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KPATKA XAPAKTEPHCTHKAHA, IIPO,II.YKTJ A 7S } o 6 ‘07- 2026

1. UME HA JIEKAPCTBEHUA IMTPOAYKT

Busunak 320mg I/ml nHkeKuuoOHEeH pa3TBOp
Visipaque 320mg I/ml solution for injection

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
AKTHBHO BelIECTBO | KoHueHTpaums CbabpkaHue 3a ml
Wonukcanon (lodixanol (INN)) 320 mg I/ml 652 mg exB. 320 mg |

MoaukcaHon e HelOHHO, JUMEPHO, XeKcaioAupaHO BOJHO-Pa3TBOPUMO PEHTITEHOKOHTPACTHO CPEACTBO.
YucTugaT BoAeH pa3TBOp Ha HOJAMKCAHOJ BbB BCHYKH HU3I10J13BaHH B KIMHHYHATaA NMPaKTHKa
KOHLIEHTPALUH UMA NO-HUCHK OCMOJIAJIMTET OT TO3W Ha KPbBTA H CbOTBETCTBA HA KOHUEHTPALIMHUTE Ha
HEHOHHHTE MOHOMEPHH KOHTPACTHH cpeAcTBa. Ypes npubassHeTo Ha enekTpoJIMTH Bu3unak crasa
W30TOHHWYEH HA HOPMAJIHUTE TeJleCHU TEHHOCTH. CTOMHOCTHTE HAa OCMOJIAPUTETETAa U BUCKO3HUTETA HA
Bu3unak ca KakTo cjieaBa:

KoHueHTpauus Ocmounapuret* Buckosuter (mPes)
Osm/kg H,O
37{}(: 2ODC 37UC
320 mg I/ml 290 25,4 [ 11,4

* Mertoa: “Vapour-pressure” 0CMOMETPHS.

320 mg I/ml: To3u nexapctBeH npoaykr cbaspxa 0,45 mg (0,02 mmol) naTpuii Ha ml. ToBa Tps6Ba na ce
WMa npeBH NPH NaLHeHTH C KOHTPOJUpaH NPHEM Ha HaTpUi (BXK. To4ka 4.4).

3a MbJIHUA CIIMCHK HA MOMOILIHUTE BELECTBa, BUXXTE Tovka 6.1

3. JIEKAPCTBEHA ®OPMA

MHKeKLIHOHEH pa3TBOP.
Busunak ce npeanara noja dopmara Ha rotoB 3a ynorpebda, Ouctbp, Oe3usereH 10 0J1e0 KbJIT BOJIEH
pa3TBoOP.

4. KJIUHUYHHU JAHHHU
4.1. TepaneBTHYHH NMOKA3AHHSA

To3u nekapcTBEeH NPOAYKT € NpeJAHa3Ha4yeH caMo 3a JIMarHOCTHYHH LIEJIH.
PEeHTre HOKOHTPACTHO CPEACTBO 3a KapAauoaHruorpadus, uepedpanHa auruorpadus (KOHBEHLIHOHATHA),
nepudepHa aprepuorpadus (KOHBeHLIMOHAIHA), aDloMyHaNHA aHrHorpadus (1.a.DSA (aururanna

cyOTpakuuoHHa aHruorpadus)), yporpadus, enorpapus, CT-ycunsane. JlymOanna, Topag

\
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CTOMALIHO-YPEBHUA TpakT. [1pu Aena ce npunara 3a kapadoawruorpadus, yporpapus, CT-ycunsane n
W3CcNeABaHHA HA TOPHHUSA OTAEN HA CTOMAIUHO-1PEeBHHA TPAKT.

4.2. 1o3HpPOBKAa H HAYHH HA NPHJOKEeHHE

J03MpOBKATA 3aBHCH OT BUAA HA M3CNEABAHETO, BH3PAcTTa, TErNOTO, ChCTOAHUETO Ha ChPLETO, 001LOTO
CbCTOSHME Ha NALMEeHTa U U3N0/3BaHaTa TexHuka, OOUKHOBEHO C€ NpuaaraT CbLUHUTE HOAHH
KOHLEHTPaLUHH U 00eMH KaKTO NpH APYruTe HORHU PEHTTEHOKOHTPACTHH CPECTBA, H3NON3BAHH B
e)KeHEBHATA NMPAKTHKA, HO NPU HAKOW M3CNeNBaHUs JOCTaTb4HA AHATHOCTHYHA HHOpMALIHA MOXKe Na ce
NONYUH CHIIO C UHKEKTHPaHe Ha Mako NMo-HACKA HOAHH KOHUEHTpaLuH. KakTo npu apyrure
KOHTPACTHH CPEACTBA € HeOGXOAWMO OCUIYPABAHETO HAa NOCTATHUHO XHAPATHPAHE Ha NALMEHTA Mpeay H
cnej NpujiaraHe Ha KOHTPacTHOTO CPEACTBO.

MpoayKThT € NpeHa3HaYeH 32 UHTPEBEHO3HO, HHTPAapPTEPHAIHO W MHTPATEKANHO NPHIIOKEHHE, KAKTO H
MPHAOKEHHE B TEJECHHUTE KYXHUHHU.

[IpeacTaBeHUTE NO-AOIY AO3ZUPOBKH MOXKE 4 C€ H3MOI3BAT KaTo yKa3aHHe:
Jl03MpOBKUTE JaJIEHH 32 MHTPAapTepHalHo NPHIOKEHHE Ca 3a €IHOKPATHO HHXEKTHPaHe, KOSTO MOXe Aa
Objie MOBTAPAHO.




[Mokazanue/u3cnenBase
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KoHueHTpauus

Obem

UAaTpaapTepHAJIHO NPHIOKEHHE

Apteprorpagnu

Bo3pacTHu

CenextusHa lepebpanua
Aoprorpagus

[lepudepna

CenekTHBHa BHclUepaiHa i.a.DSA

Kapauoanrnorpadpus

BuapacTHu

JiaBa KamMepa M OCHOBA Ha aOpTara

UHK.

CellekTHBHA KOpPOHapHa apTepuorpadus

Heua

HaTpaBeno3HO NPHI0XKEHHE
| Yporpadus
Bb3pacTHH

Hena <7 kg
Heua > 7 kg

Benorpagus
BnapacTHu

KomnioTnLpua romorpadus (CT-
YCHABAHE)

Bh3pacTHH

CT nwarnasa

CT na tano

.ﬂﬂﬂ

| CT Ha rnasa ¥ 14510

!

270/320Y mg 1/ml

270/320 mg I/ml
270/320 mg I/ml
270 mg I/ml

320 mg I/ml

320 mg I/ml

320 mg I/ml

270/320 mg I/ml
270/320 mg I/ml

270/320 mg /ml

270 mg I /ml

270/320 mg /ml

270/320 mg 1/ml

270/320 mg I/ml

{

5-10 ml 3a uHx.

40-60 ml 3a yux.
30-60 ml 3a nHx.
10-40 ml 3a uHxk.

30-60 ml 3a uHxX. .

4-8 ml 3a HHX.

3aBUCH OT BB3PACTTAa, TEMNOTO
M 1aToNOoruATa

(npenopbyYBaHa MakCHMalHa
obwa no3a 10 ml/kg)

40-80 m1¥

24 ml/kg

2-3 ml/kg

Bcuuku 1031 3aBUCAT OT

Bb3pacTTa, TerfioTo u
naroaoruara (Makc. 50 ml)

50-150 ml/kpak

50-150 ml !

75-150 m]

2-3 ml/kg
10 50 ml (B HsikoH cnyuan
Morar Ja Osaar np -

150 ml)




HATpaTEKAJHO NPHIOKEHHE

10-12 mi®
JlymbBanna u Topakanna muejgorpadus | 270 mg I/ml 10 mI®
(nyMOanHO HHXEKTHpaHE) i 320 mg I/ml
Ilepeukanna mpeaorpadns 10-12 mI®
| (ilepBHKanHO WK nyMbanHo 270 mg I/ml 10ml®
HHXKEKTHUPAHE) unu 320 mg I/ml
IIpnaoKenne B TeJECHHE KVXHHH Jlo3HpoBKaTa ce onpeacns
| HHIMBHAYAIHO 33 OCHIYPSBaHE
BnipacTHH Ha ONTUMATHA BH3yann3auus
1-15 ml
Aptporpadusn 270 mg I/ml
5-10 ml
Xncrepocannuarorpadpus (HSG) 270 mg I/ml [Mpenopbuana a03a MOXe da

| | Objle IepBHIIIEHA HAKOJIKO
MbTH, HAMP. B 3aBUCHMOCT OT
B/IHBAHETO BbB BAATANHLIETO
(n3cneasanu ca ao 40 ml)

H3¢caeaBaHHA HA CTOMALIHO-IDEeBHHA

TPAKT
' Ilepopanno NpHJIOKEHHE | 80-200 ml ca uzcneasaHu
| Bb3pacThu |
TbHKH Yepea 320 mg I/'ml 10-200 ml ca n3cnenpaHu
!
XpaHOMpOBOX | 320 mg I/ml 20-200 ml ca uscienBanu
Cromax 320 mg I/ml 5 ml/kg T.M 10-240 ml ca
M3C/ICABAHN
Jlena 320 mg I/ml

30-400 ml ca uscneaBaHu

PekTanHO NPHJIOKEHHE
Jeua 270/320 mg I/ml

(D' Y aeeTe KOHUEHTPAUMH Ca JOKYMEHTHPaHH, HO B NOBEYE OT cnydauTe ce npenopbusa 270 mg I/ml.

(2) Ho3ara oT 80 ml Moxe na ce NPEBHIIK B ONpEENeHH Clydyan

(3) 3a HaMaNABaHE HAa BL3IMOKHATE HEXeNaHH peaKiivy, He TpadBa Ja Obae npesuiaBada obua no3a
oT 3,2 g Hoa.

[TaueHTH B cTApYecKa BBH3PACT
[Ipu naneHTH B cTap4yecka Bb3pacT, MaUMEeHTH ¢ 4epHOApoOHO U/nIH OBOpevHo yBpexkIaHe MOXe Aa Ce

npuiarat oOM4aiHUTE NpPENnopbYalH A03H NMPH Bh3PACTHH.




4.3. INpornBonoxazanug

CBpBXUYBCTBHTENTHOCT KbM aKTUBHOTO BELIECTBO HIIH KbM HAKOE OT MOMOUIHKTE BECILECTRA.
[IposBeHa TUPEOTOKCHKO3A.,

4.4. Coensa Hy NpeaynpexaeHus B npelNa3HH MePKH NpH ynoTpebda

O611M npeaAna3HH MEpPKHU NpH ynortpedba Ha HEHOHHH KOHTPACTHH CPECTRA

Cepvxuyecmeumensocm

AHaMHe3aTa 3a HAUTHYME Ha aJICpris, acT™Ma MW HEeXKEJlaHH peaklMyi KbM HORHH KOHTPACTHH CPEACTBa,
Hanara HeoOXo0BMOCTTA OT CNIeUHaNHO BHHMaHUE. B Te3d cnyyan Moxe aa ce 00CbAM NPHIIAraHeTo Ha
npeMeaUKaLUs ¢ KOPTHKOCTEporaH uau Hy v Hz aHTAroHHUCTH.

PucksT OT CEpHO3HH peaKUHH CBBbP3aHK ¢ MPUNOXEHHETO Ha BHU3unak ce cuuTa 3a ManbK. Bbnpeku ToBa,
oAHMTE KOHTPACTHH CPEACTBA MOTAT J1a MPOBOKHpAT aHaPUIAKTOHIHH PeakLUK UK JPpYry NposABH Ha
CBPBbXUYYBCTBATEHOCT.

B13MOKHOCTTA 33 NOABA HA CBPbXUYBCTBUTEIHOCT, BKIIOUHTENTHO CEPHO3HH, XKHBOTO3aCTpalllaBallly,
daTanuu aHagunakTHYHA/aHAGUNAKTOUIHY peakLMH BHHArK TpaOBa Ja ce uMa npeasu. [loseye ot
CEPHO3HHMTE HEXXENAHHN PEAKLMH Bb3HUKBAT B paMKXHTE Ha NMbpBHTE 30 MHHYTH. MOXE 12 CE NOABAT H
kbecHH (1 yac WAH NMOBeYe Clel NPHNAraHeTo) peakUHH Ha CBPBbXUYBCTBUTENHOCT. ETO 3alii0 €
He0o0X0AHMO NPEABAPUTENHO OCUTYPABAHE Ha CbOTBETHHUTE IEKapCTBa H anapaTypa 3a CIEIHO JIEYCHHE,
B cliyvali Ha MoABa Ha cepHo3HH peakuuy. [IpenopsuBa ce BUHArK Aa ce U3no3ea abokar UK KaTeTvp 3a
Obp3 MHTPABEHO3EH JOCTDII MPe3 WJIOTO BpeMe Ha PEHTreHOBaTa npoueaypa.

YnotpebaTa Ha Oeta-agpeneprutHu 610KepH MOXeE A NOKMKM Mpara 3a NofBa Ha OpPOHXOCNA3kM MIPH
ACTMaTHYHH NMaLHEHTH cJiel NpHjlaraHe Ha KOHTPACTHO CPEACTBO U A NOHWAKU OTTOBOPAa KbM NIEYEHHUETO
C aApEHANHH.

[TanpenTuTe TpAOBa Aa ce HabmoaaBaT noHe 30 MUHYTH cllell npunaraeTo Ha Busunak.

Koaeynonamus

He-lionHHuTe HOAHN KOHTPACTHH CpeICTBa HHXHOHMPAT KOAryaalHusTa Ha KpbBTa B N0-MaJjKa CTENeH in
vitro, B cpaBHeHHE C HOHHUTE KOHTpacTHU cpeacTBa. CphoblllaBaHy ca ciayyaM Ha NofBa Ha ChCHpelUH Npu
KOHTAKT Ha KPBBTA CbC CIPHHIIOBKH ChABbPXKALUH KOHTPACTHO CPEACTBO, BKJIIIOYHTENHO HE-HOHHO TaKOBa.
HMMa cpol1aHKs, Ye H3N0I3BaHETO HA MIIACTMACOBH CIIPHHLIOBKH, BMECTO CTBKJIEHH HAMaNABa, HO HE
EIMMHHHPA BE3MOXHOCTTA 3a NTOABA HA CbCUPELH in Vitro.

Croll1laBali ca CEPHO3HY, pAAKO (paTtanHH TpomOeMbOnUYHU CHOUTHA, BOACLLH 10 HH(APKT Ha
MHOKapJa U MO3bYeH HHCYNT MO BpeMe Ha aHrMo-KapaMorpagckuTe npoueay pH, KakTo NpH HOHHHUTE,
TaKa ¥ NPH He-HOHHUTE KOHTPACTHU cpeAcTRa. ETO 32110 € HeoOxoAHMO BHUMATENHO NpeliH3HpaHe Ha
M3NON3BaHATa BETPECHAOBATa TEXHHKA, 0COOEHO MO BpeMe Ha anrHorpa)CKUTe NpOLEaypH, 33
MHHHUMHK3UpaHe Ha TpoMbemOonnuHUTE CHOUTUR. MHOXKECTBO (PaKTOPH, BKIIOUHTETHO
NPOABIKUTENHOCT HA NpoleaypaTa, MaTepHalia Ha KaTeTbpa ¥ CNPHHLIOBKATA, ChITbTCTBALINTE
3a00J19BaHHA HA MallMeHTa U MPUEMaHUTE JIEKapCcTBa MOXKeE Aa AOMPHHECAT 34 0ABaTa Ha
TpoMOembonuuny cebuTus. [lopaau Te3n NpUUNHH, ce NPENnOpbUBa LATENHO NoJ0upaHe Ha
aHruorpad)CKUTE TEXHHKH, BKIIOMHTENHO MHOTO BHUMATENHA paboTa ¢ BoJaya M KaTeThpa, H3MO013BaHETO
Ha KOJIEKTOPHH CUCTEMH M/WIM TPUITETHH KPaHOBE, YECTO NPOMHBAHE HA KaTeThpa (Hamp. ¢
XenapuHH3HpaH PH3UONOTHYEH pa3TBOp) M MHHMMHU3HPAaHE MPOObKHTEIHOCTTA HA NPOLE
TpsOea Aa ©Ma B FOTOBHOCT anaparypa 3a noAabPiKaHe Ha XH3HEHHTE QYHKLNH.




Heo6x0AMMO € NOBULIEHO BHHMAHHKE NTPY NALMEHTH C XOMOLIKCTHHYPHA (PUCK OT TpoMOEMOONH3BM).

Xuopamayus

HMocTaTb4Ha Xuaparanus Tpabea aa 6bae OCUrypeHa Npear U e NpuiaraHeTo Ha KOHTPacTHOTO
cpeacTBo. ToBa BaxH 0coOeHO 3a NALMEHTHTE C MYJTHIUIEH MHENIOM, 3axapeH aHader, On0OpeyHa
IHCOYHKILKS, a TaKa CHLIO N 33 KbPMayeTa, MallKHTE A€lia H NALHEeHTUTE B CTapuecKa Bb3pacT.
KbpMmauerara (Bb3pacT < | roanHa) 1 0ocob€HO HOBOPOACHHTE A NPEAPA3NONOKEHH KbM €NEKTPOJIHTHH
HApYLLIEHHS K XEMOJUHAMHYHU NPOMEHH.

CBpoeuro-yupKyramopru peaxyuu

Heo0Xx0aHMO e NOBUINEHO BHUMAHHUE NIPH NALMEHTH ¢ TEXKO chpaeuHo 3abonspaHe u 6enoapobHa
XHMEPTOHHA, Thil KATO T€ MOTaT Ja pa3BUAT XeMOAKHAMHYHH [IPOMEHH HIIH apUTMMH. Paako ca
ChODOLIABAHM TEXKKH XHBOTO3aCTpAlLABALIH PEaKUHH H Cy4aH C paTaneH u3xoa OT CbpAe4YHOCHAOB
NPOH3XOA, KaTO ChPACUEH-, CbpPAEYHO-PECTUPATOPEH apecT H HHGAPKT Ha MHOKapAa.

Hapywenua om cmpana na LIHC

CrobiiaBa ce 3a eHuedanonarus npyn ynorpedara Ha HoauKcaHon (BX. Touka 4.8).

[Ipu KOHTpacTHa eHuepanonaTus MoXe [a ce NOABAT CHMITOMH H MPHU3HALH Ha HEBPOJIOTHYHA
aucyHKLKS KaTo rnaBobonue, 3puTeNHM HapyLueHus, Kopopa cnenoTa, 00bpKaHoCT, rspYoBe, 3aryba Ha
KOOpAMHALIMA, XeMUINape3a, aja3us, 3aryba Ha Cb3HaHHE, KOMA H MO3bY4€H OTOK B PAMKHTE HA MUHYTH 10
YyacoBe CJed NPHIOKEHHETO Ha HoauxkcaHol 1 OOMKHOBEHO OTIIYMABAT B PAMKHTE Ha OHHU.

[TpoaykThT TpsOBa Aa ce U3NON3BA C IOBHILICHO BHHMAHHE NIPH NALMEHTH, NPpH KOKUTO € HapylueHa
LLe0CTTa Ha KphbBHO-MO3b4HAaTa 6apHepa (blood brain barner, BBB), koeTo notenuuanio Bogu g0
NOBHILEHA NPONYyCKIWBOCT npe3 BBB 3a koHTpacTHaTa MaTepHs ¥ YBEIHUABA PHCKA OT eHuedanonaTus.
[TauueHTUTE ¢ OcTpa LepebpanHa NaToNnorus, TYMOPH HIH JaHHH 3a ENHNENCHA Ca MPeApa3noNioKeHH
KM IIPHNaAbLH (rbpyHoBe) H NoANexXaT Ha ocobeHa rpuxa. ATKOXONHUHTE U NPUCTPACTEHUTE KbM
NeKapcTBa ChiLo UMAT NO-HUCHK Npar 3a NOSBa Ha TPUIIAABLH K HEBPONOrHYHH peakuuu. Bbs Bpb3Ka C
BbTPECHA0BOTO MPUNOKEHHE € HE0OX0AUMO NOBHILIEHO BHHMAHUE NPU NALUEHTH € OCTEP HHCYJIT HIIH
OCTPO BbTPEMO3BYHO KbpBEHE, NPH NALKHEHTH C HapyilieHa KPbBHO-MO3b4Ha OapHepa, MO3bUYEH OTOK HiH
OCTpa AeMHUENUHH3AIHA,

[Mpr cbMHEHHE 3a KOHTPACTHa eHlUedanonaTHs, NPUIOKEHHETO Ha HoarKcaHo TpAOBa Aa e NpeKpaTH K
1A ce 3ano4He NMOAXOAALIO JICYEHHE.

bvbpevynu peaxyuu

OcHOBEH PHCKOB (pakTOp NpU KOHTPACT-HHAYLIMpaHaTa HedponaTus € HanH4YKeTo Ha ObOpeuHa
IUChYHKILHA.

3axapuusaT auaber 0 ofema Ha IPUAAraHOTO HOAHO KOHTPACTHO CPEACTBO €A JONBAHHTENHH (GAKTOPH 33
HANMHYHEeTO Ha ObOpeuHo HapyweHue. J[pyru ChbCTOAHNA, KOHTO TpAOBA Ja ce UMAT NpPEeABHA ca
AWXUIpaTalus, HalpeaHaia aTepockieposa, HapyLieHa 6s0peuna nepdy3uns v Apyry GakTopH, KOUTO
MOXe f1a ObaaT HepPOKOKCHYHH, KaTO ONpeNeNeHH NEKapCTBa HITH roNsMa XMpYpruoyHa HHTEPBEHLINA.

3a npesanaspaHe oT ocTpa Ob0peYHa HENOCTATHLYHOCT B PE3YNITAT HA MPUJIAraHETO Ha KOHTPACTHATH

cpelcTBa, € HEOOXOAUMO CTIeLHaNHO BHHMaHKE NPH NMalUEHTH ChC ChILECTBYBaLLO O0bOpeUHO yBpexkaaHe
1 3axapeH AuabeT, Thil KaTo TE Ca B PUCKOBA rpyna.

PHCK.




[TpeBaHTHBHHUTE MEPKH BKIIOYBAT:

e Onpeacngre Ha NAUMEHTUTE C BUCOK PHCK.

e QOcurypasaHe Ha NOAXOAAILA XuapaTauus. AKO € HeoOX0AKWMO Ypes MOAAbPKALA UHTPABEHO3HA
HHAY3HA NPEaH 3ano4YBaHe Ha NPOLEAYPaTa 0 HIUHCTBAHEe Ha KOHTPACTHOTO CPEACTBO Ypes
ObOpeunTe.

e U3bsareaHe ROMBJIHUTENHOTO HATOBApBaHETO Ha ObOpeLnTE ¢ HEPPOTOKCHYHM NEKAPCTBA,
nepopanku Xoneuucrorpadcku CpeacTBa, apTEPHAIHO KNAMITHPaHe, aHTHONNACTHKa Ha O6bbpeuHara
apTEpUs WM roNfAMa XHPYpruyHa HHTEPBEHLM, OKATO KOHTPACTHOTO CPEACTBO He Obae
€KCKPETHPAHO.

¢ HamansBaHe Ha ao3ara A0 Bb3MOXHHA MHHHUMYM.

e Ornarase Ha NOBTOPHO W3CJIEABAHE C KOHTPAaCTHO CPEACTBO, A0KaTO ObOpeyHaTa PpyHKuHs HE
BBL3CTAHOBH HHBOTO CH MIPEAH H3CIE1BaHETO.

MoaHuTe KOHTPACTHH CPEACTBA MOraT Aa ObAaT NpunaraHy NpH NaUMEeHTH Ha XEMOJHANKH3a, Thil KaTo
Te3H CPEACTBA Ce OTACNAT Ype3 AHANUIHUTE NPOLECH.

Hayuenmu ¢ Ouabem, npuemMauii Mem@oOpMuH.

BbTpechaoBOTO NPHIMKEHHE Ha HoaMpaHd KOHTPACTHH CPEACTBA MOXKE Jid JOBEJE 10 OCTPO HapylieHKe
Ha 6b6peuHara PYHKIMA ¥ € CBBP3AHO C JIAKTaTHA aliia03a NpH NauHEHTH ¢ yBpeaeHa Op0peuna
byHKIHSA, MPHEMALLH METPOPMIH.

(1) Manuentnre ¢ eGFR paBna nnu no-pucokxa ot 60 ml/min/1,73m2 (CKD 1 u 2), moxe na
NPOABKAT NpHEMa Ha METHOPMHH HOPMAJTHO.

(2) MaumenTtutn ¢ €GFR 30-59 ml/min/1,73m? (CKD 3)

— Tauuentute c eGRF paBha unu no-sycoka ot 45 ml/min /1,73m?), Ha kouTo €
PHIIOKEHO HHTPABEHO3HO KOHTPACTO CPEACTBO, MOXE Ja NPOABIKAT NPHUEMA Ha
MET(POPMHH HOPMAJIHO.

— [lpwn nanueHTH, HA KOUTO CE NpUJIara HHTPaapTEPHATHO KOHTPACTHO CPEACTBO, KAKTO H
TaKHBa ¢ MHTPABEHO3HO NPHJIOKEHHE Ha KOHTPAacTHOTO cpeAcTso H UMaT eGFR mMexay
30 u 44 m{/min/1,73m? npuemMbT Ha MeThOpMUH TpabBa na 6bae npeycraHoBeH 48 yaca
peay MPHAAraHe Ha KOHTPacTa, KaTo Bb30OHOBABAHETO MOXE Ja CTAaHE camo crefl 48
yaca OT NpuiaraHe Ha KOHTpacTa, B ciny4al 4e 6b0peuHara pyHKIHA He € HapYIleHa.

(3) INpx nauuentn ¢ eGFR noa 30 ml/min/1,73m? (CKD 4 u 5) uau cbe chnbTCTBaLIO 3ab0nsiBaHe,
BOJELLLO 10 NOHWXKEHHE Ha YepHoApobHaTa QyHKUMS MM XUIIOKCHS, NpHeMa Ha METGOPMHUH €
NPOTHBONOKA3aH, 8 KOHTPACTHUTE CPEACTBa TPAOBA Ja ce u3bArsar.

(4) MNpu cnewHyn caydaud, koraro Ob0peuHaTa QyHKUHA € YBPEASHA HIIH HE € H3C/Ie1BaHa, ICKapaT
TpabBa Aa npeueHH CbOTHOLIEHUETO PUCK/IION3a OT H3CNIEABAHETO ¢ KOHTPACTHO CPECTBO,
[MpuemsT Ha MerdopMHH TpabBa na 6bAe CpsAH OT NpHIaraHeTo Ha KoHTpacTta. Cien
npolie/lypaTa, naudeHTsT TPA0Ba Aa 6bAe NPOCACASBAH 33 HANMHYHETO HA NMPH3HALA HA JTAKTAaTHA
ana03a. [1pueMBbT Ha MeTdopMHH TpabBa Aa ObJe Be3cTaHOBEH 48 yaca Cliell MpUJIaraHeTo Ha
KOHTPACTa, aKO HUBOTO Ha cepyMHHAT kpeaTHHUH/€GFR e HenpoMeHeHo cnpaMO CTORHOCTHTE
NpeAH KOHTPACTHOTO N300pakeHHE.

Hapywena 6vbpeuna u uepnodpobna ynrxyun
OcobeHO BHUMaHHE C€ U3UCKBA KbM MALHEHTH C TEXKH HapylUeHHA KakTo Ha ObbpeuHarta, T
yepHoApoOHa GYHKUNA, ThH KATO NMPU TAX OTAENIHETO HA KOHTPACTHOTO CPEACTBO MOXE [




3HaYHTENHO 3a06aBeHo. [TaluueHTHTE HA XEMOAUATN3a MOXE Na ITPUEMAT KOHTPACTHH CPEICTRA NPH
PEHTTEHONOrHUHU npouenypy. He e HeoOxoanmo cboOpa3saBsaHe Ha BPEMETO 3@ WHIKEKTHPaHEe Ha
KOHTPACTHOTO CPEACTBO C XEMOANANH3HATA NPOLEAYPa, Thil KaTO HAMA JaHHH, Y€ XeMOonanusara
npeanasBa NauneHTHTe ¢ HapyweHa 6bopedta PyHKLUMA OT KOHTPACT-UHAYLIHpaHa HepponaTus.

Muacmenus cpasuc
[IpunaradeTo Ha AOAHW KOHTPACTHH CPEACTBA MOXE Aa BAOIMH CHMIITOMUTE HA MHACTEHHUA MPaBHUC.

DeoxpomMoyumom
Mpu nauuenTH ¢ PeOXPOMOLIMTOM NOANOKEHH Ha HHTEPBEHLIHOHANHY NpoueaypH TpsaOBa aa ce
npuaoxar anda-01okepH 3a NpeAOTBpaTABaHE HA XMIIEPTOHHYHA KpH3a.

Hapywienus na ynxyuama na yjumosuonama sxiesq

[TauMeHTH ¢ ABEH, HO BCE OLllE HeAHArHOCTHLUPAH XUTIEPTHPEOUIU3IBM, NMALIHEHTH C AaTEHTEH
XHUNEePTHPEOUAU3bM (Hanp. HOAYJNAapHa ryllia) U nauueHTH ¢ dyHKIKOHANHA aBTOHOMUS (MeCTO Hanp.
MalMeHTH B HalpeJHana Bb3pact, 0cOOEHO B pErMOHH ¢ HOAeH AePHUMT) Ca N3N0XKEHH Ha [TO-BUCOK PUCK
OT OCTpa THPEOTOKCHKO3a CNEA U3TNON3BaHe Ha HOAMPaHU KOHTPAacTHH cpelacTsa. [Ipu TakuBa nauneHTH
Tps6Ba na Obje HanpaBeHa OLEHKA Ha JOMbIHHTENHHA PHCK NpedHn ynoTpeba Ha HoaMpaHa KOHTPACTHA
MaTepus. [IpH naLUMEeHTH CbC CbMHEHAE 33 XMNEPTUPEOHARIBM MOXKE Ja C€ NOMUC/IN 32 TECTBAHE HA
GyHKLMATA Ha LMTOBHAHATAE JKJIE3a MTPEAH NTPHIATAHETO Ha KOHTPACTHO CPEACTBO M/WIH NPEBAHTUBHO
THPEOCTaTHYHO NedcHue. JlauueHTuTe ¢ puck TpabBa Ja Obaar HabnoAaBaHH 3a Pa3BUTHE Ha
THPEOTOKCHKO3a B CEAMHLIUTE CJIE]l HHIKEKTHPAHETO.

[Tpi NpoBEACHH TECTOBE 3a OLIEHKA Ha IUTOBHAHATA PYHKLHA, Ca OTHETEHH PE3yNITaTH NMOKa3BaLlH
XMIIOTHPEOUAM3BM WIH NPEXOJHO MOTHCKAHe PYHKIHMATA Ha WIHTOBHAHATA XKJ1€3a, CJIEA [PHIAraHeTO Ha
HOoMMpaHU KOHTPACTHHU CPEACTBA NIPH Bb3PACTHH U NEAHATPUYHH NALMEHTH, BKIIOYHTENHO KbpMayeTa.
Hskou OT MallMEHTUTE Ca NIEKYBAHH 33 XHNMOTHPEOHAH3IBM.

[Teduampuuna nonynayus

CneyuanHo BHUMaHKe Tpia6Ba Aa ce 00ObpHE HA NALMEHTH NOoA 3-ToAKLIHA Bb3pacT, ThH Karo npobsiem ¢
paboTaTa Ha WHMTOBHAHATA XKe3a B paHHA IETcKa Bb3pacT, MOXE Ja HaHece BpeJia Ha ABUIaTEHOTO,
CIYXOBOTO H KOPHHTHBHOTO pa3sBUTHE H MOXe Ja K3MCKBa BPEMEHHA 3aMeCTHTENHA Tepanus ¢ T4.
YecToTaTa Ha XMNOTHPEOHIN3bM NPH NALHEHTH HA Bb3PacT Noj, 3 roaAHHH, H3JI0KEeHH Ha HOAHPaHH
KOHTPACTHH CpeacTBa, € Mexay 1,3% u 15% B 3aBHCHMOCT OT BB3pacTTa Ha NALHEHTHTE U A03aTa Ha
HoAMpaHHA KOHTPACTEH areHT U ce Habnoaasa no-4eCcTo NpH HOBOPOASHH H HEOHOCEHH Jcla
kbpMaueTa. HoBopozaenure cbiio Morar aa 6sAaT H3NnokeHy upes malikaTa no BpeMe Ha OpEMEeHHOCT.
DyHKUHATA HA LIKTOBUHATA XKe3a Tpabsa Aa Obae OLCHABAHA NTPH BCHYKH NMALMEHTH HA Bb3PACT oA 3
FOJMHHU CNeJ U3Jarane Ha HoaMpaHH KOHTPACTHH CPEACTBA. AKO € YCTAaHOBH XHIIOTHPEOHIAH3IBM, TPAOBa
na ce OOMHCH HeoOX0AMMOCTTa OT JleueHKe ¥ GYyHKLHATA Ha IHTOBKAHATA XKae3a Tpadpa aa ce
npocjeasBa 10 HOpMalIU3HpaHe.

Excmpasazayus

Busunak, nopajy cBOATa H30TOHHYHOCT NPUYKHABA NO-Manka JokanHa 001Kka 1 H3BBHCHAOB OTOK, B
CpaBHEHHE ¢ XHIIEPOCMONIApHHTE KOHTPACTHH CPeACTBa. B cnyuali Ha eKCTpaBa3alus, KaTo pyTHHHA
MsIpKa ce IpernopbyBa NOBAUraHe H U3CTYASBAHE HA 3aCErHATOTO MACTO. XMPYPrUYHA ACKOMIPECHA
MOJXeE fia € HeoOXo1uMa B cry4aif Ha oOpasyBaHe Ha XeMaTOoM.

BpeMe 3a HabmoaeHHE:
Cnen npunaraHe Ha KOHTPACTHOTO CPEACTBO, NAUUeHThT TpAbBa Aa 6bae noa nocrosHHo Habmoaenne 30
MHHYTH CJIe]l TOCAEAHOTO HHIKEKTHPAHE, Thit KATO MOBEUE OT CEPHOIHHUTE HEXEJIaHH peaKlH
NoABABAT Npe3 TO3H nepuo/. Bbnpeku ToBa, ONUTLT NOKa3Ba, Y€ PEAKLMHA Ha CBPbXYYBC
MOTaT J1a Bb3HUKHAT 10 HAKOJIKO 4aca WK JHH cnej uHxXeKTHpaHeTo. [lauueHTsbT TPAO




6onuyuHa 06CTaHOBKA (HE 3a4bJXKHUTETHO B PEHTI€HOBO OTACNEHHKE) 32 €AHH Yac clie] NocJIeIHaTa
HHXEKUMS U Ja ObJe BbPHAT B PEHTI€HOBOTO OTAENEHUE, MTPH NOABA HA HAKAKBH CHMITTOMH,

HNHTpaTeKanHo NPHIOXKEHHE
Cnep Muenorpadus nauueHTsLT TpAOBa Ja OCTaHe B NMOKOH ¢ MOBAMrHATA rnaBa Y rpeieH kou (20%) 3a |

yac. Cnel TOBa MALMEHTUTE MOTaT BHUMATENHO J1a C€ ABHXKAT, HO HaBEXKAAHETO Hanony Tpsabsa na o6nae
u3bareano. ['1aBata U rpbAHMA Kol TpAOBa Aa ObAAT MOBAWIHATH NPE3 MbPBHUTE 6 Yaca NMpH OCTaBaHE B
nernoTo. IalMeHTHTE NPY KOHTO UMa CbMHEHUE 3a NPEAPasnoloKeHOCT KbM MbPYOBE (HHCHK Mpar 3a
MosBa Ha rhpuoBe) TpadBa Aa Obaar HabmoaBaHK NO BpEME Ha TO3M nepuol. AMOYNaTOpHUTE NallUCHTH
He TpsOBa 1a ObAAT OCTaBAHM CHBCEM CAMH Ipe3 MbPBHTE 24 Yaca.

Xucrepocannuirorpagpns
Xucrepocannuurorpagus He TpabBa a Obae NpoBexkaHa NO BpeMe Ha OPEMEHHOCT HIH NPH HAJTUYKETO

Ha ocTpa Bb3nanutenHa bonect Ha Tasa (BbT)

4,5, BsaumopeilicrsHe ¢ APYrA JeKAPCTBEHH NPOAYKTH H ApyrHd ¢opMA Ha B3aHmMoaelicTBHE

Bcuuku HOAHM KOHTPACTHH CpeJCTBA MOraT Aa Bb3AeHCTBAT BbpXY HOA-CBbP3BallHA KanalHuTeT Ha
LIMTOBUAHATA KJe3a, KOUTO MOXe a ObJe MOHHKEH 3a NepHOA A0 HAKOJKO CeAMHLUH, KaTo N0 TO3H
Ha4YMH TECTOBETE 3a ONpejeNsHe NoeMaHeTo Ha fiofa (KOWTO U3MON3BaT PAHOAKTHBAH HOa) MOXeE Aa
ObJaT NOBIMAHH,

Bucoks KOHLEHTPALMH Ha KOHTPACTHO CPEACTBO B CEPyMa U ypHHATa MOTAaT Aa Bb3ACHCTBAT BLPXY
nabopaTopHHUTE TECTOBE 3a OUTUPYOUH, MPOTEHHH H/IH HEOPraHH4YHH BeleCTBA (HaAmp. . XKenA30, MeA,
kanuui u pocdop). Eto 3aino, Tezu BeuiecTsa He TpAOBa Aa ObAAT M3cneABaHH B JEHA Ha pEHTreHOBAaTa

npoLeaypa.

[Tpunaranero Ha HogupaHy KOHTPACTHH CPEICTBa MOXE Ja AOBEAE A0 NPEXOAHO HApylleHue Ha
6u6peunaTa PyHKLHA ¥ TOBA MOXKE Jla YCKOPH N04BaTa Ha JIAKTaTHA alM03a NPH AHa0eTHIIH, KOUTO
npueMaT MeTQopMHH (BHX Touka 4.4, CrienuanHu npeaynpexaeHus H MpeanasHi MepkH npu ynorpeba).

[TalueHTHTE NEKYBaHH ¢ HHTEPJAEBKHH-2 [10-MAJKO OT JBE CEAMMLH NMPEAH MPUIAraHeTo Ha HOJHH
KOHTPaCTHM CPEACTBA ca C MOBHILEH PHCK OT 3a0aBeHy THN peakUuH (rpUNO-NMoAOOHH CUMNTOMH UITH
KOWHH peaKLHH).

CrbluecTBYBaT HIKOH JaHHM, ye yrnotpebarta Ha Heta-Onokepu e puckoB GakTop 3a NMosBaTa Ha
aHadUIAKTOHHH peakLHU KbM PEHTITCeHOKOHTPACTHOTO CPeACTBO (HaOMIOAaBaHAa € TEXKKA XHIIOTOHHA NPH
NpUJIATAHETO Ha PEHTIEHOKOHTPACTHO CPeJCTBO B chy4aill Ha neyerHe ¢ Oera-bnokep).

4.6. @epraauter, OpeMeHHOCT H KhbpMeHe

bpeMeHHOCT:

Be3onacHOCHOCTTAa Ha Busunak no Bpeme Ha GpeMeHHOCT NpH xopaTa He € ycraHoBeHa. (lieHkaTa Ha
eKCNEPHMEHTATHUTE NPOYYBAHHA MPH XHBOTHH He N0Ka3BA IPEKH WIH HENPEKH BPEIHH €(PEKTH BbPXY
pPenpoAyKTHBHOCTTA, pa3BUTHETO HA eMOpHOHA UMM MIOAA, OPEMEHHOCTTA U NTEPH- H MOCTHATAJTHOTO
pa3BHTHE.

BuHary, korato € Bb3aMOXHO PEHTI€HOBOTO M3C/leIBaHE 110 BpeMe Ha OpeMeHHOCT TpaOBa Za ce n3bAraa,
KAaTO 1M0J13aTa OT PEHTr€HOBOTO M3CNeBane ¢ M 6e3 KOHTPacTHO CpeACTBO TPAOBa BHUMATENHO




HeoOX0AUMO OT Jlekap.

[Mp1 HOBOPOAEHH, KOUTO ca OHIIM H3J10KEHHW Ha HOAHW KOHTPACTHH CPEACTBA € HEOOX0AKMO H3CNe/IBaHe
Ha THpeouaHaTa PyHKUHA (BX. ToUuKa 4.4).

Kbpmene:

KoHTpacTHHUTE CpelcTBa ce OTAENAT B MHOI'O MaJlKa CTENEH B KbpMara MpH YOBEKa, KATO MHHHMAIIHH
konuuecTBa ce abcopbupar B yeppata. KhpMeHeTO MOXKE J1a NPOABLIIKH HOPMAJIHO CIICA NIPUJIaraHe Ha
HOOHO KOHTPACTHO CPEACTBO BbPXY MaHKkara,

4.7. EdekTH BbpXy ¢cnocobHOCTTA 38 opHpaHe H padoTa ¢ MAIIHHH

He ca n3BecTHH edexTHTe BbPXY cnocoOHoCTTa 3a WodupaHe Uny pabora ¢ MalliHM. Benpeku ToBa, He
ce npenops4Ba WodHpaHe Hay paboTa ¢ MalIMHK Npe3 MbPBHTE 24 Yaca Clie]l HHTpaTeKanHo
U3cneBaHe.

4.8. Hexenann JexkapcTBeHH PeAKOHE

[Mo-nony ca npeAcTaBeHH Bb3MOXHHTE 001IH HexXellaHH e(EKTH, CBBP3aHH ¢ peHTeHOrpadCcKute
NpoLEAYPH, KOUTO BKJIOUYBAT H3MOA3BAaHETO HA BH3unak.

HexenannTe edektTu CBLP3aHH ¢ npuiaratero Ha Busunak oOMKHOBEHO €a JIEKH 10 YMEPEHH H
npexoAHH no xapakrep. CepHO3HH peakLHH, KAKTO H TaKKBa ¢ QaTaieH H3X0/ ca HabnoaaBaHH B MHOTO
PeOKH ClyyaH, KaTo Te MOXe Ja BKIIIOYMBAT OCTpa A0 XpOHHYHA OBOpeuHa HEAOCTATHHHOCT, OCTPA
ObOpeyHa HeJOCTATBbHHOCT, aHAQHIAKTHYEH WIIH aHA(PUIIAKTOUAEH LIOK, peaKHHA Ha
CBPBXYYBCTBUTEJHOCT B Pe3yJITAT HA CbPJAEYHH peakuuu (CHHAPOM Ha Kounis), CbpAEUCH WM ChPACYHO-
pecnupaTopeH apect ¥ uHdapkT Ha Muokapaa. ChpAeYyHaTa peakuua Moxe Ja Oble NPOoBOKHpaHa OT
ChlLleCTBYBALLO 3ab0oNsaBaHe UNU caMaTa Npoueaypa.

PeakiMuTe Ha CBPbXUYBCTBHTENHOCT MOXE Ja C€ MPOABAT KaTO PECUPATOPHH HIIH KOXHH CHMIITOMH,
KaTo AUCIHEs, 0OpHB, epHTEMA, YPTHKApHS, ChpOeXk, TEXKKH KOXKHH peaKiiiHi BKIIOYBALUH TEXKKHU OyJI03HH
WY NYCTYJIO3HH peakLHH, aHTHOHEBPOTHYEH OTOK, XHIIOTOHHMA, TPECKA, OTOK Ha JIapHHKCA,
6poHxocnassM WK Genoapoben orok. [1py nauvenT ¢ aBroumMyHHH 3abonaBaHus ca naboaaBaHu
cly4au Ha BackynHTH u SJS-noaoGen cunapom (SJS - Stevens—Johnson syndrome)

Te Moe Aa ce NOSBAT KaKTO HENOCPEACTBEHO Clell HHXEKTHPAHETO, TAKA U A0 HAKOJIKO AHH NO-KBCHO.
Peaki{MH Ha CBPbXYYBCTBUTEJIHOCT MOXe [a Rb3HHKHAT HE3aBUCHMO OT A03aTa W HaYHHa Ha
IPUIIOKEHHE, KATO JIEKH CHMNTOMH MOXe Aa ObAaT NbPBUTE MPH3HALM Ha CEpHO3HA aHadUNaKTOHIHA
peaKkinA/LIOK.

[IpunaraHeTo Ha KOHTPAacTHOTO cpeAcTBO TPsOBa Aa Obae He3abaBHO NpPeyCTaHOBEHO H aKo €
HeobXOAMMO Aa Ce MPUIOXKH CnelHdHUHA Tepanud, NPUNOXKEHA BbTPECHAOBO. I1allHEHTHTE, KOHTO
U3non3pat Oeta-0M0KepH, MOTAT Aa NPOABAT ATHNHYHHN CHMIITOMH HA CBPBbXYYBCTBHTEIHOCT, KOATO MOXeE
na 6bae norpelHo HHTeppeTHpaHa KaTo Barycosa peakLus.

YecTo cien npuiaaraHeTo Ha HOJHH KOHTPacTHU cpeacTBa ce HabioaBa JIEKO NPeXoAHO MOBHLICHHE Ha
CepyYMHHs KpeaTHHHUH, HO oBuxHOBEHO 6€3 KIMHMYHA 3HAYHMOCT.

YecToTaTa Ha HeXenaHUTE ehekTH € aedUHNpaHa, KaKTo CleABA:
Msuoro yecTH (21/10), yectu (>1/100 go <1/10), Heuectu (=1/1 000 go <1/100), peaxn (=1/10 000 ao
<1/1 000), mHoro peaku (<1/10 000) u ¢ Heu3BecTHA YecTOTa (OT HANNUYHHTE TaHHH HE MOXeE
HanpaBeHa OLIEHKa)




[TpeacrabeHara yectoTa e 6a3upaHa Ha KIMHHYHATA NOKYMEHTAlUUA Ha KOMNaHKHATa W NyOnHKyBaHu
npoy4BaHus, o6xBauaily noseue or 57 705 nmauueHTa.

BhTpechIoBO NPHIOXKEHHE.

Hapywenus na kpvema u aumpunama cucmema
C HeusBecTHa yecToTa: | poMbounTOonerud

Hapywenun na umynnama cucmema

Heuectn:
C Heu3BeCTHA 4HeCTOTA;

CBpbX4yBCTBHTENIHOCT

AHaunakTHyeH/aHaPHNAKTOUICH LIOK,
aHa(dHNaKkTHYHa/aHaUNAKTOKAHE peaKuns, BKNIIOYHTENHO
’KMBOTO3aCTpalliaBailla Ny (patanna aHapunakcus ;

Hapywernua na en0okpunnama cucmema

C HeW3BeCTHA YecToTa:

Hcuxuunu napyuienus
MHOro peakH:
C Hen3BeCTHA YEeCTOoTa!

XHOEepTHPEOUAUIBM, NIPEXCACH XHNOTHPEONAH3BM

B136yana, TpeBOKHOCT
CbeTosHHE Ha O0DPKAHOCT

Hapywenua na vepgnama cucmema

HeuecTH:
Penkn:

MHoro peaxu:

C Hen3BeCTHa 4YeCTOoTA:

Hapywenua na ouume
MHOro peaxH:

Cvpoeunu Hapyuwiernus
Penxu:

MHoOro peaxH:

C HeHU3BECTHA YECTOTA:

CvOo06u Hapyuwienun

C Heu3BeCTHA YEeCTOoTA:
Peaxu:

MHoro peaku:

C HeH3BeCTHA YeCcToTa:

['naBobonne

3aMafgHOCT, CETUBHH HAPYLISHHS, BKIIIOYHTENHO HAPYILEHHA Ha BKYycCa,
napectesms, napocMus

MoO3Bb4YHOCHA0B HHLMAEHT, , aMHEe3HA, CHHKOI, TPEMOP (NpeXoaeH),
XUNOECTE3UA

Koma, HapyiueHHe Ha Cb3HAHHETO, KOHBYJICHH, IPEXOJHA KOHTPAcCT-
HHAYLHpaHa eHuedanonaTis, NPUYHHEHA OT EKCTpaBa3allUATa Ha
KOHTPACTHOTO CPEACTBO, KOATO MOXKE A CE NTPOABYU KaTO CEH30PHa,
MOTOpHA WK 00Ll1a HEBPOAOrHYHA JHCOYHKIHUA (BKIIIOMHTENHO
aMHe3Hs, XaTloLHHALMH, [Tapann3a, nape3a, 1e30pHeHTaluR, NPEX0oaHo
HapylleHHe Ha roBopa, adazus, Au3apTpHs)

KopTtrkanna cienoTa (npexojiHa), NpexXoaHO 3pHTEHO YBpEKIaHe
(BKNIOYHTENHO AUTIONKA, 3aMBIIAEHO 3pEHHE), OTOK HA KIIENaYHTe

ApHTMHA (BKIIOYHTENHO OpaaykapaKs, TAXHKapAHA), HHDapKT Ha
MHOKapaa

CupaeueH apecTt, nannuTauuy

Chple4HO-pecnipaTOpPEH apecT, KaMepHa XMIIOKHHe3HsA, TpoMbo3a Ha
KOPOHAapHHTE apTepUH, AaHFHHA NEKTOPHC, CNa3bM HA KOPOHAPHHTE
apTepun

3aueppaBaHe (ropellly BbJIHH)
XHUIMOTOHHA

XHNEepTOHHA,

lilox, apTepuaneH cna3bM, TpomO03a, Tpombodnebur,




Pecnupamopnu, cpbOHU U MEOUACMUHATHY HAPYWEHUA

Penku: Kalnuua, kuxaHe

MHoro penku: Nucnxes, npa3HeHe Ha MbPIOTO, OTOK HA IAPHHKCA, OTOK Ha PapHHKCa

C HeHn3BecTHA YecToTa: Hekapanorenen 6enoapoben otok, 6poHxocnasbm, cTsarade B 00jacrra
Ha rbpPAoTO

Cmomauno-4upesiu HapyueH us

HeuecTn: ["aneHe, NoBpbilaHE
MHoro peaku: Kopemna Oonika, amapus/auckoMpopT
C HeH3BECTHA YecToTA: OcTbp NaHKPEATHT, BJIOLIABAHE HA MAHKPEATHUTA, YTOJIEMABaHE Ha

CIIIOHYUCHHTC XKJIC3H

Hapywernus na xoxcama u noOK0JICHAMAa MbKaH

Heuecty: OO6pHB WK NEeKapCTBEHA ePyNUUs, Cbpbex, ypTHKapua
MHOro peiaku: AHTHOEAEM, EPUTEMA, XUTIEPXHAPO3a
C Hen3BeCcTHA 4eCTOTA: Bynosen unu ekconuaTuBeH AepMaTHT, CHHAPOM Ha Stevens—Johnson,

epuTema MyntTudopMe, TOKCHHHA eNUIEPMATHA HEKPONH3a, 0CTpa
reHepaJu3npaHa eK3aHTEMaTO3Ha NyCTY03a, JIEKApCTBEH OOPHB €
e03HHOPHIINA ¥ CHCTEMHH CHMIITOMH,

Hapywienus Ha MyCKyAHO-CKeAemHama Cucmema u Co€OUNUMenHama MmovKau
MHoOro peaKu: bonkn B ropba, MycKyJieH Cra3mm

C HeHn3BecTHa YECTOTa: ApTpanrus

Hapywenus na 6vbpeyume u nuxounama cucmema

Heuecty: Octpo 6ebpeuno yBpexaaHe WK TOKCU4Ha HedponaTus (KOHTpacT-
uHayuupaHa vegponatua-KHUH)
C HeH3BECTHA YECTOTA! [ToBHlIeHHEe Ha KPEATHHHHA B KPbBTA

Obwu HapyuwieHus u ehexmu Ha MACMOMO HA RPUNONCEHUE

HeuecTH: YyBCcTBO Ha TONINHA, Hoska B rbpaAMTE

Penku: Tpenepere (TpbNKH), NHUpeKcHs, Honka U AMCKOMPOPT Ha MACTOTO Ha
NPUAOKEHUE, BIJIIOUUTENTHO EKCTPABa3aliii, YyBCTBO HA CTYIeHHHA

MHoro peaku: CHbCTOAHHA Ha aCTeHHA (Hamp. HEPA3TNONOXKEHME, YMOpa), OTOK Ha
NHLETO, JIOKATH3HUPAH OTOK

C HeH3BeCTHA 4YECTOTA: [ToayBake

Hapanseanus, ompaeanin u YCIONCHERUA, Gb3HUKHAAU 8 pe3yaman Ha UuHmepeeHyuu
C "HeusBecTHA 4ecToTa: HoanzeM

HHTpaTexanHo NPHIOXKEHHE
[TosiBaTa Ha HEXENaHH peakUHH Clie] HHTPATEeKATHO MPHAOKEHHEe Moxe aa Obae 3abapeHa v Te Aa ce

MOABAT HAKOJIKO 4aca MM JOPM HAKOIIKO IHH cnej npoueayparta. Yectorara e nofobHa Ha Tasu npH
CaMOCTOATENHA TyMOanHa NyHKiuA.

MenuHreanHo apa3HeHe, Boaeino A0 ¢oropodus ¥ MEHHHTHIBEM M MPOABEH XUMHYEH MEHUHIUT €4
HabM101aBaHN NIPH JPYrd HEKOHHH KOHTPAcTHHU cpelcTha. TpabBa 1a ce MMa NPeABHA ¥ BE3MOXHOCT 34
UHPEKLHO3EH MEHHHTHT.

Hapywienun na umynnama cucmema
C HeusBecTHA YECTOTA: CBpbXUYYBCTBHTENHOCT, BKIKOYHTENHO




aHaUIaKTHYHW/aHaQUNAKTOUAHU PEAKLIMH

Hapywenus na nepgnama cucmemd

HeuyecTu:
C Heu3BeCcTHa 4ecToTa:

Cmomauuno-upesiu Rapyuenusl
HevecTH:
C HeuzBeCTHA 4ecTOTA:

["naBoGonne (Moxe 1a 0b1€ TEXKO H RPOABIKATENHO)

3aManHOCT, NPEXOAHA KOHTPACT-HHAYUHpaHa eHuedanonarus,
NPHUHHEHA OT EKCTPaBa3aUMATa Ha KOHTPACTHOTO CPEACTBO, KOATO MOXE
Na ce NPOABH KaTO CEH30PHA, MOTOPHA WK 00118 HEBPONIOrHYHa
AHCPYHKLHA, BKIIOYHTENHO aMHEIHA, XANIOUHHAUWH, ChCTOAHHE HA
o0bpKaHOCT, Mapanu3a, napesa, e3opHeHTtauns, agasus, AM3apTpU)

[loBpbluaHe
[‘aneHe

Hapywenus na MyCKyIHO-CKeAemHama Cucmema U CbeOURUMennama mekau

C Heu3BeCTHA YecToTa:

MycCKyneH cnaism

Obtyu HApYWEeRua U eexmu Ha MACMOMO Ha NPURONCEHUE

C Heu3BEeCTHA 4eCcToTa:

Tpenepete, 601Ka B MACTOTO HA HHXKEKTHpaHe

Xucrepocannuurorpadpus (HSG):

Hapywenua na umynnama cucmema

C HeHM3BECTHA YeCTOTA;

CBpBbXUYBCTBATENHOCT

Hapywenun na nepgnama cucmema

YecTH:

CmoMauiHo-4pesHU HADYUWEHUSA
MHoro yecrtH:

YecT:

Heuecru:

['narobonue

KopemHa bonka
["aneHe
[ToBpobluaHe

Hapywienun na 6v3npou3godumennama cucmema u 2vpoama

MHoro dectn:

BaruHanuo xbpBeHe

Obwyu HapyweHus u epexmu Ha MACMOMO HA RPUROIICEHUE

YecTU:
C Heu3BeCTHA YeCTOTa;

Aptporpagus

[Mupexkcus
Tpenepene, 60nka B MACTOTO HA HHKEKTHpaHE

Hapywernus na umynnama cucmema

C HenzBeCcTHa yecTora:

CBpPBXYYBCTBHTENHOCT, BKIIOUHTENTHO
anaduaaxkTHUHK/aHadHAAKTONIHH peaKLvy

Obwu Rapyuwerus u eghexmu Ha MACNIONO HA NPUIONCEHUE

YecTH:
C Heu3BECTHA UECTOTA:

bonka B MACTOTO HA HHXKEKTHpPAHE
Tpenepene




HM3caeaBaHe Ha CTOMALLHO-YPEBHHS TPAKT

Hapywernus na umynnama cucmema
C "en3BecTHa uecToTA: CBpBbX4YBCTBHTENHOCT, BKIIOUYHUTENHO
aHadnNaKTHYHKH/aHA(DUAKTOHHY peaKL K

CmoMatuHo-4pesHu HapyueHun
Yecru: Huapus, kopeMHa Donka, rajeHe
C Heu3BeCTHA 4ECTOTA! [ToppbluaHe

Obuju Hapywerus u echexmu Ha MACMOMO HQ NPURONCEHUE
C Hen3BecTHA YeCTOTA: Tpenepete

CroflllaBaHe Ha NOA03HPAHH HEXETAHH PEeaKLUHH

Cro0L1aBaneTo Ha OAO3HPAHH HEXEIAaHW PeaKLHH ciej paspellaBaHe 3a ynotpeda Ha JiekapCTBEHHUS
NPOAYKT € BXHO. TOBA M03B0JsBA A3 NPOABIDKH HAGMIOEHHETO HA CHOTHOLIEHHETO NOJI3a/PUCK 32
nexapcTBeHra MpoAyKT. OT MEAMLHHCKATE CIELHANNCTH €€ M3KCKBA Jla Cho0LaBaT Bcaka noao3upata
He)XeNaHa peaklins Ypes Hal[MoHaJIHaTa CHCTEMA 3a ChoOWaBaHe:

HU3nsaHKTeNIHA areHLUA 10 JIeKapcTBaTa

yi. ,,Jdamad ['pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaliT: www.bda.bg

4.9, IIpeaosupane

Mpu nauKeHTH ¢ HopManHa 6b0peuHa GYHKUNS NPEAC3HPAHETO € MaJIKo BepoaTHO. [IpoabmxuTenHoCTTa
Ha NpouEeAypaTa e BaXkHa 3a Ob0peuHaTa NOHOCHMOCT KbM BHCOKH 103U HAa KOHTPACTHO CPEACTBO (t2 ~2
yaca). [Tpu cay4aiiHo npeaosupane ce Npenopbyusa KOMNEHCATOPHa HH(PY3Hus HA TEYHOCTH H
enextponuTy. B ciyuait Ha npeaosupaHe € HE0OX0AHMO KOPUTHPaHE Ha BCEKH BOJCH HIlH €IeKTPOJIHTEH
aucbananc. BrOpeunaTa pyHkuus TpadBa Aa 6b2e MOHHTOPHpaHA B CNEABALLIKTE 3 THH. AKO €
HeoOX0HMO MOXE /13 Ce NPHIIOKU XEMOAHANK3a 3a OTCTPaHABaHe Ha HOAHKCAHON OT OpraHW3Ma Ha
nauueHrta. Hama cneuudrier aHTHAOT, KAaTO JICYEHHUETO HA NPEAO3IUPAHETO € CUMNTOMATHYHO.

5. GAPMAKOJOIT'HYHH CBOUCTBA

5.1. PapMakoARHAMHYIHH CBOKCTBA
d>apMakoTEpaneBTHYHA FPyNa: PEHTIeHOKOHTPACTHH cpelAcTBa, Hoaupanu, ATC: VOSABO9

[Tpy HHXKEKTHPaHE, OpPraHUMHO CBbP3AHMAT HoJ abcopbupa peHTreHOBUTE TBYH B KDbBOHOCHHTE
ChAOBE/TbKaHH.

3a no-roJAMaTa 4acT OT H3CNeBaHHTE XEMOOHHAMAYHH, KIHHHKO-XUMHUYHH H KOaryNalHOHHH
napaMeTpH ClIe]l HHTPABEHO3HO HHXKEKTUpaHe Ha HoAMKCaHON Ha 34paBH A0DPOBOLIH, HE Ca yCTAHOBEHH
3HAYUMH OTKIOHEHHA B CTOMHOCTHUTE B CPaBHEHHE ¢ TE3H Npean HHXeKTHpaHeTo. Hakonkoro
HaGmogaBaHu NPOMEHH B 1abopaToOpHHTE NapaMeTpu ca GuH Manku ¥ NPELIEHEHH KAaTO TaKHBa De3
KJIMHUYHO 3HA4YEHHE,




kpeaTHHuH > 44,2 umol/L, rpu 3% ot naumenTHTe U noBuuieHue > 88,4 umol/L npu 0% ot nauueHTHTE.
OcpofoxaBaHeTO Ha eH3uMHM (ankanHa ¢ocdarasa U N-auetun-p-rinoko3aMuHnaa3a) oT
MPOKCHMAIHHTE TYOYNHH KIETKH € MO-HUCKO OTKOJIKOTO €€ HHXEKTHPAHETO HA HEHOHHN MOHOMEPHH
KOHTPACTHH CpeACTBa, KaTO NOROOHA TeHAEHUMA ce HabNoAaBa ChLUIO NPH CPaBHEHNE C HOHHHTE
IMMEPHH KOHTPACTHU cpeAcTBa. Busunax ce noHaca nobpe ot 0b0pelmTe.

52. PDapMakOKHHeTHYHH CBOHCTBA

HoaukcaHos ce pasnpenens Obp30 B Oprain3ma Cbe CpeHO BpeME Ha pasnpeieneHrie okojo 21 MUHYTH.
BuaumusaT 06eM Ha pasnpeneneHne e eAHaKEB C TO3W Ha W3BbHINeTbYHATa TedHocT (0,26 kg T.M.),
KOETO NOKa3Ba, ue HOAHKCaHOJ ce pa3npeaens caMo B EKCTpauenynapHus odem.

He ca otkpuTt Metabonntu. CBbp3BaHETO C MPOTEHHUTE € NO-Manko oT 2%.

CpenHaTa CTOWHOCT Ha €IMMUHALIMOHHUA NONYXKHBOT € OKONO 2 Yaca NpH 31pasn Bb3pacTHH. [1pu manku
neua eTMMUHHPAHETO Ha HOANKCAHON € Y ABhJIkeHO (t12 0KoJI0 4 Yaca NMpyH HOBOPOJAEHH). Hoawnkcanon ce
eKCKpeTHpa rnaBHo npe3 GuipeunTe upes rnomepysina ¢uatpauns. [1pu sapasu AoOpoBonLy ces
HHTPABEHO3HO NpuioxeHue, okono 80% oT npunoxenara fo3a ce H31b4YBa HeMeTabonM3KMpaHa B ypHHaTA
B paMKHTe Ha 4 u1aca, a 97% B paMmkuTe Ha 24 4aca. Camo okoio 1,2% OT HHXeKTHpaHaTa fjo3a ce
EKCKpeTHpa 4pe3 dekanuuTe B paMkuTe Ha 72 yaca. MakcHMannHa KOHUSHTpalUHsA B YpHHATa Ce
ycTaHOBABA NprOMM3NTENHO | 4ac cnej HHXEKTHPAHETO.

He e nabmonasana J1030-3aBUCHMA KHHETHKA B PAMKUTE Ha IPENOpbYBaHHUTE JO3H.

Cnej HHTPATEKATHO MPUIOKEHHE NOMYXKHBOTHT Ha HOAHKCAHON € YAB/KEH, OTpa3aBaill CKOPOCTTa Ha
eTMMHHHUPaHE OT LIEHTPANHATA HEPBHA CHCTEMA B CUCTEMHATa UMPKynalua. BUAUMHBAT eNMMHHALHOHEH
MONYXHBOT Bapupa, NpU cpefHa cToiHoCcT okono 12 yaca.

53. IlpeaxkannavHH JaHHH 33 Oe3onacHocT

HexnMHWYHMTE 1aHHH He MOKa3BaT 0co0eH pUCK 3a Xopa Ha a3aTa Ha KOHBEHIHOHAITHHTE
$hapMakonorHuHyu HINUTBaHUA 3a 6€30NMacHOCT, TOKCUYHOCT PH MHOTOKPATHO Npuiaraxe,
FeHOTOKCHYHOCT U PenpoAyKTHRBHA TOKCHYHOCT.

6. OAPMAINLEBTHYHHA JAHHH
6.1. CnHCLK HA NIOMOMHNATE BellleCTBA
BxiioueHH ca CleJHHTE MOMOLIHH BEWIeCTBA:

TpomeTamon

HartpueB xnopua

KajiitneB XJ10pHA JUXHADAT

HarpuéeBo-kanuues eaerar

XnopoBodopoaHa KHCeNuHa (3a kopurupasne Ha pH)
Bopaa 3a wHXeK1UH

pH Ha npoaykTa e 6,8-7,6




6.2. HechbBecCTAMOCTH

[pwu nunca Ha Npoy4BaHns 33 HECHBMECTHMOCTH, TO3M JIEKAPCTBEH NPOJYKT He TpaOBa Jia ce CMECBA C
ApYTrHd NEKApCTBEHU NpoAyKTH. TpaOBa na ce U3ron3Ba OTACNHA CNPHHLIOBKA.

6.3. Cpox Ha rogHoct
3 rOOMHH.
6.4. CnennajHy ycJ0BHUSA HA CbXpaHeHHe

KoHTeiinepbT TpAOBa Aa ce CbXpaHsBa BbB BbHILHATA KapTOHEHa onakoBka, [1poayxTsT B CThK/ICHH
ONAKOBKH M B MONHNPOITUIEHOBH OYTHIIKH MOXe a c€ cbxpanasa a0 1 Mecel npu temneparypa 37°C,
3aUIMTEH OT CBETJIMHA.

6.5. Bra B ¢LABLPKAHHE HA ONAKOBKATA

CrhxneHH (hJaKOHA H OYTHIKHU:

[TpoAYKTBT € HaTbIIHEH B HHXEKUHOHHK ¢nakoHH (20 ml) n undy3nonnn 6ytunxu (50, 100 u 200 ml). U
[BaTa BH/1a ONAKOBKH Ca HanpaseHH oT Oe3LUBeTHO BHCOKO YcToH4uBo bopocunukarHo cTbkio (Ph. Eur.
tun 1), 3aTBOpPEHH ¢ XanoOyTHI0BH kayuykoBH 3anywanki (Ph. Eur. Tun I), 3anevarenn ¢ usanocrHa
BeTHa macTmacosa “flip-off” kanauka.

[MonunponuneHoBu 6ytunku (USB)

Bytuaxute ot 50, 75, 100, 150, 200 u 500mi ca 3aTBOpeHH ¢ xanobyTHNOBH KayuykoBH 3amymanku (Ph.
Eur. Tvn I), chabaeHy ¢ nnacTMacoBa BHHTOBA Kanayka Che 3aUIMTEH NPBLCTEH.

Crikaenn IHonnnponuiaeHoBH OyTHAKH
| ¢1aKoRH/OYTHAKH
Visipaque 320 mg I/ml 10 x 50ml
10 x 20ml 10 x 75ml
10 x 50ml 10 x 100 ml
10 x 100ml 10 x 150 ml
6 x 200ml 10 x 200 mi

He BcHUYKH BHAOBE ONMAKOBKH MOraT Aa ObaaT mycHaTH B npoaaxkoa.

6.6. CoenuaiBd DpeJNa3ZHB MePKH NPE H3XBLPAsHE B paboTa

KakTo BCHYKHM NapeHTepallHy MPOAYKTH, npean ynotpeda Buzunax Tpabsa na Onae orynean BU3yaiHo 3a
Ha/THYHE HAa YacTHIM, TPOMEHH B LIBETA W LIEJIOCTTA HA ONAKOBKaTA.

[MpoaykTbT TpAGBa Ja ObAe H3TEriieH B CIIPHHIIOBKATA HEMOCPEACTBEHO NpeaH ynoTpeba. dnakoHuTe ca
npelHA3HAYEHH CaMo 3a eAHOKpaTHa ynotpeba M BCAKO HEHM3NON3BaHO KOMMUYECTBO TpiabBa aa 6bae
M3XBBPJICHO.

[Tpenu npunoxeHue, ce npenopwuBa Busunak na One 3aTonien Ao TenecHa reMnepatypa (37
Heusnonssanuar NpoAYKT UNH OTIAIBYHHTE MAaTepHalIu OT Hero Tpadea fa ce U3XBBPIAT B




C MECTHHTC U3HCKBAHHA,

JIONbAHUTEIHN HHCTPYKIINK NP 3BTO MHXXEKTOP/NOMINA:
KoutpacThoTo cpeactso B Oytunky ot 500 ml Tpabsa aa ce u3nonssa ¢ nomMoLTa Ha aBTO

HHXeKTopH/moMmnu oRo0peHH 3a Te3u obemu. [la ce u3non3sa HHAWBUAYANHA Npouelypa Ha
WHXEKTHpaHE.,

[ToABHKHATA YACT HA aBTO MHXKEKTOPA/MOMNATA OTHRALIA KbM NauueHTa TpadBa Aa Obae cMeHsHa cen
BCEKM malMeHT. Hen3non3saHoTo KONHYECTBO KOHTPACTHO CPEACTBO, KOETO € OCTAaHAJIO B OyTHIIKaATa H
BCHYKH CBBP3BAIlH TphOU TpAOBa Aa ce H3XBBPJIAT B Kpas Ha JeHd. 3a yaoOCTBO MOraT aa Ce€ H3Mon3Bear M
no-Mankn 6yTunku, Tpabea aa ce cna3BaT HHCTPYKUMHUTE Ha NPOK3BOANTENR HA aBTO
HH)KEKTOopa/IOMIaTa.

7. NMPUTEXATEJ HA PASPELLIEHUETO 3A YIIOTPEBA
GE Healthcare AS
Nycoveten 1

0485 Oslo
Hopserus

8. HOMEP HA PASPELHIEHHETO 3A YIIOTPEBA

[1-15790/14.11.2011
Per.Ne 20010930

9. IATA HA ITBPBO PASPELIABAHE/NTOAHOBSIBAHE HA PASPEIHEHHETO 3A
YIIOTPEBA

12.07.1995 — nupBO pa3pelaBaHe
14.11.2011 — nocneaHo NOAHOBABAHE Ha Pa3pelEHHETO 3a ynoTpeda

10. JATA HA AKTYAJIMN3HPAHE HA TEKCTA

deppyapu 2026




