
3bHPEHM3BEIIITAJ 3A OCOBHHHTE HA JIEKOT

1. WME HA JIEK

Yarpasucr®-370, 370 mg jon/ml, pacrsop 3a unjektuparme

Jonpomux

2. KBAJIWTATHBEH U KBAHTHTATHBEH COCTAB

Y1rrpasuct-370:
1 ml pacrsop 3a HHjekTHpaibe HHDY3Hja, HIM OpaneH pacTBOp CONPXH:
769 mg jonpomuy (EKBHBAJIEHTHO Ha 370 mg Bp3aH jon).

3a I[eJIOCHATa JIMCTa Ha IIOMOIIIHM CYIICTAHUHAH, BHAETE TO AeNOT 6.1.

EXCHATINEHT co IIO3HQTO AejcTBo: Cekoj ml cogzpxu Zo 0,01109 mmol (exBuBanentuo Ha 0,2549 mg)

HATPHYM.

3. 0APMAIIEBTCKA ®OPMA

Yarrpagucr -370: pacTBop 3a HHjekTHpalbeA HHDy3Hja, ANA Opay1eH pacTBop

TIposupeu, 6e360eH no Grexo XKOJITEHHKAB pacTBop, 6e3 4YeCTHYKH.

@u3H4KO-XCMHCKH H CBOjCTBA:

150 240 300 370

pH 6,5 - 8,0 6,5-8,0 16,5-80 6,5 - 8,0
Bucko3utet (mPa's or cP)

Ha 20°C 2,3 4,9 8,9 22,0
Ha 37°C 1,5 2,8 4,7 10,0

OcMOTCKH IIPHTHCOK Ha 37°C
(MPa) 0,86 1,22 1,59 2,02
(armoc.) 8,5 12,1 15,7 19,9

OcmonanHocr Ha 37°C
(Osm/kg HO) 0,33 0,48 0,59 0,77

Ocmonapaocr Ha 37°C
(Osm/l pacts.) 0,28 0,36 0,43 0,49

T'yctuna (g/ml)
Ha 20°C 1,164 1,263
Ha 37°C 1,158 1,255

Monekyrapra TOKHH2 (g/mol) 791,12

1.328 1.409

1,322
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4 KJHHUUKH OCOBEHOCTU

4.1 TepaneBTCKH HHAHKALHH
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OBoj MEXHLUHCKH IIPOH3BOA1 € HAMEHET CAMO 3a JHjArHOCTHUKA yIIoTpeda.
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Yurtpasuct-370:
Anruorpaduja, aurnokap1anorpabnja, AATATANHA CYNTPAKLACKA aHrHOrpahuja

Ilono6pyBarse Ha KOHTpacTOT BO KOMIIjyTepH3npaHa ToMOorpaduja

Yporpaduja
Busyerusannja Ha TEJIECHH INyILIHHH

(Uckmy4ox: muenorpauja, BEHTPHKYJIOTpahuja, uuctepHorpaduja)

Varpasucr -370:
Ce KOpACTH kaj BO3PacHH 2keHH 3a MaMOTpahuja CO 3FOJIOMOH KOHTPACT 3a HPOHEHKA U OTKPHBalbe Ha

TlO3HaTH WIM COMHHTENHH JIE3HH Ha N0jKaTa,
- MOKpaj Mamorpaduja (co wm 6e3 yrTpa3Byk) WIM

- kako ANTEPHATHBA Ha MarHeTHatTa pe30HaHlla (MP) nokonky MP e konTpavHyMuMpana ATH

HeyocTanHa.

4.2 Aosnpame u HAHMH Ha aniuKkanuja

Onnra axbopMarau
Hosara Tpe6a Ja ce IIPHJIQTOHM BO COTIIACHOCT CO BO3pacTa Ha NALHEHTOT, TEKHHATA, CPLEBATA U

6y6pexHata byHKIMja, oMMITaTa cocToj6a, PeIeBAHTHOTO KAHHHYKO IIpalllatbe, kako M YIIOTPeÖeHATa

TEXHHKA Ha HCHHTYBArbe H O6JIACTA IIITO Tpe6a Na ce HCIIATA.

JIekapoT ja onpenyBa CoomBeTHaTa KOHUeCHTpalHja Ha joa 4 TIOTPEÖHHOT BONYMEH 3a CeKOj HAHHEHT

TIOeAHHEYHO. Ha KpajoT OA oBoj zen Bo TaGerapHa DopMa e HaJjeH perey Ha npernopauannTe

BOJIYMEHH 32 Pa3IHYHHTE KOHHEHTPAUHH Ha PACTBOPM Ha JONPOMHA 3a CEKO) POTHOH Ha TOJIOTO LITO

Tpe6a Ja ce BH3yeru3npa.

BkynHara x03B07eHa A03a of 1,5 g joa no kg renecHa TexHHa He Tpe6a na ce Ha[MHHyBa BO exeH

ACH Ha ncnnTyBaHe. Kaj Vnrpagncr-370 Ha BonyMex of IIPHÖNIBKHO 4 ml Ha kg Tenecna TexkuHa.

Ilo NpaBHlo, TANHÈHTATÉ KOH IIPHMQQT KOHTPACTHH CPeAcTBa UHTPAaBacKyJlapHo Tpe6a Aa OCTAHAT BO

JIODKCHKA IIOJIOHK6A 3a Bpeme Ha IIOCT2IIKQT2 3a

3aepejme 20 Konmpacmnomo cpeöcmeo nped annuKayuja

KOHTPacTHHTE cpelcTBa KOH ce 3arpeBaaT AO TOJICCHQ TeMnepatypa IIPOA ANIHKALHjA 1oN06po ce

TOAEPHPaaT H IIOJICCHO Ce HHjEKTHPAaT nopayu IIOMAJIHOT BHCKO3HTET.

3a Öononnumennu 6CIDICHZZ undopMmayuu 3apakysarve, eudeme 20 denom 6.6.

Tun Ha an11mkaumja:

Varpasuct-370: 3a HHTPABACKYHAPHA, HHTPAKABATAPHA WIM OpaHa yr1oTpe6a.

Vindopmaunute nogomy ce HECVBAAT Ha CJIEAHHRE TIOBIHHEYHH O6NACTH Ha an1nkanmja

Hinmpasenosna ypoepapuja
BaxHo ea ce HalloMeHe Aeka H3BeAyBArbe Ha HHTPABEHCKA YpoTpabuja kaj Wella, IIOTpe6HH ce

PeraTABHO BHCOKH 03H Ha KOHTPQCTHO CPCACTBO HOparH cnabata pasnoyomxa CIIOCO6HOCT 3a

KOHLEHTPHPAHE Ha He3pesIHOT HedpoH Ha OyOper.

Komnjymepusupana momoepaduja (KT)
Varpasact-300 Tpe6a na ce ar111n1mpa Kako 6p3a HHTPABOHCKA

HHjeKTOP CO BMCOK IIPHTHCOK. Kora ce KOPHCTaT 6aBHH cke

KOHCTAHTHH HHBOQ BO KPBTA, IIPeIIopauyBaMe IIOJIOBMHA Gogasd na kako Gomyc, a

OCTQTOKOT OA HO3ATA Ma ce Jaye BO POK Où 2-6 MHHYTH,

Bps. Ilponecor Ha CKCHHPARE Tpe6a Aa sanoune 110 3aB
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Kora ce a3BexyBa cnaparna KT, a ocoGexo Kora ce KOpHCTaT TEXHHKH CO TIOBeke NpeCElH, ce

COGHPAAT Pa3THAHA IIOHQTOIIE IOHCKQ IIQLMCHTOT € BO basa Ha Ha 30MBOT. Co Len Wa ce

ONTHMH3Hpa e@eKTOT Ha HHTPABCHCKQTQ 6omye HHjEKHHjA BO PCTHOHOT TO CE HCHMTyBa (ONTHMAIHO

HaBJIeryBarbe CE IIOCTHTHYBA BO PASJIHAHH IICPHOIM BO 3ABHCHOCT OA IIQTOJIOIIIKHTC U3MEHH Ha

TKHBATA), Ce TIperIopayyBa yIIOTpe6a Ha ABTOMATCKH HHjEKTOP CO BHCOK IIPHTHCOK M 6ONyc.

Ilpu usBenysarse Ha KT, noTpe6uata KonnynHa Ha KOHTPACTHO CpeACTBO H CTAIIkaTa Ha AILIHKauHja
ce OApeyBaaT BO 3aBHCHOCT ON OPTAHHTE IIITO Tpe6a Ma Ce HCIIHTAAT, AMjarHOCTHYKOTO HO

3eMajKH TH H TIPEABHA anapaTHTe WTO Ce AOCTATIHH 32 KOHKPCTHOTO HCHHTYBaH€ (Ha TIPUMep,

CKCHHPQHO H BpEMHHA Ha POpMUpakbe CHAMKH). [Ip ynoTpe6a Ha ypexu WTO pa60TaT 6aBHo ce

npernopauyBa UHby3nja, a 6omye HHjekumja kaj 6p3u ckeHepn.

Aluezumanua cynmpaxyucka aneuoepapuja (CA)
Bo mHory cHyuan, UHTpa-apTepnckaTa ICA Moxe Ha pe3yITHpa CO MHOTY nono6peHn CHAMKH ON

TOJIOMHTO KPBHH CaJIOBH M QPTCPHM Ha BpaToT, 6yÖpe3uTe U EKCTPEMHTETHTE, AYPH u BO Kora

KOHLICHTPALIMja Ha jonpomuy 6u Guna HCHOBOJIHA 3a KOHBEHUMOHaIHa aHruorpadhnja.

3aToa, OBO] METOA Ce IIpenopauyBa 3a TIALMEHTU CO HapylueHa GyOpexHa byHKLmja,

IIpu u3BexyBaRe Ha aprepnorpadbnja Ha AONHHTE EKCTPEMHTETH, BO ONPEAEHH cmyuan Moke Ja Önne

HOTpeOHo Aa Ce AILIHHAPAAT IIOTOJICMI KOJIHHHHH Ha KOHTPQCTHH CpeucTBa (okoy1y 200 ml), Ha

lipuMep, Kora Tpe6a Ja ce HCIIMTQ2T ABeTe Hose (BHM TaOeya).

Illanm 3a Oujanusa
Varpasucr-150 e noronex 3a BH3yerH3aunja Ha WAHT 3a AMjarH3a CO Wel Ja ce IIPOBOPM neka

.ÉYHKHHOHAPA HPABHIHO, Tipu WTO ce AILTHHHPA 3-5 ml Yarpagucr-150 co equa unjekumja. He ce

NOTpe6HH TIoBeke On 50 ml KOHTPQCTHO CPeACTBO 3a HeJIATA TIOCTar1ka Ha BH3YENH3ALHjA Ha

HOIIOCPOHHHOT IHAHT cay H BCHCKQ ApeHaxa No V. cava superior.

Busyenusayuja na menecnu wynnunu
KoHTpacTHoTo cpencTBo Tpe6a Aa ce HHjeKTApa Noy ryopockoncko CHERE Kora ce AlLIHLImpa np
aprporpabuja, xucTepocannnHrorpabnja u ERCP (eunockorcka perporpara
XOJIAHTHOTIAHKPeaTorpadbnja).

Koutpactua Mamorpaduja (KM)
Yurpapucr TpeGa na ce HHjeKTHpa HHTPABEHCKH, MO MOXHOCT CO IIOMOIII Ha HHjeKTOp. CHHMAHOTO

3ar104HYBa IIPHÖJIEBKHO 2 MHHYTH NO AIMHHHCTPAlMjaTa Ha KOHTPACTOT.

Bospacuu:
Yutpasuct-300/-370: 1,5 ml/kg renecHa TeXKHHA

JlonosHHTesIHH HHDODMALHH BO Bpcka CO IIOCEÖHH TPYIIH TALHEHTH

Hosopodenuurva u bebura
Be6urbata Ha BO3pacT ION CAHA TOAHHa- OCO66HO HOBOPONEHYHBBATA

- CE IIOIUIODKHM Ha

EJIEKTPOJIHTEH AACOANAHC H XEMOAHHAMCKAH IIPOMEHH. 3aToa, NoKpaj 3MAHETO IIPOHBMA Ha

CHeLAPHAHATA 3HPABCTBEHA COCTOj6A Ha TIALIMEHTOT, NoTpeOHa € U NIPeTTIa3JIHBOCT NPA M36OPOT Ha

HO3ATA HA KOHTPACTHO CPCHCTBO M IIPH H3BeAyBakbe Ha HCHHTYBAHETO.

Tayuenmu co napywena dynxyuja na Gy6pesume
Bugejku jompomuyor peuncu MCKJIHHBO ce uanauyBa npeky 6y6pesnTe Bo HerrpoMeHeTa hopMa,

noTpeGHO € IIOHOJIFO BPOMO Ja ce CJIHMHHHP2 Kaj IALMCHTH CO HapyllieHa PyHKLNja Ha 6y6pesure.
Co leu 1a ce HaMATH PH3HKOT OA OLITeTyBarbe Ha 6yGpesHTe IIPenH3BHKAHO KOMTpA

CPEICTBO, TIAIIHEHTHTE CO IIOCTOJHO OllTeTyBatbe Ha OyOpesute rpe6a Wa

A03a Ha KOHTPQCTHO CpeICTBO (BHAH Aen 4.4 u 5.2). Hero Taka, ce nperiopa
na ce cnequ 6y6pexHaTa pyHkuja HajMar1ky TPH AEHA IIO MCIIHTYB2HO ib
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Ta6ena: Ilpernea Ha o6nactute Ha Ha KOHICHTP2IMP Ha PACTBOPH Ha

jonpomug Tipu HAHjAHOCTHKA CO penareH, HaneH Upeky HHjeKHHja, WIM OpanHa AIJIAKAUHjA -

rIperlopauaHATe pacTBopH ce 3axe6eJeHH:

* Bo MEH (ml)

OGaacr Ha ANIHKANAjA Ha Bp3aH jog
(mg/ml)

HJIM-
AHTHOTDAOH A aHruorpamn a

4

Hepe6pa,1na aurnorpaduja
370 40 -60 25 -30

Topara.1na anrnorpaguja
Aopma

370 50 - 60 25 - 30

AG6Aomuuasina anruorpaduja
Aopma 300 50 - 80 25 - 35

370 40 - 60 20 - 25

A. coeliaca 300 25 - 35 15 - 20

À. mesenterica superior 300 30 - 40 15 - 20

À. mesenterica inferior 300 15-25 8-12
A, splenica 300 15 -30 8-15
À. hepatica 300 20 - 40 10 - 20

A, renalis 300 8-15 5-8
AxrHorpabuja Ha éKCTPEMATeTHTE
Topnu excmpemumemu
Aptepuorpaduja 150 10 - 40

300 20 - 30 10 -15
Dredorpabnja 240 30-40 10-15

300 20 - 30 8-15
Busyennsaunja Ha Want 3a Wujannsa 150 3-50 3-50
Alonnu excmpemumemu
Aprepnorpabnja Ha Kap11nua-Hora 150 ~ 100

300 70 -150 40 - 80
370 60 -120 40 - 70

A. femoralis 300 20 - 30 10-15
DreGorpahuja 240 80 - 100 60 - 80

300 60 - 80 60 - 80

AurHokapanorpapuja
Komopu 370 40 - 60 20 - 30

A. coronaria sinistra 370 6-10 4-5
A. coronaria dextra 370 4-8 4-5
Komujyrepa3Hpana Tomorpaduja
Tnasa BO3pa3HH 240/300/370 100

nea 240/300 2,0 ml/kg TenecHa TexuHa

Leno Teno BO3pacHH 240/300/370 100 -150
neua 240/300 1,0 - 3,0 ml/kg TenecHa TexHHa

HaTpasexo3na yporpadbuja
Bo3pacau 240/300/370 1 - 1,5 ml/kg TenecHa TexuHa

Hosoporxenuur#a < Skg 240/300/370
Be6una 5<10kg 240/300/370
Manu neua 10 < 30 kg 240/300/370

Jeua Ha HIIHA Bospacr > 30 kg 240/300/370

Wynonna na Te1oTo
Aptporpaduja 240/300/370

XucTepocayimmyrorpapuja 240/300/370

ml/k Ha4
ml3
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@ucrynorpapuja 240/300/370 1-10
ERCP 240/300/370 10 - 30

240/300/370 1- 3Tanaxtorpaduja
Esodaryc-kenyaunk-upera 300/370 10 -100
Ypereporpa@uja, perporpanna
yporpadnja, 240/300/370 2- 20

yperporpaduja, nnenorpadnja
Ypunapna uucrorpapuja 240/300/370 250 ~ 500

Bospacuu. 370 1,5 ml/kg TenecHa TexHHa
Konmpacmnamamozpaguja (KM)

43 Konupannankaunn

IIpeocetnupoct (anepruja) Ha aKTHBHaTa WIM joy wiv Ha Koj Guo ON OKCIIHIIMCHCHTO

HABEIEHH BO TOUKa 6.1.

44 Moce6nn npexynpexyBa&a H MePKH Ha nNPEeTNa3JlHBOCT pH ynoTpeba

3a CHTO BMIIOBM AILIHKANHjA

Anepzoudnu unu anadunakmoudnupeaxyuu (peaxyuu na npeocemnusocm)
Ilo ar1nnkannja Ha YarpaBucT, Moxe Ja ce NojaBaT IICEBAO-AJIEPTHCKH (anepronnHn)/peak1an Ha

IIPCOCOTJIHBOCT PJIM APYTA HAHOCHHKPATCKHA peak1ma (KaPIHOBACKyJIaPHH, H KODKHM

peakuHH) He3aBHCHO ON 103aTa. Moxxu ce IICeBIO-AJIePTHCKH peakUHH CO pas11myHa TEKHHA, Ta

AYPH u Wok (BHA M nes 4.8). HajrosemHoT ren on oBHe peaklInn ce CJIyuÿBAAT BO POK OA IIOJIOBHH2

yac IIO AIIHKALNHAjATA Ha KOHTPQCTHH CPENCTBA, HO MOXKHH Ce H OJJIOKEHH PEAKLIHA (no YaCOBH WIM

AEHOBN).

PH3HKOT ON PEaKHHH Ha MpeoceTAMBOCT ce 3roeMyBa BO CJIYUA Ha:

HCTOPHja CO pEAKLHH Ha KOHTPACTHH CPEJCTBA
ANjarHocTHlumpaHa GpoHXHjarHa ACTMA HIN Apyra NpenHcnosnunja Ha anepruu

Ha noueTOKOT Ha cekoe HCHHTyBalbe CO KOHTPACTHM CPEAICTBA, NauHeHTATe Tpe6a Ja ÖHNAT OIICOKHO

HCTIPAIHAHA 38 HHBHQT MeCAHUMHCKa HCTOPHja BO OHHOC Ha TOPOCIIOMOHQTHTO OQKTOPH Ha PH3HK.

MaxukauujaTa Mopaa ce YTBPIH BO CTPOTH TPaHHLH 3a NAIHEHTH CO asleprucka AHjATE3a, nopa1m
IIOTOJICM PH3HK OA PeaKIIHH Ha IIPEOCETIIHBOCT (BKIIYYUHTEIHO M TEIIKM PeAKLHH).

Tlopagu HHBHAaTa HEPENOBHA 110)aBa, BQKBHTO HACTAHH He Ce TIPENBHILIHBH BO KOHKPCTHH CJIY4AH.

Tlauuentute TPETHPAHH co 6eTa-6110KaTOPH Moke Ja HOKHBEAT IIOCHJIHM PEAKLAH Ha TIPEOCETJIHBOCT,

oco6eHo Kora HMaaT GPOHXHjANHA acTMa.

Tlonatamy, HALIHEHTHTE KOH AOXKHABYBAAT PeaKLMH Ha NPEOCETIHBOCT, a 3eMaaT U 3EMaaT GerTa-

6noKaTOpH Moxe Ja GHIAT OTIIOPHM Ha CTAHAAPAHHOT TPOTMQH CO GeTa-aroHUcTH.

co KapAHOBackyJlapHHn 3a6oTyBalba KOH HMQQT TELIKA peak1mja Ha IIPCOCOTJIHBOCT ce

H3JIOXKEHH Ha IOTOJICM PH3HK 3a CepHO3HH, Ma IypM M PaTarHy NOCIEAALH.

Bo TakBH yun, OHHOCHO kaj HAUHEHTA CO 3TOJIEMEH PH3HK 3a AIEPTOHAHH pea
Beke YMepeHH AO TOIIIKM AKYTHH PEAKLHH, HALHEHTH CO QCTM2 HN

noTpe6eH MEIHLHHCKM TPCTMQH - Tpe6a Ja ce Pa3MHCHH Aan Ja ce KOPMCT

KOPTHKOHJIH npen HCTIATYBAHE CO KOHTPQCTHH CPE/JICTBA.

TH KOUN
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]lodeomoeka 3a umna cumyayuja
be3 orIen Ha KOMYMHAaTA H BHIOT Ha AILIHKAHHja, A1YPH H Gnaru AIEPTOHAH

IpBH 3HAUH Ha CEPHO3HA AHad'HJIaKToHJIHa peak1mja koja Sapa JiekyBarbe. [lo
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joqupanute KOHTPACTHH cCpeycTBa Tpe6a Ja ce KOpHcTaT CAMO BO MEHAUHHCKH CpenHHH Kalle IIITO

HMa AOCTANHO JIeKyBalbe 3a HTHH CHYUAH, OHOCHO Kalle LITO HM& HOTPEOHA OIIPCM2 H JIEKOBH,

J16KapH CO JOBONHO KIIHHHUKO HCKYCTBO, Kako H o6yuex MEXHLHHCKH MepcoHall 3a ACHCTEHHHjA.

3aToa, MOpa Ja MMA MO)KHOCT 3a CIIPOBE]YBAHBE HTHH MEPKH Kaj CHTO HALHEHTH CO Ted Ma ce JIEKYBA

CepHO3Ha peaklluja H 1a MMA IIPHCTAIT 20 HOTPEÖHHTE JIeKOBH 3a PTHM CJIYHAM H PTOH

XHPYPLIKH KOMINIET.

IlannexTor Tpe6a na ce HaGJBYAYBA HajMAJIKY IIOJIOBMHA Yac MO 3ABPIYBAH€TO Ha AIJIHKAUMAjATA,

Gunejku HCKYCTBOTO IIOKA)KYBA ACKa H2TOJIOMHOT Aes CepHO3HH HHLHAOHTH CE CJIYAYBAAT BO OBO)

BPEMEHCKH IIEPHON.

Tewxu necakanupeaxyuu na Koocama (SCAR)
IIpn Ha jONPOMHA CO HeTIO3HATA YECTOTA Ce IIPHjABEHH TeLUKA HECAKAHA peak11un Ha

koxata (SCAR) BxryuyBajku Stevens Johnson CHHAPOM, TOKCHHH2 emMaepMamHa Hexpomu3a (TEN),

peak1nja Ha JIOKOBM CO e03HHObHNIRja H CHCTOMCKM CHMIITOME (DRESS) a akyTHa TeHepannsupana

er3aHTeMaTo3Ha n1yCTy103a (AGEP), koja Moxea 6uge orlacHa 110 KHBOT, ekcdouMjaTHBeH

nepmaTaTuc, Stevens Johnson cHHapom.

IlaumeHnture Tpe6a Ha GAJHAT P3BCCTCHM 3a 3HAIMTE A CHMITOMHTE A BHAMATEJIHO Aa ce CJIENAT BO

OHHOC Hapeak Ha KOXKATA.

Kaj neraTa, IIPBMHHATQ II0jaBa Ha OCHII MO2KO IIOTPCIIIHO AA CE IIPOTONKYBa Kako u

Jlexapute Tpe6a Ja ja 3eMaT IIPeABHA MODKCHOCT2 3a PEAKHH)A Ha jONpOMHY kaj Lela WTO pa3BHBaaT

3H2I Ha OCHII H Tpecka.

Hajronemuor zen on oBue peak1an ce c1lyunja Bo pox of 8 ceamnum (AGEP 1-12 nena, DRESS 2-8

ceymuyn, SIS/TEN 5 nena no 8 cenmuun).

AKO NAIIHEHTOT pa3BHJI CePHO3HA peakuHja kako mTo ce SJS, TEN, AGEP unu DRESS npu ynotrpe6a

Ha JOMpOMHA, JonpomnnoT He CMee HHKOTAII IIOBTOPHO Aa Ce am1mmapa Kaj OBO} HAUHEHT.

Alucdbynxyuja na mupoudnama »cne3da

Jommpaunte KOHTpacTHH cpercTBa 3a PEHATEH BIMjaaT Bp3 DYHKAAjATA Ha THPOHAHATA HUJIC3JA

HOpaAH CJIO6OHHMOT JOHN COHP2KQH BO PACTBOPHTE, KaKO H HOIIOJIHHTCJIHHOT JONAA OCJIO6OHOH BO

TeNOTO NO AILIHKALHJATA HOPAAH AEjOHHHANAjA.

Kaj naumeHTu co AHjATHOCTHUAPAH WIM CYCTIEKTEH XMNEPTHPOHAM3AM PJIM Ka) TAUHEHTH CO

HOAyAapHa ryYINABOCT, IOTPe6Ha € OCO6GHO BHHMQTOJIHA IpoueHka Ha PH3HKOT HACTIPOTH

IIPUNOÖHBKHTE, GHIEjKH JONHPAHHTE KOHTPACTHH CpezcTBa MOXKE 1A NPEMA3BAKAAT

XHIIEPTHPOHNH3aM H THPCOTOKCHH2 KPM32 KA) TQKBM HALHEHTU. 3aToa, Mopa Ja ce 1O3H2C

COCTOj6aTa Ha Ha THPOHAHATA HUIE3/IA rip Ha ce KOpACTA Yuarpasucr. Kaj

TALHEHTH CO AHjATHOCTHUMPAH WIM CycheKTeH XHICPTHPOHIH3AM Tpe6a Ja ce yTBpAM HAIH HMa

noTpe6a of 3eMalbe TIPEBEHTUBHH TUPOCTATCKH JICKOBH.

Vima n3BeurTAH 3a pe3yITaTH ON TECTOBH Ha DYHKLHjATA HA THPOHAHATA aes 1a KOM yKaxKyBaaT HA

XHIIOTHPOHIM38M WIM MHWIMBa CYIIpecHja Ha THPOHAHATA 2Ke34a NO AIMIHKAUHjA Ha JOAHP2HH

KOHTPACTHH cpeCTBa Kaj BO3P2CHH H HEAAjATPACKH rauHeHTH. Ilpea ynoTpe6a Ha joqupaHu

KOHTPQCTHH CpenCTBa, TpeOa Aa ce HMa NpexABHA HOTEHHHjANIHHOT PH3HK OF XHHOTHPOHJH3AM Kaj

II2LPCHTH CO AAjATOCTHLHHPAHA WIM CYCHEKTHA AACYHKUHjA HA THPOHAHATA XUIE3JIA.

Aeya
Kaj nequjarpucku naMeHTH IIOM2JIM ON 3 TOAMHH NO EHHOKPATHO H IIOB abe Ha

M MED

KOHTPACTHH
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XHNOTHPOAHM3AM WIM TPQHBMTOPHA THPOHAHA cynpechja
Oo 15% 3aBHCHO ON BO3pacta Ha HHIHBHAYHTE Kou Ouse CIIEIEHH Ka di
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areHC KOj COAPXH jOZ H HajyecTo € kaj HOBOPOJIEHYHIBA U TIPEABPEMEHO poyeHH
6e6Hrba. Hogoporenun#aTa Moxe HCTO Taka ya ÖHNAT H3JIOXEHH npeky MajkaTa 3a BpeMe Ha

GpeMeHocTa.
Tlomana Bo3pacT, MHOTy Mayla POAHIIHA TeKHHA, IIPEMATYPHOCT, NPONPATHA 3a6oJTyBarba KON BJIMjaaT
Ha PYHKHAjATA Ha THPOHAHATA HYIE3/(A, HPECTOj BO CAHHHLH 3a HCOHQTAJIHQ WIM IeXAjATPACKA
HHTeH3HBHA Hera H KOHTCHMTQJIHH CPIICBM 3a00slyBalba Ce IIOBP32HM CO 3TOJIEMEHHOT PH3HK ON

XHTIOTHPOHAH3AM IIO H3AOXYBAHE HA KOHTP2CTHH CpeJICTBA KON COApXAT jon. Dequjatpuckn
IIQIMCHTH CO KOHTCHHTQJIHM CpueBH 3a6071ÿBaHA MOxeA ÖHNAT BO NoroueM PH3HK
nouectaTa H0TpE6A Of BHCOKH A03H Ha KOHTPACT 3a BpeMe Ha HB23HBHM CPICBM Npollexypu.

XHHOTHPOHAH3MOT BO ACTCKa BO3P2CT MOKCa TO HAPylIM KOTHATHBHHOT A HEBPOJIOLIKM pasBoj U Wa

ce n10jaBH NoTpe6a ON 3AMECTHTEIHA THPOHAHa XOPMOHCKa Tepar1nja. [lo H3110>KyBarbe Ha KOHTPQCTHM

CpencTBa KOH COIPDKQT jon, TIOTPEÖHO € HHIIHBHAYAIIHO CHEAÈHE Ha THPOMI1HQT2 hyHkuHja GasmpaHo
Ha HPHCYTHHTE PH3HK PaKTOPH, OCO66HO kaj HOBOPONEHAAHA H IIPCHBPCMCHO poneHH 6e6Hlba.

Hapyuyearea na LHC
co HapylllyBalba Ha LHC moxe na Ganar H3J0XEHU Ha 3TOJICMOH pH3HK Ja UMaaT

HEBPOJIOLIKH KOMILIHKALIHH BO BPCKa CO AILIHKALHjATA Ha jonpoMax. HeBporoikATe KOMIUIHKAIHM

ce TIOYECTH npu WepeOpanna aHruorpadyja H CJIHAHH NPOUEyPH.

Hua n3BeurTan enuedanonatuja np ynotpe6a Ha jonpomug (Bun Zen 4.8). Ennebanonatujara on

KOHTPACTHH CPeJICTBA MODKO 1A Ce MaHH CO CHMIITOMH H 3HAUH Ha HEBPOJIOLIKA

AHCYHKAHjA, KAKO ITO ce TJIABOÖOIKA, H2PYIIIYB2HO Ha BHJIOT, KOPTHKAJIHO CJIENMJIO, KOHŸy3Hja,
Hana, ry6eHe Ha KOOPAHHANHjA, XeMArIape3a, adbasmja, GecosHaHHe, koma x HepeGparen eJeM.
Camnromure OÖHYHO ce IIOjaByBaaT BO POK ON HOKOJIKY MHHYTH IO HCKOJIKY Yaca No AILIMKAUH)ATA
Ha JOIIPOMHA A O6MLHO HCUE3HYBAAT 3a HCKOJIKY CHA.

DaxTopyTe Kon ja 3TOJIEMYBAAT IIPOIIYCTJIBOCT8 Ha KPBHO-MO30YHaTa GapHepa ro

TIPCMHHYBalbeTO Ha KOHTPQCTHOTO CPCHCTBO BO HEPEÖPANIHOTO TKHBO, LITO BCPOJQTHO AOBEJYBA 20

peak11mH Bo IIHC, na npumep, enuedanonatnja.

Jokonky IIOCTOH COMHEBAIRE 34 enledasonatuja OA KOHTP2CTHH CPEACTBA, Tpe6a Aa Ce 3amoyHe CO

COOABETEH MEAHLHHCKH TpeTMaH, a ATLIHKAUH)ATA Ha JOIIPOMM He CMEE la Ce TIOBTOPH.

Xudpamayuja
Mopa na ce o6e36exm coonBeTHA XHAPATaLIHja kaj CHTE NAUHEHTH Npey MHTpaBackysapHa anMkayja
Ha YIITpaBHcT. Opa ce oxHecyBa oco6eHo Ha HALHEHTH KOH Ce H3JIOKEHH Ha 3TOJICMCH PH3HK OU

akyTHO Gy6pexHo OIIITCTYBAHO NOBP3aHO CO KOHTPQCTHO cpeuctso (PC-AKI) (Bunere nen 4.4

„NIHTpaBackyJlapHa ar11nkaumja - akyTHO 6y6pexHo OIITETyBarke"), KQKO U Ha HALUHEHTA CO

HONHYPHja, OJIUryPHja, HOBOPOHEHAHEA, 6EÖHRA, Mas ella H TIOCTAPH HAUHEHTH.

Kaj nogekeTo Mo MoTpeGa, MOKO Ja ce IIOCTHTHO COOHBOTCH CTQTYC Ha XHAIPATANH)A.

Tpe6a na ce yTBpAM Aay1H nma NoTpeba ox npobHTAKTHKA HHTPABEHCKA XHAPATALHjA, OCOÔEHO kaj
HAIIHEHTH CO 3TOJICMCH PH3HK On PC-AKI. OnaykaTa 3a Toa Ha KOH HAUHEHTH UM € moTpe6ua

HpOŸHIAKTHUKA HHTPABEHCKA XHAPATAHjA Tpe6a Na ce 3QCHOB2 Ha IIPOIIOP2KH ON HAjHOBHTE
KIHHAUKH YTIATCTBA Ga3HPAHH Ha Aoka3sn U HHAABHAYANHHOT COOAHOC KOPHCT-PH3UK. OBa Tpe6a da

BKJIYUYBA pasrIenyBarse Ha IPHMEHETATA A03a (Ha TIpHMep, BHCOKA 03a), HAUHHOT Ha AIUIHKALHjA

(n310xeHocT Ha ,,IpecHcTemcka EIIHMHHAUMja") Iu 6y6pexHaTa byHKuHja (IpucycTBo Ha TOIIIK2

6y6pexna axcyhaunenunja). TpeGa na ce 3eMe MpexBHA MpHcycTBOTO Ha MpompaTHH Gonectu. Bo

CJIYUA) Ha HPONPATHA cpLeBa GoxecT (Ha npHMep, HanpexHaTa cpueBa cra6ocT), npObHIAKTAUKATA
HHTPABCHCKA XHJIPATAHHjA MODKC Ja AOB€EHE AO CCPMO3HM KAPAHOJNOLIKA KOMILTHKAUAH (Buxere THH

aeroBuTe4.4 ,.UntTpapackylapHa aniukaugja - akyTHO 6y6pexHo OLITETYBArke" KynapHa
66 x nenoT 4.8 ,,TaGeruparse x
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ANKCUO3HOCM

YcnoBy npH KOH HMa IIpekyMepHa BO36YHa, BO3HCMMPCHOCT H 6onka MOKO a TO 3TOJIEMAT PH3HKOT

ON HeCAKaHH JjejcTBa WI TOBP3aHu CO KOHTpACTHU CpeicTBa. Tpe6a na ce MUHHMH3RPaaT

CHTO YCJIOBM LTO IIOTTHKHVBQQT BO3HEMHPEHOCT.

IIpemxoöno mecmupare
He ce npenopauyBa npeTXoNHO TéCTHPARE Ha IIPCOCCTJIWBOCTA CO MAJIA Ro3a Ha KOHTP2CTHO

cpencTBo, 6HxejkH OBO] npACTan He o6e36exyBa NpeABHAJIMBOCT, TyKy NOHEKOTAUI A HOBE]YBA JO

CEPHO3HH, a IIOHCKOTQIII AYPH H CMpTOHOCHH peaK1mm Ha IIPeOCETIIHBOCT.

Hurpasackyrapxa AILIHKAUHIA

Kapouosackynapnu sabonysarsa
Tlauueutute co CePHO3HH KapIHOBackyJIapHH 3a00s1yBalba WIM TOIIIKA KOpoHapHa cpueBa Gomect ce

H3JIOKEHH Ha IIOTOJIOM PH3HK 3a KIHHHUKH PCJICBAHTHM XOMOHWHAMWHKM IIPOMEHH K APHTMHja.

Opa ce oxHecyBa oco6eHO No HHTPAKOPOHAPHA, JICBA BEHTPAKYJIAPHA H PCCHA BOHTPHKYJIQPH2

aNIHKAUHjA Ha KOHTPACTHH CpelcTBa (BAJETE Aes 4.8).

Oco6eHo v3NoxKeHH Ha PH3HK ON CPIICBM peakUHH Ce CO cpueBa CIIA6OCT, TOIIIK2

KopoHapHa cpueBa 6OJIECT, HecTaOwiHa QHTHHA NEKTOPHC, 3a6071YBAHA Ha CPHEBHTE 3AIHCTOUH,

HCOH2MHCIIICH MHOK2PHOH HHPaPKT, CO KOPOHApeH 6ajriac H NALHEHTH CO TyJIMOHasIHa XHTIEPTEH3Hja.

Marpasacky1apHoTo HHjeKTHparse Ha MOXKE Ja IIPeJIH3BUKA IIYJIMOHAJICH EJEM Kaj

IIQLMCHTH CO cpleBa HHcydHrumenHumja,

To uHTpaBackyJlapHa ADJIHKAHHjA Ha KOHTPQCTHOTO cpeycTBo MODKO IA Ce HOjABH aKYTHO

Ha OyOpesuTe NOBp3aHO CO KOHTPQCTHO cpeycTBo (PC-AKT); oBa Moxe ya ce

ManHnudecTupa KaKO MHHJIMBO HapyIuyBaHe Ha OyOpexuata dyHKIMja WIM Aypu À akyTHa 6y6pexHa

HHCyunHenuyja BO peTKH CJIyuan.

IIpequcnonmpayukn bakropu ce: nocTojHa 6y6pexHa uHcydulMeHuHja (Bunete u ner 4.2

JononanTenHa HHŸOPMAHHA BO BpCka CO NoceOHH TPyIIH HALHMEHTH - HAUHEHTH CO HAPYLIEHA

6y6pexHa byHkumja"), nexuapauuja (Banere x zen 4.4 „Cute BMAIOBM Ha am1nkanmja -

XHApaTaunja", xHja6eTec MeHHTyC, MYATANEH MHENOM/NAPANPOTEHHEMHjA, BHCOKH Ao3u Ha

KOHTPACTHH CpeJCTBA IIOBCKCKP2THH HHjEKTHPAHA Ha VJIITPABUCT.

Taumenrure co ymepeno 240 Temxko Hapymena 6y6pexna hynkuja (eGFR 44-30 ml/min/1,73m°) ce

H3J10XCHH Ha STOJIEMEH PH3HK ON PC-AKI Bo cayuaj Ha HHTPa-apTepHCKa aILIHKAUHjAa Ha KOHTPQCTHO

cpeacrBo H 6y6pexkHa P3JIODKCCHOCT Ha „IIPECHCTEMCKA
66

(Ha npHMep, AAPeKTHA

Ha KOHTpacTHO CPOHCTBO Bo 6y6pexkHaTa apTepHja, TOpaka11na H CYIPapeHATIHA

a610MHHAJIHA AOPTA).
Tlanuentute co yMepeHo0 TEIIIKO Hapy1ena 6y6pexHa bynkumja (eGFR <30 ml/min/1,73m°) ce

M3JT10KeHH Ha 3TOJIOMCH PH3HK Of PC-AKI Bo c11yuaj Ha HHTPQBCHCKA WIM HHTPa-apTepucka

ATLIHKAHHjA Ha KOHTPACTHO CpeACTBO H Oy6perxkHa H3HOKEHOCT ,,IpecHcTemcka EHAMAHAUHjA" (Ha

HPAMEP, NO HHjeKTHpakbe BO ECHO cpue, GerorpoGHa aprepuja, KaPOTHAHA apTepnja, Cy6KNIaBHjay1Ha

apTephja, KOPOHAPHA apTepAja, Me3eHTepH4Ha APTePHja AH HHbpapeHarHa apTepuja) (BAHeTe x nen

4.4 „Cure BHAOBM Ha aTLIAKAUHjA - xMAapataunja").

MinTpasackynapHHoT YITPaBHCTMoxke Ja Ce KOPHCTH kaj HaUHEHTH 6e3 pesuaty 6pexHa

EJIHMHHHpaaT Ipeky AAjann3a. BenHatt Mo PAHHONOIUKOTO HCHHTYB

XEMOANJAIu3a.

Kou e NoTpebua
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Bo cayuaj Ha remxa 6y6pexHa HHCYbHIIMEHLNja, CeKOE AONONHHTEIIHO CCPMO3HO OLITETYBalbe Ha

HPHHOT HPO6 Moke 1a pesysITHpa CO CEPHO3HO OJUIOKEHO EJAMAHHPAIE Ha KOHTPACTHOTO CPEJICTBO,
3a ITO MoXea Gute IIOTpeÖHa XeMOHHjarH3a.

Zlujabemecmenumyc
3a na ce H36erHe MJICHHA AUH/I03a, CO AHjabeTec MOJIMTYC KOH Ce JIekyBaaT CO

MeT(opMuH Tpe6a 1a TO H3MepaT HHBOTO Ha KpeaTHHHH BO CepyMOT IIpeA HHTpaBackysapHa
aTJIHKAUH)a Ha joqMpaHo KOHTP2CTHO CPEeACTBO (BHAIETE Dem 4.5).

Bp3 ocHoBa Ha pe3yTaTute ON TecToT 3a Gy6pexnata byHkuuja, Tpe6a na ce yTpBaM Wain HMa

noTpe6a 3a IpeKHH Ha TIOCTOjHa TeparHja CO METhOPMHH.

Kaj umnu nayuenmu u Bo Cnydaj Ha OTPaHHAEHA WIM HenosHaTa 6y6pexHa bYHKLHja, JICK2PHTC Mopa
BHMMQTCJIHO Ja TH TIPOUEHAT PH3HLIATE HACIIPOTH NpHAOOMBKUTE ON HCIIHTYBAHETO CO KOHTPQCTHO

CPCHCTBO H Mopa Aa TA HPESEMAT HOOIIXOHHMTC MEPKH Ha TIPETIA3IHBOCT: TIPCKHHYBabe HA

Tepar1njara co MeTHOPMHH, XHAPATALHjA Ha HALHEHTOT, CIC Ha BpenHOCTuTE Ha 6y6pexHaTa
DyHkumja, cepyMcku JIAKTAT 4 pH 1 BHMMQTCJIHO crienere Ha IIQLMCHTOT 3a KaKBH OHJIO KJIIHHHYKH

3HAUH Ha MJICHHA

Tpom6oembonuunu nacmanu
EAHo CBOjCTBO Ha HOJOHCKHTO KOHTPACTHH CPEJICTBA € HABHOTO HHCKO MCIIIQHC CO HOPMQJIHHTO

asnoromxn byHkumm. CencrBeHO Ha Toa, Had6op OÙ JICUG Opeanusam, HOJOHCKHTO KOHTPACTHH

Cpe/ICTBA ce OJJIHKYBAAT CO nocJ1a6 AHTHKOATYIAHTEH edext, OTKOJIKY JOHCKHTO KOHTPQCTHH

cpencTBa.

TIokpaj caMOTO KOHTPQCTHO CpeAcTBo, 6pojHH ApyTu daKTopH MODKO Ja TIPHAOHECAT 3a II0jaBa Ha

TPoM60eMÖONHYHH HacTaHH. OBue PAKTOPH BKIÿ4ÿBaAT: BPOMCTP2CHC Ha HCHHTYBAHBETA, 6POjOT Ha

HHjeKTHPAHA, MATEPHjANATE OA KOH ce H3P86OTOHM KQTCTCPOT H INTIPALIOT, XPOHHHHHTO 6ONECTH 1

JICKOBHTE LITO ce HaBAAT UCTOBPEeMEHO. OBa Tpe6a Ja ce 3eMe MpeABU BO KOHTEKCT Ha

kaTeTepH3alluja Ha KPBHUTE CAJIOBH 3a 1A Ce MAHAMH3HPa PH3HKOT ON eMGonHja H Tpom6o3a
NOBp3aHa CO HCNATYBaBeTO. OcoGeHo Mopaa ce KOPHCTAT BHHMQTOJIHM AHTHOTPAbCKH TEXHHKH,

kaTeTepoT Tpe6a 4ECTO Ja Ce H3MHBQ CO COJICH PACTBOP (aKO € MOKHO CO XETIAPHH), a

IOJIOKYIIHOTO BpeMeTpaerke Ha IIOCTQIIKQT2 TpeOa Ja ce CBee Ha MAHAMYM.

Hapyuyeara na LHC
Tpe6a na ce BHHMABA BO OHHOC Ha HHTPABACKyJIapHaTa AILIHKAUH)A kaj NAUHEHTH CO QKYTCH

nepe6paren uHbapKT WIM akyTHa HHTPAKPaHHjaJIHA Xemoparuja, kaj NANHEHTH CO GOJIECTA KOM MOKC

Aa ja HapyIaT KPBHO-MO30YHaTa GapHepa, Kako M Kaj NAUHEHTH CO nepe6parenH eneM WIM QKJYTH2

nemueraanzaugja. [lo Ha KOHTP2CTHO CPEAICTBO, HHHHAIEHHATA Ha mepe6pan1un Hanan
MokeA ce 3TOJICMM Kaj II2LIMCHTH CO HHTPAKPAHHjANHHA TYMOPH, MeTacTa3H HIM ENMJIEIICHjA.

Hesponouikute CHMIITOMH KOM HPOH3IErYBAAT Of EPeÖPOBacKyJIapHH HapylliyBalba,
HHTPAKPAHHjAIHA TYMOpH HJIH METACTA3H, ACTEHCPATHBHA WIM BOCIIQJIHTOJIHH IIPOIICCH Moxe ja CE

BJIOIIIQT CO HHTPA-APTEPHCKA AILIAKALHjà Ha KOHTPQCTHO CPEACTBO. Mnrpa-apTepuckara ar11nkaunja
Ha KOHTPQCTHO CPOIICTBO MOKO Ja NpeAH3BHKa BA3OCIIA3MH H IIOCJICHOBQTOJIHM LepeGpaJIHA
HCXEMUUHH henomenu. Ilauaexrure co CHMIITOMATCKH HaPy1ILÿBAHA,
HCOH2MHCIIICH MO304eH yAap WIM YECTH MMHJIMBM HCXEMHUHH HAITAHH Ce MOA IIOTOJICM PH3HK Aa

CTPAJHAAT ON HOBPOJIOIIIKH KOMILIAKAUHH HPEHA3BHKAHH Of KOHTPQCTHH CPEJICTBA.

Ce npenopauyBa Ha na ce MMA QHTHKOHBYJI3HBH8 Tepar1nja 3a HTHA YIIOT

Hononnumennu bämopu Ha PZI30IK

XHIIEPTEH3HJAa no HHTPABACKYTApHA Ha KOHTP2CTHO CPEACTB D <<

À
K oS

coneOnE

TlammeHTuTe co ce P3JIODKCHM Ha IIOTOJICM PH3HK 3a paseox OMO HTOM zo&

VaTpaBacT MODKC na TH BJIOHIH CHMIITOMHTE Ha MHjacTeHHja TPABHC. » ©z» à
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Ynotpe6a Bo TeecHH

He Tpe6a na ce mpasu ERCP co Y11TpaBucT kaj HaHHEHTH Co akyTeH TIAHKPEATHT U akyTeH

XOJIAHTHTHC 6e3 NpeTXoqHa BHAMATENHA TIPOLICHKA Ha pH3AUATE 4 IIPHNOÖHBKMTE. [locrankata Mopa

Na Ce OHIJIOKM MONEKA HE CE IIOBJICH2T QKYTHHTO CHMIITOMM (3-4 CeIIMHIIM), OCBeH aKO He Ce IIOTPEÖHH

HTHA TepaneBTCKH MepKH KQKO LITO Ce OTCTpaHyBalbe Ha OIICTPYKTHBCH KAMEH Gajriac Ha

CTEHO3a.

Konmpacmnamamozpapuja (KM)
Mamorpadujata co 3romeMeH KOHTpacT pe3ÿJTHpa CO IIOTOJIOMA P3JIODKCHOCT Ha II2LIMCHTOT Ha

joHusupauxo spauerse of CTAHHAPAHATA Mamorpadyja. JIosaTa Ha spauere 3aBucH ON xeGenmHaTa Ha

AOjkaTa, THIIOT Ha MAMOFPabcKHOT CHCTEM IIITO Ce KOPMCTH U CHCTEMCKHTE HOCTABKH. BKyIIHaTa A03a

Ha 3payelbe WTO ce KOPHCTH BO KM ocTanyBa IIOA TPaHHIIATA HOCTABEHA BO MeryHapodHuTe YTIATCTBA

3a MaMorpadyja (non 3 mGy).

Undopmaunu 3a EeKCHHIHEHCH

OBoj MeIHLIHHCKH IIPOH3BOA COAPKM IIOMAJIKY on 1 mmol HaTpayM (23 mg) no 103a (Gaszupano Ha

HpoceyHaTa KOJIHYHHA 3a sInue CO TOKEH2 ON 70 kg), onHocHo BO CJIIITHHA € ,,6e3 HATPUYM".

4.5 Wurepakynja co ApyrH JICKOBH u Apyru dopMH Ha HHTEPAKHAjA

Bursannna (Metbopmun): Bursanuaute Moxe na ce OJIMMHHHPAAT CO Kaj HAUHEHTH KOM

CTpazaaT og akyTHa 6y6pexkHa HIM CepHO3HO XPOHHYHO 3a0oulyBabe Ha ÖyOpesure,

IITO TIOCJIeHOBATEJIHO MODKOA CE AKYMYJIHPaaT, 4 CO Toa BCPOJQTHO Ja HPEAH3BHKAAT MJTIeUHA

aln1032.

Bunejkn ynotpe6ata Ha VarpaBacr Moxe Na 1oBene 10 Hapy1eHa Oy6pexHa dyHKIMja WIM MOXE Ja
TO BJIOIIIM Ha 6yOpexnata byHKLMja, HALHEHTHTE IIITO METhOPMHH Moxe Ja
ÖHNAT M3JIOKCHM Ha 3TOJIOMOH PH3HK 3a Pa3BOj Ha MJIOHHA ALHAO3A, a OCO66HO NALHEHTH CO NOCTOjHO

Hapy1llyBalbe Ha 6y6pexHaTa pyHKunja (BuaeTe nen 4.4 „VÜHTpaBackynapHa
- akyTHa

6y6pexHo OINTETYBarbe"). Bo 3ABHCHOCT ON PE3yIITaTHTe ON TecToT 3a 6y6pexHa byHKumja, Tpe6a

BHMMQTOJIHO AA ce pasrleNa alu € NpenopayIMBo Aa ce HAIIPQBM IIPOKHH Ha JIEKYBAHETO CO

MeT@OpMHH.

Vutepseyxun-2: TpeTMan co HHTEPIIEYKHH-2 (NO HOKOJIK CeAMHLH) € NOBp3aH CO

3FOJIOMCH PH3HK 32 OJUIOXKEH HOYETOK HA PEAKIIHM HA KOHTPACTHH cpeycTBa BO Bpcka CO ynoTpebata

Ha VJITPaBHCT.

Panuonsotonn: To unTpaBackynapHa aNIHKaLHja, KOHTPACTHUTE cpencTBa LITO COHPXKAT joy MOKO

Aa ja HAMAJIAT cnoco6Hocta Ha TKHBOTO Ha THPOHAHATA XJIESJA Aa ancopOHpa H30TOTIH. Kako

HOCHEHHLA Ha Toa, AAjATHOCTHUHPAIBRETO H JICKJBQHOTO Ha HaPylueHa hyHKUHjA Ha THPOHAHATA

7a CO THPOCTQTCKH PaHHOH3OTONH Moke Aa Guat HapylleHH HOKOJIKY CEAMAUA HO YIIOTpe6aTa

Ha YIITPaBHcCT, Na aypu À HOHONTO BO H3ONHPAHH CJIY4AH.

4.6 Bpemenoct u nakraumja

Bpemenocr
He ce cnpoBezeHH coogBeTHH U 206po KOHTPONHPAHH CTYAMM kaj 6peMeHH 2KeHH.

EkcnepaMenTaHnTe CTyAUH 3a penipoNyKTUBHA TOKCMHHOCT kaj KHBOTHH, CIIPOBEEHH 3a BPCMO HA

6peMeHOCT, He NOkakaa HIEK2KBM AOKa3H 3a WITeTHH edbeKTH BO OHIHOC Ha pa3BOjoT Ha

em6pnoHoT/bertycoT, palaHeTO HIM TIOCTHATANHHOT pa3Boj, 110 ynoTpeba Ha OHPOMHA kaj r1yfe 3a

IMjATHOCTHHKH LEN. M MERAY
OWE PA[Ay

Kaj xyfero, 6e36enHocTa Ha anJIHKAHHjATA HA KOHTpacTHH CPE/ICTE a peMeñora cè

He € HOBOJNHO HoKaxaHa. H310KEHOCTA Ha 3payerse 3a BP dh ace
yuiTe
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H36erHyBa KOJIKY IIITO € MODKHO NoBeke, Mopa BHMMQTCJIHO 1A CE IIPOLIEHAT ON COKOO

PeHATeHCKO UCHHTYBälbe, co HIIH 6e3 KOHTPQCTHH cpeycTsa. [Ip oBaa MpouleHka Ha PH3HKOT

HQCIIPOTH nPAAOGHBKHATE, WTO ce ONHECYBA Ha YIIOTpe6aTa Ha joqMpaHH KOHTpacTHH CPE/ICTBA, Mopa

Aa ce 3eMe IIPCHBMI M OceTIMBOCTA Ha jo Ha PETAMHATA THPOHHHA 3KJIE3IIA.

OCHEe

Be36enHocTa Ha VITTpaBHcT kaj AoeH4HHa He e npoyuexa. Camo MHOTY Mali Jen Of jOHAPAHO
KOHTP2CTHO CPEJICTBO NOMHHYBa BO MAjUHHOTO MJIEKO. He ce OyekyBa HeraTHBHO BJIHjAHHE BP3

noenuero (Bunere nen 4.4 „JInchyukumja Ha TaponxHaTa 2Ke31a").

Cro6oHHHOT joaux CONPKAH BO PACTBOPOT Ha KOHTPQCTHOTO CpeACTBO U JOHWIOT HONONHHTEJTHO

ocr0607€H BO TOJIOTO MO NaT Ha NEJONMHALIMja ce akyMyJIHpa BO Maj4HHOTO MJIOKO BO IIOBCOK
creneH. Co HeJIa ce 3aIUTHTH NOCHYETO OF Nperoyema H3IOKEHOCT Ha JOHN (PH3HK OA Grokapare
Ha CHHTe3aTa Ha THApPOHAHHTE XOPMOHH), OA 6e36eqHOCHH IIPAHYAHH Ce TIpeTlopayyBa AOCHETO Ha

6e6urba TIOMaJIn ox 4 MeCELH na ce nay3Hpa ABa HEHA H Ja ce PpJIH COTO CHŸOHCKO MIIEKO.

4.7 Edextn Bp3 cnoco6HocTa 3a Bo3zembe H pakyBalbe CO MALHHH

He ce cnpoBerexu CTyAHH BO Bpcka Co ecpeKTHTe Bp3 CIIOCOÖHOCTA 3a BO3eHe H pakyBakbe CO

MallIMHH To ynotpe6a Ha YHITPaBHCT.

4.8 Hecakanu nejerBa

Pesume Ha 6e36enHocHHor pour
Ljenoxynnuor 6es6enHocen Npodun Ha YrpaBuct ce 6a3npa Ha TIONATOLIM 3EMEHH ON KIIHHHYKH

cTyMH Bo Kon Gea BKJIYHCHM 3.900 HALHEHTH IIPen IIOHOTOKOT Ha IIponax6ara, u TIOBeke ON

74.000 malHeHTu HOTOA, Kako H TIONATOLIHTE HO6HHH OF CIIOHTAHM H3B€ELITAH M H3BOPH Ha

HATEPATYPa.

Hajuecro nojaByBay HecakaHH NejCTBa 3aGesexkaHH Kaj NAIHEHTH IIO 3eMame YrrrpaBucr (24%) ce
rnaBpobomka, r'aJeHE M BA30HANATANHjA.

Hajceprosnure HecakaHH AejcTBa 3a6ere>kaHH Kaj HAIIMEHTH IIO 3eMame YITPaBHCT ce

aHaDATAKTOHIEH WOK, peCHHpATOPEH 3acToj, GPOHXOCHA3aM, JIAPHHTEAJIEH EIEM, PapHHrealien €JIEM,

acTMa, KOMa, mepe6parnenH HHapKT, MO3OueH yap, tepe6pareH eneM, Lepe6parHa
HATIANH/KOHBYJ3HHA, APHTMHja, CPIICB 3aCTOj, MMOK2PHIH2 HCXEMHja, MHOKAPACH HHAPKT, CPICBA
cra6ocT, 6parukapHja, HAjAHO3a, HM3OK KPBOH IIPHTHCOK, WOK, AUCITHEA, ITJIMOHQJICH e1eM,

Tipu ynorpe6ara Ha KOHTPACTHH cpescTBa LITO COHPXKAT JON Moxe Ja ce TIOjaBaT TIOBEKE BHIOBH
HECAKAHH nejcrsa. Ce npaBH pas11nka MoMery HENPeABHAIHBH TICEBAO-AJIEPTHCKH peaklIHH (BHACTE
nen 4.4) u bapmakoromku 06jacHABH H NPENBAMIABA OPraHTOKCHAHH peakuau. [cesro-
AJIEPTACKHTE H OPTAHTOKCHUHHTE PEAKLHH MOKCa CE IIOJABAT HCTOBPEMEHO, Taka DITO He € cekoralll
MOXHO KOHCHHO Ja Ce KQTOTOPH3HP2 KOHKPOTHHOT HACTAH.

Ta6enapHa npe3eHTaumja Ha HeCAKAHH HACTAHM

Hecakanute nejcTBa 3a6eneKaHH 110 3CMaHe VIITpaBHCT Ce HaBEHEHH BO TaGeJIATA oNoNy H ce

KaTETOPH3HPAHH IIO kylaca Ha CHCTEMCKH opraHH. beine 136paH HajcoonBerHuorMedDRA Tepmun 3a

na ce onnile onpeneHa peaKLHja, Hej3HHHTe CHHOHAMH H CJIMHHM CHMNITOMH.

Hecakanute JejCTBa Of KIHHHUKHTE CTYAIMM Ce KJIacH D CIIOPEA HHB aba.

YecToTaTa Ha Nojaba Ha HECAKAHH JejcrBa ce zebuHupa cnopen CJIEIHUBE

Boo6uuaeHu (>1/100 ao <1/10)
Hesoo6uyaeHu (21/1,000 ao <1/100)

11 CKOnse



Rare
Heno3HaTo
TOJATOHH)

(21/10,000 ro <1/1,000)
(4ecToTata He MOKO Na ce IIPOICHM Bp3 OCHOBA Ha JAOCTAIHUATE

Hecakan1re xejcTBa 3CMCHM OA npnjaBHTE NO I1IIIT2HO BO nporax6a H OHMO 34 KOM HE MOXKE Ja CE

Aane H3jaBa 3a YéCTOTATA Ha aBa Ce HQBCHCHM Now „HEIIO3HATO".

Kaaca na
CHCTEMCKH

Boo6uyaenu Hesoo6uyaenn Perku Henosxaro

Hmyonomky
CHCTEM

IpeocerrinBoct/ana
$HRAKTOHAHH
peak1mn
(anabnnakTonneH
nox",
Annea®",
Bponxocnasam",

Jlapunreanen
enem / hapnnrease
JIMLeTO,
Exem na jasux),
JIapnnreanen /dap
HHTCQJICH cIIa3aM
Actma® 9

KoHjyHKTUBHTAC",
Comene®,
Kupane,
Ka1nnarbe,
MykoseH ejjem,
Puauruc®),
BacanarocT*,
Hipnraunja Ha

Toro",
Vpruxapuja,
Ueurame,
AHTHOCJEM)

H CHeM9
/enem Ha

§)
3

EHaoKpuHn
3a6071yBaHa

TuporTokcuHa KpH3a,
Hapy1ena dynkunja Ha

THPOHAHATA

IlcuxnjaTpucku
3abonyBalsa

AHKCHO3HOCT

BonecTu Ha

HEPBHHOT CHCTEM
BpTorsnasu1a,
l'raso6onka,
Hacreysunja

Basosarannu
peak1mn,
Kondyanja,
Hemup,
Ilapecresnja/
xHriecresnja,
Ilocnauoct

Koma'.
Llepe6panna
acxeMnja/AHapkr'),
Mosouen ynap',
Hepe6panen exem"",
Llepe6panuu

TipHppemeHo kopTukasHo

Sue
ME JIETIHJIOa)

3HAHHE

363 MHPEHOCT,
NE

3
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Kaaca na Boo6nyaeHn Hesoo6nuaenn Perku HenosHaTo

CHCTOMCKM
opranu

HapyuryBaHa Ha TOBOpoT,
Ilapesa/napan1naa,
Enuedanonatuja on
KOHTPACTHO CpeJICTRO

Bonectu Ha 3amaTeH
OYHTE BHI/HApyIyBa

Ibe Ha BHJIOT

Bonectu Ha OunreTeH cHyX
YBOTO H

JIABHPHHTOT

Hlarnnraunn Taxnkap1nja,
Unjanosa"

BackynapHu Xuneprensuja, Xunorensuja ?, Ilok
3a6071yBaHa BasoaunaTaum) Tpom6oemOonm4HH

a HacTaHn",
Basocnaasam"

Bonecru Ha Tacnnea?, Berronpo6en exe',
HHLIHHTE PecnnpaTopna

MEAHJjACTHHYMOT
Bonectn Ha Ilospakatse, Cromauna 6omka Aucdaruja,
TACTPoHuHTecTuHa Tanerbe OTOK Ha ILTYHKOBHHTE
JIHHOT TPAKT 2Ke3 1H,

Jlajapea
Bonectu Ha bonectH Ha KO>KATA co

KOXATA U nojaBa Ha ILTYCKABLHH (Ha
IIOTKO3KHOTO npaMep, CraBexc-
TKHBO TloncoHoß urn Jlajros

CHHAPOM),
Er3aHTem,
Eputem,
Xuriepxnnposa,
AKYTH2 reHepannsnpaHa
er3aHTeMaTo3Ha

nyCTy103a, Peak1mja Ha
JICKOT CO EO3HHObANAja H

CHCTEMCKH CHMIITOMH

3a6onyBaarbe Ha KomnapTMaH CHHAPOM IIO

CKEJIETHATA ekcrpaBazaunja"
MYCKy1aTypa,
CBP3HOTO TKHBO
H KOCKHTC

s

Cpyesu Borxa Bo APHTMMM
" Cpues 3actoj' Muokapyrex undapxt

3a60JTyBarba Tpaante/cTerar Mnokap1mna Cpuesa cna60cT )
3

€ BO TPAAIHTE HCXeMHIa

3

TATHIITA,
*)

rpay{uTe H
*)

bonectu Ha Hapy11ysame Ha

6yGpesure u 40 DHE
MES

YPHHapHHOoT
wt »%

a)

N kyTHa 6y6pexHa
T aKT [9 HC

3a00/lyBalba H Peakunja Ha

= aHey10o6HOCT,
eCKa,

Onurn Bonka > SANS mExem >
xx4
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*) rpyjaBeHH Ce CJIY4aH OIIQCHM MO KHBOT HHIH CO CMPT

a) ce ONHecyBa CAMO Ha MHTpaBackyslapHa ar11mkammja

§) 3a6enexaHo caMo BO npHjaBH Mo BO nporaxOa (HenosHaTa HCCTOTQ Ha nojaBa)

Hinmpasackynapna ynompe6a
Hecakanure xejcTBa noBp3aHH CO HHTpaBackyJlapHa ATUIHKALHjA Ha JOAAPAHATE KOHTP2CTHM

cpencrsa o6uuHo ce 6naru 10 YMepeHH 11 MHHJIHBH No npnpora. Cenak, Moxe Ja ce TIOjaBaT

CePHO3HH H H3OTHPAHA pEAKLHH, OII2CHH IIO 3KHBOT, 38 KON € TOTpeOHO 6p30 À EPHKACHO HTHO

JleKÿBaHe.

PeaklHHTe KOH KOHTPACTHMTO cpezACTBa ce jaByBaaT MHOTY IIOHCCTO H Ce NOTeLIKH npu
HHTP2B2CKYJIQPH8 AILIHKAUH)A, OTKOJIKY Kora ce AILIHHHPAAT BO TOJICCHM LUYILIHHH (HHTPAAYKTANHA,

HHTPAKABHTAPHA H Opas1Ha ATLIHKAUHjA).

Ynompeba eo menechu wynnunu
Bunejkn Mana KOJIHMHHA KOHTPACTHH CPCHCTB2 MOKC a HABJI63€ BO KPBHHTE CAIOBH TO

HHTPaAyKTalHa WIM HHTPAKABATAPHA AILIHKALHjA, MOXHH Ce H AIEPTOHHH peak1mm IIPH

HHTPAKABHTAPHA ANJIHKAUHjA, Kako IIITO Ce ONMUIAHH Kaj HHTPABACKY/IAPHATA ATIAKALHjA Ha

KOHTPACTHO CPEAICTBO.

CHMIITOMHTE LITO ce TIojaByBaaT BO KOHTOKCT Ha CHHMAHC Ha TOJICCHM MOKC Na BapHpaaT
BO 3€BHCHOCT ON PETHOHOT DITO CE CHHMa H TOHCPAJIHO ce HPEAH3BHKAHH OA KOPHCTEHHTE TEXHHKH 32

HCIMTYBarse. TlonekeTo HecakaHH ae)CTBA Ce CJIYHYBAAT BO POK OA HOKOJIKY 4aCa FO BO

TEJIECHH UIYIITIHHM.

Tipu nononnyBare Ha TeslecHMTe IIIVIIJIMHH CO KOHTPQCTHH CPEACTBA MOXKE Aa Nojze 210 Gomka

ekCTIAH3Hja Ha BOJIYMEHOT.

@H3

H ce 3roJIeMyBarbe
HKHHa MHTE IIQHKPOACOT H NO) Ha TIAHKPEATHTHC, BKJIYHY RRIERATE

UecTOTATA Ha TI0jaBa Ha OBHE HecakaHH JjejcTBy, na ce JOMXKH

Ha 3TOJIEMyBälbe Ha IIPHTHCOKOT BO TECHHTE KAHAJIH Ha TIaHK BLago & Ha
TIOJIHCbe CO

8 "o
m
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3aGenexaHH Ce rACTPOAHTECTHHAIHA CHMIITOMM IIO OpaJ1Ha ATLIHKAHH}A.

IIlpnjasyBame Ha Hecakann AejcTBa
Axo n0ÖHeTe HeKoe HecakaHo AEjCTBO, BeHHAI pasroBapajre co AOKTOp, PapMaLEBT WIM

MEAHIHHCKA cectpa. Opa TU BKITyyyBa H CHTC MOXHH HecakaHH MEjCTBA KOH He CE OTIMIIAHN BO OBA

ynatcTBo. Hecakannte PEaKHHH ON JICKOBHTe MOKC Ja TH TIPMjaBuTe Bo HaumoHanHHOT LCHTQP 3a

dapmarosurunan1ga Tipu Arenuvjata 3a JIEKOBU M MEAHLHHCKH cpeycTsa (y1.C8 Kupan u Meronaj
6p.54 KaT 1) um no emexTpoHCKH nat npexy Be6 crpana Ha Arenumjara https://malmed.gov.mk/, Co

TIPnjaByBar»e Ha HecakaHUTe AEjCTBA, MOXE Ja IIOMOTHCTO ja ce 06e36exaT MoBeKe 3a

6e36enHocTa Ha OBO] JIEK.

49 Ilpenonupame

CMMIITOMMTE Ha mpeyo3upabe MoxeA BKTy4yBaaT AUCOaNAHC Ha Boya/eneKTpomuTH, 6y6pexna
HHCyuumeHuHja, kako H KAPIIHOBACKyJIaPHH H PECHHPATOPHH KOMILIHKALAH.

Ha ekyBarbeTo Tipu Tpenosnparse € Na ce OHPKQT CHTE BATANHH DYHKLHA H BOHHOIII Ja ce
3anlouHe CHMIITOMATCKA Tepannja cnopex Bo cryuaj Ha CIy4ajHO npexo3HpaRe, MoKpaj

6y6pexHara byHKIMja, Tpe6aa ce CJICIIY CeKOj MoxeH xac6aranc Ha BOHQ H ENEKTPOIATH.
YuITpaBucToT MODKC Ja ce AHjATH3HAPA.

5, OAPMAKOJIOIIIKH CBOJCTBA

5.1 DapMAKOAAHAMHUKH CBOÏCTBA

DapmakoTeparieBTCKa KaTerOpHja: PACTBOP/IHB BO BOJA, HEŸPOTPOIIEH, KOHTPACTHO CPOHCTBO 3a

peHAreH co HMCKA OCMOJIQPHOCT (MOHOMEPHO HejOHCKO KOHTP2CTHO CPEACTBO 3a peHyret), ATC Kon:
V08A BOS

JonpoMJoT, cyncraHua 3a noxo6pyBaHe HA KOHTP2CTOT BO CHTC MOTOHIY Ha Ha

VaITpaBHCT, e TPH-JONMPAHO, He-jOHCKO KOHTPACTHO CpEACTBO 38 PEHATEH, P2CTBOPJIHBO BO BONA, CO

MOJIEKyJIapHa Tex4Ha off 791,12 g/mol. Heropute KOHTpacTHH CBOjCTBA Ce NOCTHTHyBaaT CO JOHOT
Koj € CTaGHJIHO Bp3aH BO MOJIEKYJIATA H Koj TH alicopOupa PEHATEHCKHTE 3PAUH.

Konmpacmnamamozpapuja (KM)
Meer cryauu kon sr1yunja 1.531 rranuenT Tu HCTpaxHja AHjATHOCTHYKATE nephopMaHcx BO

PeJIEBAHTHH MocTaByBakba.

Bo cTyquMTe 3a NpoueHka Ha COMHUTeNHH JIE3HH, KM nokaxa 4yBCTBUTeNHOCT on 96,9% no 100% x
cnenmbuunocr on 69,7% no 87% Bo cnopen6a co HArATANHATA MaMorpauja, koja
YyBCTBHTEJIHOCT OF 96,9% u crenabauHocT on 42,0%.

Bo cTyAuHTe 3a OlleHyBalbe Ha TOUHOCTa Ha KM Bo cnopexGa co HpyrHTe A4jATHOCTHUKH METOHH,
KM nokaxa uyscTButTenHoct of 100% x HeraTHBHa NperaKTHBHA BpenHoct (NPV) og 100% Bo

cnopex6a co MP (93% u 65%, p=0.04 x p<0.001, coogpetuo ). Bo cnopey6a co auraTanHaTa

MaMorpadyija Ha leno none (FFDM) Bo KoM6HHangja co ysrrpasByk, KM nokaxa 4yBCTBATEJIHOCT ON

92,3% nacnpotu 89,8%, p<0,05, nosHTHBHa IpeAHKTHBHA BpenHoct (PPV) on 93% Hac11poru 88,7%,
p<0,01 x rouxocr on 90,2% Hacnpotu 87%, p<0,05.

HjaTa 3HQMMTCJIHOKaj na1mentn co konTpannnnkauan 34MRI, 1 Mamorpaujata u KM
KOpEJIMpaaT CO XHUCTOTATOJIONIIKATa Kracnpakauuja. KM nokama 4yBs

4

du)a,
8,8% u

cneuuuanocr on 54,55%.B0 cnopen6a co 89,16% u 36,36% 3a 0.
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Bo cTyaunTe 3a NpeAONepaTHBHATA IIPOICHKA H OApenyBalbe Ha CTAIHYMOT Ha KQHICP Ha 1ojka, KM

HOKaXKA 4YBCTBATeMHOCT, creumpuanocT, PPV, NPV u rounocr on 93%, 98%, 90%, 98% u 97%,

COOABeTHO. KM ro CMeHH XHPYPIDKH man BO 18,4% ox cryuaurTe.

5.2 DapMaKOKHHETHUKH CBOjCTBA

Pecopmmmja/nuctpn6yunja
Ilo UHTpaBeHcka arLIHKalMja, KOHIIOHTPQIMMTC Ha jOIPOMHA BO I11a3MaTa 6p30 Ce HAMAJIYBAAT

HOpazxH AMCTPHÖYLMJa BO EKCTPALEMYIAPHHOT IIPOCTOP H NOCHENOBATENHA EIHMHHaALMja.

BOJIYMeH Ha AUCTPHÖYIIMja Bo cocToj6a co CTAOHIIHA YCJIOBM H3HecyBa 1mpu6n. 16 L, mTo noBeke WIM

HOManky ORTOBApa Ha O66MOT Ha EKCTPALENYNAPHHOT NPOCTOP.

BpayBaskeTo 3a 11143Ma IIPOTEHHHTE € 3aHEMAPIHBO (npHOmwKHO 1%). He TIOCTOH xoKka3 neka

jonpoMHAOT Moxe Ja NeHeTpHpa HEOILTETEHA GapHepa KPB-MO30K. CTYAHH Bp3

KHBOTHH II0Ka>kaa eka MATH KOJIHYHHH Ha jONPOMHAI MOKO Ja IIOMMHC HM3 Gapvepata Ha

nnanentata (< 0,3% on amnmumpaHaTa 1038 kaj d@eTycH Ha 3ajak).

Ilo ar1nnkanmja Bo 3KOJIYHHTE TIAHKPEACHHTE KQHAJIM BO KOHTOKCT Ha HCHHTYBaHB€eTO ERCP,

jonupaHnTe KOHTPQCTHH CpeAcTBa CECTOMATCKH Ce ANCOPOHPAAT H IIOCTHTHYBQ2T MAKCHMAJTHA

KOHIIEHTPALIMja BO IIJI23MQT2 BO pox og 1 Ao 4 4aca no annakauajata. MakcHManHHTe KoHueHTpanyy

Ha jOX BO CepyMOT rio npoceuHa xo3a of npaôn. 7,3 g jon Gea npH6n. 40 naTu IIOHHCKH On

M2KCHM2JIHTO CCPYMCKM KOHIICHTP2IMM IIO COOHIBCTH2T2 PHTPABCHCKQ AILIHKAIH)A.

Buorpancbopmaunja
Jonpomuxor He ce MeTa6oNH3Hpa.

EsumuHannja

KpajtnoT nonyxHB8OT Ha eNUMAHAHHjA Ha JOMpOMMAOT H3HeCYBA npuön.2 yaca, 6e3 orney Ha

ANNHUHPAHATA 1034.

Kora ce KOPHCTH BO PaMKH Ha TECTHPAHHOT OIICOT Ha HO3HPAHE, IIPOCeYHATA BKYIIHQ EJIHMMHAIIMja HA

jonpomax e 106 + 12 ml/mux, mo e EKBHBAJIEHTHO Ha OyOpexkHa er1umuHaunja on 102 + 15 ml/mux.

Toa 3HauH neka jONPOMHAOT ce EIHMHHHpa pexucu HCKJIYHHBO npeky 6y6pesure. Camo npu6x. 2%

OA IPHMEHETATA 403a Ce CJIHMMHHP2 IIPCKY H3METOT BO POK of 3 AEHA.

Tipu antpasencko uHjekTupasse, npn61. 60% ox Ao3saTa, a no 12 uaca Bo npocek > 93% ox A03aTa, ce

EJIAMUHHPA CO YPAHATA Mo TpA yaca. EnumaHangjata e NoBeke WI NOMAIky NO nepuon ON

24 yaca.

Ilo ynotpe6a 3a ERCP Bo 2KOJIHHMTC TAHKPEACHATE KaHAJIH, BO POK ON HEHA

KOHLEHTPALHjATA Ha JO] BO CCPYMOT Ce BPATH BO IPBOÖHTHHTE BpeAHOCTH rpeA AIIHKALIMjaTa.

Jluneapnoct/He-nuneapHocr

DapMakOKHHETCKUTE CBOjCTBA Ha JOIIPOMHA kaj JIYTCTO ce MEHYBAAT BO OHHOC Ha AO3ATA (Ha NPHMEP,

Conax; AUC) un 3aBHCAT OA 103aTa (Ha npuMep, Vs, t/2).

Oco6eHocTH BO IIOCEÖHH TPYIIM NAIIHEHTH

Tlocmapu nayuenmu (65 eodunu u nocmapu)

Cpenosequn naumeHtu (49-64 TONMHH) 4 nocrapu nanuenTH (65-70 ronuu), KOM He CTPanaaT OX

3HAYAjHH OUITeTyBalba Ha ÖyÖpe3uTe UMaa BKYIIHA EJIIHMHHALMja ON Domery 74 u 114 ml/muu

(npocekoT Ha TpyuaTa cpexoBeyHH naywentu 6eme 102 ml/mun) x no FOES lu
(mpocekoT Ha 89

3
HaauBunyannnTe BPEHHOCTH Ha TIONY>KHBOT Ha EIIHAMHHALMja 6€

2,7 uaca. Bo cnopex6a co onceror 1,4-2,1 uaca kaj 3xpaBu

BPeAHOCTH ON OHHO 3a IIOMJI2IM 3ApaBA J1mua (88 no 138 n,

a
\s
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KpajHHOT nony-K4BOT 6eme CJIHCH Marure pa3sIHKH Moxe za ce o6jacHaT co

HaMaslyBalbe Ha TJIOMePYJIapHATA PHITPANHjA NOBp3aHa CO BO3PACTA.

Tedujampucku nayuenmu
DapMakOKHHETCKHTE CBOjcTBa Ha jOIPOMHA He CE HCIIHTAHN Kaj TEHUJATPACKATA MonysalHja (BIETE
zen 4.2).

Tlayuenmu co 6y6pexcna OQuchynkyuja
Kaj naunexru co Hapy1nena 6y6pexHa dyHkuMja, BPeMeTpaerseTo Ha IL143Ma IIOTY>KHBOTOT Ha

jor1poMuAOT e IIPOHOJDKCHO HOpaH H2MQJICHQT2 CTar1ka Ha TIOMEpyJlapHa bAuNTpaumja.

Kaj co Mara Jo ymepexa 6y6pexHa nHucybunmenmaja (80 > CLCR > 30 ml/mux/1,73 m3),
eTAMAHANHjATA OF IJIA3HATA Ha 49,4 ml/Mux/1,73 m? (CV = 53%), kako H kaj NAIHEHTH CO

CePHO3HO OLITETYBalbe (CLCR = 30-10 ml/mun/1,73 m°), HO He H Ka) NAUHEHTHATE Ha NMja1n3a,
oaxocHo 18,1 ml/muu/1,73 m2(CV = 30%).

IIpoceuHHoT KpaeH nosy2KuBoT © 6,1 uaca (CV = 43%) kaj nauHeHTH CO Max 10 yMepeHo TOIIIKI

HapyllyBarma Ha 6y6pexHara dyHkunja (80 > CLCR > 30 ml/min/1,73 m2) u 11,6 aca (CV = 49%)
kaj NAHHEHTH CO CCPHO3HO Ha 6yGpexHaTa byHk1mja.

KonnuxaTa npoHajjena BO YPHHATA Bo pox OA 6 yaca io alLAKauHjaTa H3HeCyBa 38% kaj TIAIIHEHTH
co Mano 20 yMepeHo omTereHa 4 26% kaj TIAIIMEHTH CO cepHosHo OIIITOTCH2 6y6pexHa byHKLMja.
Jloneka, nak, BpexHocTa kaj 31pasu xo6posonua 6eme 83%. Bo pox ox 24 yaca No

jonpomux, pacr1afatseTo usxecysaiue 60% kaj HAaLHCHTH CO C1a6 AO yMepeH CTeMeH Ha OLITeTyBalbe
u 51% kaj NAUHEHTH CO CePHO3HO OLITeTyBalbe, 3a pas11nka on MOBeKe of 95% kaj 31paBuTe
AO6POBONM.

JorpoMnA Moxe Aa ce EJIHMHHHPA No rar Ha xeMonnjar1naa. Peaucn 60% on A03aTa Ha jonpomuy
MOxe 1A Ce OTCTPQHM 3a BpeMe Ha 3-yacoBHa cecHja 3a AIHjar1n3a.

Tlayuenmu co xenamanna duchynkyuja
EnuMuHauuajaTa He e orpaHHu€Ha kaj TIALMEHTH CO OLITETEHA PYHKHHja Ha HPHHOT APO6, Gunejku
jonpomuxor He ce meraGonusnpa x camo 2% ON AO3ATA Ce eNHMHHHPA CO PELECOT.

5.3 IIpeTKIHAHAYKH nogaToun 3a 6e36eqHOCT

Bp3 OcHoBa Ha pe3yJITaTHTe ON KOHBEHLHOHANHHTE CTYAHH 3a papmakoronnxka 6e36eMHOCT,
TOKCHHHOCT BO KOHTOKCT Ha MOBTOpeHa AIWIHKAUH)A, PENPOAYKHHjA M TEHOTOKCHYHOCT, HOCTANHATE

IIPeTKJIHHMYKH IIOHQTOIE He YKaXKYBAAT Ha OCO6GH2 olacHocT 3a JIYFETO.

CucTemcka TOKCHUHOCT
Tokcaunocra Ha jonpomux € Hucka. ENHHEUHHTE 1 IIOBTOPCHHTC AHEBHH CTYJHHH 3a CHCTEMCKA

TOJIePaHlIHja Ha MHTpaBeHOSHH AILIAKAUHHA Kaj JKHBOTHH He TIPEAH3BAKAA OIIIIIT2 3arpwKeHOCT 3a

aLIHKaUHjaTa Ha eAUHeUHA 103a Ha kaj xyre 3a AMJATHOCTHUKH LEN.

PenponyKTuBHa TOKCHYHOCT, TOHOTOKCHHHOCT

HcrpaxyBaHaTa co jonpomax He Nokakaa AOKa3H 3a EMÖPHOTOKCHYHH, TCPQTOTCHM WIM MJTQTCHH

ecbeKTH.

Jlokanxa TonepaHunja

CTyAHHTe 3a T0KAJIHA TONEPAHILIAja Mo eAHHEHHA MH IIOBTOPCH2 HHTPABOHCKA ATUIHKALAA

KOHjYHKTHBANHA HHAHBHNYal1Ha AIIHKAIAjA TOKaKaa AOKa3u ACKa HEMA WIM

KO H

JIOKQJIHM HeTaTHBHH Bp3 KPBHHTO CayOBH BO TIapaBacKyJIapHOTO TKM xB
wy6aPAXHOHJAIHAOT IIPOCTOP H BO MJKO3HHTO MEMÖPAHH kaj HIYÉETO. s <
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Cry IIITO HCHHTyBaa epeKTH Ha CEH3HÖHIH3ALIHja CO KOHTQKT He IIOKQK82 AOKa3H 3a KaKBa

Guro NOTEHLMjAIHH CeH3HÔHNA3ANHjA CO KOHTAKT.

6. DAPMATIEBTCKH OCOBEHOCTU

6.1 Cnucok Ha EeKCHHIIHeHCH

HatpuyM kan1lnyM eneTar,

Hatpuym xunpoxcun (3a npuarolyBarse Ha pH)
KHCOJIMHA (3a npniaronysare Ha pH)

Tpomeramon
Bona 3a xajekTuparæe

6.2 HekomnatnOusHocr

Tlopaqv MODKHM PH3HAH 3a HEKOMNIATHÖHIHOCT, Varpasuer HHKOTAlII He Tpe6a Na ce Melia CO Apyru

JIEKOBH.

6.3 Pox na Tpaewe

3 roqMHH

XeMHckaTa x DH3M4KATa CTAÖWJIHOCT Ha IIpelapaToT HoJrOTBEH 3a ynoTpeGa (pacTBOP 3a

HH WIM OpaneH pacTBop) ce AeMOHCTpupaHy Ha 36-38°C Bo nepvog ox 10 yaca. On

MHKPOÖHONOLLIKH ACIIEKT, IIPEITAPATOT IIOIITOTBCH 3a ynoTpeba Tpeba Ja ce KOPHCTH BEHHAIN, OCBOH

QKO MeTOJOT LITO CE KOPHCTH 3a NA Ce OTBOPH CAJIOT, l'APAHTHPA eka He IIOCTOH HAKAKOB PH3HK OF

KOHTAMHHALHjA.

Axo IperlapaToT IIOHTOTBCH 3a ynoTpeba He ce BENHALI, OIICPQTOPOT Mopa 1a ocurypa neka

TIPEOCTAHATHOT pacTBOp Ce KOPMCTH BO ONpeeseHHOT BPEMEHCKH IEPHOA U TION COOABOTHH YCJIOBH.

6.4 Tloce6un mepkn 3a

3alllTHTeTe TO ON CBETIIHHA H peHATeHCKH 3PAUH.

He uypajre Hag 30°C.

Uysajre ro YITpaBHcT cnopen YHaTCTBATA H YyBajTe ro TIOAAIEKY OX 10baT Ha neua.

6.5 Tun u COApKHHA Ha ca1oT

Bujana: 6e360jHa, CTAKJIO Tun I
Ulume: 6e360jHo, cTak11o Tan II
3aTka: X10pApaH 6YTHJ1 enacToMep

Oguanpey HAIIOJIHETA NIIACTHYHA kaceta:

Kanuctep: xuxkroonehux nonumep, 6e360eH, CHIHKOHH3HPAH CO EMYJISHjA ON CHIMKOHCKO MACJIO

Tymvuka Ha KJIHIIOT M 3aTBOpalbe Ha BPBOT: TIOJIHNH3OTNIPEH, TUN I, CHIHKOHH3HPAH CO CHJIHKOHCKO

MacJIO

Cosmano janpo: nonakap6onaT
Bes6exmo 3arBoparse: IONHTIPOTIHJIEH
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V1rrpasact-370:
10 mama, cexoe conpxu 50, 100 wm 200 ml

6.6 Tloce6uu Mepku Ha IpeTua3HBocT ApH bprame H Apyro pakyBawe

Cekoj HEHCKOPHCTEH MEIHLHHCKH IIPOH3BOH HIN OTTIANEH MaTepnjan Tpeba za ce piu cormacHo

JIOKANIHHTE peryaTHBH.

YarrpaBucr Tpe6a na ce 3arpee NO TeIecHa TEMIIEpaTypa npen an1mkalmjara.

YurpaBucTucr ce HCnopauyBa kako IIPOSHPEH, 6e360en 10 Grieno KONT PACTBOP, IIOHTOTBOH 3a

ynotpe6a.

KoHTpacTHOTO cpercTBo Tpe6a BH3YeJIHO Aa ce nperJiena npex yr1orpe6a. bugejku Y1Tpasuct e

BHCOKOKOHLIOHTPHP2H PACTBOP, BO PETKH MOKO Aa JOjHE HO KPACTANH3ALNH)a (M1euHO-
3aMaTeH H3TJIE] H/HJIH COIHMCHT HA AHOTO WIA KPACTAJIH BO TEUHOCTA). 3a6paHeTO e KOPMCTCHO Ha

KOHTPQCTHHTC CpezACTBa CO MHOTY CMeHeTa 60ja, aKO CE BHIUIHBH YECTHUKH (BKITYUHTEJIHO H

KPHCTANH) HIM QKO CAJIOT € OIITETEH.

PaCTBOPOT Ha KOHTPACTHOTO CpeJICTBO He Tpe6a Aa ce MOBJIeKyBa BO PO3CPBOQPOT 3a

NOBp3aH CO ypeaoT 3a 20 CAMHOT IIOHOTOK HA HCTIHTYBAHETO.

l'ymenata 3aTka cMee Ja ce mpoOue camo CHHQIII 3a Ja CIIPeUHTE HaBJIeTyBarbe Ha 3HAUHTEJIHH

KOJIHHCCTB MHKPO YECTHYKH BO PACTBOPOT Ipeky 3aTKATA. 3a npoÔHBAHE Ha 3ATKATA u 3a

TIOBJIEKYBAHB€ HA KOHTPACTHO CpezCcTBO CE Mpenopa4ysBa KAHHJIA CO FONT BPB, CO MAKCHMAJIEH

nmjamerap ox 18 G (oco6exo npakTH4HH ce CHENMjANHHTE KaHANH 3a IIOBJIOKYB2HC CO CTPQHHHOH

OTBOP, Ha IIpuMep KaHunHTe Nocore-Admix).

PacTBopuTe Ha KOHTPACTHH CpeJICTBA 3a HHJCKTHPQHO WI HHyY3Hja Ce cllakyBaHH CAMO 3a

CHHOKPQTH2 ynoTpe6a. Cute KOHTPACTHH CPEHCTBA LITO OCTaHyBaaT HEHCKOPHCTEHH IIO

HCHATYBAHETO MOpa ce (paar H COOABETHO Aa ce OTCTPAHAT.

Jlokonky ce KOpHCTH ABTOMATCKH CHCTEM 34 AILIHKALHjA Ha MEAALHHCKH TIPOH3BOX, IIPOH3BOHHTCJIOT
Ha MEAHLIHHCKHOT IIPOM3BOA MOpa Ja OGe36enH AOKa3 3a COONBETHOCTA Ha CeKOja TakBa ILTAHAPAHA

ynoTpe6a. Mopa crporo Ja ce cieyaT ynaTcTBata 3a ynoTpe6a Ha MEJIHIIAHCKHTE IIPON3BONH 32 KOM

cTaHyBa 360p. 3a6paHeTo € KOpHCTEHE QBTOMQTCKM CHCTEMH 3a AILIAKAUHjA kaj 6e6uma MH Malin vena.

CrexnnBe npaBHyIa Ce IIPHMCHYBQQT Kora Ce KOPHCTQT HATOJIHETH IJIACTHUHH KACETH: KOHTPACTHH

CpezcTBa cMee Na am1m1apa CAMO MEHALAHCKH nepcoHan H TIOCTAIIKATA CEKOTAUI

MOpa Ja ce CIpOBEAYBA CO KOPHCTCHC Ha COO!BETHHTE METONH 4 ypenu. Mopa crporo na ce crexaT
CTCPHJIHHTO TEXHHKH Ha pakyBalbe IIPH CHTE HHjEKIIHH KOH BKJIY4YBAAT KOHTPACTHM CPeACTBa.

KoxTpaCTHHTE cpeCTBa Mopa Aa ce aIIHUHPAaAT co ynotpe6a Ha COOIIBOTOH HHjeKTop. Tlorpe6unor
TAN Ha HHjeKTOp € jACHO O3Ha4eH Ha CAMHOT Call BO 3ABHCHOCT ON BHJIOT Ha kacetata. Mopa cTporo
Aa ce TIOHHTYBAAT CHTE PENEBAHTHH YIIQTCTBA Ha TIPOH3BONNTENIOT.

7. HOCHTEJI HA OAOBPEHHETO 3A CTABABbE HA JIEKOT BO IIPOMET

Bayer doo Ljubljana, TpercrasanmTBo Cxonje
Va. AHtoH Tonos 6p.1, sox. 4/mMe3./nam.2, 1000 Cxonje

8. BPOJ HA OIIOBPEHIETO 3A CTABABE HA JIEKOT BO IIP! < EN IN
as
Boamw

Yurpasuct 370 10x50 ml 11-5262/2

Varpasucr 370 10x100ml 11-5263/2

Yarpasucr 370 10x200ml 11-5264/2 * SHKUP *

Ckonse
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9.. IATYM HA IIPBOTO OJOBPEHHE 3A CTABAIbBE HA JIEKOT BO IIPOMET

AATYMHA IIOCJIEHIHOTO OEHOBEHO OHOBPEHIE

10. TATYMHA PEBI3YJA HA TEKCTOT
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