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KPATKA XAPAKTEPUCTHKA HA I1PO,

1. HUME HA JIEKAPCTBEHUS ITPOAYKT
ﬁomepon 350 mg/ml uHXeKLHOHEH pa3TBOp

Tomeron 350 mg/ml solution for injection

2. KAYECTBEH H KOJIMYECTBEH CbCTAB

HomepoH HHXKEKLHOHEH pa3TBoOp chAbpika: HoMmenpoa (iomeprol)

Homepon 350 mg/ml wmXeKkUMOHeH pa3TBOp Chbabpka (koaudectBo/SOml) 35,72 g iomenpon,
chOTBeTCTRALL Ha 17,5 g ifon.

Homepon 350 mg/ml wmxeKuuoHeH pasTBop chabpika (konuuectso/100ml) 71,44 g ifomenpon,
CBLOTBETCTBAL Ha 35 g fon.

Homepon 350 mg/ml MHKeKUMOHEH pasTBOp ChAbpxka (konuuectBo/200ml) 142,88 g iiomenpon,
choTBeTCcTBaLl Ha 70 g Hox.

Homepon 350 mg/ml wumKkeKUMOHEH pasTBOp chabpka (konuuectBo/S00 ml) 3572 g iiomenpor,
choTBeTCTBALL Ha 175 g iioa.

3a NbJIHKMA CMHCHK Ha MOMOLLIHHTE BEILECTBa BUXKTe To4dKa 6.1.

3. JIEKAPCTBEHA ®OPMA

MHxeKLHOHEH Pa3TBOP 32 HHTPABACKYJIAPHO H HHTPAKaBHTAPHO NPHJIOKEHHE

4. KJIMHHUYHHN JAHHH
4.1 TepaneBTHYHH NMOKAZAHHS

Homepon 350

WuTpasenos3Ha yporpadus (Ipy Bb3pacTHH U B NeAHATPHATA), KOMIIOTbPHA ToMorpadus (T410),
HHTPaBeHO3HA JHTHTAIHA CyOTpakLHOHHA aHTHorpadus, KOHBEHIIMOHAIHA aHruorpadHs,
HHTpaapTepHaIHA AUrHTanHa cyOTpakinoHHa auruorpadus, anrnokapaiorpadus (npu Bb3pacTHU H B
neJHaTpUATa), KOHBEHLMOHAJIHA CeJIeKTHBHA KOpoHapHa apTepHorpadus, HHTEpBEHLIHOHATHA KOPOHapHa
apreprorpadus, aptporpadus, xucrepocannuurorpadus, puctynorpadus, ranakrorpadus, peTporpajaHa
xonanruorpadus, rakpuouucrorpadus, cuanorpadus.

Tozu JIEKapCTBEH NMPOAYKT € NpeAHasHa4y€H caMo 3a JHarHOCTHYHH LIEJIH.
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4.2 Jdo3upoBKa H HAYHH HA MPHJI0KEHHE
IToka3zanue KoHuenTpanus IIpenopbunTe/THH 103H
mg (wod)/ml
Hurpasenosna yporpadus 250, 300, 350, 400 Buspacmnu: 50-150 ml HUHH—\
Hogopoodeni': 3 - 4,8 Bﬁ/‘—-\f\b\




Kvpmauema (< I zo0una)’;
2,5 - 4 ml/kg
Heyanonowy®: 1 - 1,25 mikg?

Ilepudepna paetGorpadus 200, 250, 300 Bw3pacmuu: 10 - 100 ml
Jo3aTa MoXe 1a ce NOBTOPH [IPH
HeobxoauMoct.b
(10 - 50 ml 2a ropHu kpaiiH#IM,;
50 - 100 ml 3a 7ONMHH KpaliHHIH)
JHrHTANHA CYGTPAKIHOHHA 200 Bw3pacmnu: 10 - 100 ml
dureGorpadpun Jo3aTta MoXe fa ¢ MOBTOPH NMpH
HeoBXoquMOCT.5
{10 - 50 ml 3a ropHu kpaitHuLy;
50 - 100 ml 3a gonHu KpalfHHIM)
KT (rnapa) 200, 250, 300 Bw3pacmuu: 50 - 200 ml
Heyalonouwn®
KT (Ta10) 200, 250, 300, Buvapacmuu: 100 - 200 ml
350, 400 Heyalronouin®©
Kasepnosorpagus 200, 300 Buvipacmuu: go 100 ml
Hutpaeero3na [, C, A, 250, 300, 350, 400 Bwapacthu 100 - 250 ml
[Heyalronous® s
Kousenunonaana anraorpacgna
ApTeprorpadus Ha ropHH 300, 350 Bvspacmuu®
KpaifiHuun
Aprepuorpadus Ha Ta3 H A0JHH 300, 350, 400 Buapacmuu®
Kpaiinunu
AbGpomunanHa aprepuorpadus 300, 350, 400 Buapacmui®
Aprepuorpacdusa Ha aopTa 300, 350 Buvapacmuu®
AeclueHAeH
IIyamonanHa aHrnorpadgus 300, 350, 400 Buapacmnu: po 170 ml
Mo3buHa anrHorpadun 300, 350 Buapacmuu: no 100 ml
AptepHorpadus B negHATPHATA 300 Heya®: 1o 130 m!*
HHATEepBEHUNOHATHA 300, 350, 400 Buv3pacmuil
ﬂeuaue
Hutpaaprepuanna . C. A,
Mo3nuna 200, 300, 350 Buwapacmuu: 30 - 60 ml 3a o611 ornen

5 - 10 ml 3a ceneKTHBHY HHKEKLHH
Heya/ionowu™*®




Topakaina 200, 300 20 - 25 ml (aopTa)
Hozata moxke Aa ce MOBTOPH IIpU
HEOOXOIHMOCT.
20 ml (OpOHXHANHHN ApTEPHH)
AopTHa abra 200, 300, 350 Bwipacmnu®
Kopem 200, 250, 300 Buvapacmnu®
Aoprorpajus 200, 300, 350 Buwipacmuu®
Tpancaymbanana aoprorpadns 200, 300 Buvspacmnu®
Nepudepna apreporpadun 200, 250, 300 Buvapacmnu: 5 - 10 ml 3a cenextuBrR
HHXeKuuH go 250 ml
Heya/ionowu®®
HuTepBeHIHOHATHA 200, 300 Buipacmnu: 10 - 30 ml 3a ceniekTuBEM
RHXeKIuH 10 250 ml
Heyaronowu®®
Aunrsokapauorpacdus 300, 350, 400 BuipacTau®
Heyatonound: 3 - 5 mlikg
KoHBeHIIHOHAJIHA CEeIeKTHBHA 300, 350, 400 Buvapacmnu: 4 - 10 ml aprepuansto.
KOpOHApPHA apTepHorpadus Hozata Moxke Aa ce NOBTOPH MpH
HEOOXOAUMOCT.
E.P. X. 11 200, 300 Buvapacmnu: 1o 100 ml
XncrepocannnHrorpadus 200, 300, 350 Bwapacmuu: 1o 35 ml
Oucryaorpadus 300, 350, 400 Bw3pacmnuu: no 100 ml
Jucxorpadun 300 Bwspacmuu: no 4 ml
Ianakrorpagus 300, 350, 400 Bwspacmuu: 0,15 - 1,2 ml 3a nHxexuus
Jaxkpronncrorpadus 300, 350, 400 Bv3pacmnu: 2,5 - 8 ml 3a uHxekuus
Cuanorpadun 300, 350, 400 Bwvspacmuu: 1 - 3 ml 3a nHxkekuus

PeTporpaana xonanrnorpagus

200, 300, 350

Bvzpacmnu: 1o 60 ml

PerporpaaHa ypereporpadpus

200, 300

Buipacmnu: 20 - 100 ml

Perporpanna nuejio-
ypeTporpagus

200, 300

Bu3pacmnu: 10 - 20 ml 32 HHxeKuuA
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— B 3aBHCHMOCT OT TErN10TO H Bh3pacTra
— Jla He HanBuLuara 250 ml. O6eMET Ha €AHHHYHATa HHXCKLHA 3aBHCH OT H3CI€ABAHHA CbAOB YHUACTBK.

— Jia He HaapHasa 350 ml
— Hopoponeny geua: 0-27 ouu
— MaJIKH geua: ot 28 guH mo 12 Meceua

© — BKJIIOYBA MAJKH AcLia, Aela H FOHOWIH: OT 1 rofinHa a0 17 roguHu
KT - xoMmmoTspHa TOMOTpagms
J. C. A. — nurutanHa cy6TpakoHHa aHTHOTpadHA

E. P. X. TI. — eHOOCKOIICKa PETPOrpajHa XONaHrHo-NaHKpeaTorpadHs
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[peanoxeHus OTHOCHO XPAHUTENHUA PEKUM

AKo He e yKa3aHO JpYro OT JieKkaps, B IeHA Ha MPUIOKEHHETO HA KOHTPACTHOTO BELIECTBO MOXE Aa ce
NOAABLPXA HOPMAJIEH XpaHHTeNeH pexuM. [Ipeny U cnen HHTPaBaCKyY AApHO NMPHIIOKEHHE HA HomupaHu
KOHTDACTHH CPEACTBA € HEODXOAUMO Ja C& OCUI'YPH aAeKBATEH NPHEM Ha TEYHOCTH.

ITpu cnyyau Ha yporpadus 1 abRoMHHaIHa aHrHorpadHs, AHarHOCTHYHHTE PE3yATaTH HApacTBAT, aKO
YyepBaTa ca H3Npa3HeHH oT (pexanHa MaTepHs U ras.

Ho3zupoaka

Obwu cvobpasicenus

KakTo npH BCHYKH KOHTPaCTHH BELECTBa, TpAbBa 1a ce ynorpebasa Haif-HuckaTa no3a, HeobxonuMa 3a
noJtyHaBaHe Ha a/leKBaTHA BU3yanu3alHA.

KoMOHHaUMATA 0032 — KOHLUEHTPALUHXA Ha iiofa, KOATO Lie ce HaNon3Ba, Tpabba Ja 6bae BHUMATENHO
HHIHBHIyaNu3npana (Bk. Tabnuuara B Touka 4.2 Jlo3MpoBKa H HAYHH HA NPUIOKEHHE).

Hauun na npunoxcenne
HutpapackynapHO NPHAOKEHHE

Koraro € BE3MOXHO, HHTPAaBacKyIapHOTO NPHICKEHHE HA KOHTPACTHOTO BEILECTBO TpAORA fa ce
M3BBPILEA NPH JIEXALIO NONOXEHHE Ha MalHeHTa.

HeobxoauMo & NOBHIIIEHO BHHMAaHHE 10 BpEME Ha HHXKCKTHPAHETO HA KOCTO H J1a € KOHTPAacCTHO BEILCCTBO,
34 Ja ce H3berxe CKCTpaBa3alui.

Humpagenosna/ungysuonna ypozpagus

H3bpanaTa 103a MOXe Jia ce IPHAOKH KaTo 6Bp3a HIXKEKIUA HAX KaTo HH(Y3H4, B3 OCHOB2 Ha
Heo0XoUMHA BHI H3CHEABaHE.

DH3NONOrH4HO ¢1a60 KOHIIEHTPHPALIATa CNOCOGHOCT Ha Bee olle Heapenus Hedpod Ha AeTckuTe 6p6penu
H3HCKBA OTHOCHTENIHO BHCOKH JIO3H Ha KOHTPaCTHHM BellecTBa. [1pu HHTpaBeHO3Ha yporpadus, obiuTe
Jo3u oT 150 m! npu eu3pacTHH ¥ 2,5 ml/kg npu MaJkn neua Ha BL3pacT Haa 1 rofnHa, fena H IoHOLIH He
TpaAGBa ga ce HaaBHwasar. [Ipn nudysnoHHa yporpadus, no3ata ot 250 ml ve Tpabea na ce HaaBHIIaBa
TIPH BB3PacTHH.

Bpemerto 3a H3BBLPLIBaHE HA H3C/IEABAHETO 3aBHCH OT BPEMETO 3a HHXKEKTHpaHe/HHOY3u4. [lpu Obp3o
HHXEKTHPaHe B paMKHTe Ha 1-2 MHHYTH, TBpBATa €KCIO3KLKA TpAOBa Aa ce H3BbPLIM 3-5 MHHYTH ¢l
HAYAJIOTO Ha MHXKeKIMATa (napeHXHMHa hasa), a BropaTa ciel 8-15 MHHYTH (eKcKpeTopHa dasa). [1pu
6apHa WH(Y3HA B PAMKHTE Ha 3-5 MUHYTH, BPEMeTO 3a eKCNo3HIHA Tpa6Ba Ra Ovae 5-10 MuHyTH 1 12-20
MEHYTH 3a IIAPEHXHMHATa H eKCKpeTOopHa dasy, choTBeTHO. BpeMero 32 eKcIIo3HIMA MOXKE Ja C€ YABIDKH
B CIy4aii Ha neko 650peuHo yepexaane. [Ipu Ta3H nomynanus OT NALMEHTH, He TpAGBa a ce HaABHIlIaBa
obwmara go3a ot 200-350 mg I’kg T.1.

Daebozpadhun

Ipu dneGorpadua gosara 3a ropuu kpalinuuy e 10-50 ml, a 3a nonHn kpaitauum - 50 go 100 ml.
KomOuunpanata ob1ia 103a npn noseve Ha Gpoli HHXEKLHH 110 BpeMe Ha (paeborpadus He Tpabba na
Hajgsuiiaea 250 ml. O6eMBT Ha egHHHYHATA HHXEKLIMA 3aBUCH OT NOANEKALUUA Ha H3CTIEABAHE ChAOB
Y4acThK.

Cnen npolenypata, BEHO3HATa CHCTEMa TPAGBaA Ja ce NpoMHe 4pe3 HHEKTHPAHE Ha HATPHEB XJIOPHI HIIH
5% pexcTpo3a, pa3sTBOPEHH BBB BoAa. MacaHpaHeTo ¥ MOBAHraHETO CIIOMAraT 3a O4HCTBaHE Ha
KOHTPaCTHOTO BELIECTBO OT KpaliHuKa.




Kommomvpra momozpagun:

Hzobpasseane Ha MO3bK

KOHTpacTHOTO yCHNBaHe NpH M300pa3sBaHe Ha MOIbKA 3aBHCH OT OTCHCTBHETO HA KPbBHO-MO3b4Ha
Gapyepa HIM CTENMEHTA Ha HelHOTO pa3pywaBane. OBHKHOBEHO H300pakeHHATA ce 3aCHEMAT, 3ano4YBaiku
2 MHHYTH clie]l IPHJIaraHe Ha KOHTPacTHOTO BEILECTRO, HO BPEMETO 3a CKaHHPAaHE BADHPA, B 3aBHCHMOCT
OT BACKY/IApH3AlHATA KJIH CTEIICHTA Ha HapyLOIeHHe Ha KPEBHO-MO3bYHaTA Gapuepa. OGHKHOBEHO ce
npRrIarat cpeaHH Ao3x ot 50-100 ml.

Hzobpazseane na mano

HeobxogMMHTe 103K KOHTPACTHO BELIECTBO M CKOPOCTTAa X HAUHHUTE Ha NpuioxeHue (fomyceH,
uHQy3UOHEH, MyATH()A30B) 3aBUCAT OT NOANEKALINTE HAa H3CIIEABAHE OPTaHy, MOIIEKALIHA Ha
IOHArHOCTHLHpaHe IpodaeM H, NO-CNEUHaNHo, Pa3IHYHHTE BPEMEHA 33 CKAaHHPAHE H PEKOHCTPYKLHA Ha
o6paza oT ynorpedssaHHTe ckeHepH. HHQY3HOHHHAT METOJ € 3a MpeAIoYHTaHe NpH OaBHUTE CKEHEPH, a
MHXEKIIMOHHHAT METOZ, PHJIOXKeH KaTo 6onyc — npd 6bp3nTte ckeHepH. [1pn 6bp30 H3obpassaluute
TEXHUKH, KOMTO MOTaT Ja ¢e MOCTHTHAT ¢b¢ cnupanda KT, uanonzpaiia eqHocpe3oBa UM MHOTOCPE30Ba
TEXHHKa, Ce MpenoYnTa yrnoTpebaTa Ha CHJIOB HHKEKTOP ¥ Mpocneassane Ka 6onyca. [Tpu cnupansa KT,
He TpabBa ja ce HagBHInaBa obema ot 150 ml.

Kougenyuonanma anzuozpagus:

Hepupepra apmepuozpadhusn

3a HHXeKTHpaKe BEB ()eMopallHaTa apTepus MOXeE Jia ce H3Mo3Ba 4032 oT 5 10 20 ml, 38 HHXKEKTHPaHE B
aoprata — 20 10 50 ml, a 33 HHXXEKTHpPaHE B aKCHIapHaTa/MOAKMOYHYHA GpaxHanHa aprepua — 5 1o 15 mil.
OBeMBT H CKOPOCTTAa H2 KOHTPACcTHOTO HHXEKTHpaHe Tps6Ba [a ca NpONOPLHOHATHH Ha KPbBOTOKA NPE3
CBAOBETE OT HHTEPEC, H €& CBbP3aHH ChC CHAOBHTE H MATONOTHYHH XapaKTEPHCTHKH Ha cnelndHuHuTE,
nojsexally Ha HicnensaHe ¢haoBe. He TpaGBa aa ce HagBHluaBa obuata 1034 ot 250 ml npx BL3pacTHH U
130 ml npu neAHATPHUYHH MALKEHTH.

Aopmozpagus (apmepuozpagua na aopma oecyernoenc)

3a BH3yanu3alUMsA Ha a0pPTaTa H HEHHUTE r1asHH KIOHOBE, KOHTPACTHOTO BELECTBO MOXE Jia Ce BhBe/e
JMPEKTHO 9pe3 HHTpaapTepHanHa HHxekuns (Meton Ha Seldinger).

3a BU3yanM3aUMsA Ha A0pTHATa Ibra, TOpaKaiHaTa aopTa HiIH abZoMHHaNHATa a0pTa, OOMKHOBEHO Ce
npunarar 20-50 ml. 3a aHeBpH3MH, MOXe Aa ce npHiarat obeMuTe, BIH3KH 40 ropHaTa rpaHHLA Ha
NafeHNd AManasoH.

Cenexmugna a6domuraria apmepuozpagus

Busyanu3auus Ha aGJOMHHAIHUTE APTEPHH MOXE 12 CE MOCTHIHE Ypes CeIeKTHBHA KATETEpH3atua U
HHXKEKTHPAHE B HUepHOAPOOHATA, LEIHaYHA HIIH Me3eHTepHATHA APTEPHH.

3a CeNeKTHBHO MHXEKTHpAHEe B LieNHa4uHHA CTBON TpAGBa Aa ce npunoxar 15-30 ml; 3a MeseHTepHaTHHTE
aprepu 10 20 ml; a 3a 6xOpeqHuTe apTepHH TpAGBa Ja ce H3non3Ba 0bem ot 15 ml.

He Tpa6Ba ga ce Hagpuuasa ofiara ao3a ot 250 ml.

Hyamonanna anztozpagun
KomGuuupaHata of111a 103a 3a noeede Ha 6poH HHkeKIMH NPH NYJIMOHANHA aHTHorpadHs He Tpabea aa
Hagsumasa 170 ml

Mos3vuna anzuoepagua
BcsAka OT HACTORILMTE TEXHHKH € MOAXOMALIA 32 PEHTICHOIOTHYHA BH3YaIH3aUHs Ha MO3bYHOTO
KpBBOCHaGAABAHE C HOMEMPOI HHXEKIIHOHEH Pa3TBOp.

Kapotunxata n BepreGpanHa aHruorpadHs, H3BbpLICHa Ype3 CENEKTHBHA KATETEPH3aLHA, MOXKE

BB3PACTHH.



Humpasenosna ouzumanna cybmpaxyuonna anzuozpagus (MB-1.C.A.)

ApTepHorpaMi ¢ AMarHOCTHYHO KAYECTBO MOXKE Ja CE IOyYaT ClIeH N0-cnafo HHBA3HBHO HHTPABEHO3HO
NpHIOXKEHHE Ha HOMeNpoI vpe3 H3MON3BaHE HA AMTHTANHA CYOTPaKUMOHHA H KOMNIOTbPHO H300pa3sasaria
KOHTpPACTHO YCH/IeHa TexHukH. [TpH Ta3u npoueaypa, KOHTPACTHOTO CPEACTBO MOXKE Aa Ce HHKEKTHPa
HHTPaBEHO3HO, Upe3 LEHTPaNeH uiH nepudepen nocten. UB-J[.C.A. e Hali-uecTo H3MON3BaHa 32
H3cne/Bale Ha ChpLETO, BKIIOYMTENHO KOPOHApHH Oalinac npucanky, 6enonpoOHUTE apTepHH, apTEPHRTE
Ha GpaxuokedanHoOTO KprBOOOpallleH e, A0pTHATA Tbra, a0AOMHHANHATA a0PTa H HEHHUTE IlaBHH
pa3KNOHEHHS, HIHAYHHTE apTePHH U apTepHHTE Ha kpalHHUHTEe. OBHKHOBEHO ce npenopbysa A03a oT 30-
50 ml 3a npunoxense B nepudepHa BeHa, FOPHATa Npa3Ha BEHA HIIH AACHOTO NpeAChpAHeE, obHualiHo dpes
MEXaHUYHO HHXEKTHPaHe, HO IIOHAKOra H upes 6bp30 MaHyainHo HHkekTHpaHe. [IepHoasT, 3a kolito
KOHTPACTHOTO BEILECTBO Ce HaMipa B KOHTAKT ChC CTEHATA Ha BeHaTa, MOXKe [1a e CbKPaTH 4pe3
uHxkeKkTHpane Ha 20-40 ml H30TOHHYEH pa3TBOP HA HATPHEB XJIOPHA NoA GopMaTa Ha HETTOCPEACTBEHO
nocneagai Gonyc.

Humpaapmepuanna ducumanna cybmparyuonna anzuozpagus (HA-L.C.A.)

HMoMenpon HKEeKUHOHEH PasTBOp Ce PENnopbuBa 3a HHTPAAPTEPHANHO HHXEKTUPaHe C IMTHTAHA
cy6rpakusoxHa aHrsorpadua Ha riasara, IHATA, kopema, 60peyHnTe B nepudepHn cbaobe. Karo obwo
npasuno, u3nonspauure npu HA-J1.C.A. 06eM 1 KoHLEHTpaLHA ca okoso 50% MITH NO-MAaJKo OT Te3H,
ynoTpe6sBaHH NpH KOHBEHIHOHANHATE NpoLeAypH. CkopocTTa Ha HHXKeKTHpaHe Tpabaa aa 6nae
npuGIM3HTENHO paBHA Ha CKOPOCTTA HA KPBBOTOKA IIPe3 MOANEKALIKA HA MHXKEKTHPAHE CBJ.

Ha#i-yecto u3non3ipaHuTe o6eMH 33 HIDKEKTHpaHe, NpHIaraHi AHPEKTHO HIH Ype3 KaTeThp, ca KakTo
cnenpa:

Mo3buHn apTepuu 5 - 10 ml 3a ceneKTHBHH MHXEKLHH,;
30 - 60 ml 3a 06wy, orneg

Beprebpannu apTepus 4-8ml

AOpTa H XapOTHAHH apTepHH 20-25ml

I'naBHH KNOHOBE HA a0OMHHANHATA aopTa 2-20 ml

Korato e Heo6X0nHMO, MHXEKLHHTE MorarT Aa Obaat nostopeny. I1pu TasH npouedypa obluara 7103a He
Tpabea fa HaaBHIEaBa 250 ml.

Cnea npoleaypaTa ce H3UCKBA CIIMpaHe Ha KPBBOTEYEHHETO upes YNpaXHABaHe HA BHUMATENICH HATHCK,
MocneABaH OT OTNieA H o0e3qBIKBaHe Ha KpafiHHKa 3a HAKOJIKO 4aca, 32 MPeOTBPaTABaHe Ha KPbBOH3IHB
OT MACTOTC HA apTEPHAIIHO npoﬁoxc,uane. HBH)KCHHHT& Ha NnanHeHTa, BKIIYHTETHO IBHXXCHHATA IIPH
AHLIAHE H NperibluaHe, MOXKE [a AOBEAAT A0 HENPABH/HO PETHCTPHPAHe, BOASIIO 0 HaMaNsBaHe
Ka4uecTBOTO Ha 00pa3a U He-JHarHOCTHYHO pasyHTaHe.

Anzuoxapouozpacbus, senmpuxynozpagun, ceaexmusHa KopoHapHa apmepuozpagus

OGHuaiinara n03a 3a BeuTpukynorpadus e 20-50 ml, a 3a cenexTHBHa KOpoHapHa aHrHorpadHs — 2-10 ml.
He Tpa6Ba aa ce HaaHinapa o6uina o6em ot 250 ml.

Korato ce npuaarar rojieMu €AMHHYHH 06eMH, KaKTo NpPH BEHTPHKYnorpadus u aoprorpadus, ce
npenopbYBa OCHIYPABAHE HA AOCTATHYHO BPEME MEX/y MHKEKIHHTE 33 OTLIYMSBAHE HA BE3MOXHH
XeMOIHHAMHYHM HapyIICHHS,

3aIB/DKHTENHH NPEANIOCTABKM 33 U3MTbIIHEHHE Ha POLEAYpaTa ca HATH4He Ha CTeLHaNU3UPaH NMepPCoHal,
npocneassaut EKI anapart u ageksarho ofopy/BaHe 3a He3aDaBHa peaHHMALHA H KapAHOBEP3HO.
EneKkTpoKapAHOrpaMHTE ¥ BHTANHUTE IPH3HALH TPAGBA A4 ce MpOCAEAABAT PYTHHHO 1O BpeMe Ha LidiaTa

npouleaypa.

HOpyry neTHNIE HA BHBEXIAHE




Apmpozpaus, ucmynozpaghun, eesuxynozpagua

3a npenoTBpaTABaHe Ha HHPEKLHA, C€ H3HCKBA CTPHKTHA acenTHYHa TexHUKa. O6HKHOBEHO
apTporpatuaTa ce M3BBPIIBA N0 JOKanHa anecTe3nsd, Heobxoanmo e ga ce mpunara ¢uyopockoncku
KOHTPOJI, 33 J]a C€ OCHTYPH NPAaBHJIHO BbBEKAAHE HA HIIaTa B CHHOBHATHOTO MPOCTPAHCTBO H
IpeJOTBPATABAHE Ha €KCTPAKANCYNApHO HHXKEKTHPAHE. ACIIHPALIUATA Ha MPEKOMEPHOTO KOMHYECTBO
CHHOBHAJIHA TEYHOCT ILEe HaMaK HONKaTa NPH KHXKEKTHPAHE U L1e MPEAOTBPATH PaspeKAaHeTo Ha
KOHTPACTHOTO cpeacTBo. 1o BpeMe Ha HHXEKTHPAHETO He TpAOBA Aa ce ynpakHABa IPEeKOMEPHO
Ha/Arage.

Busyanu3auus Ha CTABHHUTE KYXHHH ¥ NOBEPXHOCTH MOXeE Aa C€ NOCTHTHE YPe3 CAHHHYHO HIH JBOHHO
KOHTpacTHO n3cneapase. OOUKHOBEHO NMO-MaNKH 06€MH KOHTPACTHO BEILIECTBO Ce NPHJIAraT NPH
aprporpadis Ha KOJAHOTO HJIH PAMOTO, KOFaTO C& H3BBPILUBAT JBOMHY KOHTPACTHH M3clIeABaHUA. 3a
pasnpLCKBaHE Ha BELIECTBOTO B LANOTO CTABHO NPOCTPAHCTBO CE M3NONI3BA NACHBHA HIIM aKTHBHA
MaHHIY AU,

Endockoncxka pempozpadua xonanzuo-narkpeamozpagus (E. P. X I1)

Ilo speme Ha E. P. X. I1. € HeoOXOAHMO BHMMaHHE OTHOCHO HANATAHETO NIPH HHKEKTHPAHE K
HHXEKTHpaHHA 0011 06eM, 3a a c& MHHHIMH3Hpa PHCKa OT Pa3pyLIMTE/IHO pa3lyBaHe HHs Ha
NOAJIEKAILMTE HA HACAeBaHe KaHam, MakciManHarta no3a 3a ynorpeba npu E. P. X. I1. e 100 ml.

Xucmepocarnunzozpagus
O6uuaiinara 1o3a e 10-15 ml, npunarana 6aBHo npes kaHioa, 63 npexoMepHo HandraHe. [Ipenoprusa ce
¢nyopocKoncko mpociiesBaHe.

Pempozpadna yucmoypempozpagus/nuenozpagus/xonanzuozpadus

OT CBILECTBEHO 3HAYEHHE Ca CTEPHIHHTE MPOLEAYPH.

T1H KaTo peTpOrpagHuTe NpOoLEeNypPH HIHCKBAT CNeLHHYEH HHCTPYMEHTAPHYM, TIPH MALMEHTH C 0CTpa
MHGEKLUHNA Ha TOMNIeKALIHA Ha H3CIEABaHe OpraH e Heo6xoaHMo chONIONaBaHe Ha CIICUHAIHH MPeANa3Hu
mepkd, [Ipy uncToypeTporpadyHy NpoueIypH € HeoOX0AHMO J1a CE IIPHIIOKH AOCTATBYEH 00eM OT
KOHTPAaCTHOTO BELECTBO, KOATO Ja 3alTbJIHK afeKBAaTHO MHKOYHKA Mexyp. HanwnsaHeTo Ha Mexypa TpAbBa
Nla CTaHe B PABHOBECHOTO ChCTOSIHHE, TIPH YNPaXHABAHE HA MOBHLIIEHO BHHMaHHE 3a u30bsrpaHe Ha
MPEKOMEPHO HaJIATaHE.

4.3 IIpoTuBONOKA3AHHA

ﬁomenpon HHXCKIHOHEH pa3TBop HE TpHﬁBa Jia ce npunara npH naneHTH ¢ H3BECTHA
CBPBX4YYBCTBUTENHOCT KEM aKTHBHOTO BEILIECTBO ﬁomenpon HIH KBM HAKOE OT INIOMOLIHHUTE BCIUIECTBA.

4.4 CnenHaJHH NpelynpexAeHHA W NpeINa3HH MEPKH MIPH ynorpeba

O6mu npeaynpexaeHHa
JIHarHOCTHYHY NpOUeAYPH, KOUTO BKIIOYBAT NPHAOKEHHE Ha KOETO H 14 € PEHTIeH-HETIPONYCKIHBO

BEIIECTBO, TPAOBa Aa Ce MPOBEXAAT NOA PFKOBOJACTBOTO Ha MepcoHal ¢ HeoDXoauMoTo ofyueHHe H Che
3a(b1I00YEHO NO3HABAHE Ha clelHUYHATA IPOLIEAYPa, KOATO Il C€ H3BLPIIIBA.

HeolxoaMMo € HaMYKe Ha NOAXOAALLA anapaTypa 3a CTIPaBsHE ¢ BCAKO YCJIOKHEHHE Ha ITPOLEypara,
KAaKTO M 3 CIEIIHO JIEYEHHE HA TEXKA Peakiisi KbM CaMOTO KOHTPAcTHO BeLIECTBO. ToBa BKIIIOYBA, HO HE
ce orpaHiuaBa f0 oGopyBaHe 3a clellHH MpolleAyPH H IEPCOHAN, 0fyUeH B IPEAOCTABAHETO Ha
WHUBOTONOATbKAIIH MEPKH H JieueHHe Ha aHadunakcud. Cnel napeHTepanHo NPHAOKEHHE Ha PEHTIeH-
HENPONYCKIHBO BELECTBO € HEOoOXO0UMO HANHYHE HA KOMINIETEHTEH NePCoHan U crenHo obopy ABaHE B
NpoAb/keHte Ha Hal-manko 30 MUHYTH cliea Kpas Ha M3CIIE[BAHETO, 33 A3 CE OCHTYPH JIEUEHHE Ha
€BEHTYAJIHO YCA0KHEHHE OT NPOLIeAYpPaTa, KaKToO H CNIECIHO NeYeHHe Ha TEXKH OCTPH HIIH 3a0asg
peaKiuH KM KOHTPaCTHOTO BELECTBO.




[Mpensun BE3MOKHH CEPHO3HH HEXENAHH Peakiuy, ynotpebara Ha HoaHpaHH KOHTPACTHH BELIECTBA
TpsafBa fa ce OrpaHHYH caMo JI0 CIIY4YaH, 33 KOHTO € NpelHzipaHa Heo6X0MMMOCTTa OT KOHTpacrorpadcko
nacnensane. HeoGxomumocTra Tpa0Ba a ce OUEHEHH Ha 0a3aTa HA KIMHHYHHA CTATyC Ha NalUeHTa,
0co0eHo BbB BPh3Ka C aHAMHE34 33 CBPLXUYYBCTBUTENHOCT KbM KOHTPACTHH BELICCTBA H NMATONIOTHYHH
H3MEHEHHS Ha ChpPAeMHO-ChAOBATa, OLOpeUHATA HIH KITBYHO-YePHOAPOGHATA CHCTEMH.

TecTBaHe 33 CBPBLXYYBCTBHTEJIHOCT

[Tpu nauKeHTH ¢ TON03HPAHA HIH H3BECTHA CBPBbXYYBCTBHTENHOCT KbM KOHTPACTHH BELIECTBA, HE Ce
npenopmaa H3ClIeaBaHeE 3a '-I}’BCTBP[TCHHOCT, TbH KaTO TeXKUTE HIH tba'ram-m PEAKIIHH KbM KOHTpaGTHHTe
BEILECTBA HE MOTAT Aa ObJaT MPOrHO3UPAHH OT TECTOBETE 33 UYBCTBHTENHOCT.

Xugparaius
MMaurentute Tpadea Aa ca nobpe XUAPATUPAHH, 2 BCIKAKBH 3HAUHMHE HapYICHHS Ha BOJHHS UIIH

eNekTposiuTeH GanaHc TpAORa Aa ce KOPHTHPAT NpPEAH M Cel HHXKEKTHPaHETO Ha KOHTPAacTHOTO BELIECTBO.
[Mo-cneuanHo, MalHEHTH ¢ TEXKO HYHKLUMOHAIHO yYBpeXxaaHe Ha 6x0OpeunTe, yepHus apob HIH
MHOKapia, MHEIIOMATO03a, HJIH APYTH NapanpoTCcHHEMHH, ChPNOBHIHO-KJICThYHA GOIICCT, 3axapeH nuaﬁe’r y
NONHYPHS, OIMTypHs, XUTIEPYPHKEMHS, KbpMA4€eTa, MallKH AeLia, MalMeHTH B CTAPYECKA Bh3PACT H
NalHeHTH ¢ TEXKO CHCTEMHO 3abonaBaHe He TpAOBa Ja ce M3naraT Ha aexuaparauus. Heobxonumo e
MOBHLIEHO BHHMAaHHE NMpPH NalHEHTH Ha XHApaTalHis ¢ NoANexKalH 3ab0NSBaHHA, KOHTO MOTAT Jia ¢
BJIOWAT OT NPETOBAPBAHETO C TEYHOCTH, BIJIIOUHTENIHO 3aCTOHHA CBHPAEYHA HEOCTAThYHOCT.

OcTpo BL3NANCHHE WIH HHODEKIHSA

WHXeKTHpaHETO Ha KOHTPACTHH BELECTBA NPH PETPOrPajH H3CNCABARHA HA PENPORYKTHBHHUTE MbTHILA
TpaGBa aa ce u3bArsa B CIyYauTe Ha OCTPO Bb3NAJECHHE HA TEHHTANTHHTE H H3BECTHA HITH ITOA03MpaHa
OpeMeHHOCT.

IIpoMHBaHE Ha KATETPH
CaoficTBO Ha HEl{OHHHTE KOHTPACTHH BELECTRA € H3KITIOYHTENHO HHCKOTO 3acAraHe Ha HOpMaJTHUTE

duznonoruunu pyHkunH. B pesynrar Ha ToBa, HeOHHHTE KOHTPACTHH BELLECTBA HMAT No-Cnalo in vitro
AHTH-KOAryNaHTHO AEHCTBHE OT HOHHHUTE KOHTPACTHH BELIecTBa, MeAHIMHCKHAT NEPCOHaN, H3BLPILBALI
CBJAOBH KaTETEPH3ALMOHHH NpoLeRyPH, TpAOBa Ja e 3alI03HAT ¢ TOBA K Aa OTAENS CIIeUHAIHO BHUMAHHE Ha
aHrvorpadckaTa TEXHHKA H NPOMHBAHETO HA KATETPHTE, 3a a MHHHMH3HPa PHCKA OT CBBP3aHMTE C
npoueaypata Tpom603a 4 eMGONHIBM, BIIIOUHTETHO NPOMHBAHE HA KATETPHTE ¢ PU3HONOTHYEH PasTBOp
(axo e HeoGxoAHMO ¢ JO00aBEH XenapHH).

Habmoaenue Ha nanHenTa

Humpasackyrapro npuncoicerue
C oryea Ha BE3MOXKHH YCJIOKHEHHS, MallHeHThT TpA0Ba Aa ce HabmoaaBa B NPOABLIDKEHHE HA HaH-MAJKO
60 MUHYTH Clel TPHICKEHHETO.

Humpaxasumapro wiu 8eHMPUKYAAPHO NPUAONCERUE
He ce npenopbyBa AHPEKTHO HHTPAKABHTAPHO HIIH BEHTPUKYIAPHO MPHIIOKEHHE 32 CTAHAAPTHA
penTreHorpadus 6e3 KOMMOTbPH3UPAHO YCHIBAHE.

CrneunanHy monyaaiHu

Heduampuura nonyaayus
Mankure aena (Bb3pact < 1 roquHa), 1 0co6eHO HOBOPONEHHTE, €3 OCOOCHO YYBCTBHTENHH KbM

eNeKTpOInTeH auchananc u xeMoAuHaMH4YHH npoMeHH. Heobxoaumo e Aa ce B3eMe NoJl BHHMaHHKE Mo
OTHOILIEHRE Ha JO3HPOBKATA, KOATO Ll ce NpUnara, Aetalaure Ha npoueAypaTa H CbCTOAHKETO Ha
nauHeHTa.




XHNOTHPEOHIU3BM MM NPEXOAHO MOTHCKAHE Ha LIHTOBHAHATA XUIe3a MOXKe J1a ce Habmojasa cnen
u3naraHe Ha foAUpaH# KOHTpacTHH Bewecrsa. CriendanHo BHUMaHHe TpsOBa fa ce o6bpHE Ha
neANaTPHYHH MALMEHTH IO 3 FOAHILIHA Bb3PacT, Thil KaTO HHUMAEHT C HEAOCTATbYHA AKTHBHOCT Ha
LLMTOBHAHATA XJle3a B HAYaJJOTO Ha XHBOTA MOXe fa 6bJie BpeZieH 3a ABHraTeIHOTO, CIyXOBOTO H
KOTHHTHBHOTO pasBHTHE H MOXe 1a M3HCKBa npexoAHa T4-3amecTHTeNnHA Tepanui. YecroTaTa Ha
XHMOTHPEOHIU3bM TIPH NMAlHEHTH Ha BB3PAcT NOA 3 TOAHHH, H3NOXKEHH Ha HOJHpaHH KOHTPAacTHH
Bewecta e Mexay 1,3% n 15% B 3aBHCHMOCT OT BB3PacTTa HAa YYACTHHIMTE U J03aTa Ha HOIMPAHOTO
KOHTDPACTHO BELIECTRO M ce HabnoaBa N0-4eCTO IPH HOBOPOEHH H HeMIoHOCeHH Oebeta. OyHKUHMATA HA
LLIMTOBHHATA KJie3a TpAGBa fa 6b/ie OLeHeHa IPH BCHUKH NEIHATPHYHH NAUHEHTH Ha Bb3pacT MoA 3
FOAHKH ClleJi EKCIIO3HLHA Ha HOAMpaHH KOHTPACTHH BELIECTBA. AKO CE€ OTKPHE XHTIOTHPEOHAN3BM, TpAOBa
na ce oGMuCTH HeoGXOAMMOCTTA OT JieyeHHe H GyHKUMATA Ha IHTOBHAHATA Kile3a TpAOBa Ja ce
HabJonaBa, AOKATO & HOPMAJTH3HpAa.

ITayuenmu e cmapyecka avipacm
[Tan{eHTHTE B CTAPYECKa BBE3PACT ¢a C HIKAKOUMTENEH PHCK 32 Pa3sBUTHE HA peakKLUH Mopaiy HaMaJleHHTeE
¢usnonornynu GyHKUMH, 0COOEHO KOTATO C€ MPHIAraT BUCOKH A03H HA KOHTPACTHOTO BELIECTBO.

Ceprvxuyscmeumennocm KoM HOOUPAHU KOKMPACMKU 8EU{ECMEA, AREPSUYHO NPeOpaNoONONCERUe U ACmMa
CBpBEXYYBCTBHTENHOCT HITH NIPEAILECTBALIA aHAMHE3a 33 peakLHA KbM HOAHPaHH KOHTPACTHH BEILECTBA
CBLUIQ YBENMYABa PHCKA OT MOBTOPHO Bh3HHKBAHe Ha TEXKKA PeaKlHA KbM HeHOHHHMTE BelecTha.

Bceol6L1o IPH3HATO €, Y€ HeXeNaHUTe peakunid KbM HoaupaHiuTe KOHTPACTHH BELIECTBA Ca [10-YECTH NPH
MalMeHTH, HMAIM aHaMHe3a 3a afeprusd (Karo: ceHHa XpeMa, oOOpHB 4 XpaHHTeNHa aleprus).

IMauxeHTHTE, H3NON3BALIYH GeTa-afipeHeprHyYHK 6IokepH, 0cobeHO NAlHEeHTHTE C aCTMa, MOTAT Aa HMAT Mo-
HHCDBK npar 3a GpOHXOCNa3sM M Ja pearupar no-cnabo Ha eyeHHe ¢ 6€Ta-aroHKHCTH H aiPEHATHH, KOETO
MOXeE 1a HAJIOXH ynoTpeGara Ha [10-BHCOKH O3 aJpeHallHH.

DYRKYUA HA WUMOGHOHAMA HCAE3a U MECMOee 3a PyHKYyua Ha wumosudHama xcre3a Mankoro
KOMHYECTBO Ha CBOGOIEH HeOpraHUYeH Homu/, MPUCHCTBAlL, B KOKTPAcTHATA CPERa, MOXKE Ja MPeAH3BHKA
HAKOM eeKTH BbpXY QYHKLHATA HA LIHTOBHHATA Xe3a. Tean eekTH ca No H3SABEHH IPH TAUHEHTH C
NIaTEHTEH HIH U3pa3eH XHNEPTUPEOHIUIbM HiH ryia. Choblapa ce 3a XHNEPTHPEOAHIbM HITH I0pH
THPeOMIHH OypH clell pHiarase Ha HOAMpaHH KOHTPACTHH BEILECTRA.

Enyegpanonamua, npedusgurana om Koumpacmuu sewjecmea

Crobuwasa ce 3a eHuedanonaTis npH ynorpebara Ha Homenpon (Bx. To4ka 4.8).

KompacrHaTa E:Hue(banonamx MOXeE Aa C¢ MPOABH CBC CHMNTOMH H NIPA3HALIH HA HEBPOJIOrHYHA
AHCQYHKIHSA KaTo rarofonue, 3puTeIHY HapyLIeHUd, KOPOBa CllenoTa, 06bpKaHoCT, rbpyoBe, 3aryba Ha
KOOPIMHALIMA, XEMHNIApe3a, adazns, 3aryba Ha Cb3HaHHE, KOMA H MO3BYCH OTOK B PAMKHTE Ha MHHYTH JI0
4acoBe cliel IPHIKEHHETO Ha HoMenpon v 0OHKHOBEHO OTLIYMABAT B PAMKHTE Ha JHH.

TpoaykTeT TpAGBA Aa Ce H3MOJN3BA C MOBUILEHO BHUMAHHE MPH MallHEHTH, NIPH KOUTO € HapyIleHa
LENOCTTa HA KPbBHO-MO3bUHATA GapHepa (blood brain barrier, BBB), xoeTo noTeHUHANTHO BOAR 10
MOBHIIIEHA NPONMYCKIHBOCT NMpe3 BBB 3a koHTpacTHaTa MaTepls M yBeN4aBa PHCKa OT eHUedasonaTu.
TMpu ¢vMHeHHE 32 KOHTPACTHA eHuedanonaTus, npunoxeHHeTo Ha HioMenpon Tpa6ea na ce NpeyCTaHOBH H
Ja ce 3anoYHe MOAXOAALIO JIEUeHHE.

TexkH KOXKHH HexeNnaHH peaklHH
TexkH xoxHH peakid (SCAR), BknounTenso Steven-Johnson (SJS), TokcHuHa enHaepMaaHa HEKPOJIH3a
(TEN), ocTpa reHepann3npana eK3aHTeEMaTo3Ha mycTyiosa (AGEP) 1 nexapcTBeHa peakiiys ¢
eo3uHOoUNHg U cHeTeMHH cuMiToMu (DRESS), xouto moraT aa 6b44T skHBOTO3aCTpaLIABALIH HIIH
darasnn, ca cbo6LIaBaHH BLB Bpb3Ka ¢ HHTPABacKYJIApPHOTO NPHIOKEHHE HA HOAHpaHH KOHTPACTHH
BewecTsa (BX. Touka 4.8). [To speme Ha npHNoKeHHETO NaUHeHTHTe TPSOBa na GbaaT HHpOPMKpaH
MPH3HAUKMTE H CHMITOMHUTE H 112 6baaT HaGIIOAaBaHH BHHMATENHO 33 KOXKHH peakuni. Ako cosagy
NPH3HALH H CHMIITOMH, TIPEATONArallH Te3H peakiuu, Fomepon Tpabea aa 6bae cnpsn Hesgfa




MALMEHTHT € Pa3BHI CepHO3Ha peakius kato SIS, TEN, AGEP unn DRESS npu ynotpe6ata Ha HoMmepow,
npHNaraHeTo My He TpsaOBa ja ce BL300HOBABA PH TO3M NMALMEHT B HATO €IHH MOMEHT.

Bvbpeuno yepexcoane
IMpenwectranio GEGpeYHO yBpexkAaHe MOXKE Aa MPEAPANONOKH KbM ocTpa Onbpeyuna auchyHKIMA cael
NpHJIAraHe Ha KOHTPACTHOTO BEILIECTRO.

IpepaHTHBHATE MEpKM BKIIHOUBAT:

- UIeHTHOHKALUA HA MALHEHTH C BUCOK PHCK;

- OCHIypABaHe Ha AJEKBATHA XUApATALMA NPeaU NPUIOKEHHE Ha KOHTPACTHOTO BEIIECTBO, 34
MpenoYHTaHe HHTPaBeHO3Ha HHGY3UA NPeIH U [0 BpeMe Ha NMpoLeaypaTa H A0 OTAENAHETO Ha
KOHTPaCTHOTO BELIECTBO OT 6BOpennTe;

- u30ArBaHe, KOTATO € BE3MOXHO, Ha TIPHJI0XKEHHETO Ha He()POTOKCHUHH JIEKAPCTBA MIIH TEXKH
XHPYPTHYHH ONEepalHH H NPoueAypH, kaTo Os0peyHa aHMHOMIACTHKA, AOKaTO KOHTPACTHHTE
BeLIECTBA He ObOAT H3YHCTEHH;

- OTJlaraHe Ha HOBO KOHTPACTHO H3CNEBaHe 10 Ph3cTaHOBsABaHe Ha ObOpeyHaTa PyHKuMR 10
NpeAXokKJAlHTe H3CNEABAHETO HHBA,

[lanKeHTH HA JHAJA3a MOTAT Ja noxy4dapar iflomenpon HHXCKIIHOHEH PA3TBOD MpEAH NHAIH3ATA.

KonTpacTHHTe BelecTBa MOTAT Aa NPHYHHAT NpexoaHo Or0peuHo yBpexaaHe, KOETO MOXKE Aa
NpeAM3BUKA NAKTALMA03a NPU NALUEHTH ¢ [ualeT, NexyBaHH ¢ GuryaHuam (Bx. Touka 4.5).

Deoxpomoyumom

[TauuenTuTe ¢ HEOXPOMOLIMTOM MOTAT /la Pa3BHAT TEKKH, MOHAKOTa HEBB3MOXKHH 33 OB/IaAABAHE
XHIEPTOHHYHE KPH3H Clle]l HHTPaBacKyNapHO NPHNOXKEHHE Ha KOHTPACTHH BELUECTBA 10 BpeMe Ha
PEHTrEHONOruYHH NpolenypH. IIpH Te3u MALMEHTH ce NpenopbyBa NpeMeanKaLus ¢ 6nokepH Ha anga- H
GeTa-pellenTopHTe MPEAH HHTPAAPTEPHATHOTO HHKEKTHPAHE HA KOHTPACTHOTO BEIECTBO, MOJ
HabMOIeHNeTo HA nexap.

Puck om év3nanedue u excmpaesasayus
HoMepoH € XHIIepocMoapeH, XHNepocMONapHHTE Pa3TBOPH 32 HHXEKIHH MOraT Aa IPHYHHAT YBPEKRAHE
Ha GHJOTENa H 10 TO3H HAYKH [a YBEJIHYAT PHCKA OT BB3NAICHHE H €KCTPABA3ALHA.

Muacmenusa zpasuc
IpunoxeHueTo Ha HOAUPAHH KOHTPACTHH BEILECTBA MOXE 12 BIOLIH NIPH3HALIMTE H CHMITOMHTE Ha
MHACTEHHS IPABHC.

Cwpoevnu 3abonasanusn u 6e100pobHa Xunepmorus

[TpH mauHeHTH ¢ TEXKO CBPAEYHO 3a6011BaHe H 0OCOGEHO TIPH TE3H CBC ChPAEYHA HEAOCTATHYHOCT U
3a60nsBaHKs HA KOPOHAPHHUTE APTEPHH HMA NMOBHILEH PHCK OT TEXKH PEaKLHH.

HHTpaBackyIapHOTO MPHIIOXKEHHE HA KOHTPACTHH BElLECTBA MOXKE 1a YCKOPH Pa3sBHTHETO Ha Genonpoben
OTOK NpH NALMEeHTH ¢ H3MBEHa UM HayalHa CbpACYHA HEJOCTATLYHOCT, A0KATO IPHIOKEHHETO HA
KOHTPACTHH BelllecTBa NpH HenoapobHa XHNEPTOHHUS H 3a00N1ABaHUS Ha CHPAEYHHTE KAl MOoXe Ja
IOBee A0 H3pa3eHU XeMOAMHAMHYHH IIPOMEHH.

Heaponozuunu cumnmomu
Heo6xonumo e 0coGeHO BHHMaHHE NIPH HHTPAaBacKyNapHO [IPHIIOKEHHE Ha KOHTPACTHH BELLECTBA NpPH
NaUHEeHTH ¢ OCTEP LiepeGpaiied HHAPKT, OCTHP HHTPaKpaHHaleH KPbBOU3IIHB H CbCTOSHMA, BKIIOUBALLH
yBpena Ha KpbBHO-MO3bYHATa fapHepa, MOYbUCH OTOK H 0CTpa JEMHENHHH3AL .

HanuuneTo Ha HHTPAKPAHHAIHH TYMOPH HJIH METACTA3H M aHAMHE3A 3a €NUNENCHA MOXe Ja yBel
BEPOATHOCTTA OT Bb3HHKBaHe Ha KOHBY/ICUBHH 'bpUOBE.
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HCBPOJ'[OI‘H‘-IHHTC CHMIITOMH, AbJDKAITH C€ Ha JErCHEPATHBHH, HCXCMHYHY, BBINANTUTCIHA HIIH
HEOIJIACTHYHH MO3BYHO-CBHAOBH ITATOMOTHH MOraT faa ce 0600"[])81‘ OT OPHIIOXKEHHCTO HA KOHTPACTHH
BelllecTBa. Te3H NAYEHTH HMAT NOBULIEH PHCK OT NNP€XOAHH HEBPOAOrHYHH YCIOXKHCHHA.

HHTpaBaCKy.TIapHOTO MMPHIIOKCHHE HA KOHTPACTHH BELLECTEa MOXKE Ja IPHUYNHY Ba30Cna3bM H II0C/IEABala
MO3BbYHA HCXECMHA.

Anxoxonuzem

KakTo excrnepHMEHTAIHO, TAKa M KITHHKHYHO € I0Ka3aK0, Y€ OCTPHAT H XPOHHUEH AlTKOXOIH3BM
YBEJIHYABAT MPOIMYCKJIMBOCTTA Ha KPbBHO-MO3bYHATa Oapuepa. ToBa ynecHsBa MPeMHHABAHETO Ha
foHpaHHTe CPeACTBA B MO3bYHATA THKaH M BEPOATHO BOJAH Ao HapymeHus b LTHC.

Heo6xoauMo € Aa ce ynpaskHABa NOBHLIEHO BHHMAHHE TIPH aNKOXOJHLH, TIOPalH BB3MOXKHOCTTA OT
HaMaJieH MbpY0B npar.

TIpucmpacmasgare KoM HAPROMUYWREKAPCMEA
Heo6x0AHMO € f1a Ce yNpaKHABA NOBHIIEHO BHUMaHHe NIPH NalHEHTH, IPRCTPACTEHH KbM HAPKOTHLH WK
IpYTH, OTNYCKAHH ChC WM Ge3 pelenTa nekapcTea, NOpajH Bh3MOXKHOCTTA OT HaMaJleH MbPUOB Npar.,

Tpesoocnu cvcmosHus
U3pasenu CHCTOAHHA Ha BB30YAa, TPEBOKHOCT H O0JIKa MOraT 1a NPeM3BHKAT HEXeJIaHH PeakiyH HiH Ja
YCHJIAT peakiiiuTe, CBbP3aHH C KOHTPacTHHTE BELLIECTBA.

4,5 BiauMogeiicTBHe ¢ APYTH JEeKAPCTBEHH NMPOAYKTH H APyrH GOpPMH Ha B3aHMoAeHCcTBHE

JlekapcTBO-NEKaPCTBEHH B3aHMOAEHC TR (€ THOBPEMEHHO IPHEMaHH JIeKapcTBa)

O6Mucnere MpeKpaTABAHETO HA JISMEHHETO C NIEKapPCTBA, KOMTO NMOHMXKABAT I1para Ha o/TyuaBaHe Ha
NpUnagsK g0 24 yaca clejl Npouesypata 3a HHTpaTeKaTHO IPHIOKEHHE M NAIIHEHTH ¢ HApYNICHAA Ha
KpbBHO-MO3buHaTa GapHepa (Bx. Herponoruunn cumnTomu B pasaen 4.4 va KXII).

3a /1a ce NpeAOTBpaTH MMOABATA Ha JIAKTATHA allHA03a TIPH NalMEHTH ¢ AHabeT, MOANOKEHH HA JIEYeHHE C
NepopanHy aHTHARAGETHH CPEeACTBa OT KJaca Ha OuryanuanTe (MeTdopMuH), Te3u cpeacTsa Tpadea na
§BAAT CIPEHH IIPH CNIEAHHTE CLEHAPHH: IPeJH HHTPAaPTEPHANHO KOHTPACTHO NPHIIOKEHHE ¢ MBPBa
610peuna ekcnosuuus; npu nauvents ¢ eGFR nox 30 ml/min/1,73m2, nony4asailiy HHTPaBEHO3HO
KOHTPAcTHO BELLECTBO MITH HHTPAAPTEPHATHO KOHTPACTHO BELECTBO C KCIIOZKLHAA PH BTOPO
npeMuHaBaHe npes 6x0penuTe; HAM PH MALMEHTH ¢ ocTpo 6pOpedHo YBpexkIaHe H ce Bb300HOBABA Crejl
48 yaca, caMo ako ObGpeyHaTa GYHKLHA HE CE € IPOMEHUIIA 3HAYHTENHO.

TMoaobuuTE HA anepria peakiii KbM KOHTPACTHHUTE BELIECTBA Ca [O-4ECTH H ce MaHHGECTHPAT KaTo
KbCHH PeaKiHH TIPH NALHEHTH JeKYBaHH C MMyHOMOZY IaTODH, KaTo HHTepIeBKHH-2 (IL-2).

BzauMoneicTeusa ¢ 1a50DATOPHHTE TECTOBE

Tecmose 3a wumosuonama Qynkyus

Pesynrature OT onpeaenaHeTo Ha GENThYHO CBBP3aHHUA MO H H3CNENIBAHMATA 34 TOEMaHe Ha
paauoakTHBeR #o/, KOHUTO 3aBHCAT OT OLLEHKHTE Ha KOJNKYECTBOTO HOJl, HAMA Jla OTPa3fBaT TOUHO
THpeOHAHATa QYHKUMA B0 16 AHH CCA NPHNOKEHHETO Ha HOAWPaHH KOHTPAcTHH BelliecTBa. Pesyntatute
OT (yHKUHOHAJIHMTE H3C/ICABAaHHA HA LIIHTOBHHATA XJ1€3a, 00aue, KOHTO HE 3aBHCAT OT OLEHKHTE Ha
KOJIMYECTBOTO HOJ, HAaMp. aHaNN3 Ha moeMaHeTo Ha T3 oT cMona M oblMs unK ceodboaeH THpokcHH (T4)
He Ce [IOB/IMABAT.

Besko H3CnenBpaHe, KOSTO O MOrNIO Ja ce TIOBNKAE 0T KOHTPACTHHTE BCLICCTRA, Tpsﬁaa Jla ce HM3BLD




Jabopamopuu uscnedsanus

BHCOKHTE KOHUCHTPALUMH HA KOHTPACTHH BELIECTBA B CEPYMa H YPHHATA MOTAT Ja OTOpOYaT pesyNTaTHTe
OT na6opaToOpHHUTE H3CIEABAHHA 32 GUIMPYOHH, NPOTEHHM WM HEOPraHHMYHH BElECTBa (HAIp. XKeNi3o,
Mex, Kanuuii H pocdar).

4.6 @epTHIRTET, 6peMEeHHOCT B KbPMEHE

bpemeHHocT
I[IpoyyBanusTa MPH XKHBOTHH HE MOKA3BaT TEPATOTEHEH MIIH eMOPHOTOKCHYEH €(EKT CNIEA MPHIOKEHHETO

Ha fioMenpon. Kakro H npH ApyruTe HelHOHHH KOHTPACTHH BELLECTBA, HAMA KOHTPOJIHPAHH NPOyYBaHHS
npu GpeMEHHH JeHH, KOHTO Jla TOATELPAAT Ge3onacHoCTTa Ha ynoTpebarta HM IpH xopa. Thil karo
H3naraHeTo Ha o6rbuBaHe no BpeMe Ha GpeMeHHOCT TpAOBa Aa ce H36ArBa NPH BCHUKH CJTYYaH,
HE3aBHCHMO OT TOBA JASH Ce HIH He ce MPH/ara KOHTPacTHO BELIECTBO, NOI3aTa OT PEHTIEHOBOTO
M3CNeABaHe TpAGBa 1a Ce CbOTHECE BHHMATENHO KbM BB3MOXHHS PHCK.

[Tp1 HOBOPOAEHH, KOHTO ca G H3710X%eHH Ha iomeprol BeTpeyTpoOHO, ce npenopsyea NpocieasBaie Ha
(GyHKUHATA Ha M TOBHAHATA XIe3a (BxK. Touka 4.4).

KbpmeHe
ﬁonﬂpaﬂn're KOHTPACTHH BellleCTBa ce eKCKPETHPAT cNabo B KbpPMaTa U He ¢a TOKCUYHH NPH JKHBOTHH

cae] nepopaino npunoxkenue. OT npuaoGHTHA JoceTa ONHT, yBPEXAAHETO Ha KbPMAyeTo € Majiko
BEPOATHO.

He e HeoOx0aMMO NpEyCTAHOBABAHE HA KBPMEHETO.
4.7 EdexkTd BBpXy cnoco6HocTT 33 wodHpaHe H paGoTa ¢ MALIHHH
He ca u3BecTHH eeKTH BBPXY CNOCOGHOCTTA 2a WodupaHe H paboTa ¢ MALUHHH,

4.8 HexenanH JeKapcTBeHH peaKUHH

O6uwn
Ipunoxenuero Ha HOZMPAHH KOHTPACTHH BELECTBA MOXKE Ja IPEAU3BHKA HEKENAHH NEKapCTBeHH

peakuyu. OGHKHOBEHO Te Ca JIEKH 0 YMEPEHH M NPEXOAHHM No chUiHOCTTa cH. ChobitaBan ca, obave,
TEKH M JKHBOTO3ACTPANIABALIM PEaKLIKN, TOHIKOra BOAEIIH 1o cMbPT. B noseueTo ciayyaH, peakunuTe
BB3HMKBAT B PAMKUTE HA MHHYTH Cl€] 103HPaHETO, HO MOHAKOra, PEakUMUTE MOXKe J1a Bb3HUKHAT U No-
KBCHO.

Anadunakcus (aHadHUNAKTOMAHA peakUHA/peakiiyy Ha CBPLXYYBCTBUTENIHOCT) MOXKE Ja C€ IPOSBH C
Pa3NMUHK CHMIITOMH, KATO Pa3BUTHETO Ha BCHYKH CHMITOMH OT €/IMH H Chlll NALHEHT € psako. ObuuafiHo,
B paMKHTE Ha | 00 15 MHUHYTH (HO pAaKo clell MPOMEKIYTHK OT 2 Haca), NaUMEHThT Ce OMIIAKBa OT
aGHOPMHM ycelaHus, Bs30yna, 3a4epBsIBaHe, UyBCTBO 32 FOPEIIMHA, YBEIHYEHO NOTeHe, 3aMasHoOCT,
YBeJMYEHO CBI300TAE/SHE, DHHHUT, MANNUTALHH, IapeCTE3UH, NPYPUTYC, hapuHronapuHreania 6omka u
CTATAHE B rbP/OTO, AHCharus, KaluIHita, KHXaHE, YPTHKAapHS, EpPHTEM, JICK JIOKAIH3UPAaH efieM,
AHTHOHEBPOTHYEH €/IeM U JAUCIHEs, JbJDKAllia Ce HA e[IEM HA €3HKa H TAPHHKCA W/HIIM TAPHHIOCNA3bM,
nposABABalll c& ¢ XpUNTeHe H OPOHXOCIATBLM.

Cro61UaBaHH ca CBILO rajieHe, NOBpbLIaHe, KOpeMHA 60NKa H AHApHA.

Teau peakiMi, KOHTO MOXKe 1a Bb3HUKHAT He3aBHCHMO OT NIPHIIOKEHATA 032 HIIH TETA Ha BhBEKaHE,
MOTaT JIa MPeACTABIABAT MEPBUTE NPH3HALHN HA HHPKYIATOPEH KONarc.

ITpuaoKeHHETO HAa KOHTPACTHOTO BEILECTBO TpAdBa Ja 6b1e He3abaBHO MPeyCTaHOBEHO H, NPH

TexKH peaKiuy, 3aCATAIH ChpPACYHO-CBAOBATA CHCTEMA, KATO BA30AMIATALMS ¢ H3pa3eHa
TaxHKapaus, AMCnHes, Bb36yaa, [1Mano3a H 3ary0a Ha ¢h3HaHHe, NPOTrPECHPaLLY A0 AUXATY
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ChpAeYeH apecT, MOXKe 1a JOBeJaT 10 cMBPT. Te3u cbOHTHA MOXKeE Aa BL3HUKHAT MHOIO 630 H H3HCKBAT
LAMOCTHA M arPECHBHA KapAHOMY IMOHANHA peaHUMallKs.

[THpBHYHMAT UHPKYNATOPEH KOJAIC MOXKE A BE3HHKHE KATO eIHHCTBEHATAa H/WJIH TbPBOHAYAIHA IPOsBa
{e3 pecnUpaTOpHH CUMITTOMH HJIH €3 IPYrH OT OCOUEHHTE NO-Tope MPH3HALH HIIH CHMITOMH.
HexenaHure peakuuy, CboOIIEHY B KIHHHYHHTE NPOY4BaHHA cped 5 311 BB3pacTHH NALMEHTH H OT NOCT-
MAapKeTHHIrOBOTO HabIio/ieHHe ca MPeACTaBEeHH B TabnuUMTE N0-A0MY 110 YECTOTa H ¢a KNaCH(QHUHPaHH no
MedDRA cuctemo-opraHHH Knacose.

T1pH BCAKO IpyNHpaHe B 3aBHCHMOCT OT YECTOTATA, HEKENAHUTE PEaKUHH ce H30poABaT B HH3XOAAWL pell

Mo OTHOLIEHHEC Ha TAXHATa CCPHO3HOCT.

4.8.1 HuTpaBacky.JTapHO NPHIOKEHHE
Bb3pacTHHTE MAllHEHTH, BKIFOYEHH B KIHHHYHH ITPOYYBAHHA C HHTPABACKYIAPHO MPHIOKEHHE Ha

fiomenpon ca 6un 4 739,

Byapacmeu
MeDRA-6aza ganun Hexcenanu peakunn
Ha cHcTeMo-opraind | KnWHHYHE NpoyYBaHHS IMocT-MapKeTHHIOBO
KIacoBe HabmoaeHHe
YeeH Heuectn Peaxn C HeusBecTHa HecTOTA™
11000 | (>1/1000 80 | (=1/10 000 no
<1/10) < 1/100) < 1/1 600)
HapyiueHns Ha kpbBTa TpombonuToneHus
K nuMdHATA CHCTEMA XeMOIMTHYHA aHEMHS
HapyuwieHus Ha AHa(pHNaKTOMIHA peaKLHs
HMYHHATA CHCTEMA
EHAOKpHHHH XHNEePTHPEOUIEM
HapyLUIeHHS
IMTeHXHYHH HAPYLOEHHS TperoxHOCT
ChCTOsSHHE Ha OGBPKAHOCT
Hapylienns na 3aMasgHOCT TTpecunxon Koma
HepBHATa CHCTEMA ['nmasobonue IpexoaeH HexeMHYeH
OpHCTBI
ITapannza
CuHkon
KouByncuu
3aryba Ha Ch3HAHHE
Husaptpus
IMapacTesuu
AmHeans
CbHIHBOCT
H3BparteH Bkyc
EHuedanonarus,
NpeAU3BHKAHA OT KOHTPACTHH
BeLecTsa ***
HapyweHus Ha ounte Ipexonna cnenota
3pHTEAHH HAPYLOEHKS
KOHIOHKTHBHT
YBeNIHUEHO CBI300TICNAHE
QoTtoncus
Copaeuryt HapylICHHA Bpanukapaus CupaedeH apecT
Taxukapaus :
ExcrpacucTosu
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ApUTMHA

KamepHo uiH npegcwpaHo
MBXJIEHE
ATpHOBEHTPHKYNapeH 610K

CBIOBH HApPYIUCHHA

XuneproHuus

XUnoTouus

Lupxynaropex konanc unu
LLIOK

3auepBABaHe

Bnennoct

IInano3a

Tpomboza Ha KopoHapHaTa
apTepHs

KoponapHa aprepuanHa
embomnus

Ba3socnazsm****
HexeMug****

PecnnpaTtopHH, rpbaHH
U MeIHaCTHHANHH
HapyLueHHA

JucnHes

JInxateneH apect

OcTbp pecniupaTopeH AHCTPEC
cunapom (OPZIC)
Benoapoben enemM
JlapuHreaneH eaem
dapHHrealicH eaeM
BpouxocnasbM

ActMa

Kauuna

Hucxomdopt BbB dapiHKca
JInckoMdopT B NapHHKCA
Punut

Jucdouns

CroMalHo-4peBHH
HapyLIEeHHA

TloBpeiane
Tanene

Juapus

Kopemua Sonka
Xunepcekpenys Ha CNIOHKa
Hucdarus

YronemsaBaHe Ha CIIOHYECHHTE
KIIE3H

HapyuieRHs Ha KoxaTa
H MOKOXHATa ThKaH

EpureM
Vprukaphs
Ipypuryc

O6pue

OcTpa reHepaaH3InpaHa
€K3IAHTEMATO3HA NYCTYJ03a
Anrnoenem

YBenuieHo noTeHe
Cuuapom Ha CTHBBHC-
JLKOHCEH

Toxcu4yna emugepManHa
HEKPONH3a

Eputema Myt opme
JlekapcTBeHa peakUya ¢
€03HHODHIIAA H CHCTEMHH
CHMNTOMH

HapyiueHns Ha
MYCKYJIHO-CKEJIETHATa
CHCTEMA U
ChCAMHHTENHATA ThKaH

Bonka B repba

ApTpanrus
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Hapyuiennd Ha Octpo 6u6peuto
6uOpeusTe H HapylleHHe****+*
NHKOYHHUTE MBTHILA
OG6ww HapylIeHUs 1 YyectBo 3a | ['ppaHa 6onka | AcTeHus Peakius B MACTOTO Ha
e(beKTH Ha MACTOTO HAa | ropelMHa | 3aTOMusHE H Brpucanus HHKEKTHpaHe**
NPHIOKEHHE 6onka B IMupekcus HepaznonoxeHue
MACTOTO Ha HKaxpa
HHXEKTHDaHe JlokanHa cTyAeHHHA
Hacneasanus YBenuueH Noeuwenue na ST cermenTa B
KpeaTHHHH B eNeKTpoKapuorpamMaTa
KPBBTa AGHOpMHA
eJleKTpoKaparorpaMa

*Toi KaTo peakuHHTE He ca GuiM HabMogaBaHy MO BpeMe Ha KIHHHYHHTE MPOY4BaHHA ¢ 4 739 naunuenTH,
Haji-noGpaTa OLEeHKa € Ta3H, Y& TAXHOTO OTHOCHTENHO Bb3HUKBaHe € pAnxo (> 1/10 000 xo < 1/1 000).
Haii-nogxoasuiugar repMus no MedDRA e n3non3BaH 3a OMMCBAHE HA ONPEAE/ICHA peakLis H HeliHuTe
CHMIITOMH H CBBP3aHUTE CHCTOSHHUA.

**PeaknuuTe Ha MACTOTO Ha HIDKeKTHpaHe obxBamar 60AKa # NoAyBaHe Ha MACTOTO HA WHKEKTHpaHe. B
GOHUMHCTBOTO OT CITyHaHTe TE CE Jb/DKAT Ha eKCTPaBa3alHs Ha KOHTPACTHOTO BelliecTBO. Te3H peakuuuu
ca 06HYaliHO PEXOHH W BOAAT RO Bb3cTaHoBABaHe Oe3 nocneacTeus. CroOlaBaHu ca cy4yan Ha
eKCTpaBa3alliA ¢ BE3MANeHHE, HEKPO3a Ha KOXAaTa H IOpH Pa3sBHTHE HA KOMIAPTMEHT CHHIPOM.

*+* ExiedpatonaTHaTa MOXKe Ja C€ MPOSBH CEC CHMITTOMH M NMpPH3HALH HA HEBPONOTHYHA AHCOhYHKUHS
KaTo rnaBobonue, 3puTeNHH HapyLIEHHA, KOPOBa CIENOTa, 00BPKAaHOCT, IbPUOBE, 3aryba Ha KOOpAHHALHA,
xemumnapesa, adasus, 3aryfa Ha ch3HaHHE, KOMa H MO3BYEH OTOK.

*++*Ba3ocnasbM H nocaeasallla HeXeMHs ca HaboAaBaHH 110 BPEME HA HHTPAAPTEPHATHUTE
MHXXEKTHPaHHA Ha KOHTPACTHOTO BeLLeCTBO, NMO-CIIEUHANHO CJIEA KOPOHApHA M LepeOpanHa aHrHorpadHs,
4eCTO MpOLEAYPHO CBbP3aHH H B3MOXHO NPeIU3BHKaHH OT BbpXa Ha KaTeTspa MM MPEKOMEPHO
HaJAraHe B KaTeThpa.

***k+Moxe Ia ce pa3pue npexogHa ObOpevHa HeNOCTATBYHOCT ¢ OJIMIYPHA, NPOTEHHYDHA H TIOBHIIABAHE
Ha CEPYMHHA KPeaTHHHH, 0c00EHO NpH MAUMEHTH ¢ yBpesieHa 6b0pedHa Qynkuua. B cioyyaii Ha
€KCTPaBa3adHO HIDKEKTHPAHE B PEIKH Cy4ai MOXe /a ce pa3BHe ThKaHHA peaKuMA.

Heduampuunu nayuenmu

Hma orpaHHueH ONUT ¢ NeAHATPHYHH NaLHeHTH. basaTa faHHM Ha KAMHHYHM NPOYYBAHHA BEPXY
neguatpuuHara GezonacHoct ofxBala 167 nauHeHTH.

IMpoduaer Ha Ge3onacHOCT Ha HOMENPOT € cXOAEH IIpH Aella U Bb3PacTHH.

IpexofeH XHNOTHPEOUAHIBM MOXKE 11a Bh3HHKHE IPH HOBOPOAEHH,0C06¢HO NPH NPEKACBPEMEHHO
poldeHH WK HOBOPOAEHM C HUCKO Terno ! acua (0-3 roaunn), KoraTo ca H3NnokeHH Ha HOMenpon.

4.8.2 IlpunoxeHue B TeJJeCHHTe KYXHHH

Cnell HHXEKTHpaHe Ha HoOMpaHO KOHTPACTHO BELIECTBO B TEJIECHUTE KyXHHH, TO ce abcopbupa 6aBHoO oT
Y4aCTBKA Ha NPHIIOkKEeHHe B CHCTEMHOTO KPEBOOOpalIieHHE H TIOCAEABAINO C€ M3YHCTBA YPE3 CIMMHHHMPAHE
ot 6uOpenuTe.

KpbBHaTa aMHJIa3a c¢ TIOBHILABA YECTO CNIEH SHAOCKOIICKA PETPOrpafiHa X0IaHTHO-MTaHKpeaTorpadus

(E. P. X. IL). OnHcaHH ca MHOTO PEOKH CAY4aH HA NAHKPEaTHT.

PeakiiiuTe, cHOOLIEHH MPH CIIyvad Ha apTporpadus 1 puctyaorpadus obudaiiHO NpeACTARAT NPOABH HA
Hpa3sHEHe, HACTIOKEeHH BLPXY CHIEeCTBYBALO THKAHHO BB3NANEHHE.

CHcTeMHaTa CBPBXUYBCTBUTENHOCT € pa/Ka, Hali-00110 Jeka ¥ moj opMmaTa Ha KOXKHH PEaKUHH.
BB3MOXHOCTTA 32 pa3BHUTHE Ha TEXKH aHAQHNAKTOWIHH peakLuH, obatye, He MOXe Aa ce H3KIIOYH.

KakTo H npH ApyTH iioAHpaHH KOHTPACTHH BelllecTBa, 60JKY B Tasa U ¢u3HUeCcKo HepasnonokeHHe e
BE3MOXKHO Ja BE3IHHKHAT CIIEJ] XMCTEPOCAINUHIorpadus.

CroluiaBaHe Ha [TOAO3HPaHH HEXENAHH PEaKUHH

15




Cpo01aBaHeTo Ha MOZO3MPaHH HeXKeNaHH peaklHH cliell pa3peluaBate 3a ynorpeba Ha nekapcTBeHUs
NpoAyKT € BaxHo. ToBa No3BOJIABA A TPOABIKH HaOMOACHHETO HA CHOTHOIIEHHETO MON3a/pHCK 32
nexapcTBeHHA NpoaykT. OT MEAULMHCKHTE CHELMAHCTH Ce H3HCKBA Ja ChoOINaBaT BCsKA [I0JI03HpaHa
HeXeNlaHa peakiHd Ypes;

M3nbiHHTENHA areHLUMA N0 JIEKapCTBaTa

ya. . JlamaH I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeGcafiT: www.bda.bg

4.9 Ilpepo3upane

Tpefo3upaHeTo MOXE Aa AOBEAE A0 KHBOTO3ACTPALIABAILH HEKENAHH PeaklHH NIaBHO OT CTPaHa Ha
Iy IMOHAJTHATA W CBPASHHO-CBHI0BaTa CHCTEMH. JIeHeHHeTo e HacoueHO KbM IOAbPKaHe Ha KHU3HCHHTE
(YHKLHMH H CBOSBPEMEHHO TIpHIIaraHe Ha CHMITOMATHYHa Tepamus. HoMenpon He ce cBbp3Ba ¢
IIA3MEKHTE HITH CEPYMHH NPOTEHHH H, CIEOBATENHO, MOXe 1a Obje oTCTpaHeH upes AHaNH3a.

Croiiroctute Ha LDso (g Hion/kg) 3a loMenpon npy kHBOTHH ca:

HHTpaBeHO3HO NPHIOXKEHHE! 19,9 (19,3-20,5) (Mu1Ka)
14,5 (13,2-16,0) (nrex)
> 12,5 (kyue)
HHTpanepHTOHEANHO MPHUAOKEHHE: 26,1 (13,1-29,2) (Mu1LKa)
10 (8,9-11,3) (rBX)
HurpauepebpaiHo NPUAGKEHHE: 1,3 (1,2-1,5) (Muwrka)
HHTpauncTepHanHo NpHITOKEHHE, > 1,2 (mbX)
HHTpakapoTHAKO PHIOKEHHE: 5,8 (4,64-7,25) (nnmx)

5. ®APMAKOJIOTHYHH CBOMCTBA
51 <®apmMakoqHHAMH4YHH CBolicTBa
dapMakorepanesTHuHa rpyna: Koutpactu sewectsa, ATC kon: VOSAB10

HoMepoH chappixka KaTo aKTHBHA ChCTaBka HOMENpOIl, KOHTO € TpU-HOoAKpaHo HEllOHHO KOHTPACTHO
BEeIIECTBO W CE H3ION3BA 3a PEHTIEHOBH H3CIEABAHMNS.

52 apMaKOKHHETHYTHH CBOHCTBR

(bapMaKOKHHETHKATA, TOHOCHMOCTTA M IHarHOCTHYHATA e(HKACHOCT Ha HOMENpPOa B pa3TBOPH,
chabpxkalud Ao 400 mg iiox/ml ca H3nHTaHKU NpH 3ApaBR To6POBOJILH H MALMEHTH ¢ TIOKA3aHHA 32
yporpadus, anruorpadus, KT n nacneBaHe Ha TENECHHTE KyXHHH.

JlaGopaTtopHuTe MapaMeTpH M )KH3IHEHHTE NOKA3aTeNH He MOKa3BaT KIHHHYHO 3HAUHMH H3MEHEHHS.
(hapMaxoKMHETHKATa Ha HOMENpoJ, BLBEICH UHTPABacKy1apHO, ONHCAHA NIPH BYKOMIIAPTHMEHTEH
Mozen, nokassa Osp2a ¢aza Ha pasnpeaenenue H no-6asHa dasa Ha eaumuaupane. Ipu 18 3apasn
J06pOBOILM, CPEIHUAT TONMYKUBOT Ha da3aTa Ha pasnpec/eHHE H Ha (a3aTa Ha eTMMHHHpaHe ca
cbOTBeTHO 23 * 14 (s) min 1 109 + 20 (5) min, ¢ 50% 610peuHa ekckpelHs A0 2 4aca cief BbBEKAAHETO.

53 IIpeaxnuau4HH JaHAA 3a GesonmacuocT
PesynraTHTe OT H3C/NeIBaHHATA MPH TIBXOBE, MHILKH M Ky4YeTa NOKa3Bar,4e HoMenpon I

TOKCHYHOCT MPH HHTPABEHO3HO HJIH HHTPAAPTEPHAIIHO MPHIOKEHHE, N1000Ha Ha Ta3H
HOHHH KOHTPACTHH BelllecTBa. CHCTEMHATA NOHOCHMOCT CJICZ IOBTOPHO HHTPABEHO3HO
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ILTbXOBE U Ky4eTa e AoOpa. Cnell HHTPaBEHO3HO NPHIOKEHHE TIPH TUTBXOBE HoMenpon ce paznpenens
MEXIy U1a3MATa H eKCTPALENYIapHOTO NPOCTPaHCTBO. HMoMenpo He ce cBBp3Ba ¢ TNASMEHHTE GeNTBIH.
He ce meTabonuaupa ¥ ce eMMHHIPA OYTH K310 ot 6s0peunTe. [Ipu mirbxose 94% ot npunoxeHara
1033 ce OTKpHBa HENPOMEHEHA B ypHHATa B MbpeuTe 8 Yaca,

6. GOAPMAIIEBTHYHH TAHHHA
6.1 CnHCHK Ha IOMOIIHHTE BELIECTBA

ﬁomepou HHXEKIHOHEH pa3TBOP ChAbDXa:
Tpomeramon,

XNopoBOIOpOOHA KHCEIHHA,

Boga 3a HHKEKLIHH.

Homepon 350 cuampska (xonuuectso/100 ml):
IMoMolHH BelecTBa:

Tpomeramon 100 mg,

Xnoposonoponna kucenuHa (d=1,18) 24 mg,
Boxa 3a umiekun g0 100 ml

6.2 HecbBMEeCTHMOCTH

[Ipu nunca HAa NPOYYBAaHHA 33 HECHBMECTHMOCTH, TO3H JIEKAapCTBEH MPOAYKT He TpAOBa 1a ce CMecBa ¢
APYTH NIeKapCTBEHH MPOAYKTH.

6.3 Cpox Ha rogHocT

5 roaHHH

6.4 CnenHajJHH YCI0BHA HA ChXpaHeHHe

Jla ce chXpaHABa B KapPTOHEHATA OMAKOBKa, 3a Ja C¢ MpeAnasH oT ceeTHHA. [la ce chxpansasa nog 30°C.
Makap ue 4yBCTBHTE/IHOCTTA Ha HOMENPON KbM PEHTITEHOBHTE AbuH ¢ ¢aba, Tol TpabBa fa ce chXxpaHsBa
anede oT H3TOUHHIH Ha Hosu3upaiuy Jb4H. [Ipean ynorpebara Ha npoaykTa ce yBepeTe , Y€ HHKOH OT
KOMNOHEHTHTE Ha IThpBHYHATA ONaKoBKa He € nospeieH. He uanonspaiite npoaykra, ako € ¢ NPpOMEHEH
LIBAT, ChABPXKA YACTHLH HJIH aKO MbPBHYHATA ONIAKOBKA € NoBpeneHa. KOHTpacTHHTE BellecTsa He ca
npefHa3Ha4YeHH 33 MHOTOKpaTHa ynoTtpeba. Kaydykosarta 3amyiilanka Tpa6sa fa ce mpodoae caMo BEAHBX.
3anywmankara ce mpo0HBa ¢ MOAXOAALIA KAHIONA, C KOATO C& acMUpPHpa pasTBopa B CIIPHHUOBKATA,
HEMOCPeACTBEHO MpeaH yrnoTpeba. KomuuecTBOTO HEH3NON3BaH KOHTPACT TPAOBa Na ce H3XBBPIIH.

6.5 BuaH chAbpKAHHE HA ONAKOBKATA

HoMepoH HHKEKLHOHEH pasTBOP ce ChXpaHABa B GYTH/IKM, HanpaseHy oT cTbkao TN I uan 11
{EBponeiicka ¢papmaxones). ByTHIKHTE ca 3aTBOpPEHH ¢ XanobyTHIOBH 3aMyIllaiki U ajlyMHHHEBO-
MPONHJIEHOBH KallayKH.

Homepon 350 Bytunku 50 ml, 100 ml, 200 ml uis 500 ml

6.6 CrheuHanHH NIpeaNAIKH MEPKH NPH HIXBLPJAAHE ¥ paboTa

HsaMa cneliHaiHH H3HCKBAHHAL.
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Heunsnon3saHuaT JICKApPCTBEH TNPCAYKT UWIH OTIIAABYHHTE MATEpPHaIH OT HEro TpﬂGBa Aa CC U3XBBPIAT B
CBOTBETCTBHE C MCCTHHTE H3HCKBaHHA.

7. IMPHTEXATEJ HA PAZPEILIEHHETO 3A YIIOTPEBA
Bracco Imaging S.p.A.

Via Egidio Folli, 50

20134 Milano

Hranua

8. HOMEP(A) HA PAIPEIIEHNETO 3A YIIOTPEFA

Per. Na 9700015

9. JATA HA ITBPBO PASPEHIABAHE/TNIOJHOBABAHE HA PAPEIIEHHUETO 3A
YIHOTPEBA

Hata sa nepBo paspernaBane: 31 aryapn 1997 r.
Jarta Ha nocaeano noaHosasane: 11 romm 2013 1,

10. JATA HA AKTYAJIMBHPAHE HA TEKCTA
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