SBUPEH M3BEIITAJ 3A OCOBUHUTE HA JIEKOT
1. HUME HA JIEKOT

Naklofen - Haxsoden 25 mg/1 ml pactBop 3a HHjexTHpame

2. KBAJIMTATHBEH U KBAHTUTATHUBEH COCTAB

1 ml ox pactBopoT 3a MHjexTHpame compxu 25 mg auknodeHak HaTpuym. 3 ml of pacTBOpOT 3a
uHjexTupamse (1 ammyia) coapxu 75 mg quKIopeHaK HATPUYM.

EKLMIHEHCH CO MO3HATO JIe|CTBO:

- Oenzun ankoxon: 120 mg/3 ml pacteop

- Hatpuym: 0,29736 mmol/3 ml pactBop

- HaTpHyM MeTabucyndut: 3 mg/3 ml pacrBop

3a LEJIOCHA JIMCTA HAa eKUMITUEHCH, IOTJIeIHETE BO TOUKa 6.1.

3. ®APMAIIEBTCKA ®OPMA

PactBop 3a uHjekTHpambe.
PacTBopoT 3a uHjekTHpame e Gucrap, Ge36oeH 10 ¢n1abo KONTEHHKAB.

4. KIHHHNYKH IIOJATOIM
4.1 TepaneBTCKH HHAHKANHH

3abonyBara IIpH KOuU € MOTpeOHO aHTH-HHAIAMATOPHO W/MIIH aHAJITETCKO JIEjCTBO:

- MH(IIaMaTOpHN peBMATCKH 3a60/TyBalbha: PeBMATOWIEH APTPUTHUC, CTIOH/IMIOAPTPHTH, XPOHUUCH
WMOIIATCKH jYBEHUIICH apTPUTHC, IPYTH apTPUTH,

- JIeTeHePAaTHBEH peBMATH3aM Ha 3r;1000BUTE U “pOeToT: apTpo3a, CIIOHAWIO3a,

- apTPUTH NPEIU3BUKAHH O TATIOKEHE HA KPUCTANIH BO 3TJI0O0OBUTE: THXT M TICEYAOTHXT,

- CKCTpa-apTHKyJapeH peBMATH3aM: MNEepPUapTPUTUC, OYP3UTHC, MHUO3BWMTHC, TEHAMHUTHC,
CHHOBUTHC,

- Apyr¥ UHGIAMaTOPHH M GOJIHU COCTOjOM Ha MYCKYJIHO-CKEJIETHUOT CHCTEM.

Kaxo ananreruk, Haknodenor ce ynorpeGyBa 1 npu noBpeau Ha MeKUTe TKHBA, PA3/IMYHK ASHTATHH

TNpOLeypH, MO ONepalHja, TEIKH HaraJi HA MUTPeHA, PEHATHHU W OWIIMjapHU KOJIMKM,

4.2 Jlosupame H HAYHH HA ynoTpeda
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Hecakanure nejctsa Moxar na ce cBejaT Ha MUHHMYM CO YNOTpe6a Ha HajHUCK? KACHA 11032 BO
HajKpaTOK BPEMEHCKM IepHoj Koj e mnotpeGeH 3a KoHTpona (YOnaxyBarme) HA CHMIITOMHTE
(morneaxere Bo Touka 4.4).

Hayuenmu co penanna uncyuyuenyuja

[TorpebHa e npeTnasnuBocT Mpu aAMHHUCTPALMjA HA JIEKOT Kaj MAUMEHTH CO PEeHATHA HHCYGHIeH-

uuja (TorneaHeTe Bo Touka 4.4). . '
Ay



Iayuenmu co xenamannu Hapyuysara
[TorpebHa e npeTnasiUBOCT NpU aAMHHHUCTPALIM]a Ha JIEKOT Kaj MaleHTH CO XenaTajiHa auchyHKuHja
(nornennere Bo Touka 4.4).

Hocmapu nuya
Ce npenopauysa ynotpeba Ha quiiodeHaK HATPUYM BO HajHUCKUTE eUKACHH J03U (MOrNieAHeTe BO
Touka 4.4).

Iedujampucka nonynayuja
HaxknodeHoT e KoHTpauHaULIMpaH kaj Aeua (moryieneTe Bo Touka 4.3).

Hauun Ha agMuHHCTpaumja
NHrpamyckynHa agMUHHCTpaLHja.

He ce npenopauyga meniame Ha OBOj JIEK CO APYIH JIEKOBH BO UCTHOT ILTIPULL.
4.3 KoHTpanHaukanumu

- XUIEepCEeH3UTHBHOCT HA aKTUBHATA CYTICTaHIIMja, HA HATPUYM MeTaOUCYNI(HT WK Ha HEKO] OX
EKILIUITUEHCUTE HaBeJIeH! BO TouKa 6.1.

= Kako u apyrure Hectepounuu autu-uHdraamaropuu jgekosu (HCAWII), nuknodenak e koHTpa-
WHIOMLMpPaH Kaj NalMeHTH Kaj KOM XUIepCeH3WTHBHOCTa Ha canmuuwiatd U apyru HCAWJI ce
MaHHbecTHpa kako OpOHXMjalHa aCTMA, YPTUKapHja U pUHUTHC.

E Temka xenaTanHa uny peHanHa ciaboct (nmoryiegHeTe BO Touka 4.4).

- INocnemHoro Tpomecedje o 6pemenocTa (ToryieAHETE BO Touka 4.6).

- AKTHBEH racTpu4eH WM HHTECTHHAJIEH YJIKyC, KpBapeme WK nepgopauyja.

- Hcropuja Ha racTpOMHTECTHHAIHO KpBapewe WiM mepdopandja NOBpP3aHH CO MPETXOOHA
Tepanuja co HCAWJIL.

- AKTHBEH YJIKYC WJIM HCTOpHja Ha peKypeHTeH MeNnTHUYeH yNIKyc/Xxemopardja (ABe WM NOBeke
OJBOEHM €NHUCOAM Ha JOKaKaHa yJLiepallija Wil KpBapemwe).

- JujarHocTiumpana koHrectiuBHa cpuesa cinaboct (NYHA II-1V), ucxemuuna cpuesa Gosnecr,
nepudepHa aprepucka 6onect u/wiu uepebpopackynapHa Hosecr.

Haknoden nnjekununre He ce HAMEHETH 3a Jelia.
4.4 Mepkn Ha IPeTNA3IHBOCT U NMOce0HN NMpeaynpeyBamba

Onmurn

HecaKaHHTe IIC_]CTBa MOXKaT Jga ce MI’IHI/IMHSI/IpaaT co yI'IOTpEGﬂ 5_ CI\aT'l e(l)I/IKaCHa J03a 3a
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(norneaHeTe BO ToUKa 4.2 M MO0y BO FaCTPOMHTECTHHAIH _bﬁqpﬂnoaaém%

peakiyH, MOXaT Jla ¢ TOjaBaT BO PETKH CIIyyaW M MPU YNOTPE T hwmdmemx 6e3 TIpeTX0/(Ha
W3JIOKEHOCT Ha JIeKOT. XHWIIEPCEH3UTHBHH pEaKIUU MOXe Ja mporpecupaatr no Koynuc
CHHJPOM, CEpHO3Ha alleprucka peaxiuja Koja MoXe Jja pe3ylNTHpa cO MHUOKapieH HH(papKT.
CumnToMuTe Ha BakBH peakliMM MOXe Ja BKJIydaT OoOJIKa BO TpajguTe Koja HacTaHyBa BO
acollyjanyja co aJIEpPrUCKH PeakiuK Ha TUKIO(EHAK.



Hpu nudexrusHu 3a601yBatba, TpeGa a2 Ce MMAAT BO MPEIBHL aHTH-MH(IAMaTOPHUTE M aHTUIIUPET-
CKHTE [igjCTBa Ha JMKIOhEHaK HATPHYM 3aT0a LITO THE MOXE 1a IH MACKHPAaaT CUMITOMHTE Ha OBHE
3aboiyBarma.

Tpeba na ce msbernysa ynorpeGa wa Haknoden 3aemuo co apyru HCAWJI, BximyuyBajku ru u
CCJIEKTHBHHTE LMKJIOOKCHIeHa3a-2 UHXMOMTOPH, MOpagM OTCYCTBOTO HA JOKA3HM 3a MOCTOEHE Ha
CHHEPrUCTHYKH OGEHe(UTH M MOXKHOCTA 32 alMTHBHU HECAKAHH JIjCTBA.

WnerpykuunTe 3a HHTpaMyCKyIIHa HEjeKIHja TpeGa CTPUKTHO [a ce CIENaT co e Ja ce
M30CrHaT HECAKAaHH JIEjCTBA Ha MECTOTO Ha HHjEKTHPAbe, KOU MOXKE /14 pe3yaTHpaar co
MyCKyJHa CITa00CT, MYCKYJIHa [IapaTK3a, XHIIOECTE3Hja U HEKPO3a Ha MECTOTO Ha HHjeKIIHja.

T'acmpounmecmunanuu dejcmesa

'l xpsapeme, ynuepaumja wnu nepdopauuja, KO MOXAT Aa WUMAaT H daranen ucxon, Gea
3abenexanu mpu ynorpeba Ha cure HCAWJT Bo 6o koe BpeMe OJ Tepanujata, co WiH 6e3
NpeAyNnpeayBaukd CUMIITOMH WM NPETXOJHA HCTOpHja Ha cepuo3Hu I'M Hactanu. Boo6HuaeHo, THe
MMaaT NOCEPHO3HHU MOCIEULM Kaj nocTapute nuua. Bo ciyuaj na M kpBaperse unu yniepauuja aj
NaLYEeHTHTE KOM PUMaaT AUKiIodeHak, JiekoT Tpeba fa ce noBiieye ofl Tepanuja.

HCAWJI, sxiyuutenno u nukiodeHak, MoXe a € acOIUPaH CO 3roJleMeH PHU3HK 3a TacTpo-
HMHTECTHHATHO aHACTOMOTCKO MCTEKyBame. IIpernopayano e 0J1MCKo MEAULIMHCKO Clie/ielbe |
IPEeTHAa3IMBOCT KOra ce ynotpeOyBa JIEKOT JUKIO(hEHAK [0 racTpO-HHTECTHHAICH
OlepaTHBEH 3adar.

Kako wro e cnyuaj co cure HCAWJI, ce npenopauyBa BHUMATE/IEH MeTHIHHCKH Haza30p ¥ ocobeHa
NpETNA3IMBOCT NPH NMPENUIlyBake Ha JUKIOQEHaK Kaj MalMEeHTH CO CHMIITOMH KOM yKaXKyBaaT Ha
racTPOUHTECTHHAIHK 3a00/yBamba MM CO MCTOPHja KOja yKaXKyBa HA FacTPUYHA WIH WHTECTHHAJIHA
ylepauyja, Kpsaperse miH nepgopaumja (rorneaHere Bo Touka 4.8).

Prsukor 3a I'M xpBapete, ynuepauuja win nepdopaupja e moroneM co 3rojeMyBame Ha J03UTe Ha
HCAWJL, xaj nauueHTHTE CO HCTOPHja Ha YIIKyC, 0cOGeHO ako Guj KOMIUTMLIMPaH CO XeMoparuja uiu
nepopaumja (moryeaHeTe BO TouKa 4.3) M Kaj MocTapH JHLA. Kaj nmocrapure, yectorara Ha HecakaHu
nejeta on, HCAUJI e moronema, ocobeno I'H kpsapeme u nepdopalrja KOM MOXKE [a MMaaT H
CMPTEH HUCXO/,.

3a na ce Hamanu pusHkoT 32 'Y TOKCHYHOCT Kaj MaUMEHTHTE CO HCTOPHja Ha YIKYC, 0COGEHO mnpH
KOMIITHKALHja CO XeMOparja iwin nepdopauuja U kaj NocTapuTe NALMEHTH, Tepanujara Tpeba na ce

3all04He U OIPXKyBa CO HajHHCKaTa eduKacHa 103a.

Kaj OBHE IMaLlUEHTU U Kaj [TALMEHTUTE KOHU C€ Ha HCTOBpEMCHA Tepamdja CO HHCKa N103a Ha acIlMpuH

HJIM IpyrH JIEKOBM KOH MOXE Ja IO 3rojieMaT TaCTPOHMHTECTHHAIHMOT PH3H ~C, TiPGHepatya
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HeBooOM4YaeHHTe aboOMHHAIHU cumnToMu (ocobero M KpBapeise), ocQbery Ha:
. A
Tepanyjata. Tpeba na um ce npenopaya NpeTnasivBOCT Ha MALHEHTHTE KON,

¢ Ha CEPOTOHUH WJIM aHTUTPOMOOTHLM (KaKO ACTIMPHH) — MOTJIEAHETE BO TOUKa 4.5).

IoTpeGen e BHUMATeNneH MeMUUMHCKM HAA30P M HPETIA3MMBOCT Kaj NalMeHTHTe CO UCTOpHMja Ha
FaCTpOMHTECTUHANHK 3abonyBama (yaueparuBeH konutuc, KpoHoa Gosect) 3aToa wTo Moke 1a
A0j[Ie 10 BIOIIYBake Ha HUBHATA cOCTOj6a (IOrMIeHETe BO TOUKA 4.8).



Xenamannu dejcmea
[Torpeben e BHMMaTeneH MeIMLIWHCKH HaA30p Kora AWKIO(eHaK ce MpenulillyBa Kaj MAlHEeHTH CO
HapyllleHa XernaTanHa (yHKIHja 3aToa LITO MOXKE ja HACTaHe BJIOIIYBame Ha HUBHATA cOCTOj6a.

Kaxo mTo e cmy4aj u co apyrure HCAWUJI, npu ynorpe6a Ha aukiaodeHak Moxe [Ja ce 3rojieMar
BPEIHOCTHTE Ha €lIeH WM MOBeKe XemaTaaHd eH3uMH. Kako Mepka Ha MpeTnasidBOCT, NPH OJIrO0-
TpajHa Tepandja co AuKJIo(deHaK, ce IpenopadyBa PeIOBHO Clielelhe Ha XemaTalHaTa (yHKuuja.
Jloxonky abHOpManHuTe pe3yNTaTH Ha TECTOBHUTE 3a XemaTalHaTa (DyHKIMja OIICTOjyBaaT WJIU ce
BJIOLIYBAAT, aKO C€ pa3BHjaT KIMHHYKHA 3HALM WM CHMITOMH Ha XeraTaliHa GoiiecT WIH ako ce
nojasar Jpyru MaHudecrauuy (kako eo3uHouIdja, UCHIT), TepanydjaTta co AuKIodeHak Tpeba aa ce
npekuHe. [lpu ynmorpe6a Ha aMknodeHak MoxKe Ja ce MojaBM XemaTuTuc 0e3 MmpoapoMaliHh
CHMIITOMH.

IloTpebna e npernasnuBocT npH ynotpeba Ha aAukinodeHak Kaj MalueHTH co XenaTtaiHa nopdupuja
3aToa ITO MOXKE J1a NMpeIU3BUKa HaMa/l.

Penannu oejcmea

3aroa wto Gere 3abenexxaHa peTeHLMja HA TEYHOCT U eeMHU MoBp3aHy co Tepanujata co HCAWJL,
BKJIydyBajkd ro U JukiiodeHak, ocobeHo € moTpeOHa NpeTnasiuBOCT Kaj INMalHeHTH CO HapylIeHa
cpueBa unu 6yOpexxHa (yHKUHMja, UCTOPHja Ha XUMEPTEH3W)a, MOCTAPH MALMEHTH, MMAIMEHTH KOU
3eMaaT MCTOBpPEMeHa Tepaluja co JUypeTHLM WITH JISKOBU KOHM 3Ha4ajHO ja HaMaiyBaaT OyOpekHata
¢dyHKUMja ¥ Kaj OHME CO ToJIeMO HaMmallyBake Ha eKCTpalelyJapHHOT BOJNYMEH of Owio koja
NpUYyMHA, Ha TIpUMEp MpeA Wid No omepauuja (norienHere Bo touka 4.3). Kako Mepka Ha
NpeTHa3TUBOCT MpU ynoTrpeba Ha AMKIO(EHaK BO TaKBU Cilydyau, c€ IIpernopayypa clelelme Ha
Oybpexnara ¢ynkuuja. Ilo npekuH Ha TepandjaTta, BOOOHYACHO HAcTallyBa MOBTOPHO Bpakam€ Ha
coctojbarta KaKko mpen Tepanujara.

Kapouosackynapru u yepebposackynapnu dejcmea

Kaj nmauuentuTe co ucropyja Ha XMnepTeH3uja u/uam 61ara 0 yMepeHa KOHreCTHBHa cplieBa ciaboct
NoTpebHO € COOIBETHO ClIe/iekhe U COBETYBame 3aToa LTo Oelue 3abeneskaHa 3apliKa Ha TEUHOCTH U
e/IeMH ITIOBP3aHHU co Tepanujarta co HecenektusHH HCANIL

Knuunukure ncnuryBama M eNUAEMHONIOMIKUTE NOJATOLM YKa)CyBaaT Ha Toa Jeka ymoTpebara Ha
aukiopeHak (ocobeHo Bo BUcokH A03u (150 mg 1HeBHO) M MU AONrOTpajHA Tepanuja) Moxe Aa bune
MOBp3aHa co O5aro 3roieMeH pU3MK 3a apTepHUCKH TPOMOOTHYHHM HacTavW (Ha NMpUMep, MUOKapAeH
uH$ApKT WK MO30YEH yaap).

[TarenTHTE CO CHrHUDUKAHTHH PU3UK HaKTOPH 3a KAPAHOBACKY/IaPHH HACTaHH (KAaKO XUIEPTEH3M)a,
XHIepIUnuaeMyja, arjaberec MenuTyc, Mmyleme), Tpeba na Oun; aHu co JUKIoeHaK camMo
MO BHUMATeJIHA ITPOLIeHKa. '

1033 32 HajKpaTOK MOXEH MEPUOA, Hepno;m‘mo Tpeda na ‘Ee-mper}gnuqya‘a n

dﬁlg aTa Ha MALMEHTOT
3a CUMITOMATCKO yOJa)KyBambe U OArOBOPOT Ha Tepam/lja'r\ : ’;P ToES
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apTepuoTpOMOOTHYHM HACTaHM (Ha IpuMep 60JIKa BO rpajMTe, HEAOCTATOK HA 3/UB,
cnabocT, HejaceH TOBOP), KOM MOJXKAT Jja HacTaHatT 6e3 MPETXOIHO IMPEAYIIPEAYBALE.
INanuenTuTe Tpeba Aa ce cOBETyBaar BO Ciiy4aj Ha BAKBH HECAaKaHHW HACTAHHU BeIHAII Ja
nobGapaaT COBET O CBOjOT JieKap.

Hejcmea na kosrcama u nOMKONCHOMO MKUGO
Mmuory petko, nosp3ano co ynorpebarta Ha HCAWJI, 6ea 3abenexkaHu TEIIKM peakLHdH Ha KOXKAaTa,
HEKOM OJ1 HUB U co (aTalleH UCXO0Jl, BKIy4uyBajku ekcdonujatuped aepmarutuc, CruseHc-L[lonconos



CHHIpOM H TOKCHYHA eNMAEpMaliHa Hekponusa (nornenHere Bo Touka 4.8). Ce cmera neka
NMALMEHTUTE MMAaT HAjrojleM PH3HK 3a T0jaBa Ha BAKBHM PeakUMH BO paHaTa (asa of Tepanujata, a
TOYETOK Ha peakLjaTa Kaj MOBEKETO Cllyda HACTaHA BO TEKOT HA TPBHOT Mecell Of Tepanujara.
Iotpe6en e npekun Ha Tepanmjata co Haktoden Npu npeata ojaBa Ha KOKeH HCHII, MYKO3HH JI€3UH
WK GHII0 KOj 3HaK Ha XUIIEPCEH3UTHBHOCT.

Xemamonowku dejcmea

Ynotpe6a Ha Haksoden ce npenopadysa camo 3a kpaTkoTpajHa tepanuja. [Ipu monrorpajua Tepanuja
co IMKIOheHaK, KaKko WTo € ciy4aj u co apyrure HCAMJL, notpeGHo e creaetse Ha 6pojoT Ha KpBHH
KJICTKH,

Kako wro e ciywaj u co apyrure HCAWJI, amknopeHakoT Moxe NpUBPEMEHO Jia ja UHXUOHpa
arperaudjata Ha TpomGouuTtH. Ce mpenopadyBa BHMMATEJHO ClEHEHE HA MALMEHTHTE CO
HapyIlyBamba Ha XeMOCTa3ara.

IIpemxoono nocmoeura acmma

Kaj nanuenTute co act™a, Ce30HCKH aleprucKi pHHHTHC, OTeKyBamh¢ Ha Ha3aJHaTa Myko3a (Ha3aJiHu
TOJIUIH), XPOHHWYHM OMCTPYKTHBHH ITy/IMOHANHM 3a60JyBama HIM XPOHHYHH UHpeKIHd Ha
PECIMPaTOPHUOT TPakT (0CO6EHO ako ce MOBP3aHH CO CHMIITOMH CIMYHU HA AIEPTHCKHM PHHHTHC),
peakumure Ha HCAWJL, kako wro ce BiouyBama Ha acTMa (T.H. MHTOJIEPaHIMja HA AHATTETULIA WK
acTMa Kako pes3ynTar Ha ynorpeba Ha ananretuuu), Quincke-oB enem wnu ypTukapuja, ce nouectu
OTKOJIKY Kaj Apyru nauuenT. Cropes Toa, ce NpenopadyBa noceGHa MpeTNasinBOCT Kaj OBHE
NAlMEHTH (TOArOTBEHOCT 3a MTHOCT). OBa BaXKM M 3a MAlEHTHTE KOH CE alepIMYHH Ha Ipyrd
CYNCTaHUWH, HA IPUMEP CO KOXKHHU PEaKLMH, IPYPUTYC WIH YPTHKApHja.

TlorpeGua e noceGHa npetnasnusoct kora Haknogen ce ynotpeGysa mapentepanto Kaj MalUeHTH COo
acTMa 3aToa IITO MOXE Jla JIOjA¢ IO BJIOUIYBahe Ha CUMIITOMMTE.

3 ml (1 ammyna) ox Hawnoden pactsopot comprku 120 mg GeH3uI ankoxoll. Haxnodenor He cmee na
ce NaBa Kaj IpeBpeMeHO pojeHH GeGHiba MM HOBOPOJEHUMIbA, MoXe 1a Mpefu3BMKA TOKCHUHH
PeaKiyM 1 alIeprHCKH peakuuu Kaj 6eOuma 1 neua 10 3 roguinHa BO3pacT.

MeraGucyndurute Moxat peTko ia PEAM3BMKAAT CEPUO3HH ANEPrUCKH PEaKLi U 6poHxocmnasam.
Ogoj sk coppykut noManky o4 1 mmol HaTpuym (23 mg) 1o 1032, OIHOCHO € “6e3 HaTpUyM”,

4.5 HHTepakuMn co APyrH JIEKOBH HJH APYrH GOPMH HA HHTEPAKIHH

JIutnym: Ilpu ucrospemena ynorpeGa, OMKIOdeHaKOT MOXE 13 ja 3rojieMH KOHLIEHTpaLHjaTa Ha
nUTHYM BO Miasmata. Ce npenopayysa clie/ielhe Ha HHBOTO Ha JIMTHYM BO CEPYMOT.

Muroxcuu: [Ipu uctospemena ynorpe6a, muinoGeHakoT MOXe Ja ja 3roaeMu KOHLIEHTpalLyjaTa Ha
AHTOKCHH BO Mia3Mata. Ce npenopavyBa clie[iehe HA HUBOTO Ha IUTOKCHH BO CEPYMOT.

JAuypeTHIH H aHTUXHIEPTeH3HBH: Kako wTo € cny4aj u co apyrute HCAMJI, ucrospemeHara
ynotpe6a Ha auKIIO(eHaK co IHYPeTHLM WIH aHTHXHIepTeH3uBH (Geta-Giokato MHXHOMTOPH Ha
aHrHOTCH3WH KOHBEPTHPA4YKHOT €H3WM) MOXe Ja Ipelu3BHKa Ha Dﬁfw Eu% HHUBHOTO
AHTHXHUIMEPTeH3UBHOTO JegjcTBo. Cnopen Toa, nmorpebHa e NPEeTMasnnBog ‘_ﬂhﬂ&hﬁ?%
0Baa KOMOMHALWMja W TICPHONMYHO CIIEfee HAa KPBHHUOT MPUTHCOK K 'j('ﬁéﬁuegmm, 0 )
nocrapure. 1o 3anmouHyBameTo Ha HCTOBpEMEHATa Tepalyja H [oToa nefggo;_m 4HO, maudeHTHTE |
Aa GMmaT COOMBETHO XHAPHUPAHM U MOTPEGHO € creneme Ha GyHKUMjalrE ijﬁpej‘ﬁ‘ﬁé', océﬁbc
Auypetunure U AKE HHXMGUTOpHTE MOpAH 3rOeMEHHOT pH3MK 3a Hed) 6.‘{6';(. Hhﬂfﬁé’f - "’?_.f
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acoLMpaHa €O 3roIEMEHO HMBO Ha KalMyM BO CEPYMOT, IITO TpeGa Mo4ecTo Jia ce ciieaH (IOreaeHTe
BO TOUKa 4.4),



HApyru HCAWUJI u kopTHkocTeponan: McroBpeMeHaTa aiMUHUCTpaLHja Ha AUKIODEHAK M JIpyru
HCAWJI unu KOPTHKOCTEPOUAM MOXKE Ja O 3TOJEMH PU3HKOT 3a FaCTPOMHTECTHHAIHM HECAKaHW
JejcTBa (MorneaHeTe BO Touka 4.4).

AnTHKoary/1ancu H aHTuTpomGoTunm: Ce npenopadyBa NpeTNa3iuBOCT 3aTOA LITO HCTOBpEMEHAaTa
aJMUHHCTpaldja MOXKE Aa ro 3rojJieMH pPHU3MKOT 3a KpBapewe (norneaHere Bo Touka 4.4). HMako
KIMHMYKHUTE UCMUTYBaWa HE MOKaXKaa [eka JUiIodeHak BlHjae Ha ejCTBOTO Ha aHTHKOATyJIAHCHUTE,
NOCTOjaT W3BELITaH 3a 3rOJIEMEH PU3UK 334 XEMoparhja Kaj NMaldeHTH KOW HUCTOBPEMEHO MpUMajie
auKtodeHak v aHTukoaryiaancu. Criopen Toa, NOTpeGHO € BHUMATEIHO Cllefiekhe Ha OBHE IAlUCHTH.

CenrekTHBHH HHXNOHTOPH Ha MOBTOPHOTO NpeB3eMame Ha cepoToHnH (SSRI): AnMuHucTpanuja-
Ta Ha cucremcku HCAWJL, BuyuyBajiku ro u guknodenak, 3aequo co SSRI mMoxe fma ro 3rosemu
PU3UKOT 3a raCTPOMHTECTUHAIIHO KpBapeme (MoriefHeTe Bo Touka 4.4).

AnTnaujabernnn: KiuHuukuTe CTyIMHM MOKakaa Aeka OHKIUIOPEHAK MOXKe Aa ce Aafie 3aedHO CO
nepopajiHi aHtuavjabeTruM Ge3 Ha MMa BIMjaHHe Ha HUBHOTO KIMHMYKO AejcTBo. Cenak, MocTojar
NOEMHEYHH U3BELITal U 3a XUIOTIMKEMHYHH M 32 XUIECPIIIMKEMUYHH EjCTBA 32 KOHU ce NOTpeOHH
NPOMEHH BO IO3MPAETO Ha aHTHIHjabeTUMTe 3a BpeMe Ha Tepanujara co quiodenak. [lopaau osa,
KaKo MepKa Ha MpPEeTNa3/IMBOCT ce MpenopadyBa Cle/lelheé Ha HMBOTO Ha IIyKO3a BO KPBTa MpU
WCTOBpPEMEHaTa Teparnyja.

IIpoGeneunn: JlekoBu ko COAPIKAT MPOOEHELH MOXKe J]a TO OIOXKAT U3JIauyBamkeTo Ha
JuknodeHak.

Metotpexcar: JuwiopeHak Moke Aa ro HHXHOHpa TyOynapHHOT peEHalleH KIMpPEeHC Ha
METOTPEeKCaTOT W HA TOj HAYMH Ja [0 3rojJieMd HHMBOTO Ha Merorpekcar. Ce mpenopauysa
npernaznueoct kora HCAWJI, BknydyBajku ro u aukiodeHak, ce afMUHUCTPUPAaT MOMaJKy of 24
yaca Npef WIK [0 TeparnujaTa co METOTPEKCaT 3aToa IUTO KOHIIEHTPALMHTE HAa METOTPEKCAT BO KPBTa
MOJXKaT Jia ce 3roJieMart, a co Toa Jia Ce 3roJIeMH M TOKCHYHOCTA Ha OBaa CyIrcTaHLdja.

Huxnocnopun: Juknodenak, kako u apyrure HCAWJI, moxe aa ja 3rosiemMn He()pOTOKCHYHOCTA Ha
LUIJIOCTIOPUHOT MOPaIH [IejCTBOTO Bp3 PeHATHUTE MpocTarIaHAnHu. 3aToa, Tpeba fa ce JaBa BO 103K
TIOHHCKH O]l OHHE KOM Ou ce yrnoTpeOyBaiie kaj MallMeHTH KOU He MPUMaaT [IUKJIOCTIOPHH.

Kunosonckn antubuorunm: Ilocrojar moeanHeyHH M3BEIITaW 3a KOHBYJI3HMHM KOM MOXAaT 1a ce
pe3yJsITaT Ha uctToBpemeHara ynorpeba Ha kunononu 1 HCAUJL.

®ennrtoun: Ilpu uctoBpeMena ynorpeba Ha GeHUTOMH U IUKIO(EHAK, ce Mpernopadysa cleleme Ha
KOHLCHTpalyjaTa Ha GEeHUTOHH BO CEPYMOT MOpaad OYEKYBAHOTO 3rojieMyBarbe Ha H3JI0KESHOCTa Ha
(heHUTOHH. _/' W MEZD

: € OHE P4 Jig 4\
Kosectunon n xosnecrupamma: OBHE JIEKOBU MOXKAT & r@,mmmc’sa‘i‘},@m\ OXKYBAHE HITH
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JaBa HajMaJjiKy 1 yac npen wnu 4 1o 6 yaca o aAMHHHUCTPALH] E'rea Ha Ko.!Icc:Tﬁnonf xﬁﬂé "MPAMHH,
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Cunnn CYP2C9 nunouropn: Ce npenopadyBa MpeTnaiuBo r’;\g]Sy ucmﬁpemoﬁcﬁ / MpeNUiIyBake
Ha guriodenak co cuitHH CYP2C9 uaxubuTopH (kako LITO ce CyJ e]amm:utﬁi ¥ BEPMKOHA30IT) ITO
MOXKE Jla pe3yJITMpa CO 3Ha4yajHO 3rojieMyBamhe Ha MakcUMaliHaTa L&:ﬂf_@gyﬁ" BO ILIa3Marta U Ha
M3J10)KEHOCTa Ha AuKIodeHak mopaayd HHXHOUIMja HAa MeTaboIU3MOT Ha AMKIIO(eHaK.

4.6 Ilnognoct, GpeMeHOCT U JAKTAIH]ja

Bpemenoct
HMuxubuumjata Ha cuHTe3aTa Ha MPOCTarNaHAUHU MOXXE HEraTHBHO 1 BMjae BP3 OpeMeHOCTa W/uinu
embpuoderanHnor paspoj. [logaTouuTe Of EMHAEMHONOLIKHTE CTYAMM YKAKyBaaT Ha 3rojeMeH



pu3MK 3a crioHTaH aGopTyc, cpiieBa MandopMaluja U racTpounsa 1o ynorpeba Ha HHXUOHUTOpP Ha
CHHTE3aTa Ha MpPOCTarJaHAWHH BO paHa OPeMEHOCT. ATNCONYTHHOT PH3HK 3a Kap[MOBACKyJIapHa
mandopmanyja Gewre 3roeMer ox nomanky o 1% mo npubnmkHo 1,5%.

Ce cMeta JICKa PU3UKOT C€ 3roJicMyBa CO go3ata U BPEMETPACHETO Ha TeparmjaTa. Kaj JKUBOTHHTE,
Oele YTBpACHO ICKa aIIMI/IHHCTpaI_lPIjaTa Ha I/IHXPI6HTOp Ha CHHTE3aTa Ha NpOoCTarnaHaAuHu pe3yirrupa
CO 3rojieMeHa Nnpe-uMINIaHTALIMCKA U ITOCT-UMIUIAHTALIUCKA 331")’63 H CM6pHO¢)eTaJ'IHa JICTAJTHOCT.

JloMOTHUTENTHO Ha TOA, 3rONIEMEHH HHLMICHIM 32 PAa3UYHH MaQOPMAlMH, BKITyyBajk1 U KapAHO-
BacKyJapHH, 6ea 3abesiexxau Kkaj )KHUBOTHH Ha KOH UM Gelle JaBaH HHXUOHUTOP HA CHHTe3aTa Ha
NpOCTaraHAMHY BO NEPHOJIOT Ha opraHorenesa. Ox 20-Ta Hezesna Ha GpemeHocTa, ynorpebara Ha
MMKIIO(EeHaK MOXe /1a PE/IM3UBHKA OMIOXUAPAMHHOC KAKO PE3yJTaT Ha (eTalHa peHalHa
aucdynkumja. OBa MOXe Jia HACTaHe KPATKO I10 3aMI04HyBaH:e Ha TePAIHjaTa i BOOGHYAEHO €
PpeBep3uGHIIHO 110 IPeKUH Ha TepanujaTa. J(ONoIHUTENHO, NOCTOjaT H3BELITAH 33 CTECHYBAIbe Ha
AYKTYC apTepHO3yC NOC/EIOBATE/HO Ha Tepaluja BO BTOPHOT TPUMECTap, LITO HajYecTo ce Bpaka BO
HOpMaJIa 10 NIPeKHH Ha Tepanujata. 3aToa, He ce MpernopayyBa AaBame Ha JUKITO(EHaK 3a BpeMe Ha
MPBOTO M BTOPOTO TpoMeceyje o GpeMeHOCTa, OCBEH Kora € HABUCTHHA HEOMXO/HO. JIOKONKY sKeHa
koja ce 0buayBa fa 3a6peMeHH KOPHCTH AMKIO(EHaK HITH TaK JIEKOT O KOPHCTH 3a BPpeMe Ha HPBOTO
U BTOPOTO TpoMeceHje of OpemMeHOCTa, 103aTa TpeGa Aa Guae KoKy € MOYKHO TIOHHCKA H JIEKYBAHETO
KOJIKY € MOXHO IOKpPaTKO. AHTEHATAIIHO CIIE[ICHE 3a OJIMTOXUAPAMHHOC U CTECHYBArbE Ha JIYKTYC
apTepuosyc Tpeba Ja ce MMa BO NPE/IBU/ 11O EKCTIO3ULIHja Ha NUdKIopeHaK BO IEPHOJ Ol HEKOIKY
nena on 20 recraupcka Henena. Jluiodenak tpeGa a ce MpeKHHe MOKOJIKY Ce BOOUH I0jaBa Ha
OJIMTOXHAPOaMHHOC HIIM CTECHYBahE Ha JYKTYC apTEPHO3YC.

Bo Texor Ha TperoTo Tpomeceuje on OpemeHOCTa, CHMTe HWHXMOHTOPH Ha CHHTE3aTa Ha

NpOCTarnaHAMHKU MOXeE J]a Io U3JIoKar GeTycoT Ha:

- Kap/HOITyIMOHAJIHA TOKCHYHOCT (TIPeIBPEMEHO CTECHYBaHE/3aTBOPatbe Ha AYKTYC apTepUO3yC
U MyJIMOHAJIHA XUIIEPTEeH3H]a),

- peHaiHa pucdyHkuMja, Koja Moxke Ha MpOrpeauMpa OO peHATHa CnaGocT €O OJMro-
XHAPOaMHHO3a (IOTJICAHETE MOrope);

MosxaT na ru u3NnoxKaT HOBOPONGHYETO U MajKaTa Ha KpajoT Ha GpeMEeHOCTa Ha:

- MOXHO MPOMIOJKYBakhe Ha BPEMETO Ha KPBAPEHE, aHTHArperalucKo JAejCTBO KOe MOXKE fa ce
T0jaBM TYPH U NPH ynorpeGa Ha MHOTY HHCKH JIO3H,

- MHXMOMIMja HA KOHTPAKLMHMTE HA MATKaTa LITO Pe3yJTHPA CO OIONKEHO MM MPONOJIKEHO
NOpoJyBame.

Kako nocneauua Ha Toa, koHTpauHuIMpaHa e ynoTpe6Gara Ha Haknoden Bo TperoTo TpoMeceuje of

OpeMeHoCTa.

Hoeme

Kako u npyrure HCAMJI, nuiodeHak moMHHYBa BO MajYMHOTO MJIEKO BO MATH KOIUUHHH. 3aroa,
He Ce npenopavyBa aJMHHUCTPaLMja Ha AMKIOGEHaK MPH JOeHme CO e Ja ce M30erdaT HecakaHH
AejcTBa kaj 6ebero.

Inoanoct
Kako wmto e ciyuaj u co apyrure nHecenextusnn HCAWJIL, ynotpebara Ha _Jj
MOXe [1a ja HapyIlH TUIOAHOCTA Kaj JKEHHTEe M He CE MperopadyBa Kaj 3 o i1 WOW og, 08y BaaT na
. - I o Ay
3a6peMeHat. Kaj »eHH KO MMaaT NOTEIKOTHH Ja 3a6peMeHaT Wi 4&)@«6@ 1S a,cm;;" Batba 32
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BO3ApXKaT O/ BO3EHE€ HIIH paKyBaH-€ CO OMaCHH MallUHH.



4.8 Hecakanu aejcrBa

HecakanuTe JQejcTBa KOM MOXAT Na ce MOjaBaT 3a BpeMe Ha TepaljaTa co AUKIO(EeHaK HaTpUyM
KiacHQHIMpPaHH Ce BO CJIEAHUTE IPyIH MO PelOC/IE/l Ha YECTOTA Ha CIIydyBamhe:

- MHory uyectH (21/10),

- yectn (=1/100 o <1/10),
- nomasky vectd (=1/1 000 mo <1/100),
- petku (21/10,000 mo <1/1 000),
- mHory petkH (<1/10 000),

- Hemno3HaTH (He MOXKaT [a Ce YTBPIAT OA AOCTAIIHUTE MOJATOLH).

Bo pamkuTe Ha ceKkoja O IpynuTe, HECaKaHUTE AEjCTBa Ce MPE3CHTUPAHH MO Pefocies] o norojema
KOH MOMaJia CEpUO3HOCT.

Yectn ITomanky Perxu MHory peTku HEIIO3HATH
YeCTH
Hugpexyuu u abcuec Ha Hekposa Ha
unpecmayuu MECTOTO Ha MECTOTO Ha
UH]EKTUPAILE HHpEKIHja
Hapywysarea aHeMHja
Ha Kpema u (BriyuyBajku
num@pHuom XEMOJIMTUYHA U
cucmem anyacTUyHa
aHeMuja),
TpoMGonuTONEeH ]
a, leyKomneHwyja,
arpaHyJIoLMTO3a
Hapywysarsa Xumep- aHTHOHEBPOTCKH
Ha CEH3MTHBHOCT, | €1eM
UMYHONOUIKU aHadunakTyH | (BKIydyBajku
om cucmem UHu eJIeM Ha JIMLIETO)
aHaduIaKTONn
HH peakIiu
(BrITyUyBajKH
6ponxocnazam
, XUIIOTEH3Hja
H LIOK)
IHcuxujampuc Je30pHjeHTanyja,
Ku Jernpecyja,
HApyuLyearea HECOHHIIa, HOKHH
KOILLIMapH,
upUTabUNHOCT,
MCUXOTHYHH
peaxkuuu
Hapywysarwa | rinaBo6onk MOCTAHOCT, napecresuja,
Ha HepeHuom | a, 3aMop HapyIieHa
cucmem 3alieMeTeH MEMOpH]a,
ocT KOHBY/3HH,
AQHKCHO3HOCT,
TpeMop,
acenTHYEH
MEHHHIUTHC,

HapyllyBamba Ha
OCETOT 3a BKYC,
nepebpo-




Yectu Iomanky Petku MHory peTku HeIOo3HaTU
4eCTH
BacKyJiapeH
AKUUACHT
Hapywysara HapyuIyBame Ha
Ha oyume BHJIOT, 3aMaTeH
BUJ, AUIUIONH]a
Hapywysama | Bprorinasu TUHHTYC,
Ha y8omo u a HapyIIEH CITyX
YuHuom
JIGBUPUHIN
Kapoujannu HaNMNKUTALUH, Koynuc cunapom
Hapywyeara rpaasa Oonka,
cpuesa cnabocr,
MHOKapAeH
HH(]apKT
Backynapnu XMIEPTEeH3H]a,
HAapyuiyearea BaCKYJIUTHC
Pecnupamop acTMa ITHEBMOHHja
LA (BrIydyBajku
MOpaKanHy u JUCIIHER)
Medujacmuna
NHU
Hapywysara
T'acmpo- rajeme, ONCTUMALM]j | FacTPHTHC, KOJIUTHC Hcxemuten
uUnmecmunan | oBpakame | a FaCTPOUHTECTH | (BKIIydyBajKu KOJIUTHC
HU , Injapea, -HaJlHa XEMOparuueH
Hapyuysarea abgoMuHan xeMoparuja, KOJIMTHC WJIH
Ha GoJIKa, xeMmaremesa, BJIOLLYBam€ Ha
nucTencuja XeMOparuyHa | yJuepaTuBeH
, Aujapea, KOJIUTHC UITH
draTysenm MeJIeHa, Kponosa Gonecr),
uja, racTPOUHTECTH CTOMATHTHC
aHopeKcHja -HaJIHH YJIKyCH | (BKITY4yBajKH
co mwi 6e3 yJIepaTHBeH
KPBapemwe HIIH | CTOMATHTHC),
nepdopaiyja | rIOCHTHC,
HapyllyBambe Ha
e3odarycor,
UHTECTHHAJIHH
CTPUKTYpH
CJIMYHU Ha
aujadparma,
MAHKPEaTHTHC  _Tog¥ ¥ Ma
Xenamo- MOKaYeHU JKONTHIIA, bynMuHaHTEH 'ﬂ\e”__ 3
bunujapru CepYMCKH ACHUMIITOMATCK | XeMaTHTHC U -{ >
Hapywyearea | aMHHO- M XCTIATUTUC, | XemaTajiHa ( f <
TpaHchepa aKyTeH cnaboct E %
34 XEMaTUTHC, &;;.’9‘_
XPOHHYEH ;
aKTHBEH
XeMaTUTHC,
XenarouesnyJia
PHa Hekpo3a,
X0JIeCTasa




Yectn TTomanky Petkn MHory peTku HEenmo3HaTH
4eCTH
Hapywysarea | koxxeH ypTHKapHja Oyn03HHU epynLuH,
HA KoJicama U | NCHN €r3eM, epUTeM,
HOMKOJCHOMO eputeMa
MKUBO mynrudopme,
CtuBeHC-
IloHcoHoB
CHHAPOM,
TOKCHYHA
enuaepMatHa
HeKpoJin3a
(JIuenos-or
CHHOPOM),
exconuja-TuBeH
JIepMaTHTHC,
onarame Ha
Kocara,
tdoroceH3uTHBHA
peakiiyja,
nypmypa,
aneprucka
nypmypa,
TIPYPUTYC
Penannu u peHayiHa cnabocT,
YpuHapHu aKyTHa peHaJlHa
HapYUL6ara cnabocr,
Xemarypuja,
HWHTEPCTHIHMjAJICH
HepUTHC,
HedpOTHYCH
CHHIpPOM, peHaJIHA
nanujiapHa
HEKpo3a,
NPOTEeHHYpHja
Onwmu cocTojou ezieM, HeKpo3a
Hapywyéara | Ha MECTOTO Ha MECTOTO Ha
u cocmojbu Ha HHjeKTHpambe
Ha Mecmomo | WUHjeKTHpa
Ha e, 0oJiKa
aoMuHucmpa | Ha MECTOTO
yuja Ha
WHjeKTHpa
Bbe,
CTBpZHYBa
Hbe Ha
MECTOTO Ha
WHjeKTHpa
Be

Knuanukure ucnurysama

N CITUACMHUOJIOUIKHUTE MOAAaTOLM YKa)KyBaaT Ha TOa HOCKa yHOTpeGaTa Ha

nuiodpenak (ocobeHo Bo BUcokH 103H (150 mg qHEBHO) U MpH AONTOTpajHA Tepanuja) Moxe Aa duse
MoBp3aHa co 6aro 3rolieMeH PU3MK 3a apTepUCcKH TPOMOOTHYHH HacTaHW (Ha MpUMEp, MUOKapAeH
rH}pAapKT UK Mo30ueH yaap) (rornenHete Bo Toukute 4.3 u 4.4).



Bo ciyuaj Ha Teluky Hecakanu JiejcTBa, Tepanujata Tpefa fa ce MpeKHHe.

IlpnjaByBame Ha HecakaHM aejcTBa

IlpujaByBameTo Ha HECAKAHHTE J1€jCTBA PETHCTPUPAHH 10 MYLUTAME Ha JIEKOT BO TIPOMET € Off I'0j1IeMa BaXKHOCT.
Ha 0B0j HaunH ce 06e36€enyBa KOHTHHYHPAHO CllE/iele Ha KOPHCTA HACTIPOTH PU3UKOT O ynoTpebaTa Ha JIEKOT.
3apaBcTBeHHTe paGOTHHUIIM MOXeE Ja TO NIPHjaBaT CeKoj COMHEX 32 HeCaKaHo JEjCTBO O JIEKOT BO
Hauyonanuuor uentap 3a GapMaKkoBUrimIaHIa MpU ATEHIMjaTa 32 JIEKOBH M MeIMIHHCKH cpencTea
(yn.C.Kupun u Merommj 6p.54 xat 1) Wi No eNeKTPOHCKU Nat npeky Be6 cTpanara Ha AreHuujata
http://malmed.gov.mk/

4.9 Ilpeaosupame

Cuamnromu

Hema THNMYHa KIMHUYKA C/IMKA KOja € Pe3yNITAT Ha [peJo3Hpame co auknodenak. [Ipenosuparero
MOXE€ Nia MpEH3BHKa CHMNTOMH Kako IITO Ce MOBpakame, raCTPOMHTECTHHAIHA XEMOpParuja,
AMjapea, 32LIEMETEHOCT, THHHTYC WM KOHBYNI3MM. Bo ciyuaj Ha 3HAYajHO TPyeHe, MOXHH Ce aKyTHa
peHaiHa ciabocT U OITETYBae Ha LPHHOT Apob.
Tepanucku Mepkn '

TpermanoT Ha akyTHO Tpyewe co HCAMJI nekosu, BKJIy4yBajKH IO W AUKIO(EHaK, C€ COCTOM Of
CYNOPTHBHHU MEPKH W CUMIITOMATCKH TPETMaH KoM Tpeba [a ce AaBaaT 3a KOMIUTMKALMHM O THIOT Ha
XHuMoTeHsHja, GyOpexHa cnabocT, KOHBYI3HHU, TACTPOUHTECTHHATHY HAPYLIYBaHha U pecnuparopHa
Jenpecuja.

[loceGuute Mepku on THIOT Ha dopcHpaHa Auypesa, AUjaM3a WK xemonepdysuja BepojaTHO He ce
Of momow Bo enumuHauMjata Ha HCAWJI, BraydyBajku ro m auiiodeHak, Nopagd BHCOKHOT
TIPOLICHT Ha BP3yBakk€ CO NPOTEHUHU M eKCTEH3UBHHOT MeTabosH3aM.

Hema cieuuduuen antunor. TpeTMaHOT € CHMITOMATCKH.

S.  @®APMAKOJIOHIKHA NOJATOITH
5.1 ®apmakoamnHamuka

®apmakoTepaneBTCKa rpyna: aHTH-HH(JIaMaTOPHM M AHTHPEBMATCKM [Ipenaparw, HECTEPOAMHM;
ATC komg: MO1ABOS.

Hukiodenak HaTpHyM € HeCTepouIeH aHTH-UH(IIAMATOPEH JIEK CO aHAITeTCKO, aHTH-MH(IAMaTOPHO
M aHTUIHPETCKO MEjCTBO. Ja MHXUOMpa aKTHBHOCTA HA SH3MMOT LMKIOOKCUIeHa3a M Ha TOj HAYMH
CHHTE3aTa Ha IPOCTAarJaHAWHH. 3a BpeMe Ha Tepanujata co aukiIodeHak HaTpuyM, Gea 3aGenexanu
HaMaJIeHH HHBOA Ha MPOCTArJlaHAWHH BO YPUHATA, FaCTPUYHATA MYKO3a U CMHOBHjaJIHATA TEYHOCT.
Hamener e 3a Tepanuja Ha cute dhopmu Ha peBMaTcku 3abonyBama U 3a yOnaxyBaie Ha PasauuHM
BHIOBH Ha OoJika.

5.2 ®dapmakokuHeTHKa
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Maxkcnmanna koHIEHTpaLHMja BO CepyMOT ce MOCTHrHYBA 3a nOJiqBEr-@ yag. Jinknodeak arpuym ce
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bp3o noMuHYyBa BO CHHOBHjaJIHATA TEYHOCT, Kajie nocturuysa\ 6f) %o 70%- OJJQC:E OCTHTE 3a
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cepyMckaTa koHUeHTpaudja. Ilo 3 mo 6 wuaca, KOHUEHTpPALMHTE, Ha_ agTyBHATACYNICTAHIMja U
HEJ3UHMTE METAGOIMTH BO CHHOBHjaJIHATA TEYHOCT CE MOBHCOKH OTKOREY BO LepyMeT. uknodenak

HaTpuym nobaBHO ce usjiadyBa o CI/IHOBI/IjaJIHaTa TE€YHOCT OTKOJIKY O/l CEPYMOT.

buompancopmayuja u enumunayuja



BHOJOMIKHOT MoNTy-KMBOT Ha enuMHHanMja € 1 no 2 yaca. Ilpu Gnara peHanHa WM XemaTajHa
mucdyHkimja, octaHyBa Herpomenet. [Ipubmwkao 70% on muiiiodeHak HATPUYM ce HM3nadyBa BO
ypHHaTa Kako dhapMakosIolky HeakTiBHE MeTabonuti. CaMo 1% ce usnadyBa Bo HemeTaboM3HpaHa
dopma. OcTaToKOT 0J] METaGOJIMTUTE C€ W3JIadyBaaT BO JKOYKaTa U (heLecoT.

Hema 3Ha4ajHu MPOMEHHM BO arcoprimjara, QUCTpUOyuujaTa, MeTaboIM3MOT U elMMHHALM]aTa Kaj
MOCTApUTE TTALIUEHTH.

5.3 IlpeakTHHHYKH NOJATOLH 32 CHI'YPHOCTA

CTyauuTe 3a akyTHa TOKCHYHOCT Kaj JIaGopaTOPUCKH HUBOTHHU MOKaXkaa JeKa JUKI0(EHaK HATPHYM
€ penaTMBHO BHCOKO TOKCHYHA aKTHBHA CYINCTaHIWja MO IepopajHa, WHTpalepuTOHEaHa,
WHTpaBeHCKa WM CyOkyTaHa anmuHuctpauuja. LDsy BpenHocture 6ea nomamu ox 500 mg/kg
TejlecHa TexuHa: nomery 116 u 530 mg/kg TenecHa TexxuHa Kaj riayBuute, nomery 52 u 240 mg/kg
TeJeCHA TEeKHHA Kaj ctaopuure, momely 100 u 157 mg/kg TenecHa TexxuHa kaj 3ajauure u oa 42 1o
59 mg/kg TenecHa TexuHa Kaj Kyuumara. PesyiaraTure yKa)kyBaaT Ha Toa Jieka CTaOpuUMTE H
Ky4MibaTa ce OOCETIMBY Ha TOKCUYHHTE JIejCTBA HA IUKIOPEHAK HATPUYM OTKOJIKY JAPYTHTE BUIAOBU
Ha )KHBOTHH.

IllecT MeceyHaTa CTyAMja 3a XpPOHMYHA TOKCHYHOCT Kaj CTAOPLM IMOKaKa JeKa OLITETyBamaTa Ha
racCTPOMHTECTHHAIHHOT TPAKT ce MojaBuja mpu ao3d 10 16 mg/kg TenecHa Texxuna/nHeBHO. Kaj
TNPUMATH, OIITETYBarba Ha FAaCTPOMHTECTHHATHUOT TpakT Oea 3abenexaHn caMO NpH MaKCHMAaiiHaTa
J03a, ofHOCHO 75 mg/kg TelecHa TeXwWHa/IHEBHO, HaBaHa BO Tek Ha 6 Meceud. Paznuxure BO
TOKCHYHOCTA BEPOjaTHO Ce MOpajd pa3iMKuTe BO METabONU3MOT Ha aKTHBHATA CYNCTaHLMja Kaj
pa3nMYHUTE BUIOBU Ha 5KUBOTHH.

PenpoyKTHBHUTE CTYAMU CO NUKIO(EHaK HATPUYyM He MOKaxkaa TEPATOICHH JejCTBA Kaj IUIyBLMTE,
craopuuTe M 3ajauute. Cemak, TOKCHYHO AEjCTBO Kaj Majkute M (derycute Oele 3abenexaHo mpu
nosu 10 20 mg/kg TenecHa TexxuHa/nHeBHO. MHXuOHlMjaTa Ha CHHTE3aTa Ha MPOCTArJIAHAWHU 110
aJMHHMCTpALHjaTa Ha AMKIO(EHAK HATPUYM MOXe Ja F'O NPOJOJDKH NIEPUOAOT Ha recTalja.
JlnkinodeHak HATPUYM HeMa MyTareHH Y KaHLIEPOreHHU NejCTha.

DOTOTOKCHYHH ZigjcTBa Oea 3abenexanu IpH in vitro U in vivo CTYMHTE.

JlejcTBa mpu HeKMMHHUKUTE cTyauu Oea 3abenexcaHM caMo NpPH H3JIOKYBaiba KOM C€ CMETaaTr OeKa
JIOBOJIHO ja HAaJIMMHYBaaT MaKCHMATHATA H3JIOKEHOCT Kaj JIyfeTo, ITO yKaXKyBa Ha MaJa 3Ha4ajHoOCT
3a KJIMHHYKaTa ynorpeba.

6. ©®APMAIEBTCKH IIOJATOIH
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6.1 Jlncra Ha eKHUNHEHCH %

OeH3WIT AJIKOXO

nponuneH rivkon (E1520)
HaTpuyM MeTtabucyndur (E223)
HarpuyM xunpoxcun (E542)
BOJIA 32 WHjCKIIUH

6.2 HuxoMnaruGuIHOCTH
He ce npenopauyBa Melliabe Ha OBOj JIEK CO JPYTH JIEKOBH BO UCTHOT LITIPHLL.
6.3 Pox Ha ymorpeba

3 roauHu.

6.4 Haunn Ha yyBame



Ma ce uyBa Ha Temnepatypa no 25°C.
Ha ce 1yBa BO OPHIHHAJIHOTO IAKYBak-€ 3a [1a CE 3AIUTUTH O CBETIIMHA.

6.5 TIlakyBame
Awmmnyna (Ph. Eur. Tun I crakno): 5 ammynu oa 3 ml o pacTBOpOT 32 HHjeKTHpatbe, BO KyTHja.
6.6 YmarcrBo 3a ynorpeba

bes noce6Hu Gapama.

7.  TIOJATOIM 3A HOCHUTEJIOT HA PEHIEHHUETO 3A IIPOMET

KPKA-®APMA JIOOEJI Ckomje, yn. Xpucro Tartapues-1, 6poj 101, 1000 Ckomje, PemyGiunka
CeBepHa Makenounuja

8. BPOJHA PEHIEHUETO 3A CTABAIE BO ITIPOMET

15-10565/14

9. JATYM HA IIPBOTO PEINEHUE/OBHOBA 3A CTABAIGE BO ITIPOMET

Jatym Ha npBoTo peruenue: 30.08.1995
Jatym Ha nocnennara o6HoBa: 28.04.2015

10. JATYM HA ITOCJIEMHATA PEBU3HJA

Jymu 2025 A ne



