3bUPEH U3BEIITAJ 3A OCOBHHUTE HA JIEKOT

1. HME HA JIEKOT

EGLONYL®/EI'JIOHWAI 100 mg/2 ml pacTBOp 3a MHjeKTHpamhe

2. KBAJINTATHBEH U KBAHTHTATHUBEH COCTAB

2 ml pacTBOp 32 MHjeKTHpae (eqHa ammyna) coapxu 100 mg CYJIIHPHI.
3a KOMIUIETHA JIMCTA Ha IOMOIIHUTE CYNCTAHIHH, BHIETE I'0 AeNoT 6.1.

3.  ®APMAIIEBTCKA ®OPMA

PacTBop 3a mHjexTHpamE.
Bucrap u 6e360eH pactsop.

4. KJIMHWYKH OCOBEHOCTHU (<
4.1 TepameBTcKH WHIMKALHH ¢

HeBpOTCKH, NCHXOQYBKIMOHAIHY M ICHX0a)EKTHBHY PACTPOjCTBA ACOMPAHI'CO COMATCKH
COCTO]jOH.

AKYTHHM B XpOHHYHH IICHXO3H.
4.2 Ho3upas-e¢ 1 HAYHH HA TPAMEHA

Boszpacuu
Ilapenrepanuara Gopma Ha CyINHpHZ Ce KOPHCTH IIPH aKyTHH IICHXO3M, KaKO MOYEeTHA
Tepanuja. 3a HHTpaMyCcKy/IHa IpEMeHa ce mpenopagysa 200 — 800 mg gHeBHO.
Jo3upare Kaj nanueHTH co OyOpeKHH HapyLIyBarba
Bunejkn cynmmupunoT, raBHo, ce u3adyBa npexy 6yOpesure, BO CiIyyaj Ha HapylIeHa
OyOpexna GyHKIH]a MOTPeGHO € CIEIHOTO IPHUCIOCOOYBamke Ha H034aTa:

- KpeaTHHHH KiupeHc o1 30 1o 60 ml/min — 70 % ox HopManHara 103a;

- KpeaTwHUH KiaupeHc ox 10 no 30 ml/min — 50 % ox HopMmaHara no3a;

- KpeaTWHUH KjiupeHce nog 10 ml/min — 34 % ox HopmaiHaTa 1032;

ATNTepHATUBHO, HHTEPBATOT Ha J03Upamke MOXKeE 1a Gue npoioisker on ¢gakxropor 1,5: 2: u
3, PECIIEKTHBHO.

4.3 KonTpauHaukanun

- [peoceTnrBOCT Ha aKTHBHATA CYIICTAHIM]a HJIM HA IOMOIIHHTE COCTOJKH Ha JIEKOT.

- HcToBpeMeHO OCTOCK:E Ha IPOTAKTHH-3aBUCHHA TYMODPH, KAaKO Ha IIp. IPOJIAKTHHOM Ha
XxHnodu3a 1 KapIoHOM Ha J0jKa.

- DeoXpOMOIIHTOM.

- AxyTHa nopoupwnja.

- Hoewe (Bunere ro nenor 4.6).



- IIpumena co JieBoJ0Na WK J0 APYTH aHTHIIADKHHCOHUIH (BKIIy4YBajKH I POIIMHUPON)
(Bugere ro penot 4.5).

4.4 IMocedHu npeaynpenyBama H MEPKH HA NPETHA3IHBOCT

IIpexynpenyrama

Kaj man 6poj mauuenTy, mpu MpuMeHa Ha BHCOKHM JI03H NIPHjaBeHa € 3rojleMeHa MOTOPHA
aruTanuja; Kaj arpeCHBHH, arUTHPAHH WM eKCUUTHPaHH ¢asu Ha 6oecTa, MaTH 1031
Ernorun Moxar na ru eiomar cumnromure. [TorpefHa e NpeTnasImBocT IpH cocTojba Ha
XHIIOMaHH]a.

ExcrpanupamMuaniy peakimy, 0coOeHo aKaTH3Hja, ce IPUjaBeHH Kaj Man 6poj ciygau.
HoxoIky e onpasaaHo, MOXe 1a OHfle HEOIIXOHO HaMAIyBare Ha J03aTa WIIH IIPHMEeHa Ha
JIeK 32 TapKHHCOHHU3AM.

Kaxo u npn npumMeHa Ha Ipyru HEBPOJNENTHIIH, MOXXHA € [10jaBa Ha HEBPONENTHYEH MA/IUTeH
curapoM (HMC), norennujanno ¢paraina KOMILTEKALHja KOJALITO C€ KAPAKTEPH3UPA CO
XHIIEPTEPMHU]ja, MyCKyJIHa PUTHIHOCT, ABTOHOMHA HECTAOMITHOCT. 3a6eNexany ce CIyuan co
aTUNHWYHU KapaKTEPHCTUKH, KaKo I10japa Ha XHUIepTepMuja O0e3 MyCKyIHa PUTHAHOCT HIIH
110jaBa Ha XUIepToHuja. Bo coydaj Ha XurepTrepMuja o HEMO3HATO ITOTEKIO, IITO MOXKE 1A Ce
CMETa MJIM Kako paH 3Hak/cuMnToM Ha HMC wim kaxo aranmaen HMC, Tpeba BemHaIn fa ce
IPEKVHE IPUMEHATA Ha CYIIHPHI, IO MEAULMHCKH HAIZOP.

IlocTapuTe aMEHTH ce IOOCETIHBY Ha IIOCTYpAIHA XHIIOTEH3HU]a, Ceallija 1 Ha
eKCTpanupaMUIaTHUTE e)EeKTH.

Kaj MaHCHTH CO arpECUBHO OTHECCYBAKE HJIH CO ar HTa.I.IHja CO HMITYJICHBHOCT, CYIIHPHI
MOXE€ Ja Ce Jane 3acaHO CO CelIaTHB.

AXYTHH allCTHHEHUHM]THA CHMIITOMH, BKITyYyBajKH rajiemkhe, I0Bpakambe, IOTeHhe H
HECOHMIIA, Ce IPHjaBEHH IIPH HAIJO NPEKHHYBAKE HA YIOTpeGaTa Ha AHTHIICHXOTHIHHATE
nexoBH. FICTO Taka, MojKe Jia 110j1e 10 Bpakame Ha ICHXOTHIHHMTE CHMIITOMH, KaKo ¥ 10
1ojaBa Ha pacTPOjCTBa Ha HEBONHHUTE [BUIKEHa (aKaTU3Hja, UCTOHM]A 1 JUCKHHE3M]a).
3aToa, Ce IpenopayyBa NOCTENEeHO IPEKHHYBAkbe HA TepalHjaTa.

Iocmapu nayuenmu co demenyuja

IocrapuTe NauMeRTy CO DEMEHIHja UK CO CIUYHM NICHXO3H, KOH IIPHMAAT AHTUIICUXOTHIIH,
C€ M3JIOKCHH Ha MOTOJIEM PU3UK OJf CMPT. AHaM3KTe Ha 17 mianebo-KoHTpoTHpanu
MCIIHTYBakka (BO BpeMeTpaete o1 OKony 10 Hesesm) nokaxane aeka pUSHKOT O CMpTEH
HCXO0J € morosieM 3a 1,6 1o 1,7 matu xaj nanueHTUTe KOH NpHEMAaJl€ aHTHIICUXOTHIM, BO OJHOC
Ha [IAlMEHTHTE KOM OuNe TpeTHpaHu co riamne6o.

[0 3aBpuryeame Ha 10-HEAETHOTO UCIMTYBAKbE, CTANKATA HA CMPTHOCT K4 ITAIIHEHTHTE KOH
IpUMaJe aHTHIICHXOTHIM Oulta oxony 4,5 %, Bo criopenda co cramkara Ha QMpTHOCT ox 2,6
% Kaj rpynara Koja mpumaia miane6o. 7w ! {

Haxo mpaayHATE 32 CMPT BO TEKOT Ha KIMHUYKOTO UCIIHTYBAHE o/ amnntm N \
aHTHIICUXOTHIIM OHJIe OJT Pa3IHYHO MOTEKIIO, IOBEKETO GUIIe Of KFBC (cpueBa cnaGOCT
HEHa/lejHa CMPT) HTH 01 HH(EKTHBHA IIpHpOa (maepmonuja). Empfiemuonomkure c;ryn
Cyrepupaar JeKa, CITHYHO Ha aTUIIAYHHKTE, H KOHBEHIMOHATHHUTE r‘g‘nl‘imucnxomnu M@Xg Jia TO
3rojeMar MOpTanuTeToT. He € J0BOIHO jacHO BO KOja Mepa 3ronemeﬁmyr Mop'ra.nmer yo:a{e
na Oupe pe3ynTar Ha TepamujaTa co aHTUIICHXOTHIIM 32 Pa3iMKa 0] HHﬂHBHnyaﬂHn'rc



KapaKTCPHUCTHKH Ha ITallHEeHTHUTE.

Bencku mpomboembonuzam

IIpujaBenu ce ciydan Ha 10jaBa Ha BEHCKH TPOMG0eMBOIM3aM, MOHEKOTall | CO baranen
HCXOX, IPK IPUMEHA Ha aHTHIICHXOTHLM. 3aT04, CyIMHUpHL Tpeda aa ce ynorpebysa co

NPETIA3THBOCT Kaj HALMEeHTHTE CO PU3HMK-(aKTOpH 3a TpoMGoeMGonusam (BUAETE IO AENOT
»Hecakanu nejcTea™).

Kapyunom na oojxa

CYJ'IHHPH,I[OT MOXKE Ioa ro IIoKa4Yd HUBOTO HA ITPOJIAKTHH. 3aToa HNAIHCHTHTC KOXW HMaar

NIO3UTHBHA aHAMHE3a WM (aMHIIHjapHa aHaMHe3a Tpeba 0CTOjaHo a GUAAT CIeHeHH O
JIOKTOp TOJIeKa MPUMAAT CYJIITHPH/I.

Mepkn Ha IpeTHA3IHMBOCT

Kaj nocrapu nanuenTH, Kako i NpH IpAMEHa Ha JPYTH HEBPONEITHIIHY, cynmmupun Tpeba na
ce ynotpebyBa co ocobeHa IMpeTna3IHBOCT.

Kaj nena edpukacuocra u 6e36enHocTa Ha CYNIIMPHI HE € TEMETHO HCIIHTaHa. 3aToa,
noTpeOHa € NPEeTIasINBOCT IIPH NPENHUIIYRake Ha JISKOT Ha Jela.

JIoKONKy € Heonxo/iHa Tepaluja CO HEBPOJIENTHITH Kaj MallMeHTH CO [TapxkurHCcoHOBA HoNecT,
CYNIUPHI MOXE Ja ce Jazie, HO O 0coDeHa MpeTna3IuBoCT.

HepponenTuimre MOXar a ro HaMaJaT NparoT Ha IojaBa Ha eNHIeNTHYeH Hama.
IIpujaBenu ce cirydau Ha n0jaBa Ha KOHBYJI3MM IIPH IPEMEHA Ha CYTIHPH (BHETE IO NET0T
»Hecakanu jigjcTa’). 3aToa, MAMEHTHTE CO HCTOPHja Ha eNMIencHja Tpeba BHUMATEIHO 12
C€ ClIeJIaT 3a BpeMe Ha Tepalujara co CyJITHpHI.

Kaj manvenTy Ha ko uM e oTpeGer Erionu, a Beke IpEMaaT aHTHKOHBY T3HBHA TEpanuja,
J103aTa Ha aHTHKOHBY/I3UBHHOT JIeK He Tpeba J1a ce MeHysa.

Ilprjasenn ce ciydan Ha IojaBa Ha KOHBYJI3MH Kaj MAI[MEHTH KOM HEMaaT IIPeTX0/IHa
UCTOpHja Ha HaNaIH.

Kaxo u xaj cute 1€KOBH KOH, ITIABHO, Ce eNMMHUHHpAAT peky 6yOpesuTe, 1o3ara Tpeba aa ce
HaMaJIX ¥ J1a € TUTPUPA BO MaI¥ MHTEPBAIH BO ClIydaj Ha OyOpe)kHa HHCY(DUITHEHIIH]a.

IIpononeuparse na QT-unmepsarom

CynmupuioT MoxKe a Ipefu3BHKa IpooHrupare Ha QT-unTepBanot (BHaete ro aenor 4.8).
Oroj edexT K0j MOXKeE 1a I'o IIOTSHIHPA PU3HKOT O CEpHO3HA BEHTPHKY.IapHA apUTMH]a,
KaKo forsade de pointes, ce 3aCHITyBa IIpH NOCTOjHA OpaauKapIuja, XATOKATIEMH]a MK [IPH
KOHICHHUTAJIEH MM cTekHaT nonr QT-uuTepman.

Ipen kakBa 610 IPUMEHA M JOKOJIKY € MOXKHO, BO 3aBHCHOCT O/ KJIMHHYKATa CIHKA Ha
NIaHEHTOT, ce Mpernopayysa cleehe Ha GakTopHTe KOM MOXKAT Ja ja clnasopuanpaa*r
I0jaBaTa Ha OBa HAPYIIYBake Ha PUTAMOT: /

- OpanMkapadja moMania o 55 OTIyKyBama BO MHHYTA; [

- eJIEKTPOIUTEH aucOananc, ocobeHo xunokatemuja (koja Tpeﬁa Ila Ce KOpUrupa);'

- KOHICHHTAJIHA IIPOJIOHTrupamke Ha QT-uHTepBaAIOT; \
A\



- MOMEHTaIHA Tepallija cO JIEKOBH KOM MOXAT Jia NPEAM3BUKAAT Opanukapauja (< 55
OTYYKYBarba BO MHHYTa), XHIIOKaJIEMHja, HaMalleHa CPIeBa CIIPOBOIIMBOCT HIIH
nponoHrupame Ha QTc-mHTepBanoT (Bugere ro aenor 4.5).

Cynmupun Tpeba NpeTnasIuBo fa ce IpenHIlyBa Kaj NalHeHTH KOM I UMaaT
ropeHaBeileHuTe HaKTOPH M Kaj alMEHTH CO KapAHOBaCKy/IapHH PacTPOjCTBA KOM MOXKAT 12
JOBEJAT A0 NposIOHrupame Ha QT-HHTEpBAIOT.

Ha ce n3bernysa uCToBpeMeHa IPEMEHA CO APYTH HEBPONENTULM (BHIETE IO AeNOT 4.5).

Mo3zouen yoap

Bo panIoMH3UpaHK KIMHAYKY HCIHTYBakha U3BEICHH Kaj IIOCTAPH NALMEHTH CO IeMeHIIHja
4 TPETHPAHHU CO OJIPEACHM aTUIIMYHHY aHTHIICUXOTHIIH, BO OJHOC Ha Iianebo, 3abenexan e 3
IIaTH IOTOJIEM PH3HUK O] I10jaBa Ha uepeOpoBacKyIapHu HapyLIyBama. MexaHu3aMoT Ha OBOj
PH3HK HE € IIO3HAT. 3roJIeMyBamke Ha PH3MKOT HE MOJKE J1a Ce HCKIIYYH NIPH IPHIMEHA Ha
JPYTH aHTUICHXOTHIH HIIH IPX IPHMEHA Kaj Apyra HOIyIalyja MaluesTH.

Cynmupuz tpeba a ce naBa co MpeTnasIMBOCT Kaj MAEeHTH CO PU3KK O MO30YeH Y/ap.

buzejku e pujaBeHa XUIEPrIKKeMHja Kaj HalUeHTH KOH IPUMalle ATHIAIHH
AHTUIICUXOTHIM, TALHEHTHTE CO MOTBP/IEHA J1jarHo3a Ha AujadeTec WM CO PH3HK-(AKTOpH

3a qujabeTec, KOW IOYHANE TepalnHja COCYIIMPH, Tpeba NPETIa3IuBo 2 ja cIenar
[JIMKEMHUjaTa.

Jleyxonenuja, neymponenuja u azpanynoyumosa
IIpyjaBenu ce ciydan Ha HCYKOHCHH_]a HEYTPOIECHHUja U arpaHyJIoIUTo3a IpH NIPHMEHA Ha
aHTHNICHXOTHIIH, BKYdyBajku ro 1 jexoT Ernonun. Mdexmun i tpecka Koja ce jaByBa Ge3

Hekoja noceOHa mpuunHa (BHIETE I'O JENOT 4. 8) € arcoNlyTHa HHIUKAITH]a 34 XeMaTOJIOIIKO
HCTIMTYBakbe, OKIe]KK IPHIKMHA 32 HUBHATA [10jaBa MOXE J1a € KpBHATA JUCKpasHja.

Ernonun tpeba na ce Jaga co NPeTHa3IMBOCT Kaj NALHEHTUTE CO TTIAYKOM, HIIEYC,
KOHI€HHTAIHA JUTCCTHBHA CTEHO32, PETEHIINja Ha YPUHA HIIH CO XHUIEPIUIA3Hja Ha
IpoCTaTaTa.

Ernonnn tpeba fa ce nasa o NPETNasaUBOCT Kaj XUNEPTeH3UBHATE NALHEHTH, TOCEGHO Kaj
NIOCTapUTe HALMEHTH, OH/IEjKM IIOCTOH PH3UK Ofl XHIIEPTeH3UBHA KpH3a. OBHE [AIHEHTH
Tpeba na 6uaar moJ peloBeH Haa3o0p Ha JAOKTOP.

4.5 HHaTepakunu co Apyrd MeTUIMHCKH NPOH3BOAH U APYTH GopMH Ha
HHTEepaKIHja

KonTpanmHauuupaHu

JleBomona ¥ Npyru aHTUNIAPKEHCOHHIH (BKIYYYBajKH U POIIMHUPON): peunupﬁqeﬁ
aHTaroHu3aM Ha e(peKTHTE IToMely JIEBOIONA U JAPYTUTE aHTHnapKHHCOHHLm (BmyquaJKH U
POIIMHHUPOI) U HEBPOJEITHIIUTE. / & 3

¥ “J < m
He ce mpenopauyga | < )
AJIKOXOJI: aJIKOXOJIOT 'O 3aCHIIyBa CEJATUBHHOT edexT Ha HGBpOJIeIITH]f{HTer
Ja ce u3beruyBaar anKoXOIHH [HjajIaIy ¥ JEKOBH KOU cofipxar a_rncoxo‘.:{ AT .

\_\1 » ( .,1\'»'

KomOuHammja o1 clieHATe IeKOBH MOKe Ja Ipeau3BrKa forsades de pointes Ay
nposonrupame Ha QT-untepsanot (Bunere ro genor 4.4):



- JlexoBu xou npenu3BHKyBaaT Gpagukapauja, Ha Ip. Oera-610KaTOpH; GI0KATOPH HA
KaMMyMOBHTE KaHAIM (JUITHja3eM K BEeparaMu); KIOHHINH, IATHTAIIKC.

- JlexoBu KoM MpeNM3BHKYBaaT eJIEKTPOIUTEH JUcOaTaHe, 0COBEHO XHIIOKAIEeMHja:
XHIOKAIEMACKH JUYPETHLH, CTUMYJIATHBHH JIAKCATHBH, H.B. aMpoTepHIiH b,
I'TYKOKOPTHKOUIH, TeTPAKOCAKTH M.

Xumnokanuemujara TpeGa Ja ce KOpUTHpa.

- Kiaca Ia anTnapar™um (KAHEARHE, TM30IHPAMHELI).

- Knaca Il anTiapuTMuny (aMHOIapOH, COTAnoN).

- Jpyru iexoBn (MUMO3HI, CYNTONPH/, XaJOIEpUI0N, THOPHIA3HH, METAOH,
HMHIPAMAHCKH aHTHACIPECHUBH, JIATHYM, OCTIPHJIFII, UCANPH, U.B. PUTPOMUIIMH, H.B.
BHHKaMUH, Xano(anTpuH, IeHTaMHIAH, cruapdIoKcaryH).

Ja ce amMa nmpeasu

AHTHXHUIICPTEH3MBY: aHTHXHIIEPTEH3UBEH e(EKT i 3aCHIeHa OCTypallHa XHIIOTEH3Hja
(amuTuBeH edexr).

Henpecopu na ITHC, BKiTydyBajku HapKOTHIM, aHANTETHIH, cenaTueay H1-
AHTHXHCTAMUHHIM, OapOuTypaty, GeH30AMja3eMUHA WK JPYTH aBKCHOIMTHIIM, KIOHHIUHE H
JICpABATH.

AHTaIumM 1 cykpandar: ANCOpIIyjaTa Ha CyJIIMPH € HaMaJIeHa IPH HCTOBPEeMeHa
arnuKanyja. 3aToa, CyIHUpHACT Tpeba Na ce 3eMa 2 Jaca Npej OBHE JIEKOBH.

JInTHYMOT To 3ronemyBa pU3HKOT Of 1I0jaBa Ha eKCTpaNMpaMHIATHH HECAKAHH [1€]CTBA.

HlokoJiky ce mojaBaT 3HaIH Ha HEBPOTOKCHYHOCT, TpeGa a Ce IIPEKHHE JTeKYBAHETO H CO
JBaTa JeKa.

4.6 IlnoaHOCT, GpEMEHOCT B J0eHme

Ilnoonocm

Hamanysame Ha nIoqHOCTa HOBP3aHO O (apMakosIomKuTe eekTH Ha TeKOT (IejCTBO
IOCPEYBaHO CO NPOJIAKTHH) OUII0 3a0enenaHo Kaj TPETUPAHUTE KHBOTHH.

bpemernocm

ExcniepuMeHTaTHATE HCIIUTYBakha Kaj JKHBOTHH HE MHIMIHPAAT JAPEKTEH MM HHINPEKTEH
ITETeH e(eKT BO OJHOC Ha TEPATOreHOCT U eMOprodeToToKcHuHOCT. CTYIUMTE HAllpaBeHH
Ha )KHBOTHH C€ HEJOBOJIHK BO OJHOC Ha HEBPOPA3BOjHUTE HAPYNIyBamka Kaj MIIaJeHYMIbATA.
Cynnupun ja MEHYBa ILIallEHTATA.

3a mpEMeHaTa Ha JIEKOT BO TEKOT Ha GpeMeHOCTa Kaj Jiyf'e OCTAITHH CE& MHOTY MAIKY
KIMHHYKH TTOJaTonM. YnorpebaTa Ha CyINUpPHI He ce Ipernopaydysa 3a BpeMe Ha OpeMeHoCTa,
HHTY Kaj )KEHMTE KOMIITO CE BO PEIPONYKTHBEH IIEPHO/ U KOMIITO He KOPUCTAT euKacHa
KOHTpAIEIIIHja, OCBEH aKo NPUIOOHBKUTE 34 JKeHATA I'M ONPABAYBAAT IOTEHIH]jATHUTE
PH3HUIMN 32 ILI0JIOT.

Kaj HoBoponeHuMba 9HK MajKH [IPMMAIIE aHTHIICHXOTHIM (BKITYYyBajkH IO H NekoTErIoHMT)
BO TPETHOT TPHMECTap Of 6peMeﬂocTa MOJKE JIa Ce [10jaBaT eKCTpallupaMHUIATHA U/ AT
ANCTUHCHIH]a/IHH CHMITOMH 110 paramero (BHAETE ro zenot 4.8). IIpujasenn ce CIytay Ha
aruTalrja, XMIepTOHHja, XUIIOTOHKja, TPeMOpP, COMHOIEHIIH]a, PECIIHPATOPEH JHCTPES U
npobiemu Bo HexpaHara. OBHe HOBOpOAeHUMEbA Tpeba 1a GuaaT moj nocTojan TIEKAPCKH ©
HaI30p.

Hoerve

Cynnupuz e IpoHajIeH BO MajYMHOTO MJIEKO Kaj KEHH KOH IO IIPUMAJIE JIEKOT, Ba'roa,~
NOCHETO € KOHTPaHHJUIMPAHO IIPH IPUMAILE Ha 0BOj JIEK.



4.7 Bnaujande Bp3 CIOCOOHOCTA 34 BO3eHb€ M 32 PAKYBAME CO MAIIHHM

CynnupuioT MoXe Na IpeIrM3BHKa CelalHja i KOra ce YIoTpebyBa KaKo ITo e IIperopavyaHo.
Ilopaju Toa, cIocoOHOCTa 32 BO3EH:E WM 3 PAKyBake CO MAIIMHHA MOXe 1a Guje HaMalleHa.

4.8 Hecaxanu aejcTea

Hecaxanure peakimu ce HaOpOEHH 1O OPTraHCKH CHCTEMH H 110 Gbpexsennuja.
DpexBeHIUuTE ce JehUHUpanH Kako: MEOTY decTH (1/10), wectu ( 1/100; < 1/ 10), He MHOTY
gectH (1/1 000; < 1/100), petxu (1/10 000; < 1/1 000), Henosnata dpexeenumja (He MoxKe 1a
Ouze mpecMeTaHa o JOCTAITHATE [IOAATOLH ).

Hapymyeama Ha KPBHHOT H Ha JUMQHUOT cHcTeM (BHIETE IO JeJI0T 4.4):
He mBo0ry 9ecru: neyxoneuuja.
Hemnosnara ¢ppexsernmja: HeyTPOIEHH]a B arpaHyIOLHTO3A.

HapymyBama Ha HMYHOJIOIIKHOT CHCTEM

Henosuara ppexseHuyja: anaQuIakTHIHy peakiuu: ypTUKapuja, JUCIHeja, XHUIIOTEH3Hja 1
aHaQMIaKTHYEH IIOK.

HapymyBama Ha eHIOKPHHHOT CHCTeM
Yectu: XunepnponakTHHEMH]a.

IleuxujaTpucKy HAPYIYBAHKA
YecTu: HHCOMHH]A.
Henosnara ¢ppexeennuja: konbysuja.

Hapymysama Ha HEPBHHOT CHCTEM

Hectn: cesanuja WM 3aMEMETeHOCT, eKCTPANMPAMUIATHO HAPYLIYBAEhE (oBue cuMmnTOMH ce
TEHEPATTHO PEBEP3HOKITHM 1O [IPEKHH HA AHTHITAPKMHCOHCKATA TEPAIH]a), TapKHHCOHM3aM,
TPEMOP, aKaTU3Hja.

He MHOTY YecTH: XHIIEpTOHH]a, AUCKUHE3H]a, AHCTOHH]A.

PeTku: oKynorupHa Kpusa.

Hernozxara pexsenImja: HEBPONENTHYEH MAMIEH CHHIPOM, XHUIOKUHE3M]ja, TapAUBHA
JUCKUHE3Hja (IPHjaBeHH Ce KaKO M CO CHTE HEBPOJICITHIM 110 3 MECeYHa HeBPOIENTHYHA

Tepanuja. AHTHIIADKHHCOHHIIATE He ce e(MKAaCHU AYPH MOJKE 1A ja BIOIIAT cocrojbara),
KOHBYJI3HH.

Hapymysama Ha MeTa00TH3MOT H HAa HCXPAHATA
Heno3snara ¢ppekBennyja: XMIOHATPEMHE]a, CHHIPOM Ha HEaNeKBATHO Naverse Ha
AHTHIMYPETHYHHOT XOpMOH (aHr. SIADH). -

y <
/e

V /I,

Hapymyeama Ha cpuero

PeTko: BeHTpUKy1apHa apHTMHja, BEHTPUKYIapHA bubpunanuja u BdHTpHKyJIapHa V= )
TaxXHKapIyja. 1
Henosnara ¢ppexpennmja: nponosrupame Ha QT-unrepsanor, IPEKHUH ﬂa pa60TaTa Ha
CPLETO, forsade de pointes, HenajejHa CMpT (BAETe To 1enoT 4.4). N 7 g

N



Backynapru Hapymysama
He muory gectn: noctypanua xanorensuja.
Hernosnara dpexBenuumja: Bencku TpoMGoemMGoinsam, IyJIMOHaJIeH eMOou3aM, anaboka

BEHCKa TpoMOO03a (BUAETE ro JenoT 4.4), MoKadyBame Ha KPBHHOT IIPUTHCOK (BHIETE IO
nenot 4.4).

Hapymysama Ha pecunpaTopHHOT cHCTeM
Henosnara ¢ppexsennmja: pecrimparopra acnupanmja (moce6Ho co apyru CNS nenpecopw).

Hapynryeama Ha racTpOMHTECTHHAIHHOT CHCTEM

Yecrr: oncrumnanuja.

He Muory yectu: canusapHa Xunepcekpenyja.

Hapymysama Ha Xenaro0uiMjapHHOT CHCTEM
YecTH: 3roneMyBarme Ha HHBOTO HA XEMATATHATE SH3UMH.

Henoznara ppexsennmja: XenaTolleny1apHo, XONeCTaTCKO WM MEIIaHO OMITETYBam:E Ha
LPHHOT Ap00.

Hapymyeama Ha KokaTa ¥ Ha MOTKOKHHTE TKUBA
Yectu: Makymo-nanyiapeH HCHIL.

MyckyiHu HapymyBama W HapyIIyBama Ha CBP3HHTE TKHBA
Hernosnara dpexsenimja: TopTukosuc, Tpusmyc, pabIoMHuoH3a.

bpemenoct, myepnepuym 1 nepHHATAIHM COCTOjOM

Henosnara Gppexseruuja: excTpanupaMujaHu CHMITOMM, allCTHHEHIIH]AICH CHHJIPOM Kaj
HOBOPOJECHYHEbA (BHIECTE 'O IENOT 4.6).

Hapymysama Ha penpoayKTHBHHOT CHCTEM M HA IPajuTe

Yectu: GomnKa BO rpamuTe, ranakTopeja.

He MHory wecTH: 3roeMyBarbe Ha rpajuTe, aMeHOpEja, OprasMidHa guchyHKIH]a,
EPEKTUIHA TUCHYHKIIH]A.

Henosnara ¢pexeernuja: runekoMacTyja. \

OnmT HapymyBama H epeXTH Ha MECTOTO HA ATNIHKAIM]ja a O
3roeMyBame Ha TeJeCHATa TeXKHUHA. |

Henosnara $ppexsennmja: xuneprepmuja (suzere ro aenor 4.4).

HcenutyBama ~ :
Henosuara ¢ppexsenimja: sronemysarmse Ha KpeaTuHAH-(GOChOKHHA3aTA BO KPRTA.

IIpujapyBame HeCaKaHU AejcTBA

IlpujaByBameTo Ha COMHHTEIHHTE HECAKAHHM PEAKIMH 110 MIITAKETO Ha JIEKOT BO IIPOMET €
MHOry BaxkHO. Co Toa ce 0BO3MOKyBa KOHTHHYHPAHO CIEAECH:E Ha OHOCOT KOPHCT — PH3HK
Ol MEIHLIHHCKHOT Ipou3Bo. HecakaHuTe peakiiuu o IEKOBHTE MOXKETE Ja T'H IIPHjaBHTE BO
Hauwonanmamor nexrap 3a hapMakoBHrmiIaHLa IpyH AreHIMjaTa 3a JISKOBH 1 MEAHLMHCKH




cpeacta (yn. ,.,Ce. Kupun u Meroauj“, 6p. 54, xat 1) um eneKTpOHCKH IpeKy Bed-
CcTpaHuuara Ha AreHusjata — http://malmed.gov.mk/.

4.9 Ilpenosmpame

3HanuM H CHMOTOMH

Orpasuyeny ce HCKYCTBaTa 3a PENO3UpPae CO CYINHPHA. Bo ciydaj Ha npeozupame
MOJKAT /12 Ce 110jaBaT JUCKHHETHIHH CHMITOMH KaKO INTO CE CIa3sMOIAYEH TOPTHKOIHMC,
TNPOTPY3Hja Ha ja3MKOT MM TpuaMyc. Hexou manueHT MoXKe Ja passujatT
KHBOTO3arpo3yBa4yky MAapKMHCOHH3aM MM KoMa. JIeTallHu HCXOAH Ce IpHjaByBaHu [Py
HCTOBpEMEHA ynoTpeda co ApYTH MCHXOTEePANeBTHIH.

Cynmupua IemTyMHO ce OTCTPaHyBa CO XeMOIMjalH3a.

JlekyBame

Hema cnetnduyen antunor 3a cymmupun. Tepanujara e camo cummToMarcka. Tpeba na ce
Jlazie COOJBETHA CYIIOPTHBHA Tepalnuja, ce Npernopavyysa JeTaNHO CIEACHE Ha BUTATHUTE
(YHKIMH 1 KapAHOJIOIMIKa KOHTPONa (IIOpaJH PH3HK O IPOIOHIHpare Ha QT-HHTEpBANOT 1
O TIOCTICIOBATE IHA BEHTPUKYJIapHa apUTMH]a) J0JeKa [TAlUEeHTOT He O3paBH.

Bo ciyuaj Ha nmojaea Ha ceprHo3Ha eKCTpalMpaMHIaATHA CHMITOMATOJIOTHja, Tpeba Ia ce
JajnaT aHTUXOIHHEPTHIH.

5. DAPMAKOJOIIKHA CBOJCTBA
5.1 ®dapMaKoIMHAMCKH CBOjCTBA

dapMakoTepaneBTCKa IpyIia: aHTUIICHXOTHK.
ATC xom: NOSALO1

CynnupuioT € CyInCTUTyHpaH OeH3aMUICKH JEPHBAT CO AHTHIICHXOTHYHO M aHTH/ICTIPECHBHO
Aejetso. CyNmMpH ce OANHKYBA CO CENeKTHBHO /¢ CTBYBAE:€ TIPBEHCTBEHO Ha
AomaMUHCKATE J[2-pENeNTopH, 3a pa3/IuKa 0] IOBEKEeTO HEBPOIENTHIM KOK BpIaT 6okana
Ha nonamuHckuTe J1 1 [12-penentopr. OBoj ek MaHH(ECTHPa HE3HATUTEITHO HEjCTBO HA
HOpPaJpEHATHHCKUTE, AllETHIXOMMHCKHUTE, CEPOTOHHHCKHTE, XHCTAMHHCKHUTE,
anpeHepruynure v Ha I'ABA-penenTopute. OBaa CENeXTHBHOCT HA HETOBOTO IeJCTBO OTBOpa
MOXKHOCT 32 HCTPaKyBarba 3a IPHMEHA Ha CYJIHPH/OT 3 JICKYBAE MAIIHEHTH CO
TapUTHBHA JMCKHHE3Hja, ¥ NOKPaj TOA IITO CO BUCOKH J03H CYIMHPHI MOKE 1a ce TIOCTHIHE
Onoxaja u Ha qomamMuHCKUTE JI1 -peLenTOpH.

Criope HeKOM MCTPaXyBara, HUCKHTE 1031 Cymmupus (50 - 100 mg Ha JeH) UMaaT
aHTH/IENIPECHBHO JIE]CTBO, I0JeKa ynoTpebaTa Ha BHCOKH 1031 (800 — 1 000 mg Ha JIeH) €
euKacHa 3a Tepanuja Ha MO3UTHBHUTE CHMITOMY HA m3oppernja. Ce npermocraBysa mexa
aHTH/CIIPECHBHAOT €deKT Ha CyHPUIOT, BO MAIH J03H, € IOBP3aH co 6I0KanaTa Ha
MPECHHANTHIKUTE JOMAMUHCKH PENENTOPH KOH Y4ECTBYBAaT BO JOIAMHHCKATa TPAHCMUCH]A.
Heto Taxa, CyImEpHAOT ja CTUMY/IMpa CEKpEllHjaTa Ha IPOIAKTHH, IOpaaH LITO Ce HCITUTYBa
HEroBaTa e(puKaCHOCT IIPH HapyIIyBaka Ha JAKTallljaTa, Kako ¥ 32 noﬂbﬁp};Béfbe. Ha
KOHTpaLeNIKjaTa co MPOrecTHH. /
[loxaxano e fexa CyIIMpHA ja Ho106pyBa IUPKyIaIHjaTa i MYk
raCTPOMHTECTHHAHATA MYKO3a, O IITO IIPOM3JIEryBa MOTEHIIH]
Tepanuja Ha YIKyCH. \ 2% ! 5
[TocrojaT co3HanMja eKa aHTHEMETHYHOTO JIEjCTBO Ha cynnnpnnq’r-; J1apa MOXKHOCT 3 HEroBa
NpHMeHa BO TepalHja Ha BEPTUTO ¥ Ha MUTPEHCKA IT1aBOOOIKA. Nk

onkE A

gﬁa}m‘a CEKpelHja Bo
THHOT ¢eKT Ha OBOj Jiek 3a

SHY
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5.2 d®apMaKOKHHETCKH CBOjCTBA

HajsrcokoTo mnasmMaTcko HEBO 10 MHTPaMYCKYJTHA HHjeKImja € 2,2 mg/l, Koe ce MOCTHTHYBa
110 30 MUHYTH.

Cynnupuior ce aucTpudyHpa BO MHOTY TKHBA (MOMaKy o 40 % ce Bp3yBa 3a IPOTEHHHUTE
Ha IJ1a3MaTa), @ HajBUCOKHM KOHIIEHTPAIMY Ha JIEKOT Ce IOCTUTHYBAaT BO XeIapoT U BO
OyOpesure. Crabo mMOMHHYBa HU3 KPBHOMO3049HATa Gaprepa, IIpH IITO HETOBaTa
KOHIIGHTpalHja ¢ Hajronema Bo Xunoduzara. CyImHpHIOT Ce H3IadyBa BO Maj9MHOTO MIIEKO
Ha )XEHH BO MHOTY HUCKH KOHIeHTpanuy, 1/1 000 oq nHeBHATA 11032, 2 MHHYBAmbeTO HU3
IiarneHTapyara 6apuepa € MHOTY ¢i1abo.

CrpoTHBHO Ha MCIMTYBamaTa Kaj XHBOTHH, CYJIIUPHAOT C& META00TH3HPA HCKITYIUTENHO
MAJIKy BO YOBEYKHOT Opranusam: 92 % o MycKyJIHO alTHIMpaHaTa /1034 € IPHCYTHA KaKo
HenpoMeHeTa GopMa BO ypHHATA.

CymmupuzoT, rnaBHo, ce emMMUHAPa peky 6y6pesute (70 — 90 %). EnumunaryjaTa ce
OZBHBA IIPEKY IIIOMepyiapHa (punTpanuja. ByOpe:XHHOT KIMPEHC € EKBUBAICHTEH Ha
TOTAJTHHOT KJIUPEHC.

IoxyBpemeTo Ha eTMMHHAIM]a HA CYIIEPHAOT NPUOIIXHO H3HecyBa 7 10 9 yaca.

BomymeHoT Ha qucTpubynmja Bo coctoj6a Ha pamuoTexa e 0,94 I/kg. TOTaTHHOT KIUpeHe
JOCTUTHYBa A0 126 ml/min.

5.3 TIpeTkNHMHUYKH IOJATOH 32 Ge30eJHOCTA HA MeXMIIUHCKHOT MPOHU3BOX

ToxcuxonomKyTe HCIUTYBaRka Ha CYJINUPH BKIydyBaaT akyTHa, cy0aKyTHA M XpOHIIHA
TOKCHYHOCT, KaKO M HCIIUTYBaka 3a TEPaTOreHOCT, MyTareHOCT M 3a KaHIEPOreHOCT.
Vi3pelyBany ce Bp3 pasiMyH{ BUAOBH XKUBOTHH (CTAOPIM, [UIyBLH, KyIHIba, 3ajallH).
3rojieMeHa e MHIM/ICHIaTa Ha TYMOD Ha I0jKa, aleHOM Ha XMIIO(H3a, TYMOp Ha IaHKPeac
BO HEKOH CITy4a TyMOp Ha Haj0yOpe)kHaTa iJIe3/la U Ha THpOHejaTa (Kaj MIyBLH U Kaj
Kyunia). OBre TYMODH C€, ITTaBHO, OSHHIHY K He Ce IPHAPYKEHH CO 3rOJIEMEH MOPTAIHUTET
Ha TPETUPAHUTE KHBOTHH.

CynnmupHIoT He IOCEeNyBa TEPATOTeHH M MYTareHH e(QeKTH. oW |
6. ®APMAIEBTCKH OCOBEHOCTH Wz

6.1 JlncTa HA OMOLIHM CYICTAHIHH:

Harpuym xmopun N OnJi
Cyndypna xucenuna

Bona 3a unjexuum

6.2 HuaxomoaTuduIHOCT

He ¢ annmukaTuBHO.

6.3 Pox Ha Tpaeme

Tpu (3) roguHH.



6.4 CoeunjajHH MEPKH 32 9yBaH-€

Jlexor He Gapa MoceOHU YCIOBH 32 YyBaIbe.
Jlexor Tpeba na ce yyBa HagBOp 04 AodaT Ha genal

6.5  Hsrnex u coap:xuHa Ha aM{anakaTa

2 ml racTBOp € I03MpaH BO CTAKJICHH aMITYJIH.
Kyrujara conprxu 30 ammymu co 2 ml pacTeop 3a HHjeKTHpaEbe ¥ YIIATCEO 32 KOPHCHHKOT

6.6 Iloce6Hu MepKH HA NPETNA3IHBOCT NPH OTCTPAHYBAH-€ HA HEHCKOPHCTEHUHOT JIeK
HIIH HA 0OTNAJHHTE MaTepPHjaIn

[ToceGnu Mepku npu ynorpeba He ce IOTpeGHH.

HenckopHCTeHHOT ek WiIi OTNagHATE MaTeprjand Tpeba 1a ce OTCTPAHAT BO COTIACHOCT CO
3aKOHCKHUTE Oaparba.

7. HOCHUTEJ HA OJOBPEHHMETO 3A IPOMET

AJIKAJIOWUI A Cxomje

Oyn. Anexcaunap Maxenoncku 12

1 000 Cxkomje, Pemy6muxa Cepepra Makenonuja
Ten.: +389 2 31 04 000

¢axc: +389 2 31 04 021

www.alkaloid.com.mk

Bo copaboTtka co Sanofi-Aventis, ®panmuja.

8. BPOJU JATYM HA PEIIEHHETO 3A IIPOMET

9. JATYM HA IIPBATA PETUCTPAIIMJA/OFHOBA HA PETHCTPAIIMJATA

10. JATYM HA PEBHU3UJA HA TEKCTOT
Cenremepu 2019 r.



