuja.
Henosnara (pexBeHIuja; HEYyTpoIIeHH]ja n_‘a_rp_e_mynoumosa.

HapymyBama na nmynonomlmf cld TeM

Henosnara Qppexsennuja: anapu ‘TT HU peaI{LIHH ypTﬂKapHJa JUACITHE]a, XMITOTCH3Hja |

aHa(PUIIAKTHYEH HIOK. _.3 ;

HapymyBama Ha eHI0OKPHHHOTC
YecTu: XuneprnpojaakTHHEMH]a.



IlenxujaTpuckn HapynyBama
Yectu: uncomuwuja.

Henosnata ¢pexpenimja: kondysuja.

HapymyBama Ha HEpBHHOT cHCTEM

Hectn: cellauuja uiiy 3aleMeTeHOCT, EKCTPAIUPAMHIATTHO HAPYIIYBamhe (OBHE CHMITTOMH Ce
TEHEPAIHO PEBEP3UOMIIHY 110 IPEKUH HA aHTHIIAPKHUHCOHCKATA TEPATIH]a), IAPKHHCOHM3aM,
TPEMOD, aKaTH3H]a,

He MHoOry uectu: Xunepronuja, JMCKUHE3N]a, JUCTOHH]A.

PeTku: okynorupHa kpusa.

Henosuara (pexsenimja: HeBpoenTHYEH MATHIEH CHHIIPOM, XHIIOKHHE31]a, TApHBHA
JMCKHHEsHja (IIPHjaBeHH ce KaKo M Kaj CHTEe HEBPOJICIITHIM 110 3 MECCUHA HeBPOJIEIITHIHA
Tepauja. AHTUIIAPKUHCOHMINTE HE c¢ e(MKACHH; lypH MOYKe M JIa ja BIOIIAT cocToj6aTa),
KOHBYJI3HH.

Hapymysama na MeTaGomm3MoT 1 Ha HexpaHaTa
Henosunara dpexBenmuja: XuonaTpeMuja, CHHIPOM Ha HEACKBATHO JIayere Ha
AHTHIYPETHYHHOT XOpMOH (anr. STADH).

Hapymysama Ha cpuero

Perku: BeHTpUKy/IapHa apHTMHja, BEHTPUKY/IapHa (GUOpUIIALIM]a H BEHTPHKYIAPHA
TaxuKap/Jgja.

Henosnara ¢pexsennuja: mpononrupae na QT-uuTepBasior, mpeknn Ha paGoTara Ha
cpuero, forsade de pointes, HeHazejHa eMpT (BUIETE TO 1ei0T 4.4).

Backyaapaun napymysama

He MHOrY yecTH: moctypasiHa XMIIOTEH3H]a.

Henosuara ¢pexpeniyja: Bencku TpomboeMbou3zam, myiMoHanes eMOoTH3am, Juiadoka
BEHCKa TpoMOO3a (BUIETE ro NeNoT 4.4), IOKaYyBarhe Ha KPBHUOT IIPUTHCOK (BUAECTE TO
nenot 4.4).

Hapymyrama Ha pecnupaTopHHOT cHcTeM
Henosunara gppexsennuja: acnupanuona nuesMonuja(ocedno co npyru CNS nenpecopn).

HapymyBama Ha racTPOHHTECTHHAJIHHOT CHCTEM
Yecru: oncrumnarmja.
He MHOry yectn: canuBapHa Xunepcekpernuja.

Hapymysama Ha XenaToOHIHjAPHUOT CHETEM

YecTH: 3roJeMyBarbe Ha HHBOTO HA XEMaTalHUTE CH3UMU.

Herosnara dpexpennuja: XenaTouenyiapHo, X0JIECTATCKO MK MEIIAHO OINTETYBAkhe Ha
LPHHOT JIpo0.

Hapymyeama Ha KokaTa u Ha Horxomnﬂe TKHBA
Yectu: Makyno-nanyiapex HCHI} Z HE 29, Y5




bpemenocTt, nyepriepuym H NEPUHATAJIHH COCTOjOH
Henosuara Qppexsenimja: eKCTpanupaMuJIaiHi CUMIITOMH, alICTHHEHIMjAICH CHHAPOM Kaj
HOBOPOJCHUYHIbA (BHIETE IO Je0T 4.6).

HapymyBama na penpoayKTHBHHOT CHCTEM H HA IPaJHTe

Yecru: 6oika Bo rpasnTe, rajakropeja.

He muory yectu: sronemMyBame Ha rpajjuTe, aMeHOPEja, oprasmMuuna JuchyHKIH]a,
epeKTUIIHA TUCyHKIH]a.

Henosnata ¢ppexkBeHIHja: THHEKOMACTH]a.

Oty HApYIIyBamha H e)eKTH Ha MECTOTO HA AILTHKATIH]ja
YecTH: 3roseMyBarmbe Ha TeleCHATA TEXKHHA.
Henosnara ¢ppexBennuja: xuneprepmuja (Bugere ro aenot 4.4).

HenuryBama
Herno3nara (pexpennuja: 3ronemMyBarbe Ha KpeaTHHHH-(DOCPOKHHA3ATA BO KPBTA.

IIpujaByBame HeCAKAHH JiejCTBA

[IprjaByBameTo Ha COMHHUTEITHHTE HECAKAHM PEAKIIMH 10 MyIITAILETO HA JIEKOT BO MPOMET €
MHOTY BaxkHO. Co Toa ce 0BO3MOXKYBa KOHTHHYHPAHO CIIEICHE HA OHOCOT KOPHCT — PH3UK
OJ1 MCIMIIHHCKHOT NPOU3BoJL. Hecaxanure peakiiny o1 IeKOBHTE MOYKETE JIa TH TIPHJaBUTE BO
HanuonannuoT menTap 3a (hapMaKOBHTHIAHIA TPU ATEHIMjATa 3a JIEKOBH U MEUIIHHCKH
cpencrsa (yi. ,,Ce. Kupun u Metonuj®, 6p. 54, kat 1) wiu eneKTpoHCKH HpeKy Be6-
cTpanurara Ha AreHnujata — http://malmed.gov.mk/.

4.9 IlIpenposupame

3HanM M CHMIITOMH

OrpannyeHH ce HCKYCTBATA 3a MPEO3Upan-e co cynmupul. Bo ciiyuaj na npegosupame
MOJKAT JIa Ce 10jaBaT AUCKHHETHYHH CHMIITOMH KaKO IIITO C€ CMAa3MONIEeH TOPTHKOIIHMC,
IIPOTPY3Hja Ha Ja3HKOT WK Tpu3Myc. Hekoun manmentu Modxe Jia pazsujar
YKMBOTO3arpo3yBavuky NapKUHCOHU3AM WM KoMa. JIeTallHi HCXOIH Ce TpUjaByBaHu IPH
HCTOBPEMEHA YIIOTpeda co IPYTH ICHXOTEePANIEBTHITH.

Cynmiput IelyMHO c€ OTCTPaHyBa CO XeMO/IHjaln3a.

JlexkyBame

Hema ciennduyen antuyor 3a cynmmupui. Tepanujata e camo cumnromarcka. Tpeba ma ce
Jlazie COOIBETHA CYTIOPTUBHA Tepallija; ce Npernopavysa JIeTaTHO CAECHE Ha BUTATHHTE
(yHKIIHH B KapJAHOJIOMIKa KOHTPOJIA (MOpa/ il PU3HK 0J1 IPoJIoHrHpame Ha QT-uHTepBaIoT U
0] ocIe0BaTeNHa BEHTPUKYJIapHa apuT™MH]a) JI0JIeKa NAIlMeHTOT HE 03/[PaBH.

Bo cnyyaj Ha ojaBa Ha cepHO3Ha EKCTpalUpaMHIAIHA CUMIITOMATOJIOTH]a, Tpeba Ja ce
JlaJlaT aHTUXOJIMHEPTUIH.

5. ®APMAKOJIOIIKH CBQJCTBA

5.1 @apmakoquHAMCKH cno;cwsa

ATC xom: NOSALO1




CynmupuaoT € cyncTuTyrpan GeH3aMHUJICKH JIEPHBAT CO AHTHIICUXOTHYHO U aHTHICTIPECHBHO
nejcTBo. CyNmUPHIIOT Ce OJUTHKYBA CO CEIICKTHBHO JICjCTBYBabE, TIPBEHCTBEHO Ha
nonaMuHCcKuTe JI2-penentopy, 3a pa3imka oj1 MOBEKETO HEBPOJICTITHIIM KOM BpIAT 6J10Kaa
Ha ponamunckure JI1 u JI2-penentopu. OBoj Jiek ManudecTHpa He3HAYHTENHO JISjCTBO Ha
HOpaIpEeHAMHCKUTE, allCTHIIXOJIMHCKUTE, CEPOTOHUHCKUTE, XMCTAMUHCKHTE,
ajipeHepruunuTe U Ha I'ABA-penentopure. OBaa CeNEKTUBHOCT HA HETOBOTO JIEjCTBO OTBOPA
MOJKHOCT 3a HCTpayKyBarba 3a IIPUMEHA Ha CYJITHPHJIOT 3a JIEKYBaIbe MAlHeHTH CO
TApJIMTHBHA JHUCKAHE3H]a, H TIOKpaj TOA IITO CO FOJIEMH JI03H CYJIHPUJT MOKE JIa CE MOCTHIHE
Buokaza u Ha nonamuHckute J11-penentopy.

Criopent Hexou McTpaXKyBama, MasuTe 103 cyianupuj (50 — 100 mg Ha gen) umaar
AHTHZIEIIPECUBHO JIEJCTBO, JloJIeKa yrnoTpebara Ha ronemu 103 (800 — 1 000 mg na aen) e
eukacHa 3a Tepanyja Ha IIO3UTHBHHUTE CHMIITOMH Ha 30 pennja. Ce MpeTnocTaBysa Jcka
AHTHUIENIPECUBHUOT €(DEKT Ha CYJINUPHJIOT, BO MaJTH JIO3H, € TIOBP3aH co BIoKajara Ha
IIPECHHANTHYKHUTE JONAMHHCKH PElEeNTOPH KOM yYECTBYBaaT BO JONAMHHCKATa TPAHCMHICH]A.
Hero Taka, cyanmupHIOT ja CTUMYJIHpPA CEKpelrjaTa Ha MPOJIAKTHH, MTOPaJIH IITO CE UCTTUTYBA
Herosara e(pMKacHOCT IIPH HapyIllyBama Ha JiaKTalujara, Kako 1 3a mojio0pyBarbe Ha
KOHTpALEINI#jaTa Co IPOreCTHH.

[Tokaxkano e nexa cynnupua ja monoOpysa MUPKyIalijaTa ¥ MyKO3HATa CeKperuja Bo
racTpOMHTECTHHAIHATA MYKO03a, O] IITO IIPOU3JIEryBa NOTEHIIHjAIHUOT e(DEeKT Ha OBO] JIEK 3a
Tepanuja Ha YIKYCH.

[Tocrojar cozHaHM]a ieKa aHTHEMETHYHOTO JIGjCTBO Ha CYJIMUPH/IOT aBa MOXHOCT 33 HEroBa
[IPUMEHA BO Tepallija Ha BEPTUIO U HAa MHTPEHCKA ri1aBoOoiKa.

5.2 ®dapmMakOKMHETCKH CBOjCTBA

Cynnupujior ce ancopbupa o1 raCTpOUHTECTHHAIIHAOT cHcTeM 3a 4,5 yaca. Herosara
OnopacIonoKIUBOCT ¢ HUCKA (25 — 35 %), BO 3aBHCHOCT 0/1 MH/IMBH/IyATHUTE BAPH]aI[HH.
KoHlenTpanujaTa Ha JeKOT BO Iia3mara ¢ IpoIopIHoHaina co ynorpebenara 103a.
HajBHCOKOTO M1a3MaTcKo HUBO MO mpumMena Ha 50 mg nepopaien pactsop usnecysa 0,28
mg/l.

IIpu ucroBpemMeHa puUMeHa Ha IepopatHiTe 0OJIMIM Ha CYIITMPH/] CO XpaHa ce HamallyBa
aricopniyjara Ha jexor 3a oxony 30 %.

Cynnupuyor ce quctpubyupa Bo MHOry TKHBa (moManky oz 40 % ce Bp3yBa 3a MPOTCHHHUTE
Ha IJ1a3MaTa), a HAjJBUCOKH KOHIIEHTPAIWH Ha JIEKOT e TIOCTHTHYBaaT BO XEIapoT U BO
OybpesuTe.

Cnabo noMuHyBa HH3 KPBHOMO304YHATa Gapuepa, [pH [ITO HEroBaTa KOHIEHTpaIuja e
HajrojieMa Bo Xuroguzara.

CnpoTHBHO HAa UCIUTYBambATA Ka] AKHBOTHH, CYJITUPHJIOT c& MeTabOoJIH3upa UCKITYUHTETHO
MAaJIKy BO YOBEYKHOT OpraHu3aM.,

Cynnupuiot, TiIaBHO, Ce eJIMMUHMpA npeky Oyopesute (70% — 90 %). Enumunanujara ce
0JIBHBA I[IPEKY IJIOMepyJiapHa Q)HHTpau{zI]'a By6pe>KHH0T KJIMPEHC € EKBUBAJICHTEH Ha
TOTAIHUOT KIIMPEHC. > ‘
[Tonyspemero na enumunanuja na; cyﬂnnpn,uor npnﬁnmlmo u3Hecysa 7 10 9 yaca.
BosiymeHot Ha quctpuOynuja Bo éQCTOJGa Ha paMHOTC}Ka e 0,94 I/kg. ToramHHOT KIIMpEHC
JOCTHTHYBA Jio 126 ml/min.




5.3 HpeTKﬂHHH‘iKH NoAATONHM 3a De30eTHOCTA HA MEJHIHUHCKHOT IMPOU3BO/Y

TokcukosomKkyuTe MCIUTYBarba Ha CyJITHPU/L BKIIyUyBaaT aKyTiHa, Cy0aKyTHa H XpOHHYHA
TOKCHYHOCT, KAKO H MCIIHTYBamba 3a TePaTOreHOCT, MyTareHOCT U 38 KAHIIEPOreHOCT.
M3BenyBany ce Bp3 pasiMyuHy BUAOBH XHBOTHH (CTAOPIM, IIIYBIM, KYUHFLa, 3ajally).
3rosieMena € HHIM/ICHIATa Ha TYMOD Ha JI0jKa, aleHOM Ha XMIo(u3a, TyMOp Ha IaHKpeac 1
BO HEKOH CJIy4an — TYMOp Ha Haa0yOpeskHaTa jKj1e3/ia ¥ Ha THpouejara (Kaj rIyBIH | Kaj
Ky4nrba). OBHE TYMOpPH ce, TJIaBHO, OCHHIHH M He C€ MIPHAPY/KEHH CO 3rOJIEMEH MOPTAIHTET
Ha TPETUPAHHUTE )KHBOTHH.

CynnupuaoT He mocejiyBa TEPATOreH:H U MyTarcHu ¢(eKTH.

6. ®APMAIEBTCKH OCOBEHOCTH
6.1 Jlnmcra Ha NOMOIIHHM CYNCTAHIMEH

Hatpuym caxapunar
Merunnapaxunpokcudensoar (E218)

I Iponmnmnapaxunpokcudensoar (E216);
Copbuncka xucenuna

JInMOHCKa KuCcenTuHa, MOHOXHIPAT
XHJIPOKCHETHII 1IEJTyI1032
XJIOPOBOIOPO/IHA KHCETMHA

boja E 102

Apoma Ha TUMOH

IIpouncrena Bona

6.2 HuaxomnaTrubujinocTt

He e anmnukatusno.

6.3 Pox Ha Tpaeme

Tpu (3) rogunm.

[a ue ce ynorpeOyBa o HCTEKOT Ha POKOT HaA ynoTpeda.
6.4 CuoenmjajJJHu MepKM 33 YyBame

HeoTBopenuor ek He 6apa noceOHU YCIIOBH 3a UyBakbe.

[To mpBoTO OTBOpAKSE JIEKOT MOXKE /1A ce yroTpeOyBa 1 (eneH) Mecell ako ce uyBa Ha
temreparypa mox 25 °C Jlekor Tpeba na cgﬂy:.%a Ha)mop 0 podar na gena!

/
6.5  H3ruea w coap:kmHa Ha amﬁanaﬁcaTa-

Temno craxiieno mume co 120 ml paCT\a()p
Kyrujara coapxu 1 (enHo) muiie co 120‘*m pacmop, CO TIACTHYCH rpajiydpaH JI03aTop

e



YHATCTBO 32 KOPUCHHUKOT.

6.6 IloceOHu MepKH HA NPETNA3IUBOCT MPH OTCTPAHYBAKHE HA HEUCKOPHCTEHHOT JIEK
WJIH HA OTHAJHUTE MATEPHjATH

ITocebnu mMepxu 1pu yrorpeba He ce noTpeOHH.

HenckopucTeHHOT JIeK HIIH OTHAHUTE MaTepHjaii Tpeba Jia ce OTCTPaHaT BO COITIACHOCT CO
3aKOHCKHTE Daparba.

7.  HOCHTEJ HA OJOBPEHHETO 3A ITIPOMET

AJIKAJIOU]T AT Cxkorje

Oyn. Anekcannap Makenoncku 12

1 000 Ckomnje, Peny6nuxa Cesepna Maxkeionuja
Ten.: +389 2 31 04 000

(axc: +389 2 31 04 021

www.alkaloid.com.mk

Bo copabotka co Sanofi-Aventis, @paniuja.

8.  BPOJHU JATYM HA PEHIEHUETO 3A ITIPOMET

9. JIATYM HA [IPBATA PEFHICTPAIIMIJA/OBHOBA HA PECHICTPAIIMJATA
10. JATYM HA PEBH3WJA'HA TEKCTOT
OxromBpH, 2020 r. 28 ¢ L
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