3bUPEH U3BEIITAJ 3A OCOBMHHUTE HA JIEKOT

1. HUME HA JIEKOT

Naklofen - Haknogen 25 mg/1 ml pacteop 3a unjextHpame

2. KBAJIMTATHUBEH 1 KBAHTUTATHUBEH COCTAB

1 ml on pacTBOpOT 3a MHjekTHpare coapku 25 mg aAukiodeHak HatpuyM. 3 ml ox pacTBOpoOT 3a
HHjekTHpamwe (1 amimysnia) coap>kd 75 mg AUKIO(PEHAK HATPHYM.

Exupnnnency co no3HaTo J1ejeTeo:

- 6enzun ankoxon: 120 mg/3 ml pactBop

- HatpuyMm: 0,29736 mmol/3 ml pactBop

- HaTpuyM Metabucyndur: 3 mg/3 ml pactBop

3a Le/IOCHA JTUCTA Ha eKLUITUEHCH, MOTIeAHETe BO Touka 6.1.

3. ®APMAIIEBTCKA ®OPMA

PactBop 3a uHjexTupame.
PacTBopoT 3a uHjekTHpame e buctap, 6e360eH 10 c1abo KONTCHUKAB.

4. K/IMHHUYKHU IMOJATOIH
4.1 TepaneBTcKH HHAHKAUHH

3abonyBama Npu KoM € noTpeOHO aHTH-HH(PAAMaTOPHO W/HITH aHAJIFETCKO /1€jCTBO:

- HH(IaMaTOPHU peBMAaTCKH 3a001yBaba: PEBMATOUICH APTPUTHC, CIIOHAMIIOAPTPHTH, XPOHUYEH
WIHONATCKU jyBEHUJIEH apTPUTHC, APYTY apTPHTH,

- JereHepaTHBEH peBMaTH3aM Ha 3r71000BHTe U “pOETOT: apTpo3a, CIOHIMIIO03],

- apTPUTH MPEAU3BHUKAHHU O TAT0XKEHE Ha KPHCTAIH BO 3MJIOOOBHTE: TUXT U NICEYAOTUXT,

- €KCTpa-apTUKYyJIapeH peBMaTh3aM: MepHapPTPUTHC, OYpP3WTHC, MHO3MTHC, TEHAMHHUTHC,
CHHOBHUTHC,

- Apyru nH}pIaMaTOpHU U GOTHHU COCTOjOH Ha MYCKYJIHO-CKENIETHHOT CUCTEM.

Kako ananrerux, HaxnodeHor ce ynorpebysa ¥ npu noBpey Ha MEKUTE TKUBA, Pa3iIMYHH AEHTATHH

npoLEenypH, MO onepalyja, TELIKY HalaJl Ha MUTPeHa, PeHATHU U OUITHjapHHA KOJTHKH.

4.2 Jlosupame U HAYMH HA yNoTpeba

Jlosupatbe
3a cynpecuja Ha Teluka Gonika, ce faBa 1 amImysna MHTPaMyCKyJIHO, €/iHAUI 10 ABH JIATH JHEBHO.
Konky e MoxxHO mo6p30, Tepanujata Tpeba aa ce mpoaomku co ynorpeba Ha jp ‘m‘fffdggmm,ﬁizi?ﬂg T
(racTpope3ucTeHTHH TabJeTy, TabJeTH Co MpOJOHKeHO ociobonyBatbe, Karcy/i m%ﬁ"cy;';qgn'l'éwi’g&
Tpu peHasIHK KOTHMKH, MOXeE fia Ce lafie BTopa uHjekuumja 30 MAHyTH 10 nipBafas « 42\ | 1y = ©
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HecakanuTe nejeTsa MOXKaT Aa ce CBe/IaT Ha MHHUMYM €O YoTpe6a Ha HajHHERATA ehikagHA103a BO

HajKpaTOK BPEMEHCKHM IepHo ko] € moTpeGeH 3a KoHTpona (yOmaxys
(nornennere Bo Touka 4.4).
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Hayuenmu co penanna uncyuyuenyuja
INorpebHa € npeTnasaMBOCT MPH aAMUHUCTPALMja Ha JIEKOT Kaj MalUeHTH CO peHallHa UHCYHUMeH-

nuja (rnorneaHere BO Touka 4.4), /
)/

fl

At

Ln iy .
\\i/r !
KT



THayuenmu co xenamaniu Hapyutysara
[ToTpe6Ha e NPeTnasAUBOCT MPH AAMHHHMCTpALIA]a HA JIEKOT Kaj NALUMEHTH CO XeMaTaHa AMChyHKLHja
(norneaHeTe BO Touka 4.4).

Ilocmapu nuya
Ce npenopadypa ynotpe6a Ha AMKIO(EHaK HATPHYM BO HAjHHCKHTE eUKACHH [O03M (IOINIEJHETE BO

Touka 4.4).

IIeoujampucka nonynayuja
HaxoheHOT € KOHTpauHAULIMPaH Kaj Aela (ornefHeTe BO Touka 4.3).

Hauus Ha aiMHHHCTpALH]A
HHTpaMyCcKy/THA aAMUHUCTPALIH]ja.

He ce npenopadysa Melliarbe Ha OBOj JIEK CO IPYTH JIEKOBH BO MCTHOT LUTPHLL.
4.3 KoHTpaHHAHKAIHH

- XUMepceH3UTUBHOCT HA aKTUBHATA CYINCTaHLMja, Ha HATPHYM METaOUCY/I(QUT UIIN Ha HEKOj Oft
eKIUITHEHCUTE HaBeAEHH BO TOYKa 6.1,

- Kaxo u apyrure Hecteponanu antu-urdmamaropau siekopu (HCAWJD), nuksiopeHak e kKoHTpa-
VHMLIHpPAH Kaj MallMeHTH Kaj KOW XMIIePCeH3HTHBHOCTA Ha cammuunath u apyru HCAWUJI ce
MaHu(ecTHpa Kako GpOHXHjaJIHA aCTMa, yPTUKAPHja U PUHHTHC.

- Teka XenataaHa Wik peHaina cnabocer (riorneaHere Bo Touka 4.4).

- IMocnennoto Tpomeceyje ox GpemeHocta (orneaHere Bo To4ka 4.6).

- AKTHBEH racTpUYEH WK MHTECTHHAIICH YITKYC, KpBapeme WM neppopaiiuja.

- HcropHja Ha racTpOMHTECTHHAJIHO KpBapeie HIM mHepdopalija NOBp3aHH CO MPETXOAHA
tepanuja co HCAWJL.

- AKTHBEH YJIKyC WIM MCTOpHja Ha PeKypeHTEeH NenTHUYeH YIKyc/xemoparuja (iBe HiH foBeke
OJIBOEHH EMUCOIM Ha JOKKAHA YIILEpaLKja WK KPBaperbe).

. JujarHocTunMpaHa koHrecTHBHa cpuesa cnaboct (NYHA II-1V), ncxemuuna cpuesa Gosecr,
nepudepHa apreprcka Gonect u/wimm LepebpoackyapHa 6oJecT.

Haksioded nHjekLMuTe HE C€ HAMEHETH 32 Jelia.
4.4 MepKkH HA IPETNA3THBOCT H NMOCEOHH NMpeaynpeayBama

Onmrn

HecakanuTe fejcTBa MOXKaT Aa C€ MHHMMH3Mpaar co ynoTpeba Ha HajHHMcKaTa epukacHa josa 3a
HAjKPAaTOK BPEMEHCKM IIepUOll KOj © HEOolXofieH 3a KoHTpona (yGnaxysawe) HA CUMIITOMHTE
(norneadeTe BO ToUKa 4.2 U MOAOY BO raCTPOUHTECTMHAIHH ¥ KapIHOBACKyIapHH pU3HLH).

Ce mpemnopauyBa MpeTNa3IMBOCT HA ONLITATa 3[PaBCTBEHa cocTojfa Kaj moctapu nuua.. OcobeHo ce
nperopauyBa ynoTpefa Ha HajHMcKaTta eUKacHa 033 Kaj OClabHATH MOCTAapH NAUMEHTH WIH Kaj
OHM€ CO MaJia TeJleCHa TeXKHHA.

’ CPEC

Kako u co apyrure HCAWUJI, aneprucky peakuuu, BKILyTyBajK ‘m]mﬁhé:'r r%m qQHaUIaKTON NN
peaKiliH, MOXKaT Jia ce 10jaBaT BO PETKHM Clly4ad U IPHU yNof & Ha ummc%ﬁelraﬂg\‘ﬁez IpeTXOAHa
M3JIOKEHOCT Ha JIEKOT. XI/IHepCCHBI/ITI/IBHI/I peakiuu M }KEQ 7a "'Iipofpecw%ag“m no Koynuc
CHHJIPOM, CEPHO3HAa aJeprucka peakiuja Koja Moxe Ja pe g%?JITHpa co Mno%fﬁ eH MH(bapKT.
CUMIITOMHTE Ha BaKBH pEakilM¥ MOXE Ja BKJIyd4ar 00 K@ ‘8o r'pamhe K\'oy‘! /HacTaHyBa BO

acolpjalmja co alepriucKy Peakiiuy Ha JUKI0(EHaK. 0 "‘c- Y,
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et



ITpu undekTHBHU 3a6onyBama, Tpeba 1a ce UMaaT BO MpPeBHUL aHTU-MH(DIAMATOPHUTE U AHTHIIMPET-
CKHTE /1ejCTBa Ha JMKJIOdEeHaK HATPUYM 3aTOoa IUTO THE MOXKE Jla TH MaCKHpaaT CUMIITOMHMTE Ha OBHe

3a00JTyBamba.

Tpeba na ce usbernysa ynortpeGa Ha Haxnoden saemuo co apyrn HCAHWJI, BxmydyBajku ru u
CEJIEKTUBHUTE LMKJIOOKCHreHa3a-2 MHXUOMTOpH, MOpaau OTCYCTBOTO Ha JIOKa3M 3a MOCTOCH:-E Ha
CHHEPrUCTHYKM GeHEDUTH U MOXKHOCTA 33 a[JUTHBHU HECAKaHH €jCTBA.

WHCTpYKIMKTE 3a HHTPAaMyCKyJTHA HHjeK1Kja Tpeba CTPUKTHO J1a ce ClIeAar o 1Ieh Jia ce
n30erHaT HecakaHy JIejcTBa Ha MECTOTO Ha HHjEeKTHPambe, KOU MOXKE JIa pe3yITHPAaT Co
MYCKYJIHA clIaboCT, MyCKYJIHA NIapajii3a, XMII0eCTe31ja X HEKpo3a Ha MECTOTO Ha MHjEKIIHja.

T'acmpournmecmunannu oejcmea

' kppaperwe, yiuepaudja wid nepdopaudja, KOM MOXaT Ja HUMaaT M QataieH Hcxon, Oea
3abenexany npu ynorpeba Ha cure HCAWJI Bo 6uno koe Bpeme Of Tepamujara, cO HiM 6e3
npeaynpeayBaYkd CHMOTOMHM MM MIPETXO/IHA UCTOPHja Ha cepro3H I'H Hactanu. BoobuyaeHo, Tve
MMAaaT TIOCEPHMO3HH MOCNEAULM Kaj nocTapuTe Juua. Bo ciyudaj na IT'H kpsapeise win ynuepauuja Kaj
NalMeHTHTe KO IPUMaatT JUKiogeHak, JIeKoT Tpeba a ce NoBJieye o/ Tepanuja.

HCAWJI, Bry4yuTenHo u JUKIO0¢PEHAK, MOXE Ja € aCOLUpaH CO 3rOJIEMEH PHU3HK 3a racTpo-
HHTECTHHAIHO aHACTOMOTCKO HCTEKyBame. IIpernopadaHo € OJIHCKO MEAUIIMHCKO CIEACHE U
[PETIIa3IMBOCT KOra ce yrnoTpeOyBa JIeKOT AUKIIOQEHaK 110 racTpO-UHTECTHHAJICH
olnepaTHBeEH 3adar.

Kako wro e cayuaj co cure HCAWJL, ce npenopa4yBa BHUMATeNeH MEAHIMHCKH HaA30p U ocobeHa
TIPETNa3IUBOCT MPH MpPeNuUIllyBakhe Ha AUKITO(EeHaK Kaj NaLMEeHTH CO CUMIITOMH KOM YKa)KyBaaT Ha
racTPOMHTECTHHAIHM 3a00JyBatba HIIH CO HCTOpHja KOja yKaKyBa Ha raCTpH4YHa MJIM WHTECTHHAIHA
yJlepaluja, Kpapeme win nepdopauyja (norneanere Bo Touka 4.8).

Puzukot 3a ['M kpBapemwe, ynuepauyja win nepdopalidja € norojaeM co 3rojeMyBame Ha J03MTE Ha
HCAWJI, xaj nauueHTHTE CO HCTOPHja Ha YIIKYC, 0COGEHO ako 61 KOMIUIMLMPAH CO XEMOparuja Hin
nepdopaiija (moreaneTe Bo Touka 4.3) M kaj nocrapu nuua. Kaj nocrapure, yecroraTa Ha HECaKaHU
nejctea oq HCAMJI e moronema, ocobeno I'M kpapemwe u nepdopalidja koM MOXe Ja UMaaT M
CMpPTEH UCXOA.

3a na ce Hamanu pusHKOT 3a M TOKCHYHOCT Kaj MAlMEeHTHTE CO MCTOpHja Ha YJKyC, OCOOEHO IMpH
KOMIUTHKALIKja CO XeMOopardja Win rnepdopauyja 1 Kaj nocrapure NalMeHTH, TepanHjara Tpeba 1a ce
3allo4He U OJIpXKyBa CO HajHHCKaTa epUKacHa [03a.

Kaj oBue nauueHTu M Kaj naudeHTUTe KOU ce Ha UCTOBPEMEHA Tepalldja CO HUCKA JI03a Ha aCIUPHH
WM ApYrd JIEKOBH KOM MOXE J]a IO 3rojleMaT TaCTPOMHTECTHHAIHHOT DH3MK, Cce IpernopadyBa
KOMOHMHMpaHa Teparnuja co 3alUTUTHU IpernapaTd Kako MHCOIIPOCTON MM HHXUOUTOPH Ha NPOTOHCKA
nymna (rorjieqHeTe 001y i Bo Touka 4.5).

OBH
[MauueHtute co ucropuja Ha ' TokCcHMYHOCT, 0cOGEHO KOra ce MOCTapH, TPSOR- ﬁ:{.&hﬂmpﬁtﬁ&a
HeBoobUuaeHuTe abaomuHanHu cumnrToMu (ocobeno I'M kpapeme), ocobe Hﬁ’ noquOKO‘ﬁ' l‘%;
Tepanujata. Tpeba na UM ce mpenopava MpeTHA3/IMBOCT HA MALUEHTHTE KOU qaﬁpcM&Ho n‘pnm@% \
JICKOBU KOW MOXKAT J]a ro 3rojieMaT PU3MKOT 3a yJilepaliija Uil KpBapewe, Ka 6},’31110 deleHer eyﬁ:xuﬁx
KOPTHUKOCTEPOU/IH, aHTnKoarynchn (BaphapHH), CeNneKTUBHI HHXHUOMTOPH H ‘ udﬁ'ropﬂo npemel\ﬁ

racTpOMHTECTHHAIHU 3abonyBamba (yilepaTiBeH konutdc, KpoHoBa 6osecT) 3aToa 1UITO MOXE aa
JI0jie 10 BJIOLIYBathe¢ Ha HUBHATA COCTOj0a (MorieiHeTe BO Touka 4.8).



Xenamannu dejcmea
[loTpeGen e BHUMATENEH MEJMUMHCKH HAA30p KOTa AHKIO(pEHAK ce MpenuilyBa Kaj NauHeHTH co
HapyllleHa XenaTanHa GyHKUMja 3aToa LITO MOXKE Ja HACTaHe BIIOIIYBa-€¢ Ha HUBHaTa COCTOj6a.

Kaxo wmro e ciyuaj u co apyrure HCAWJI, npu ynotpeba Ha AMKIO(pEHaK MOXe [a ce 3rojemar
BPEJHOCTUTE Ha €[eH I MOBeke XeraTanHH eH3uMH. Kako Mepka Ha MpeTnasiuBOCT, MPH A0JIro-
TpajHa Tepammja co AuKIOdeHaK, ce MperopauyBa PEJOBHO Cle/iehe HA XemaranHaTa (yHKUMja.
JokoKy aGHOpMANHHMTE PE3yJTATH HA TeCTOBMTE 3a XeraTalHaTa (yHKIMja OMNCTOjyBaaT WM ce
BJIOLIYBAAT, akO CE€ PasBMjaT KIMHUYKM 3HAL MAM CHMITOMH Ha XermatanHa OojiecT Wi ako ce
mojapar apyru ManudecTaumn (Kako eo3uHoGHMIMja, HCHM), TepanujaTa co auknodenak tpeda na ce
npekune. [lpu ymotpe6a Ha auwiodeHak MOXE [a ce MOjaBH xenaruTvc 0Oe3 NpoApOMaliHu
CUMIITOMH.

[Totpe6Ha e TpeTnasnuBOCT NpM ynotpeba Ha AuKIo(eHaK kaj MalMeHTH CO XenaranHa nopdupuja
3aToa INTO MOXeE J]a MpeU3BUKa Hanaj.

Penannu oejcmea

3aroa wTo Gemre 3abenexaHa peTeHLMja HA TEYHOCT W eIeMH IoBp3aHH co Tepanujata co HCAMII,
BKJIydyBajku TO M aukiodeHak, ocobeHo e MoTpebHa NpEeTNasiNBOCT Kaj MaUMeHTH CO HapylleHa
cpuesa unm GyGpexxHa QyHKLHMja, HCTOpHja HA XMNEPTEH3Hja, MOCTapH MNALMCHTH, MALHEHTH KOH
3eMaaT MCTOBPEMEHA Teparuja cO MYPETHLH WM JIEKOBH KOH 3HA4ajHO ja HamasyBaaT OyOpexxnara
(yHKIMja ¥ Kaj OHME CO TOIeMO HaMalyBarmbe Ha EKCTpAlLeNyJapHHOT BOJyMeH oA Gwio koja
TNpUYMHA, Ha TIpUMep MpeA WKW mo onepaudja (morneanere Bo touka 4.3). Kako mepka Ha
NpeTnasMBOCT Npu yrnotpeba Ha AMKIOPEHAK BO TAKBM Clly4dad, Ce MpemnopadyBa CleleHe Ha
6y6pesxHara dyHkumja. [1o npekuH Ha Tepalmujata, BOOGHYAEHO HACTallyBa TOBTOPHO BpaKame Ha
coctojbaTa KaKo mpej Tepanujara.

Kapouoeackynapnu u yepe6posackynapuu oejcmea

Kaj naLmenTHTe CO UCTOPHja Ha XHUMepTeH3nja u/my G1ara 1o yMepeHa KOHNeCTHBHA cplieBa cnaboct
noTpe6HO € COOABETHO CIIEICHe U COBETYBakh€ 3aToa WITo Gelle 3abenexaHa 3aaplika Ha TeHHOCTH H
eJleMM TOBpP3aHu co Tepanujata co HecesektHpHu HCANJL

K/IMHUUKUTE MCTIMTYBaa M EMMAEMHUOIIOLIKUTE TTOAATOLM yKaXyBaaT Ha Toa Aeka ynortpebara Ha
nukodenak (ocobeHo Bo Bucoku Ao3u (150 mg AHEBHO) U MPH JONTOTpajHa Tepanuja) Moxe aa dune
TOBp3aHa co 6J1aro 3rojieMeH PU3KK 3a apTepHCKM TPOMOOTHYHHM HACTaHW (Ha MpUMEp, MHOKapAeH
HMHGAPKT MM MO30YEH yAap).

[TaupteHTHTe CO CHrHU(UKAHTHH PU3HK GaKTOPH 32 KapAHOBACKYJIAPHU HACTaHM (KAKO XHIIEPTECH3H]a,
XUIMEpTUIHAEMHja, aujabeTec MeNuUTyC, Mylremne), Tpeba Aa GuaaT TPETUPaHH CO AMKIOGheHaK camo
10 BHUMATEJIHA TPOLICHKA.

3aToa IITO KapAHOBACKYJIAPHHTE PU3ULHM HA AUKIO(EHAK MOXKAT A2 Ce 3rojieMaT CO 3rolieMyBame Ha
103aTa ¥ BPEMETPAeHETO Ha Tepanujata, ce npenopadysa ynorpeba Ha HajHuCKaTa epUKacHa JHEBHA
11033 32 HajKpaTOK MOXkeH repro. Ilepuoanuno, Tpeba fa ce npeucnurysa n0Tpe6aTa Ha MAUMCHTOT
3a CHMIITOMATCKO Y6JIaKyBathe U OArOBOPOT Ha Teparnujara.

[Manuentute Tpeba 1a BHUMABaaT HA 3HALIUTE U CHMITOMUTE Ha CCPHO3HIE & :
apTepHOTp0M60TI/I‘-IHI/I HacTanu (Ha mpuMep 00JIKa BO IpajMTe, He,ILOCTa ﬁcfm 'mma R

n06apaa"r COBECT O CBO_] OT JICKap.

Mejcmea na Kodcama u nOMKOINCHOMO MKUBO
MHory perko, mosp3aHo co ynorpe6ata Ha HCAWUJI, Gea 3abenexany TEIKH PeakLMH Ha KOXara,

HEKOM OJ] HUB U cO (haTajleH MCXOJ, BKJIyuyBajkn excdonujatusen aepmaruruc, Ctisenc-LloncoHos



CHHOPOM M TOKCHYHA e€NMuAepMaliHa Hekponusa (mornexsere Bo Touka 4.8). Ce cmera neka
NalMeHTUTe UMaaT HajroyieM PM3MK 3a M0jaBa Ha BaKBM peaKIMM BO paHarta (asa o Tepamnujara, a
MOYETOK HA PEeaKLHMjaTa Kaj MOBEKETO Cilyyad HACTAaHAa BO TEKOT Ha IPBHOT Mecel| Ofi Teparnujata.
[lorpeGen e npekuH Ha Tepanujata co HakinodeH npy npsara nojapa Ha KOXXEH HCHII, MyKO3HH JIE3HH
WK OWJI0 KOj 3HaK HA XUIIEPCEH3UTHUBHOCT.

Xemamonowku oejcmea

Vrnotpe6a Ha Hakoden ce npenopauysa caMo 3a KpaTKOTpajHa TepanHja. [Ipu fonrorpajHa Tepanyja
co nuknodeHak, kako wTo e ciy4daj u co apyrure HCAUJL, notpebHo e cnenewe Ha 6pojoT Ha KPBHH
KJIETKH.

Kako wTo e cmyuaj u co apyrure HCAWJI, nukiodeHakoT Moxke NPUBPEMEHO 1a ja MHXUOWpa
arperaudjatra Ha TpoMbOouutH. Ce mpenopadyBa BHMMATENHO ClIICHEe Ha MalUEHTHTE CO
HapylLIyBamba Ha XeMocTa3ara.

Ilpemxoono nocmoeuxka acmma

Kaj nanueHTHTe CO acTMa, CE30HCKH aJlePrHCKH PUHHTHC, OTEKYBahe Ha Ha3alHaTa MyKo3a (Ha3aHu
MONIMNK), XPOHMYHH ONCTPYKTMBHH IyJIMOHAIHM 3a00/iyBarka WIM XPOHMYHM HHQEKUMH Ha
PECIIMPATOPHHOT TPAaKT (0COBEHO aKko Ce MOBP3aHM CO CHMIITOMH CJIMYHH Ha aJEPIHCKH PHUHHUTHC),
peakuunre Ha HCAWJI, Kako 10TO ce BJIOLIyBamba Ha acTMa (T.H. HHTOJIEPAHLIMja Ha aHAJINETHULIH WIH
acTMa Kako pe3y/iTaT Ha ynotpeba Ha aHanrethum), Quincke-oB efieM WIIH ypTHKapHja, ce NOYECTH
OTKOJNKY Kaj Apyrd nauueHtd. Cropen Toa, ce mpenopavyBa NoceOHa NpPeTNasiMBOCT Kaj OBHE
narpeHTH (MOArOTBEHOCT 3a WTHOCT). OBa BakKM M 3a MALMEHTHTE KOM Ce aJieprMYHH Ha ApPYTH
CYICTAHIMH, Ha IIPUMEP CO KOXKHH peakLUH, IPYPHTYC UM YPTHKApHja.

ITorpebHa e noceGHa mpeTnasnuBocT kora Haknoge ce ynotpefysa NapeHTEpaiHO Kaj MAMEHTH CO
acTMa 3aToa LUTO MOXKe [a 10j/Ie A0 BIIOLIYBabE€ HA CHMIITOMHUTE.

3 ml (1 amnyna) ox Haknoden pactBopot coapxu 120 mg G6ensun ankoxon. Haxnodenor He cmee na
ce 1aBa Kaj mpeABpeMeHO poJeHH OeOumba WIM HOBOPOACHUMHAa. Moxke na npenusBHKa TOKCHYHH
peaklyu W aleprucku peakuyy Kaj 6e6uma 1 feua A0 3 rofMilHa BO3PacT.

MerabucyihUTHTE MOKAT PETKO [ia NPEAH3BUKAAT CEPUO3HHU aAJISPTUCKH PEaKLMK B OpoHXocrasaM.
OBoj jiek coapxu noMaiky of 1 mmol Hatpuym (23 mg) o 103a, OXHOCHO € “6e3 HaTpuyM™.

4,5 HuTtepaknuu co APYry JIEKOBH HJIH APYTH GOPMH HA HHTEPAKIIHH

JIutuym: Ilpu ucroBpemena ynorpeba, AMKI0(EHAKOT MOXe [a ja 3rojieMH KOHLEHTpalujaTa Ha
nuTuyMm BO masmara. Ce mpernopadyBa ciefere Ha HUBOTO Ha JINTHYM BO CEPYMOT.

JMuroxcun: Ipu uctoBpemeHa ynorpeba, AMKIOPEHAKOT MOXKE Jia ja 3rojieMd KOHLIEHTpalujaTa Ha
JMroKCHH Bo mina3Mata. Ce npenopadyBa ClleICkh€ Ha HUBOTO Ha JUTOKCHH BO CEPyMOT.

Jduyperuud u antuxuneprensmBu: Kako mrto e cioyuaj U co apyrure HCAHJL, uctoBpemeHara
ynorpefa Ha AMKIOpEHaK CO JUYPETHLM WIH aHTUXUIEePTeH3UBH (OeTa-610KaTopH, HHXUOMTOPH Ha
AHIMOTEH3WH KOHBEPTHPAYKHOT €H3WM) MOXKe Ja [IpeAu3BMKa HaMalyBaibe Ha HHUBHOTO
AHTUXMIIEPTEH3MBHOTO A€jcTBO. Criopen Toa, MoTpebHa € MPETNa3IuBOCT MPH aJAMHHHCTPALMja Ha
oBaa KOMOHWHALlMja M MEPUOJUYHO CIEACHE Ha KPBHHOT TPHTHCOK Kaj 1'1auuenTuTe/qg.—ﬂﬁeﬂp

nocrapure. [1o 3aMouHyBalk-ETO Ha UCTOBpEMEHaTa TepanHja U 110Toa NEPHOAHHHO, I uﬁegimreur.peaq;,’
na 6MIaT COOABETHO XHMIPHPAaHH M MOTpeOHO e cieaewe Ha GyHKUMjaTa Ha ﬁyﬁpe@uxe ogoﬁeno 33 %)

aunyperutute 1 AKE nHXnbutopute nopajy 3roJleMeHHOT PU3HK 32 Heqlpomxcw-rngc,f EAL D
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JlexoBH 32 KOH € IO3HATO eKa MPeAH3BHKYBaaT xunepkajiemuja: e L@Bpemegaﬂ‘épamsja. CG» LRy
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JUYPETHLK KOH LUTEIET KAIMYM, LMKJIOCHIOPHH, TaKPOJIMMYC HITH TPUMETOTIPHM MONKe g gwme Qc-_("
acoUKpaHa co 3rojieMeHO HHBO Ha KaJlMyM BO CEpYMOT, LUTO Tpeba Mmo4ecTo aa ce ¢il E-{Bfffdmnaqef
BO Touka 4.4). =JE >



Jpyrn HCAIJI u xoprukoctepouau: HcroBpemeHaTta aAMHHUCTpalyja Ha AuKiIobeHak ¥ Apyr
HCAWJI unu KOPTHKOCTEPOMAN MOXE Aa I'O 3rOJEMH PHU3HKOT 3a FaCTPOMHTECTHHAJIHM HECAKaHH
nejcTaa (roryieiHeTe Bo Touka 4.4).

ANTHKoary/aHcu u anTHTpom6oTHn: Ce nMpenopadysa NpeTNasIMBOCT 3aT0A WITO UCTOBPEMEHATa
aZIMHHHCTpALMja MOX€ Na TO 3roJeMH DH3MKOT 3a KpBapewe (morneanere Bo Touka 4.4). Mako
IUIHHUYKUTE UCIMTYBatba HE MOKAKAaa Jleka AUKNO(EeHaK BiIMjae Ha J€JCTBOTO HA aHTUKOAryJIaHCHUTE,
HOCTOjaT M3BEIUTAM 3a 3TOJIEeMEH PHU3HMK 3a XeMOparuja Kaj MalMeHTH KOW HCTOBPEMEHO NpuMare
autodenak v antukoaryiaaHcd. Criopes Toa, noTpebHO € BHUMATENHO CIIeehe Ha OBHE MallIeHTH.

CeJIleKTHBHH HHXHOHTOPH HA MOBTOPHOTO NpeB3emalbe Ha cepoTonnH (SSRI): AnmuHucTpanuja-
ta Ha cuctremcku HCAMJI, BriydyBajku ro u auxinodeHak, 3aenHo co SSRI moxe ma ro sromemu
PH3HKOT 32 FACTPOHHTECTHHAIHO KpBaperse (MorneaHeTe Bo Touka 4.4).

AntuanjaGerunu: KIMHUUKMTE CTyInM nokakaa Jieka JUKIO(eHak MOXe Ja ce Jaje 3aefHO Co
nepopanHu aHTHAM]jabeTHLM Ge3 [a MMa BIMjaHMe HA HHUBHOTO KJIMHHYKO AejcTBo. Cenak, moctojar
MOeIMHEYHH M3BEINTAM M 3a XMIOITIMKEMMYHH U 32 XHIEPrJIMKEMUYHU AEjCTBA 3a KOU Ce NMOTpebHHU
NPOMEHH BO JIO3UPAETO Ha aHTHAMjabeTHLMTe 32 BpeMe Ha TepanujaTa co auknodenax. [lopaau osa,
KAKO MepKa Ha IMpeTHa3jMBOCT Ce IpenopadyBa Cle[iekheé Ha HMBOTO HA IIyko3a BO KpBTa NpH
HCTOBpEMeHaTa Tepanuja.

ITpoGeneunn: JlekoBu kou coapaT NpobeHeLM/1 MOKE 1a I'0 OJIONKAT H3JTadyBatbeTo Ha
JUKIO(eHaK.

Metorpekcar: JlukiodeHak Moxe Aa ro HHXHOuUpa TyOyNapHHOT peHaleH KJIMPeHC Ha
METOTpEKCaTOT M Ha TOj HayuH f[a IO 3rojleMM HMBOTO Ha MeToTpekcar. Ce mpenopadysa
npernasaupoct kora HCAWJL, BkiyuyBajku ro 1 AuKIodeHaK, ce aAMUHHCTPUPAAT NOMAJKy o 24
yaca Mpej WM IO Tepamnujata co METOTPEKCAT 3aT0a LITO KOHIEHTPALMUTE HA METOTPEeKCcaT BO KpBTa
MO>KAT /la Ce 3roJIeMart, a co Toa JIa C€ 3roJIeMH U TOKCHYHOCTA Ha 0Baa CyIcTaHUu)ja.

Iuxsnocnopun: Juiodenax, kako u apyrure HCAWJI, Moxe na ja 3rofieMu HEGPOTOKCHUHOCTA HA
LMKJIOCHOPHHOT MOpaaH AjCTBOTO BP3 PEHATHUTE NpocTarianfuHy. 3atoa, Tpeba aa ce 1aBa BO 1030
TIOHUCKH OJ1 OHME KOM 6H ce ynoTpebyBaie Kaj MalMeHTH KOM He IIPUMAaT LIUKJIOCTIOPHH.

Kunononckn anTuGuoTunu: [TocTojar moeiMHEUHH W3BELITAH 32 KOHBYJI3UM KOM MOXaT na ce
pe3ynTat Ha ucToBpeMeHaTta yrnotpeba Ha kunosnond 1 HCAWUJL

®enntonn: [Ipu uctoppemena yrnorpeba Ha GEHUTOHH U AMKIO(EHAK, Ce MpernopayyBa Cleemhe Ha
KOHLIEHTpalMjaTta Ha GEHUTOUH BO CEPyMOT MOPaau OYEKYBAHOTO 3rojeMyBambe Ha H3JJ0KEHOCTa Ha
(heHUTOHH.

Koaectumon u xosectupaMus: OBHe JIGKOBM MOXAT Ja MNpelM3BMKaaT OAJIOKYBaWke WU
HaMaNyBame Ha arcopripjata Ha aukiodesak. Criopes Toa, ce Npenopadysa AUKIOPEHAKOT Aa ce
JaBa HajManky 1 4ac npen uid 4 10 6 yaca 110 aIMMHHICTPAIIHjaTa Ha KOJIECTUIION ipaMHH.

[ WIEKES, 4
Cunann CYP2C9 unuburopu: Ce npenopaudysa NpeTNa3iMBOCT MPH U I@’i}@_fwnn‘ro Hperd
Ha auitopenax co cunan CYP2C9 naxubutopy (kako ITO ¢e cypun @?&JH JBOPHKOF@IOM mTo
MOJKe Jia pesylITHpa CO 3HAUajHO 3roJeMyBare Ha MaKCUMalHaTa KoH{IeHTpauuja Bo) mjaﬁﬂ’"@ M Ha
M3JI03KEHOCTA Ha JUKJIO(EeHaK nopaal HHXUOHIH]ja Ha METAOOIU3MOT HY AHE

4.6 IlnogHoct, GpeMeHOCT H JaKTAlHja

Bbpemenoct
MuxubuumjaTa Ha CHHTE3aTa Ha NPOCTAMNIAHAMHH MOXKe HEraTHBHO Jla BHjac Bp3 GpeMeHoOCTa W/WiH

embproderanHuor passoj. ITogaTouure Of €MUIEMHUOJIOMKUTE CTYOWH YKXKYBaaT Ha 3ronemMeH



PU3HK 3a CMIOHTaH abopTyc, cpueBa mMandopMaLja U racTpoLIH3a mo ynorpeba Ha MHXHOMTODP Ha
CHMHTE€3aTa HA MNPOCTATJIAHAMHH BO paHa OpeMEeHOCT. AMNCOJYTHHOT PH3MK 3a KapAHOBacKyJapHa
mandopmauuja Geme srojeMer o/ nomaiky o/ 1% no npubamxkuo 1,5%.

Ce cMeTta acka PH3HUKOT CC 3rojicMyBa CO no3aTa U BPpEMETPACHECTO Ha TepamdjaTa. Ka_] JKHUBOTHHTE,
Gemre YTBpPACHO ACKa aI[MHHHCT'paHHj aTa Ha I/IHXI/IGI/ITOp Ha CHHTe3aTa Ha NpocCTariaHiuHHN pe3yaTupa
CO 3rojieMeHa Ipe-UMIUIaHTallUCKa U IOCT-UMINJIaHTalluCKa 33[‘}’6& )4 eM6pHo¢)eTaJma JICTAJTHOCT.

JIOTIONIHUTENHO Ha TOa, 3roJIeMEHH HHLMACHLM 33 PasinIHH Ma(OPMaliH, BKITydyBajKH U KapIHo-
BacKy/1apHH, 6ea 3abefexanu Kaj >XKMBOTHH Ha KOU UM Oelie JaBaH HHXMOMTOP Ha CHHTE3aTa Ha
MPOCTArNaHAMHHU BO TIEPUONOT Ha opraHorenesa. On 20-ta Hefena Ha 6peMeHoCTa, yroTpebaTa Ha
auknodeHak Moxe Ja MpeJu3MBUKa OJIMTOXUAPAMHHOC KAaKO Pe3y/TaT Ha eTalHa peHaiHa
aucdyskumja. Oa MOYKE 1a HACTAHe KPATKO M0 3aIl04HyBatbe Ha Tepanujata v BOOOH4aeHo e
peBep3MOUITHO M0 NpeKHH Ha TepanujaTa. JIONOJHUTENIHO, IOCTOjaT U3BELITAU 33 CTECHYBahe Ha
AYKTYC apTepyo3yc MOCJ/IEI0BATENHO Ha Tepanuja BO BTOPHOT TPHMECTAP, IITO HajuecTo Ce Bpaka BO
HOpMAaJa 110 PEKHH Ha TepanujaTa. 3aToa, He ce mperopayysa JaBame Ha JHKI0(EHaK 3a BpeMe Ha
NMPBOTO U BTOPOTO TpoMeceyje 01 GpeMeHOCTa, OCBeH KOra € HABUCTHHA HEONXOIHO. JIOKOJIKY XKeHa
Koja ce o6uayBa Aa 3a0peMeHH KOPUCTH AMKIO(EHaK WIH NaK JIEKOT IO KOPUCTH 32 BpeMe Ha NIPBOTO
¥ BTOPOTO TpOMeceuje o1 GpeMeHoCTa, fo3aTa Tpeba Ja Ouie KoKy € MOXKHO [IOHHCKa U JIGKYBaHETO
KOJIKY € MOXKHO MOKPaTKO. AHTEHATaIIHO CIIE/ICH-€ 3a OJIMTOXHAPAMHHUOC U CTECHYBambe Ha JIyKTyC
apreprosyc Tpeba Jja ce UMa BO NPEIBU/ 110 eKCIo3MLKja Ha AndiIodeHak BO NEPUOJL OA HEKONIKY
nena on 20 recranucka Heaena. Jlukiodenak Tpeba Aa ce npeKHHe TOKOJNKY Ce BOOYH 10jaBa Ha
OJIUTOXU/IPOAMHHOC WJIH CTECHYBame Ha AYKTYC apTEpHO3YC.

Bo TekoT Ha TpPeTOTO TpoMmecedje OR OpeMeHOCTa, CHTE WHXMOMTOPH Ha CHHTe3aTa Ha

[pocTarJiaHaAMHH MOJXe []a o U3J10kaT (eTycoT Ha:

- KapAHOIMyJIMOHAIHA TOKCUYHOCT (TPEABPEMEHO CTECHYBabe/3aTBOPAbE Ha YKTYC apTepHO3YC
U [TyJIMOHAJIHA XHUIIEPTEH3Hja),

- penanHa auMchYHKUMja, KOja MOXe [a Mporpeaupa A0 peHajlHa caabocT co  OJuro-
XUJIpoaMHHo3a (TIoTJIeIHETE TIorope);

MosKart fa rd U3/105KaT HOBOPOACHUYETO M MajKaTa Ha KpajoT Ha OpeMeHocTa Ha:

- MOXXHO MPOJOJDKYBale Ha BPEMETO HA KpBapeme, aHTHarperalucKo AEjCTBO KOe MOXe /a ce
N0jaBH AypH 1 MpH yrorpeda Ha MHOTY HUCKH JO3H,

- MHXHOMIIM]ja HA KOHTPAKLMMTE Ha MaTKaTa IUTO pe3yiTHpa CO OUIOKEHO WM NPOAODKEHO
NOPO/LyBatbe.

Kako nocneauua Ha Toa, KOHTpauHAMLMpaHa € yrnotpebara na Haxioden Bo Tperoto Tpomecedje on

OpeMeHoCTa.

Joeme

Kako u apyrure HCAWJI, aukiodeHak MOMHHYBa BO MajuMHOTO MJIEKO BO MajH KOJHYMHU. 3aTOa,
HE Ce TpernopayyBa aAMHHHACTpaUMja Ha AUKIO(DEHaK [pH JOeHe CO Led [a ce M30erHaT HecaKaHHu
nejctea kaj 6ebero.

IInoanoct
Kaxko wro e ciy4aj U co JIpyruTe HECeNeKTHBHU HCAWIJIL, yn0Tpe6aTa Ha AUKIOQ)

HaK HanHyM

Haxioden ¥Ma Majio HIIH yMepeHO BJIMjaHue BP3 CrOCODHOCTA 3a BO3CHE
[TauyieHTHTe KOM 4YyBCTBYBaaT HapyllyBawka Ha BHJOT, BPTOIJIABMIIA,
HapyLIyBaba Ha LICHTPAHHOT HEPBEH CHUCTEM 3a BPEME Ha 3€MatbeTO Ha JHKIOC
BO3JPXKAT O/ BO3EHE UIIU PaKyBambe CO ONACHH MALIMHH.



4.8 Hecakann gejerBa

HecakanuTe JejcTBa KOM MOXAT Jia Ce MOjaBaT 3a BpeMe Ha TepamnujaTa co JUKIO(PEHaK HaTpHyM

KJ'[aCI/I(l)I/IL[I/IpaHI/I €€ BO CJICAHUTE I'PYNH 10 peaocyie] Ha HecToTa Ha CIy1yBambe:

- MHoTy uectH (21/10),

- yectr (>1/100 go <1/10),
- nomanky dectu (=1/1 000 no <1/100),
- petku (=1/10,000 no <1/1 000),
- muory petku (<1/10 000),

- HEMO3HATH (He MOXKAT Jia ce YTBPAAT OJf IOCTAHUTE MOJATOLH).

Bo PaMKHUTE Ha CeKOja Ol rpynure, HECaKaHUTe ,IlejCTBa C€ MPE3CHTHUPAHU MO penocel 01 morojema

KOH 1moMaJia CEpHO3HOCT.

Yectn ITomanky Petkn MHory peTku HEIIO3HATH
YeCTH
Hughexyuu u abcliiec Ha Hexpo3a Ha
uHghecmayuu MECTOTO Ha MECTOTO Ha
HHjeKTHpame HHbeKInja
Hapywysarea aHeMHja
Ha Kpema u (BKJTyUyBajKH
AumpHUOmM XEMOJIUTHYHA U
cucmem anjaacTH4Ha
aHemuja),
TPpOMOOLIUTOTIEHH]
a, JIEyKOMeHHja,
arpaHyJIoLMTO3a
Hapywysarea xXunep- AHCMOHEBPOTCKU
Ha CEH3UTHBHOCT, | elleM
UMYHOLOWKU aHapwWIakTHYH | (BKIyuyBajKu
om cucmem HH €lleM Ha JIULETO)
aHaUNaKToOUx
HU peakuu
(BITyHyBajKH
OpoHxocnazam
, XUMTOTEeH3H]a
¥ LIOK)
Hcuxujampuc Je30pUjeHTalH]a,
KU JenpecHja,
Hapyulyearea HECOHHIJ,(:]._ i 1%{;1
KOLIMap! ;@Df‘t WIEKZ o
IR
upurabpngder,
nenxbffatin #k
peak miu &
Hapywysarea | rnaBo6onk MOCMNAaHOCT, napcﬁ‘}"’%'& -n:-;.‘:,-'
Ha HepgHUOM | a, 3aMop nHapyéha%,
cucmem 3alleMeTeH MEMOPIN@Z. f’i’ 2 1o}
OCT KOHBYJI3MM; “_‘_:V_‘J P
AHKCHO3HOCT,
Tpemop,
acenTH4eH
MEHHHTHTUC,

HapyllyBatba Ha
OCETOT 32 BKYC,

epebpo-




pHa HeKpo3a,
xoJiectasa

Yectu ITomanky Petkn MHory peTku HEIO3HATH
4ecTH
BacKyJ1apeH
aKLUOCHT
Hapywysara HapyLIyBame Ha
Ha oyume BHJIOT, 3aMaTEH
BHI, IKIUIOTIH]ja
Hapywysarea | BpTOoriasu THUHHUTYC,
HA YBOmMo u a HapyleH CllyX
YUwHUOM
AABUDUHM
Kapoujannu TMaJIUTaLlY, Koynuc cusapom
HApYUyeara rpanHa OoJika,
cpuesa ciabocr,
MHOKapJeH
HHpapKT
Backynapnu XUMEpTeH3Hja,
| Hapyuyeara BAaCKYJIMTHC -
Pecnupamop actMa MTHEBMOHH]a
HU, (BrityuyBajKn
mopaxkanHu u JIUCITHEA)
Meoujacmuna
JIHY
Hapyuiyearea
l'acmpo- rajieme, OTICTHIALM] | raCTPHUTHC, KOJIUTHUC Hcxemuuen
unmecmunan | NoBpakame | @ racTpOMHTECTH | (BKJIyUyBajKu KOJIUTHC
HU , Anjapea, -HanHa XeMOparuieH
Hapywyearwa | abIlOMHHANI xeMmoparuja, KOJIUTHC WU
Ha 6oJiKa, xeMmaremesa, BJIOILYBa€ Ha
JHCTIencHja XeMOparuyHa | yJlepaTuBeH
, Iujapea, KOJIUTHUC WIH
aaTyseHL MeJleHa, KpoHoBa 6onecr),
uja, racTPOMHTECTH | CTOMATHUTHC
aHopexcHja -HaJIHU yJKYCH | (BKJIy41yBajku
co wiu 6e3 yJLEepaTHBEeH
KpBapehe WA | CTOMAaTHUTHC),
nepdopanyja | TIOCUTHC,
HapyllyBame Ha
e3odarycor,
WHTECTHHAITHH
CTPHKTYpH
CJIMYHU Ha
avjadparma,
NaHKPEaTHTHUC
Xenamo- MOKa4YeHH XKOJITHLIA, (ynmunan; e‘}\iﬁl o84
bunyjapru CEPYMCKH ACHMIITOMATCK | XCTIATHPAGH  auAVE b
Hapywyeara | aMHHO- ¥ XeNaTHTHC, | XemaTdmias’
TpaHc(epa aKyTeH cnabger
3H XEMaTUTUC,
XPOHHYEH
aKTHBEH
XeIMaTUTHC,
xenaroleiysa




Yectu ITomanky Petku MtHory peTku HEMO3HATU
YeCTH
Hapywysarwa | koxxeH ypTHKapuja 6yn03HU epynuuy,
Ha Kodcama u | MCHI eraeM, epuTeM,
NOMKOIHCHOMO eputeMa
MKUBO myntudopme,
CruBeHc-
IloHcOHOB
CHHAPOM,
TOKCHYHA
enuaepMaiHa
HEeKpOIH3a
(JIuenos-oB
CHHIPOM),
ekcosrja-THBEH
JICPMaTHTHC,
onaramwe Ha
Kocara,
toToceH3UTHBHA
peakiiyja,
nypmnypa,
ajleprucka
nypmypa,
NpypHUTyC
Penannu u peHanHa ciabocr,
YPUHapHU aKyTHa peHajiHa
HAPYULY8ArA ciabocr,
XeMarypHja,
WHTEPCTHULIHjaJleH
Hedpuruc,
HepOoTHYCH
CUHAPOM, peHallHa
nanuaapHa
HeKpo3a,
IpOTENHYpHja
Onwmu cocTojoun efleM, HEKpo3a
Hapyuyeara | Ha MECTOTO Ha MECTOTO Ha
u cocmojbu Ha WHjEeKTHpame
Ha mecmomo | UHjeKTUpa
Ha e, bonka
aomuHucmpa | Ha MECTOTO
yuja Ha
HHjeKTHpa
Be,
CTBp/HYBa
e Ha
MECTOTO Ha
WHjeKTHpa \
he Ls ]
il

N 0
KNMHMYKWTE UCTIUTYBaba W eMUAEMHUOJNIOLIKHTE MOAaTOLL )'praa'r uggn‘ozf ;xgm ynorpebarta Ha
auknodeHak (ocobeHo BO BUCOKH no3H (150 mg aueno) u np mqr,{)%ﬁq_u-!ﬁ redann;a) Moxke na 6une
MoBp3aHa cO 6J1aro 3roJieMeH PH3HK 3a apTepPHCKH TPOMOOTHUHF Ham‘ann/(ﬂa npuMep, MHOKapAeH
uH(apKT WM MO304eH yaap) (morneguere Bo Toukute 4.3 u 4.4).



Bo c/yuaj Ha TEWKH HECaKaHW [IgjCTBa, TepanujaTa Tpeba aAa ce MpeKkuHe.

IpujaByBate HA HecaKaHU AejCTBa

TIpHjaByBameTO Ha HECAKAHWUTE 1€jCTBA PEFHCTPHUPAHH II0 IyIITabe Ha JIEKOT BO NPOMET € OJ] FOJIEMa BaXKHOCT.
Ha 0Boj HauuH ce 06e36eypa KOHTHHYHMPAHO CIIE[iekhe Ha KOPMCTa HACIPOTH PU3UKOT OA YNoTpebaTa Ha JIEKOT.
31paBcTBEHUTE PaGOTHHIYM MOXe J1a TO NPHjaBaT CeKoj COMHEX 3a HECAKaHO [IejCTBO O JIEKOT BO
HaLuoHaIHHOT LieHTap 3a (apMakoBUrWIIaHLia IPH ATEHIIMjaTa 3a JIEKOBH U MEMIIMHCKU CPeJCTBa
(yn.Ce.Kupun u Metoauj 6p.54 kaT 1) K 110 eIeKTPOHCKHM NaT NpeKy BeG CTpaHaTa Ha AreHlujata

hitp://malmed.gov.mk/

4.9 Ilpegosupame

CuMnToMu

HeMa THNMYHA KIMHHYKA CJIMKA KOja € pe3yJITaT Ha Npeao3upamwe co auknodenak. Ilpenosupamwero
MOXE Jia TpeAq3BHKa CHUMITOMH KaKO INTO C€ IMOBpaKame, racTPOMHTECTHHAIHA XeMoparuja,
JMjapea, 3aLIEMETEHOCT, THHHTYC WK KOHBY/I3HH. Bo ciydaj Ha 3HauajHO TPyeHe, MOXKHH Ce aKyTHa
peHasiHa c1aboCT ¥ OIUTETYBaHhe Ha LPHUOT APoD.

Tepannckn MepKH

TpetmaHoT Ha akyTHO Tpyetse co HCAUJI nexoBH, BKIy4yBajku ro U AMKIO(pEHAK, Ce COCTOM OA
CYMOPTHBHH MEPKH M CHMITTOMATCKU TPETMaH KoM Tpeba J1a ce laBaaT 3a KOMIUIMKallWKi O TUIOT Ha
XUMoTeH3uja, 6ybpexxHa cnabocT, KOHBYJI3UH, FaCTPOMHTECTHHAIIHM HapyulyBamba M peclMpaTOpHa
aerpecuja.

IToceGHuTE MEpKH Ol TUNOT Ha (opcHpaHa Juypesa, AUjainza Wi xemonepdysuja BepojaTHO He ce
o1 nomow Bo enumuHandjata Ha HCAWJI, BkiayyyBajku ro v AMKIOQEHAK, NMOpajd BHCOKHOT
[MPOLEHT Ha BP3yBakbe CO MPOTEMHU W eKCTEH3UBHUOT METaboH3aM.

Hema crieuuduuend aHtuaot. TpeTMaHOT € CUMIITOMATCKHU.

5. ®APMAKOJIOIIKH IMOJATOITA

5.1 @apmakoanHAMHKA

(dapMakoTepaneBTcKa rpyna: aHTH-WH(IaMaTOPHU M aHTUPEBMATCKH [MpENapaTH, HECTEpOAMHY;
ATC xon: MO1ABOS.

JuxnodeHak HATPUYM € HECTEPOMIEH aHTH-HH(IAMaTOPEeH JIeK CO aHANTeTCKO, aHTH-HH(JIaMaTOPHO
¥ aHTUIIMPETCKO A€jCTBO. Ja MHXMOMpa aKTUBHOCTA HA €H3MMOT LIMKIOOKCHI€Ha3a W Ha TOj HAYMH
CHHTE3aTa Ha IIPOCTarjlaHAMHK. 3a BpeMe Ha TepanujaTa co AUKIo(peHaK HaTpuyM, Gea 3abenexanu
HaMaJieH¥ HUBOA Ha MPOCTArJIaHAMHH BO yPUHATA, FaCTPUYHATA MYKO3a U CHHOBHjaJIHATA TEYHOCT.
HameHeT e 3a Tepanuja Ha cuTe (OPMH Ha peBMaTcku 3aboiyBama U 3a yOnaxyBare Ha pasiudHH
BHIOBH Ha OOJIKA.

52 ®apmaxoKHMHETHKA

S
Hucmpubyyuja Ok ""’a_;;\

MakcHMasiHa KOHLIEHTpaIlija BO CEpPYMOT ¢ MOCTHTHYBA 3a MOJIOBHHA Yac. ij;ﬁﬁ)f:i[axﬁﬂpﬂf}h) ;
Bp3yBa 33 CEPYMCKHTE MPOTEHHH, PETEKHO 3a aIOyMHHOT Bo 90%. (& & NS 3

Bp3o MOMUHYBa BO CHHOBHjaJIHATa TEYHOCT, Kaje AocTHrHysa 60 1o %douwps:)mgﬂmﬁ g
cepymckata koHueHTpaudja. Ilo 3 mo 6 waca, KOHLEHTpalMHTe Ha 2 naH@:m i Taﬂugﬁa)
Hej3uHUTE MeTaboUTH BO CHHOBHjaJIHATA TEHYHOCT CE MOBHCOKH OTKOJKY BO Spgm}b }Lu@ﬁfbgg

HaTpUyM N0GAaBHO ce u3JiauyBa OJ CHHOBHjaJHATa TEYHOCT OTKOJKY Ol CEpyMOT. vfs

Buompancgopmayuja u enumunayuja



BHOMOLIKHMOT MOJy-)KMBOT Ha eJldMHHauMja ¢ | f0 2 yaca. Ilpu Gnara penanHa wiu xenatanHa
aucdyHkumja, ocraHyBa HerpoMeHeT. IIpubimiHo 70% on AuKIOpeHaK HATPUYM CE H3adyBa BO
ypuHaTa kako (GapMakonowky HeakTHBHU MeTaGonuTi. Camo 1% ce uanavysa BO HemeTaGoNU3MpaHa
dopma. OcTaTOKOT O/t METaGOIUTHTE Ce M3/IauyBaaT BO JKOYKaTa U (erecor.

Hema 3HauajHi MpOMEHH BO ariCopriyjaTta, AMCTPUOYLHjaTa, METabONHM3MOT U €JMMHHALKjATA K|
MOCTApUTE MALMEHTH.

5.3 TlpeaxaMHMYKH HOAATOLH 32 CHIYPHOCTA

CTyuuTe 32 aKyTHA TOKCHYHOCT Kaj JIabOpaTOpHCKH JKMBOTHH TOKaXaa Jieka AUKIo(eHak HaTpuym
€ peNaTMBHO BHCOKO TOKCHYHA aKTHBHA CYNCTaHLMja M0 MepOpajiHa, HHTPANepUTOHeasHa,
MHTpaBeHCKa MM cyOKkyTaHa anmuHucTpauuja. LDso BpenHoctute 6ea momanu on 500 mg/kg
TeNecHa TexxuHa: nomery 116 u 530 mg/kg TenecHa TexxMHa kaj TiyBiuTe, nomery 52 u 240 mg/kg
TeJlecHa TEXMHA Kaj craopuuTte, nomely 100 u 157 mg/kg TenecHa TexvHa Kaj 3ajauute u o 42 1o
59 mg/kg TenecHa TexxuHa Kaj KyuMmaTa. PesynTaTuTe ykakyBaaT Ha Toa [EKa CTaopuUHTE U
Ky4HIbaTa ce N0OCETIMBH Ha TOKCHYHHUTE ejCTBA HA AUKJIO(EHAK HATPUYM OTKOJIKY NPYTHTE BUIOBHU
Ha )KUBOTHH.

IllecT MeceyHaTa CTyAMja 32 XpOHHMYHA TOKCHYHOCT Kaj CTAOPLH MOKaXKa [EKa OIUTETYyBamara Ha
racTPOMHTECTMHAJIHUOT TPAKT Ce MojaBHja mpu 103U Ao 16 mg/kg TenecHa Texwnna/nnesHo. Kaj
TIpUMaTH, OUITETyBatba Ha FaCTPOMHTECTHHATHHOT TPakT Oea 3abenexaHu caMo MpH MaKCUMasHaTa
1o3a, ogHocHO 75 mg/kg TenecHa TexXHMHa/IHEBHO, AaBaHa BO TeK Ha 6 meceud. Pasiukure BO
TOKCHYHOCTA BEPOjaTHO ce TOpald pasiuKUTe BO METaGONM3MOT Ha aKTHBHATA CYNCTAHLMja Kaj
pa3IMYHKUTE BUJOBH HA XKUBOTHH.

PenpoayKTUBHHTE CTYMH CO AMKIO(PEHAK HATPHYM HE MOKAKAa TEPATOreHH JEjCTBA Kaj TIyBLMTE,
cTaopuuTe M 3ajanurte. Cenak, TOKCHYHO AgjCTBO Kaj Majkute M derycute Gewe 3abenexaHo mpu
no3u o 20 mg/kg TenecHa TexuHa/qHeBHO. MHXubMLMjaTa HA CHHTe3aTa Ha MPOCTArJIaHAWHU [0
aJIMHHUCTPALM]aTa Ha MUKIO(EHAK HATPHYM MOXKe a FO MPOJIO/DKM NNEPUOIOT Ha recTaluja.
JlukaodeHak HATPUYM HeMa MyTareHHW U KaHIepOreHH A€jCTBa.

doToToKCHYHH iejcTBa Oea 3abenexany npu in vitro u in vivo CTYIUUTE.

JlejcTBa Npy HEKTMHUYKUTE CTyauH Gea 3abeneskany camo NMpH M3JIOXKyBarba KOW Ce CMeTaaT JieKa
[OBOJIHO ja HAaJMHHYBAaT MAKCUMAITHATA U3/OXEHOCT Kaj JIyfeTo, IITO YKaXyBa HAa Maja 3HA4ajHOCT
3a KJIMHMYKaTta ynorpeba.

6. DOAPMAIIEBTCKH [IOJATOLA
6.1 Jlucra Ha eKIHIIHEHCH

GeH3MIT aNKOXO0JT

npornuneH ravkosn (E1520)
HatpuyM MeTabucynour (E223)
HaTpuyM xunpokcun (E542)
BOJIa 3@ WHjeKLHH

6.2 HMuxoMnaTHOMJIHOCTH

He ce npemnopadyBa Mellaie Ha OBOj JIEK CO APYTH JEKOBH BO HC
6.3 Pox Ha ymorpeba
5 rOJIMHH.

6.4 Hauun Ha YyBame



Ila ce uyBa Ha Temneparypa no 25°C.
Jla ce uyBa BO OPMIMHAJIHOTO MaKyBame 3a J1a CE 3ALUTHTH O/] CBETJIMHA.

6.5 IlakyBame
Awmmyna (Ph. Eur. Tun I crakio): 5 ammysu o 3 ml o pacTBOpOT 32 HHjeKTHpatbe, BO KYTHja.
6.6 YmnarcrBo 3a ynorpeba

be3s nocebnu Gapama.

7. TOAATOLIA 3A HOCUTEJIOT HA PEHIEHHUETO 3A ITPOMET

KPKA-®APMA JIOOEJI Ckomje, yn. Xpucro Tarapues-1, 6poj 101, 1000 Cxomje, PenyGnnka
CeBepHa MakenoHHja

8. BPOJHA PEHIEHHETO 3A CTABAILE BO ITPOMET

15-10565/14

9. JATYM HA ITPBOTO PENIEHUE/OBHOBA 3A CTABAILE BO ITPOMET

Hatym Ha npBoTo pemenne: 30.08.1995

Jlatym Ha mocieanata obHosa: 28.04.2015

10. JATYM HA IIOCJIEJJHATA PEBHU3HUJA |
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