
BBHPEHM3BEIIITAJ 3A OCOBHHHTE HA JIEKOT

1. MME HA JIEKOT

Humoron® C pacrBop 3a anpysuja 10 mg/ 50 ml

AKTHBHA COCTOjKa: HAMOHANAH

2. KCBAJIYTATHBEH U KBAHTUTATHBEH COCTAB

Humoron C pacrBop 3a HHOV3HIa

Exxo wumeHue pacTBop 3a 4Hy3uja conpxu 10 mg HuMoxanux Bo 50 ml Bujana co BoxeH ankoxonen

pacTBop.

EKcHunmency co HO3HATO EÏCTBO

ETaHOn 4 HATPHyM HUTPAT

Tlomouure cocTojku ce HaBeHeHH TO] TouKa 6.1.

3. PAPMAIIEBTCKA JO3HPAHA®OPMA

Ilposnpen, XKOJNTCEHHKAB pacTBOp 3a HHTPABEHCKA ynoTpeba

4. KJHHHUKH IIOIIATOIIM

4.1 TepaneBTCKA HRXHKAUAH

Humoxunux € UHAHLNPAH 3a JIeKyBalbe Ha HCXEMH4HH HCBPOJIOIIIKM OLITETYBaHA, [10 CYÉAPAXHOHANHH

KpBapeiba Ha aHeBpa3Ma (aCAX).

4.2 JAozapare u HadHH Ha ynoTpeba

Josnpamwe

Ilpenopayana zo3a - CyGapaxHonranxo KpBaperse Ha aHEBPH3MA

Bo HPBHTE ABa yaca Ha JIekyBalbeTo ce masa 1 mg/h uumonunun T.e. Ha 5 ml Hnmoron C undbysncku

pactBop/uac (okony 15 mcg /kg TenecHa TexuHa/dac) cekoj Yac co HeHTpasieH KaTeTep. Ako 106po ce

IIOHHCCJBA JIEKOT, à OCO6CHO akO HE AOjJE AO HOrOJIeMO HaMaslyBalbe Ha KPBHHOT IIPHTHCOK, TO 2 yaca

AO3aTa ce 3TOJIeMyBA Ha 2 mg/h HAMOAHTHH T.e. Ha 10 ml Humoton C unbysucku pacrsop/aac (okony
30 mcg/kg TenecHa TEKHHA/yac).
Kaj 6onnu unja TenecHa Maca € BHQWHTCJIHO ox 70 kg Hm HMgar Henecroj$in BeH IIPHTHCOK,

JIeKyBalbeTO TpeOa Aa 3ar1oyHe co 103a ox 0,5 mg/h HMMOHMIIMH

pacTBop/uac), HIM 4 MOMaJIKy ako e IOTPEÖHO.
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YIHTpaBeHckHoT TpeTMaH Tpe6a Ja 3arloyHe NOCHE HCBPOJIOIIIKO OLITETYBalbe NPEAH3BAKAHO ON

apTepuCKA cIasaM noce cyOapaxHoujanHo KpBaperbe. OBa Tpe6a Ja IIPOOJDKM HajMaJIKy 5 MeHa 10
HajMHory 14 xexa.
Bo c11yyaj Ha XHpypluka MHTepBeHUMja 3a BPeMe Ha TPETMAHOT, AAMHHHCTPANAjATA HA HHMONATIAH Tpe6a
Ja IIPONOJDKH (BO 1034 Kako morope) 5 Wena.

Humoton pacTBopoT Moxe Ja ce ynorpe6yBa co AJA 6e3 npeTxonen TpeTMaH co Humoton Ta6nern. Bo
ciy4aj Ha HOCJenoBaTenHA ynotpe6a Ha Humoton TaGreTH MH pacTBOp, BKYIIHOTO BpemeTpacHe Ha

TpeTMaHoT He Tpe6a a HanMuHyBa 21 yeH. Humoton pactBopoT He Tpe6a Ja ce HaBa ononro on 14

ACHà Humoton pacrsopot u TAÖNETHTE He TpeOa Ja Ce JapaaT HCTOBPEMEHO.

TpayMarcxo cy6apaxHOHIATNHO KpBapeHe
He ce npenopauysa Onnejku He € YTBPACH IIO3HTHBCH GeHEDHT BO OHHOC Ha PE3HK CTQIIKQTQ (BHAH Jer
4.4)

Ilennjatpucka nonynaunja
Be36exxocra u ebukacHocra Ha Humoton kaj ma1meHTu nog 18 TONHHH He € yTBpjeHa.

Haunn Ha ynorpe6a
Humoron C pacTBopoT ce aNMUHHCTPHpa CO KOHTHHYHPAHA H.B. HHy3Hja IIpeky ICHTPQJICH KATETEP, CO

ynorpe6a Ha unbysucka nyMna. HHbyshoHaTa nuxnja TpeOa na Guxe rnoBp3aHa CO BCHTHJI CO TPH
Tpu-IMHeapHHOT BeHTAN Tpe6a Aa ce 10Bp3e CO NOJIHETHIIEHCKOTO ICBHC ox Humoron C co Ko-

JHHHja H ICHTPQJIHHOT KaTeTep. (BEHTHNOT Tpe6a Ja PO3BOJIM KOHKOMHTAHTEH IIPOTCK Ha

Humoton pacTBopoT H KO-AHY3HCKAOT pacTBop). Humoron pacTBopoT Tpe6a Ha ce HaBa co KO-

Koja Teye co cranka 40 ml/yac Guno co pacTBop Ha HaTpAyM xNopHy 0,9%, 5% TIINKO3a,

Punrepos pacTBop, Puxrepos pacTBop co MarHesuyM, zekcTpax 40, HAES ((poly[O-2-hydroxyethyl])
ckpo6 6%, xyMaH an6ymuH 5%, KpB HIM MaHATON 10% Bo oxHoc on oKony 1:4 (Humorton: ko-HHPy3Hja),
Koja € HOBP3aHa CO BTOPQTQ JIHHHja ON TPH-AHHHCKHOT BCHTHJI pe Aa Ouse HOBP3AH CO HEHTPANHAOT

KATeTEP.

Humoron C pacrsopor He Tpe6a na ce KoNaBa Ha HAHH3HCKATA Keca WIM HHy3HCKOTO lune u He Tpeba
Ja ce Melia CO ApyruTe JIEKOBH.

Humoton C pactsopoT Moxe Ma ce KOPACTH 3a BpeMe Ha aHeCTE3Hja, aHTHOTpa@Hja nm XHPYPIIIKH
nponenypn.

4.3 KoHTpanHnaukauan

Humorun C He cmee Aa ce ynotpe6ypa BO CJIyyanu Ha MO3HaTa XWIIOPCOH3HTHBHOCT HA aKTHBHATA

CYTICTAHIIMja HHMOAHIHH HH OHIO Koja ON TIOMOLIHUTe COCTOjKH H2BCHCHM BO CJIOT 6.1.

Humorun C He Tpe6a Ja ce naBa Ha IIalIMEHTH 3a BPCMC WIM CHCH MCCCII NO MHOKAPpJIEH HHa@apKT WM

€HH30/JIa Ha HeCTAOHIHA AHTHHA.

4.4 Tloce6Hn Mepku H TOceÖHH npexÿynpexyBaHAaCT

Humorun C He Tpe
HO3ATHBHHOT ÖeH
Ha NAIMEHTH KOU

TH CO TPayMATCKA ay6apaxHonNanaHa XeMOparHja 3aTOa LITO
BE PAYSy

ae Jana kaj Ratti
yrepren u He Moe na ce HACHTH Noce6HH

Aa OBaa HHAHKAUH]A
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Humoron C Tpe6a na ce KOPMCTH BHEMQTCJIHO Kora € IIpcyTeH tepe6pareH efeM HIM BMCOKO IIOK2HCH

MHTpakpaHHjaieH IpATACOK. Mako TpermaHor co Humoron C He e nporpaten co riokauen

HHTpakpaHwjasieH HPHTHCOK, ce NpenopayyBa BHHMATEJIHO Ha HAUHEHTOT, BO CHIYAAATE Ha

nokayeHa COAPKHHA Ha TCHHOCTH BO MO3OHHOTO TKHBO (reHepasIM3HpaH uepe6parex eneM).

Humoton C pactBopot Tpe6a Aa ce KOPMCTH CO BHHMAHHE kaj MalMeHTH CO HM3OK KPBCH IIPHTHCOK

(cHcToneH mputucox < 100 mmHg).

Hamarexo OUACTYBAHRE OF JICKOT MODKC IA HQCTAHC Kaj TIAIMEHTH CO HHPO3a Kon MpwMaaT Hamoron C u

3aTOa ce IIperiopauyBa IIO6JIMCKO MOHHTOPHPAHO Ha KPBHHOT IIPHTHCOK kaj OBMC HALHEHTH.

Osoj sek conpxu 1 mmol (23 mg) HarpayM Bo 50 ml mume nm 5.1 mmol (115 mg) HaTpayM Bo wale
on 250 ml. Osa Tpe6a Aa ce HMa BO IIpeABHA Kaj HAUHEHTH Ha COOHIBCTH2 DHeTa CO HH3OK BHCC Ha

HATPHYM/ cou.

Kaj nalmeHTH co N03HaTo peHasHo 3a6onyBae u/una KOM HOGABAAT HEŸPOTOKCHUHH JIKOBH,

HOTpe6HO € BHHMATENIHO CHeJERE Ha peHarHaTA PyHKHAja 3a BpEME Ha TpeTMaHOT co Humoton C (Bnxm

zen 4.5).

Humoxunux ce MeataSomm3upa mpexy P450 3A4 cucTeMoT. JlekoBn KON ce IIO3HQTH HHXHOHTOPH Ha

HHTOXPOMOT P450 3A4 CHCTCMOT U KOH MOxaT Ja AO 3TOJIEMyBalbe Ha IJIa3Ma

KOHIEHTPaUMjaTra Ha HUMOAHIIHH Ce MAKPONHAHATE aHTUÖHOTHUN (Ip. EPHTPOMHUHH), antun -XHMB

npotea3a UHXHÖHTOPH (TIP. PATOHABAP), a30JIHH aHTHMHKOTHUM (NP. KETOKOHA3ON), AHTHAENPECHBHTE

H JIYOKCETHH, KBHHNPHCTAH/ Aanbonpnctun, HAMETAAMH H B2JIIIPOHHH2 KHCEJIHHA (BAA
zen 4.5).
He

Mo Ko-anmnaucTpanuja Ha OBHE HEKOBH, KPBHHOT IIPHTHCOK Tpe6a Ja Ce MOHHTOPHPA H ako € NOTpeOHO

Tpe6aa ce Hamas AO3ATA Ha HHMOAMIIHH.

Oxoj nek coxpxu 23,7 vol % eTaHoN (anxoxo7)

OBoj nex conpxu 1 mmol(23 mg) Harpuym Ha 50 ml mute, € exBvBaneHTHo Ha 1,15%, C30
npenopatyBa MaKCHMasIHO AHCBHO BHECYBAFbE 2 g HATPHYM 32 BO3PACHH.

4.5 Harepakuun co ApyTu JIeKoBH H ApyTu popmu Ha HHTEPAKHAH

HumoTon C TA6JIETUTE He Tpe6aa ce 3emaaT HCTOBpeMeHo co Hamoron C unpusyja.

JlekoBu KOM BIHjAAT Bp3 HHMOXHATIHH:

Hcrospemexa Ba IIaTu AHeBHa ynoTpe6a Ha 30 mg HHMOAMMMH u AHeBHA 1038 Ha 20 mg aHTHNENPeCAB

ayokceTHH kaj IIOCTQ2PM TALHHCHTH MOxe Ja npequsBuKa 50% sromemMyBakbe Ha KOHIEHTPAUMjaTa Ha

HMMOJMNMH BO IJ1a3MaTa, 3HaumTenHa penyka1mja Ha HHBOTO Ha PryokceTAH, AOAEKa

KOHLEHTPALHjATA Ha HCTOBHOT AKTHBEH M6T26OJIMT HOpbJIyoKCETHH OCTQHYBQ FICIIPOMCHCTQ

Uctoppemena TpH naTH HHCBH ynoTpeba Ha 30 mg HAMOHANAH Ha 10 mg
Kaj BO3p CHM a HaHa
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OCTAHyBa Hempomeneta. JIHeBHaTa Rosa Kaj HAUHEHTH co Cy6apaxHoHNalHa XEMOPATHjA € YETHPH NATH

ON AHEBHATA 1038 ynoTpe6eHa BO KJIHHHHKH CTYAHH, 38T0a KJIMHHHK2T2 3HAYAjHOCT Ha oBaa HHTEPAKIINja

BO TPCTMQHOT Ha cy6apaxHOHAAHO KpBapeibe ON AHEBPH3Ma € HEH3BECHO.

Humonunun ce MeTa6onHsnpa npeky HATOXPOMOT P450 3A4 cHcTeMOT, MouMpaH Kako BO

HHTECTHHANHATA MyKo3a Taka H BO XerapoT. Maxo He ce HarpaBeHH OPManHH CTYAMH Ha HHTEpaKHH)a

3a Ma Ce HCIHTA HOTEHUHjANHATA HHTePaKHHja MoMefy HUMONHIHH U HHXHÖHTOPHTE Ha HATOXPOMOT

P450 3A4 CHCTEMOT, He MOKE Ja Ce HCKJIYUH TOTEHHjANHATA HHTEPAKHHjA H 3TONeMYBAHETO Ha IHJIa3Ma

KOHIEHTPAUAUTE Ha HAMOAMNHH (Bun Jen 4.4).

Tlo Ko-anMHHHCTPpaumjaTa CO CJICHHMBC Ha UHTOXPoMOT P450 3A4 CHCTEMOT, Tpeda na ce

KPBHHOT IIPHTHCOK H ako € HOTPG6HO Aa ce AHQIITHP2 A03aTa Ha HHMOAHIIHH (BUH Dex 4.2).

MAKPOJIHAHH AHTAGAOTHHA (Ip. EPATPOMAUAH),
aHTH- XMB mpotea3a HHXHÖHTOPH (ip. pHToHaBup),
a30JIHH AHTHMAKOTHUH (TP. KeTOKOHa30I1),
Hea300H

HH Ha HHMOJWIEH Bp3 TH JICKOBH:Hure a

JTekoBH KOU TO HaMaslyBaaT KPBHMOT IIPHTHCOK
Humoxunun Moxe Ja ro 3TOJIEMH edbeKTOT Ha HaMal1yBälse Ha KPBHMOT IIPHTHCOK Ha KOHKOMATAHTHH

AHTHXHITEPTEH3HBH, Kako IIITO ce:

AAYPETAUH
- B-610KaTopu
- ADE unxn6utopu
- Al-pelenrop antaronucTu

APYrHA KANHAYMOBH AHTATOHACTH

G-AIPEHEPTHUHH CNOKATOPH
- INES WHXHOMTOPH

A-METHNNONA

Hokonky HCTOBpEMEHATA ynoTpe6a CO HCKOM OA TOpe-HABeAEHHTE IIPOAYKTH € HEH3ÖE)KHA, MAUHEHTOT

Mopa za GHJE Noy MHOry BHAMATEJIEH Haysop.

Uctospemena yHTpaBeHcKa afMMHMCTpalMja Ha Oeta-OokaTopH More Ja oBeye B3a€MHO

IIOTCHIIHP2HC Ha HCTQTHBHOTO HHOTPORIHO AejcTBO WTO MOKC MA HoBene AO AEKOMIEH3HPAHA CplieBa

craGocT.

ByGpexHaTa Mowe Aa ce ako IIOTCHIWJ2JIHM HEPPOTOKCHUHH JICKOBM (IP.
aMHHOTJIHKO3HAH, HEDAJTIOCIIOPHHH, PYPOCEMAJ) ce HABAAT HCTOBPEMHO, a MCTO Taka U Kaj TIAIMEHTH CO

Beke Hapy1nena 6yOpexHa yakuuja. by6pexnata pyHkyyja BO BaKBH crydan TpeOa Ja ce clean
BHMMQTCJIHO H ako Ce jaBH BJIOINYBAHR€ TpeOa Ja ce 3eMe BO IIPEABHA IIPCKHHYB2HC Ha TPETMAHOT (BHAM

zen 4.4).

CryamnTe kaj KHBOTHH IIOKAKAJIE neka Kora HUMOAHIHH U 3HAOBYAHH CE NANEHH ucToBpemeHo, AUC 3a

3HJHOBYHAHOT ce 3TOJIEMYBA, a Ce HaMaslyBa BOJIYMCHOT Ha AHCTHÖYUMja H CTANKATA Ha KJIMpeHc.

KIHHHYKATA peneBAHTHOCT Ha OBaa HHTepaKMja He € NOSHATA, HO ÖnnejkH npodunor Ha HecakaHH

ecbekTH Ha 3HAOBYAUH € MO3HaTO A€Ka € HO3HO 3ABHCEH, HHETPAKIImjaTa TpeOa Ma Ouse 3eMeHa BO

HPeABAX kaj TIAIUMEHTH KOM 3eMaaT HCTOBPEMEHO HAMOJANHH U 3HAOBYJUH.
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Bugejku pactsopor Humoton C cogpxu 23,7 % vol eraHon (amkoxom), NOTpeOHO € IIQLMCHTHTC Ja ce

38 MODKHH HHTCPQKIMM CO JIOKOBM KOH He Ce KOMMaTHOHIHH CO AJIKOXOJI (BHA 4.4).

Hcrospemena AIMHHHCTPamja CO UMMETHAAH WJM HaTpHyM BQJIIIPOQT MOXE Aa AOBene AO

STONEMYBAIbE Ha 1133Ma KOHLEHTPANH)ATA Ha HHMOJHIHH.

He ce npenopauyBa ynoTpe6a Ha cok on TpejnbpyT Bo KOMÖHHALNja CO HAMOIHNHH 3OIIITO MOKC Ja
AOBeNe JO 3roJNeMYBa€e Ha IIJIQ3M2 KOHIICHTPQIHHTO Ha HAMOAANHH 3apa1u Ha

OKCHHQTHBHMOT MeTa60JIH3aM Ha AUXHAPOLHPHAHHHTE.

Vurevaxumu Kou ce IIOTBPAHNIE Deka He HOCTOjAT

Cryanjara koja ro HCHIHTYBAJA ebekToT Ha 90 mg HHMOAHIHH (BO IIOHCJICHI A03H) Ha MocTapu

MalMeHTH KOM AoGHBaaT XQJIOIICPHHOJI He AOKa3 3a TIOTEHLMjanHa HHTepak1mja. He e curypHo
Ham OBaa CTYAHja € peneBaHTHa 3a ynoTpeba kaj cyGapaxHOHAANHA XeMOparyja 3apaau ynorpebeunte
BHCOKM 03H Ha HUMOJHIIHH.
KoHKOMUTAHTHA aJMMHMCTpalivja Ha opaJ1eH HAMOJMNWH H JAHa3eNAM, AHrOKCMH, TIHÔEHKANMH,

HHAOMETAHHH, PaHHTHAMH U BAPPaPHH He IHOKaXKAJIE HOTEHUHjAN 3a B3aeMHa HHTEPKANHja.

4.6 Ynorpe6a 3a Bpeme Ha GpeMeHOCT u Aoelbe

Bpemexoct
He noctojar COONBeTHH MH KOHTPOJIHP2HH KIIHHHYKH HCTHTYBAHA Bp3 OpeMenn »xenn. He ce

pacnoJIOKHBH TOKCHKOJIOIIIKM CTYAIMM MO IapeHTepanna AANMMHHCTPauHja. PenponyKTuBHu
TOKCHKOJIOIIKH CTVIM Kaj DKHBOTHM IIO OPANHA ANMAHHCTPaNHjA He TepaToreH edext, HAKO

CTYAAHTE Kaj KHBOTHH PETIPOTYKTABHA TOKCHHHOCT (Bun Aen 5.3). IIopaan toa Humoton C
3a BpeMe Ha ÖpeMeHocT TpeOa Ma ce ynoTpeOyBa caMo Kora OHeKÿBAHATA KOPHCT € IIOTOJICM2 ON

PM3HLIHTC KON NPOH3JIETYBAAT ON CEPHO3HOCTA Ha KIHHHUKATA CJIHKA.

OCHbe

HuMoxnonux M HETOBHTE MOTA6OJIMTM BO CIAUHH KOHHEHTPAlHH ce BO Maj4HHOTO MJICKO

KaKO U BO MajyuHaTa nnasma. Ce npenopauyBa HOCHCTO Tpe6a Aa Ce TIPEKHHE, HOHICKA TPAË JIEKYBArbETO,

ILronxocr
Bo roexnHeuHH CHIydan Ha in-vitro ONJIOAYBAHE, KANLAYMOBATe QHTQTOHMCTH Ce IIPONPATEHH CO

peBepshOunHA OHOXEMUCKH MpoMeHH Ha TJIQBQTQ Ha CIIEPMATO3OHAOT, WTO MOKC Na AOBeJe 10

HapyilyBae Ha DyHKIMjaTa Ha cnepMata. He ce 3Hae Jo Koj CTeMeH oBa OTKPHTHC € 3HauajHO npn

KPaTKOPOUEH TPETMAH.

4.7 Eqextu Bp3 CIIOCOÖHOCT 3a Bo3elbe WJIM pakyBalbe CO MAILIHHH

Bo npAHHAN, HAMHAONHH MOXE Ja ja HapyluH CHOCOGHOCTA 3a BO3eHe PJIH ynpaByBälbe CO MALIHHH

TIOpaAH MOKHQ NojaBa Ha 3AIIIEMETEHOCT.

OBoj ebekr e TEHEPAJIHO 6e3 3Hauere npx ynoTpeOa Ha HAMOAANHH PACTBOPOT 3a HHPy3Hja.

4.8 Hecakann xejcrBa
MEL4 AN

ÖpekBenumjaTa Ha HECAKaHM JejcTBa OTKPHeHH IIPH KJIMHMHKH

HHAHKAUHjATA aCAX (nrane6o-KoHTponmpaHñ HCHATyBAHBA: HHMO

HEKOHTPOJIHPAHH ACHATYBAHA: HHMOAHNUH N=2496; craryc: 31.08.2005): be ng
692;m II
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KaTeropa Ha bpexBenuuja. Bo pamknTe Ha cekoja Tpyma Ha ÖbpekBeHlmja, HCCAKQHHTC aejcrBa ce

IIPHKQKQHM IIO peHOCIIEN Ha HAMAJIYBAHE Ha CepHO3HOCTa.

Cnequupe KaTeropun ce ynoTpeGeHH 3a H3pa3yBarbe Ha (peKBeHUMjaTa Ha HECAKAHH MEJCTBA.

Mnory uectu (> 1/10)
Yecru (> 1/100 ao < 1/10)
Hesoo6nuaenn (> 1/1000 ao < 1/100)
Peru (> 1/10000 ao < 1/1000)
Muory petku (<1/10000)
HenosHaTa (He Moxe Ja ce MpeABUAAT ON P2CHIOJIOKJIWBHTO HOHATOHH)

IlpnjasyBarbe Ha COMHHTENHH HCCAKAHM PC2KIIHM
IlpnjaßyBatseTo Ha COMHHTEIHN HECAKAHH PEAKLAH 110 oxo6pyBaHe Ha JICKOT € BaKHO. Toa OBO3MOxYBA

KOHTHHYHPQHO CIEREIbE Ha OHHOCOT KOPACT/PA3AK Ha JIEKOT. 3APABCTBEHATE paGOTHAUA ce Oapa na Tu

npajaByBaaT CHTe COMHHTCJIHI HECAKAHH peaklIHH BO HaihoHanHHoT ICHTAP 3a PapMaKOBATHIAHHA IPA
HIIHHCKH cpencrea (yn.Cs Kupun u Meronnj 6p.54 Kat 1) man no3a JIEKOBH

EIEKTPOHCKH TAT. Ha Arenuujata https://malmed.gov.mk/. Co npujasysame HaHa

HecakaHuTe ee <Ne na ce o6e36enaT
3a be36enHocTa o\JERE,
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4,9 IIpexosnpame
CMMIITOMM Ha HHTOKCHKAÏHjà
CMMIITOMM Ha aKÿTHO NIPeNO3HPABse ce TIOH3pa3eHa XHIIOTeH3Hja, TAXHKAp1nja, Gpanakapauja u (mocne

opas1Ha aAMHHUCTPAUH)A) TACTPOHHTECTHHANIHH TeroOu WIM MAHHHHA.

Tepannja np4 HHTOKcHKkanmja

Kaj akyTHo npexosapaæe co Humoton C, JIEKYBAlbETO Tpe6a BCHHAUI Ma ce npekuxe. YPTeHTHHTE

MepKH Ce BOJeHH OX CHMIITOMATONOTNjaTa. Ako CYIICTaHMHjaTa Onna ManeHa mMepopamHo, ce

nperopauyBa JIaBa>ka Ha %KeYAHMKOT U ynoTpeOa Ha akTMBeH jarJieH Kako npBa Tomo. [Ip MHory
HQMQJICH KPBCH TIPHTHCOK, HHTPABEHCKH ce ABA AOIaAMHH WIM HOpaupeHarux. bugejku cneuupuyen
QHTHOT He € NO3HAT, HATAMOLUHOTO JieKyBarbe € CAMO CHMIITOMATCKO, T.€. 3ABUCH ON KJIMHHHKQTQ CJTHKA.

5. BAPMAKOJIOIIKU KAPAKTEPHCTHKH

5.1 DapMakoAHHAMCKH CBOjCTBA

DapmakorepareBTCKa rpylla: CereKkTABeH 6noKaTop Ha K2JILIWYMOBHTC KQHQJIM CO BOTJABHO BackylapeH

eek, AEPABAT Ha AHXHAPONHPHAHNH
ATC kon: C08CA06

HHMOHWIHHOT € AUXHAPOIHPHAHHCKH 6JIOK2TOP Ha KaNUHYMOBUTE CO ocobeH

uepe6poBackylapeH epexkT. Humogunny ja 3roneMyBa Hepe6pannaTa nephys3nja, oco6eno Bo caa6o

nepysupanute IOHpauja, CO apTepACKA AHNATANHjA, edekT KOj € TIPONOPIHOHAJIHO HOrOJIEM BO

IIOM2JIMTC OTKOJIKY BO TIOTOJIEMHTE Ca/JLOBH.

Ba30KoHcTpyKkumjaTa npennsBukaHa in vitro CO pa3HH Ba30aKTHBHH CYIICTAHUAH (TIP. CepoTOHHH,

TIPOCTATIAHAUHH H XUCTAMHH) WIM KPB U KPBHM AETPAIAUAOHA IIPOAyKTA MOKC a Ce IPeBeHHpa un JA
ce HaMmnaT 10 75% ON HUMOAHNHH.

5.2 DapMaKOKHHETCKH CBOjCTBA

Varpasexcknor pacrsop Ha Hamoron C e 100% pacnonoxus 3a TKHBaTa Önnejkn NepudepHata BeHcka

KpB TO HOCH JICKOT NO ÖEJMTE IDO6OBM U CDIICTO H ON TAMY AO CHTE OPTAHH.

Ancopnunja

Ilo nepopamHa ynoTpe6a, ancop6unjara e Op3a. HajpucokuTe m1a3Ma KOHLEHTPALHH ce NOCTHTHyBaaT 3a

30-60 MuHYTH no oparHa axMnHuCTpauaja. H nokpaj BucokaTa racTpoHHTecTHHamHa a6cop6umja Ha

HHMOAHNHH, ANCONYTHATA GAopacronoxaBocT € 5-15% 3apaz eKCTEH3ABHAOT MeTaOONH3aM Ha IPB

r1peMux (okony 85-95%).

ucTpyGyuuja
A M

Bonymexor Ha ancrpu6yumja (Vss 2 KOMIIQPTMCHT MOJEN) 3a H.B. AAMHHHCTHA upaya na

99% Bp3aH 3a 111a3Ma IIPOTEHHHTE.
6une 0,9-2,3 l/kg renecna TexnHa Bxymuvor (cacremcku) knapenc e 0,8 (6V/bKg.Humoyt 97-

A
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Buortpanchopmaunja
Iuroxpomor P450 3A4 cucTeMoT urpa TJIQBHA yora BO META60/IHATA EJIMMHHAIIHja Ha HHMOAHIIUH.

Hamoxanux ce CIHMMHHpa Kako META6ONHT, TJaBHO CO JEXHAPOrEHANHA Ha AUXHAPOUHPHAHHCKHOT

IIPCTCH 4 OKCHAATABHATa O-NeMeTunaunja. OKCHHANHCKO Deere HA ECTPHUTE, XUApoKcuNatuja Ha 2- u
6-METHJIHHTE TpyIH MH TIIAKYPOHN3aINja, KQKO KOHjyTallucka peak1inja ce [pyr BAKHH MeTAGOJIHUKH

yekopu. TpuTe OCHOBHH M6T26OJIWTW LTO Ce IIOjJABYBAaT BO IIIA3MATA HEMAAT HJIH IIOKA)KYBAAT CAMO

HEZAGEIESIKHTEIIHO TepaneBIcko Pe3uNyal1Ho AEJCTBO.

E1mmunHannja
Ha xeaTAMHATE EH3HMH IIPCKY HHAYKUMja HIN HHXHÖHLRja ce HerosHaTH. Kaj 1yfero

METAÖOIHTHTE ce ekckpeTupaaT oKony 50% peHanHo 4 30% IIpeky KOJIUKATA.

JInsepanocr / He-INHEAPHOCT
3a oparHa axMAHHCTpauHja, HAjBHCOKHTE IIJIQ3M2 KOHNCHTPALHH M IIOBPINHHATA TION KPHBATA ce

3TONEMYBAaT IPOIIOPIIWOH8JIHO HO AO3ATA ON HajBHCOKATa TECTHpaHa no3a oO 90 mr. Kunerukara Ha

EIIMMHHalMja e mHeapHa. [lony-XHBOTOT 3a HHMOJHIIHH € Momery 1,1-1,7 yaca. TepmuHay1HnoT Nony-
DKHBOT e 5-10 4aca x He e penaBaHTeH 3a YTBPHCHHOT IPenopayaH HHTCPBQJI Ha 103nuparse 3a

MCMIIMHCKHOT IIPOH3BON.

5.3 IIpeTKAMHHUYKH HOJATOUH 3a 6e30eAHOCTA HA JIEKOT

IIpeTKIHHAUKATE IIOHQTOIIM OX CTAHAAPAHHATE HCIHTYBAHA Ha TOKCHHHOCTQ IIO EIHOKPATHATa MIM

ToBekekpaTHaTa 21032, PENPOAYKUACKA TOKCHYHOCT, TCHOTOKCHHHOCT H KaPHHHOTEHHUEH IIOTEHIMjAa, He

yk@kyBaaT Ha HeKoj noce6ex PH3HK 3a IyFeTo. Cerlak, HCKOH IIPETKJIHHHYKH HOHATOUH MODKQT 1a Omar
OA 3HayajHocT 3a JekapnTe. Bo XPOHHHHH TOKCHYHH CTYAMM CO IIOBTOPCHI A03H Kaj KY4HIHA, AOSHTE ON

1 x 2,5 mr/kr/ ren ce IIOKaXAJIE KQKO TonepaHTHH 6e3 HecakaHH AejcTBa. Cerrak kaj IIOBMCOKHTC ON

6,25 mr/xr/ neu ce 3aGerexaHn 3HayajHH npoMeHx Ha EKT 3apaxx HapyllieH KpBOTOK Ha MAOKAPAOT, HO

He MOCTOjaT HHAHKAUHH 3a XACTOIATOJIONIKH IIPOMCHM Ha CPHETO.
Kaj 6pemexu craop1m, nosute of 30 mg/kg/nex una noseke ro HHXHGnpaIe pa3BOjOT 4 IpeAH3BMKAJe
TloMasia TexHHa Ha nono. Kaj xosute on 100 mg/kg/nen IIJIOHOBMTC yMupane. Teparorenu B1njannja
He Önne 3a6enexanu. Bo EMÖPHOTOKCHYHHTE HCTIHTYBAHBA Kaj 3aja1m IIITO AoOuBane 210311 no 10

mg/kg/nen Ouse 3aGerexkanu ABOCMHCIIEHH JAOKa3H 3a TepaTOreHoCT. Bo ABe r10CHeHOBATENHA CTYAHA
(enna no 30 mg/kg/nex), oBue nonaTonu He ce NoBTopenu. Bo exHa nepy/nocTHaTanHaTa CTYAMja Kaj

cTaop1m, xosuTe on 10 mg/kg/neH u noseke npenusBHKaïe 3TOJICMCH2 CMPTHOCT H 3aJOUHET pusauxu
pa3Boj. OBne HaOAH He Ce IIOTBPACHI ON HHCHHO Apyro HCHATyBAHRE.

6. DAPMATIEBTCKH IOJATONH

6.1 JIncra Ha eKCUHIIHEHCH

Humoton € 0,02% pacTBop rv CONP'KH CJICJIHHBC EKCHAIMEHCH
96% eTaHoN, Makporon 400, HaTpHyM IIMTPAT, JIMMOHCKA KHCENHHA, Bova 3a uHjekumn Ph.Eur.

6.2 HukomnaTu6unHoeT
Humoron C, pacrsopor pearupa co NONMBHHHN xIopun (TIBI) u He Tpe6a na ce A03BOJH Ja nojne BO

KOHTQKT co TIBI.

KecH
e cMee a ce Mellla CO APyTH WeKOBH WIM Wa ce AO!ABA BO

enexaHa € KPACTANH3ANHjA co KO-unbysnja co Humoron C
Humoton C

pacTBop co 2.5% &u T 6.0,4% pderke aTpayM x1opun (Summafusin), Aminosteril (Fresenius) 40
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6.3 Pox Ha ynoTpe6a

Pok Ha ynorpe6a Tlakypawe

IIpumapHo TaKyBarbe A B (m)
4 ToamHn N/A 50Kadeaso crakno run Ii BHAJIH 3a undy3nja

= HeOTBOpeHO
B = no pekoHCTATyLHja HIM Kora € OTBOPCH 38 IIPB NAT, ako € COOHBCTHO

6.4 Tloce6un npexynperyBalBa 32 yyBalbe

Humoton C pacTBopoT € oceTIIHB Ha CBETJIHHA U 3aTOa TpeOa Ja ce 4yBa BO MakyBalbe 3allITHTeHO ON

CBeTIHHA Ha IIPOH3BeyBa4OT BO KAPTOHCKO MakyBalbe Ha TEMIIEPATypa He HOBACOKA of 25 °C.

6.5 IIpnpona u COAPAHHA Ha NakyBawerTo

Kaproncka kyTuja co 50 ml crakreo kadbeaBKacTo (THI HA CTQKJIO 2) co ryMeH Yell 1

MCTQJICH 3aTBOpaY BO Goja H IIOJIHOTHJICHCKA HHŸY3HCKA IICBKa.

Eqno rakyBatbe conpxu 1 uumenne 4 1 nonerTnencKka IEBKA.

6.6 Iloceönn MepKH Ha npeTnA31ABOCT npH OTCTpaHyBalbe Ha HeynoTpebeHnTe NPOH3BOAH

OIHOCHO OTII2HHH MaTepHjasn

ExmHCTBeHA IIJI2CTHHHM MATEPHjANH COOABETHA 3a ynoTpe6a ce IIOJIMCTHJICH H nonAnponieH. HMMOTOII

C pacTBopoT e KOMIIATUÖHNEH CO CTaKeHH IIIMIIMH2 3a HHy3Hja u HHŸY3HOHH ON

nonnerTasen (np. Polyfusor, Boots)
PaTBopoT BO IINPAUOT Mopa Aa GHJe 3allITHTeH ON COHYeBa CBETIMHA 3a BpeMe Ha

aAMHHHCTPalInja, HO € COOHIBCTCH 3a AAPY3HA HIHCBH2 CBCTJIMH2 M B€ELIITAUKA cBeTMMHa JO 10 yaca.

HumoTon C paTcBopoT Tpe6a Aa Jaye npeky cTakweH WIM TBPA IIJIQCTHHCH LTIPAU (NONHETANEH HIM

NONATPONHSIEH) 1 CoonBeTen cet (Gillette Sabre syringe; BD plastipak syringe; Monoject disposable

syringe, Sherwood Medical Ltd; Combidyn tubes, Braun; Nitrocassette giving set, Imed Ltd.). Humoton

C pacTBopoT e MHKomMaTHOusieH CO HHby3HOHA Kech H Ono KakoB cer on IIBII ((e.g., Viaflex,
Travenol; Steriflex, Boots).

3a ma ce rpoôue 3aTBOPEHHOT 3QTBOP2H KOPEKTHO, ce HpernopauxyBaaT pau TCHKH urmm. /la He ce

KOPMCTQT TONeMH HTJIM 3a HHPy3Hja, Onnejkn Moxe Ja AOj1E To 31po6yBarse MH HaGuBaHe Ha 3QTBOP2HOT

M 3aTBOPaUOT MOXE Aa HABJIESE BO BHjAJATA.

7, HOCHTEJ HA ONOBPEHHETO 3A CTABAHE HA JIEKOT BO IIPOMET

Bayer doo Ljubljana, IIpercrasaamTBo Cronje
AuTOH Tonos 6p.1, nam.2, Me3., 10K.4, Ckonje

8. BPOJ HA OJOBPEHHETO 3A CTABAIbE HA JIEKOTBO IIPOMET

Humoton C pactsop 3a undysuja: 15-10200/12
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9, IATYM HA OJOBPEHHETO 3A CTABAIE HA JIEKOT BO IIPOMET

26.02.2013

10. IATYM HA IIOCJIEIIHA PEBH3HJA HA TEKCTOT

11.2024
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