KPATKA XAPAKTEPHCTHKA HA ITPOIYKTA
N3MbJTUTENTHA ATEHUYSR N0 NEKAPCTRATA |

Kpamka xapaxkmepucmuxa Ha npogykma - [1puAOXKeHUE |

Kovm Pee. Ne '200103.5 ...................
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1. UME HA JIEKAPCTBEHHUA ITPOAYKT

Omuunak 300 mg I/ml uHxekuuoHeH pa3rBop
Omnipaque 300 mg I/ml solution for injection

Paapeiwerue Ne

| BG/MA/MP - ]?Zs? ?}) ,‘/Lu 2076

---------------------------

|OgobpeHue Ne ............oereeei oo
2. KAYECTBEH H KOJIMYECTBEH CBbCTAB e - —
AKTHBHO BELIECTBO | KoHuieHTpauus Coabpxanue 3a 1 ml
Hoxexcon (lohexol (INN)) 300 mgl/ml 647 mg exsuB. 300 mg |

Hoxekcos € HeHOHHO, MOHOMEPHO, TPHHOHPaHO, BOAHO-PAa3TBOPHMO PEHTI€HOKOHTPACTHO CPEACTBO.

CTOHHOCTHTE HA OCMOJIAPUTETA U BUCKO3UTeTa HAa OMHHMNAK ca KaKTO CJie/IBa;

Ocmonapurer* _
KonuenTpauus | Osm/kg H,O Buckosurer (mPa's)
i 37°C [ 20°C 37°C
300 mgl/ml 0.64 11,6 6,1

* Metoa: oCMOMETpPHS Ha NAPHUS HATHCK
To3u nekapcTBeH npoayKT chabpxka 0.012 mg Hatpuii Ha ml, T.e. NPaKTHYECKH HE ChABbPKA HATPHIA.

3a MbJIHHA CITUCHK Ha MOMOLLHUTE BEILECTBA, BHXKTE TO4YKa 6. ]

3. JIEKAPCTBEHA ®OPMA

MHKEeKUHMOHEH pa3TBOP.
OMHHNak ce npeanara noa gopmara Ha roros 3a ynorpeba, 6ucTbp, 6e3uBeTeH 10 6J1e0 HKbIT CTEPHIIEH

BOJICH pa3TBOP.
4. KJIJUHHUYHHU JAHHHU

4.1. TepaneBTHYHH NOKA3aHHSHA

To3u JICKAPCTBCH MNPOAYKT € NpE€AHasHa4Y€H CaMO 3a JTHArHOCTHYHH LICJIH.

PEHTreHOKOHTPaCTHO CPEACTBO 32 NPHIIOKEHHE NPH Bb3PACTHH M Jiena 3a yporpadus, ¢pneborpadus, i.v.
DSA (aurutanna cydrpakuuonsa anruorpapus), CT ycunsane, aprepuorpadus, kapanoanruorpadus u
1.a DSA. Muenorpadus. 3a npuioxeHue B TEIECHATE KyXHHH: apTporpadus, €HJ0CKOINCKa peTporpaaHa
nankpearorpadus (ERP)/ennockoncka perporpagsa xonanruo-nankpearorpagus (ERCP), xepuuo
XHUCTepOoCaAMUHrorpaus, cHanorpagus 1 u3cieJBaHue Ha CTOMAIIHO-YPEBHHS TPAKT.




4.2. lo3HpoBKa H HAYHH HA NPHAOKEHHE

Jlo3aTta 3aBHCH OT THIA Ha H3CAEABAHETO, BL3pACTTa, TErJI0TO, ChpAeUYHHUs JeOHRT ¥ 0OIOTO CHCTORHHKE HA
MalHeHTa B H3N0J3BaHaTa TeXHHKA. OOHKHOBEHO C€ MPHIAraT ChLUHTE HOMHH KOHIIEHTpaUHH H 06eMu
KaKTO MpU APYyruTe HOAHH PEHTNEHOKOHTPACTHH CPEACTBA B TEKYLLATA NPAKTHKA.

KakTo nmpst ApyrHTE KOHTPACTHH CPEACTBA € HEOOXONUMO OCHTYPABAHETO HA AOCTATHLYHO XHAPATHPAHE Ha
[IAKCHTA PEIH H CNEA NPUNAraHe Ha KOHTPACTHOTO CPEACTBO.

3a HHTPABCHO3HO, HHTPAAPTEPHATHO H HHTPATEKAITHO HPHAOKECHHE H NPHJIOKEHHE B TEECHH KYXHHA.

CrnegHuTe AO3UPOBKH MOraT Aa Ce H3NON3BaT KAaTO YKA3aHHE:

Yka3aHns npd HAHTPABCHO3HO NPHIOKEHHE

L -

[Tokasanus I Koﬁ-ueu'lpaum Obem 3abenexxa |
Yporpadas
80 ml Mmorar na
BbL3PACTHH: 300 mg /ml 40-80 m) Obaar
win 350 mg Vml 40-80 mli HAXBHINCHH B
ONpEACIICHH
| CITyvau
Jena<7kg 240 mg /ml 4 ml/kg T.M.
i 300 mg I/mli 3 ml’kg T.M
l MakcumMym 40mi
aeua> 7 kg 240 mg I/ml 3 ml/kg T.M
unH 300 mg I/ml | 2 mlkg 1.™ |
(DneGorpadpus i 240 mg [/mi 20-100 ml/ua kpak |
(kpak) win 300 mg [/ml
- } }
DSA ([iurutanna
cybrpakumonna | 300 mg I/ml 20-60 ml/unx,
awruorpadms) | wnm 350 mg I/ml 20-60 ml/nrx.

— = —

CT ycunpase 140 mg 1/ml 100400 ml O6uuaiino '
Bb3DACTHH: unv 240 mg 1/ml 100-250 ml ob1moro
wng 300 mg I/'ml 100-200 ml KONHYECTBO KO €
i 350 mg I/ml 100-150 ml 30-60g

Jeua: 240 mg I/ml nnu 2-3 mi/kg 1.M. 10 40ml BonpeneneHu




300 mg U/ml

[ 1-3 ml/kg T.M. 210 40m|

CIy4yad mMorar Ja
Obaar
NMPHJIOXEHH RO

| 100 mi

YKa3aHuA NPR HHTPAAPTCPHANHO NPHIOXKEHHE:

| Mokazanua | Konuerpauns [O6em | 3abenexnxa |
Aprepuorpaduu
| CBONIOBA aopTOorpadHs 300 mg I/mli 30-40 mV nmk. | O0eMbT Ha
CEJIEKTHBHA Liepebpanua 300 mg [/ml 5-10 ml/ uux. HHXXEKIHATA
aoprorpadus | 350 mg Umi 40-60 ml/ umx. 3ABHCH OT
| pemopanya 300 mg I/ml 30-50 mV/ uHx. | MACTOTO Ha |
1A 350 mg I/ml HHXEKTUDaHe
ApYTH | 300 mg I/'ml 3aBHCH OT BHJIA
HA U3CICABAHETO
[ — — —
| Kapauoanrnorpadus
Bb3PACTHH:
JIsIBa Kamepa M
HHXEKTUpaHe B 0CHOBaTa Ha | 350 mg I/ml 30-60 ml/ urxk.
aoprara
i
CEeNEKTHBHA KOpOHApHA 350 mg I/ml 4-8 ml/ MHX. |
aprepHorpagdus
Aena: 300 mg 1/ml 38BHCH OT | Makc. 8 ml/kg
und 350 mg I/m) BB3PacTTa, T.M.
TErNOTO H |
MaTONOrHATa
[ - ] T
Hururansa cybTpakHOHHA
aHruorpagus
Bb3pPaCTHU: 140 mg I/ml 1-15 ml/ unx B 3ABHCHMOCT
| unu 240 mg I/mi 1-15 mV/ uHx. OT MSCTOTO Ha
uan 300 mg 1/ml 1-15 ml/ uHx. HH)XEKTHpaHe |
NOHAKOTra
| roaeMu
aena. 140 mg I/'ml 33aBHCH OT obeMmu — o 30
I Bb3pacTTa, ml — Morar aa
TErNOTO K Obaar
NATONOrNATa H3MOJI3BaHH
) |




Ykazanue IIPH HHTPDATCKAJIHO NPHIAOXKCHHC.

:-ana:;aﬂl_a KOIEI?IMH I Konuuecrso | 3abenexka

JlymGanHa u TopakanHa 180 mg I/ml 10-15 ml
MHeorpadus nm 240 mg I/ml 8-12 ml
(mymb6anHO HIDKEeKTHpaHe) | |
10-12 ml
llepsukanna muenorpadpua | 240 mg /ml 7-10 ml
(mymGanHo umkekTHpase) | #id 300 mg I/ml |
Llepsukania mucnorpadpus | 240 mg [/ml 6-10 mi
| (naTepanHoO LECPBHKATHO viH 300 mg I/ml 6-8 mli
HHXECKTHpaHe)
180 mg I/ml} 5-15 ml '
CT uucreprorpagpus nau 240 mg I/ml | 4-12 m}
(myMOanHoO HiDKeKTHpaHe)
MHuenorpadus B 1
NeAUATPUATA
I < 2 rOAMHH 180 mg /ml 2-6 ml
2-6 TONHHU | 180 mg I/mli 4-8 ml
> 6 rOOHHY 180 mg [/ml 6-12 ml

N S A . . i _—

3a cBeXaaHe 10 MEHHMYM Ha Bh3MOJKHHTE HEXXEJIAaHK peaklHn obiuara fo3a ot 3 g #ioa He Tpsabpa na 6nae
MpeBHILIABAHA.

Yka3aHHe NpH NPHACKEHHE B TCJICCHHTE KYXHHU

[ Mokazanus [ Konuexrpanus [ Konuuecrso 3abenexka _I
Aprporpadus 240 mg I/ml 5-20 ml
| i 300 mg I/ml | 5-15 ml
HaH 350 mg I/mi 5-10 mi ‘
T s
ERP/ERCP 20mgl/mji 20-50 mi ! _ .
XepHHorpadus 240 mg I/'ml 50 ml
| —
Xucrepocannuarorpadus 240 mg [/ml 15-50 mi
Had 300 mg I/ml 15-25 ml
Cuanorpadpus 240 mg 1/ml 0,5-2 mi
_{ nim 300 mg I/m] l 0,52ml




| UscnenBanus Ha

| cCTOMaUIHO-YPEBHMS TPaKT
Ilepopanno nprioxeHne HHIUBHRYAJTHO
Bb3DACTHH: 180 mg [ /ml UHAMBH LY ATHO
U 350 mg I/ml
aena: 2-4 ml/kg T.M.
XpaHOmpOBOA 300 mg I/m] |
2-4 ml/kg T.m.
or 350 mg [/ml
4-5 ml/kg t.m.
TbHKH YepBa 140 mg I/ml
2-4 mI/kg T.M.
Henonocenn: 350 mg /ml
PexTanno nprioxeHne | 5-10 ml/kg 1.m.
aeiia: 140 mg I/ml nnn [Ipumep:
paspeneH ¢ YSIMAHa BOAA Pazpenen
10 100-150 mg I/ml Omuunax 240,
\ 300 anut 350 ¢
YEelIMAHA BOJA

- - | L _ - lwml:2 |
CT ycnaBane

IHepopanno npaacKenHE
| BB3PACTHH: PaspeneH ¢ yemimsHa soga | 800-2000 ml ot l [Ipumep:
1o ~6 mg I/ml | Pa3peACHHA | Paspenen
1 Pa3TEOP 32 Omuunax 240,
on cH 300 wm 350 ¢
IEpPUOI OT YyeLLIMAHA BOJA
BpEME 1:50
Jena: PaspeneH ¢ yemmsaHa soaa | 15-20 ml/kg T.M.
3o ~6 mg I/ml OT pPa3speACHHS
pa3TBop

PeKTa/IHO NPAAOKECHEE

aena; | Paspener ¢ yemMsaHa Boaa '
I 0o ~6 mg I/ml

4.3. IIpoTrHBONOKA3AHESN

CBpbXUYYBCTBHTENHOCT KbM AKTHBHOTO BELICCTBO HJIH KbM HAKOE OT NOMOLIHHTE BElilecTBa {BX. TOUKa
6.1).
[TposBEeHA THPEOTOKCHKO3A.

4.4, CrpenmayHE NpexynpexACHRES A NPERNA3ER MEPKH NpH ynotpeba
QO611H npeanasHH MEPKH Npd ynorpeba Ha HelOHHH MOHOMEDHH KOHTPACTHH CPEACTBA:

Cepvxuyecmasumennocm
AHaMHe3aTa 32 HUIHYHE Ha AJIEPrus, acTMa MM HEXEJIAHH PEaKItHH KbM HONHH KOHTPAaCTHH Cpel




CJIICAOBATENHO, Ja C€ NPEeAIECTBa OT NoApoOHa aHaMHe3a, IPH NAWMEHTH ¢ AJIEPradHa AHATE3a, KATO MPH
IALHEHTH C H3BECTHA CBPBXYYBCTBHTEIHOCT CE€ H3HCKBA MHOTO CTPHKTHA OLICHKA Ha nokasaHusTa. [Ipu
MALHEHTH C NOBHILUCH PHCK OT OCTPH PEaKLHH HA CBPBbXYYBCTBHTEIHOCT, NPEAXOAHA YMEPEHA HITH TeXKa
OCTpa peaKIi#sl KbM KOHTPACTHO BELUECTBO, ACTMA H/IH aJIeprus, H3HCKBALH MEAHIMHCKO JeYEHHE, MOXE
Aa ce OOMHCIIH ApPEeMEIHKALUA ¢ KOPTHKOCTEPOKIH HIIH aHTHXHCTaMuEH. [IpeMeankalHaTa He
NPEAOTBPATABA TEXKHTE PEakKLiMi, HO MOXE J1a HAMANH TAXHATA Y€CTOTA H TEXKECT.

PHCKBT OT CEpHO3HH PEaKi[HH CBbP3aHM C NPHACKEeHHeTo Ha OMHHNAK ce CUHTa 33 MaThK, Brnpexn ToBa,

HONHATE KOHTPACTHH CPEACTBA MOTAT Jia MPOBOKHPAT CEPHO3HH, XHBOTO-3aCTpallaBallH, PaTANHHA
aHa(pHNAKTHYHA/aHAPWIAKTONIHH PEAKLHH HIIH APYTH NMPOSBH Ha CBPLXYYBCTBHTENHOCT. HezaBucHmo ot
KOJIHYECTBOTO ¥ HAYHHA HA MPUJIOKCHHE, CHMITOMH KaTO aHIMOEAEM, KOHIOHKTHBHT, KallIHLA, Chplex,
PHHHT, KHXAHC H YPTHKapHs, MOXE Jia ¢a NNOKA3aTEIIHH 34 Pa3BHTHETO Ha CEpHO3HA aHA(PWIAKTOHAHA
peakius, U3HCKBalla neucHHe. ETo 3amo ¢ HeoOXoAMMO NpeiBAPHTENRHO OCHIYPSBAHE HA ChOTBETHH
JIEKapCTBa, anapaTtypa 3a He3abaBHO NeyeHHe, ONHTEH H O0YYECH nepcoHan B CIyuai Ha NOABAa HA CEPHO3HH
peaxuuy. [IpH onacHOCT OT NOABATA HA WOK, MPHJIATAHETO Ha KOHTPACTHOTO CPEACTBO TPAOBa He3abasHO
fia Obje npeycTaHoBEHO, a B cay4ali Ha HeobxonuMOoCT TpbBa Aa 3anoYHEe HHTPABEHO3HOTO NPHAAraHe Ha
cneadryHo nedenne. Ilpenopbusa ce BHHATR Aa ¢ H3INO0M3Ba a6OKAT A/IH KaTeThp 38 OBP3 HHTPAaBEHO3CH

IOCTBII Tpe3 IWIOTO BPEME Ha PeHTreHOBaTa NpoueaAypa.

[TangenTuTe, H3NON3BALM OeTa-aApeHeprHuHK Bnokepu, 0COOEHO NAMEHTH C ACTMAa, MOIaT 4 UMAT
NO-HUCHK INpar HA OPOHXOCNAa3bM H A3 €A N0-MANKO YYBCTBUTEHH HA JICUEHHETO ¢ f-aroHHCTH H
aJPECHAIIEH, KOETO MOXKE [1a HAJIOXH H3MON3BAHECTO HA NO-BRCOKH AO3H.

OOHKHOBEHO, PpEaKLHHTE HA CBPbXYYBCTBHTENHOCT 3AMOYBAT C JICKH AMXATENHH HIIH KOXKHH CHEMITTOMH,
KaTo JIeKO 3aTPY AHCHHE Ha RHIIAHETO, 3aYepPBABAHE HA KOXKATa (EPHTEMA), YPTHKAPHA, ChpOexk HIIH OTOK Ha
JTHUETO. TeXKHTe peakiiH, KaTo aHrHoeaeM, CyOrnoTHCeH OTOK, ODOHXHAIEH CNAa3bM H LIOK €A PEAKH.
Tesn peaxuinn OOMKXHOBEHO CE NOABABAT B PAMKHTE Ha €/IHH 4aC CNeA IPUAAraHeTo Ha KOHTPACTHOTO
CpeACTBO. B peAkH CiTyyaH, CBpbX4YyBCTBHTEIHOCT MOXKE 1a Bb3HMKHE H ITO-KBCHO (CJIe]] 4acOBEe HIIH AHH),
HO TE3H CJTYYaH PALKO Ca XXHBOTOGACTPAILIABAINM H 3ACATAT NPCAUMHO KOXKATA.

Koazynonamun

CepHosns, paaxo dartanuu, TpoM60eMO0NHYHE CHOXTHA, NPHYMHABALLIM MHOKap/ieH HHGApKT B HHCYJIT, ca
ROKNANBAHH 10 BPEME HA aHrHoKapaHorpadcku npoueaypu ¢ #oHHH ¥ HEHOHHH KOHTPACTHH BEIIECTRA.
Koraro ce H3pbpuIBaT NPOLEAYPH NO ChAOBa KaTeTepuiauus, TpsAdsa Aa ce obphHe cnienManio BHHMaHKHE
Ha aHrHOrpaf)cKaTa TeXHHKa H KaTeThpPbT Aa CE MPOMUBA Y¢CTO (HANP.: C XeNapHHH3APaH PH3HONOrHYEH
pasTBOp), 38 J1a CE CBEAE 10 MHHHMYM PHCKBT OT CBBP3aHHU ¢ NpoLeaypaTta TpoMb03a H eMbommms.

[1o BpeMe Ha kaTeTepH3alHaTa TpsOBa Aa ce MMa NMPeABH, Y€ OCBEH KOHTPACTHOTO CPEJICTBO, MHOXECTBO
ApYTH GaKTOpH MOTAT J1a NOBIMAAT HA pa3sBHTHETO HA TpoMbemboHuHuTe cChbuTHa. ToBa ca:

[IPOXB/DKHTEHOCT Ha HACACABAHETO, OpOS HHXKEKIHH, TUIIA Ha KATETHPA H MATEPHANIA HA CTIPUHLUOBKATA,
CBHIFFTCTBALMTE 3a00NABaHUA Ha TIAIIHCHTA H MPHEMaHHTE JIEKAPCTBA.

HacneasaHero TpsOBa a Tpac Bb3MOXKHO Hal-XxpaTKo.

HeobxoaMMo € MOBHILIEHO BHHMaHHe NpH NaUHECHTH C XOMOLMCTHHYPHA {pHCK OT TpoMOeMO0IH3BM).
In vitro, HeHOHHHTE KOHTPACTHH BeleCTBA HMAT NMO-ciaab edexT Ha HHXUOHpaHe Ha KOAryJIALMATA OT
HOHHHTE KOHTPACTHM BEILECTBA.

Xuopamayus
HocTaThyHa XHapaTallHg Tp20Ba fa Obae OCHIypeHa MPEaH | CNeJl MPUIAraHeTo Ha KOHTPACTHOTO




cpeacTso. [1pu HeobXxoaHMOCT, MaMeHTLT TpAGBa Aa ObAC XHAPATHPAH HHTPABEHO3HO, A0 ITHJIHOTO
OTAENSHE Ha KOHTPACTa OT OpraHH3Ma. ToBa Baxxu 0COBGEHO 3a NALHEHTHTE C IHC- K NApPANPOTEHHEMHH,
KaTo MYJITHIUICH MHEIIOM, 3axapeH anaber, Ob0peuna AnchyHKIHS, XHNEPYPHKEMHS, a TaKd CBHILO H 32
KbpMaveTa, MajIkd Aella, MalHCHTH B CTapyecka Bb3pacT H NALHEHTH B nowo ofuio cecTosHue. [Tpu
PHCKOBH MALHEHTH, BOAHHAT 4 €IEKTPOJIHTEH METaDONMH3EM TPsOBA Aa ObAAT KOHTPOJNHPAHH, KATO €
HEeOOXOAMMO H OBNIAJIAIBAHE HA HHCKUTE HUBA Ha cepyMaH kanuui. Ilopags pHck OT Aexuparaius,
[TPEAW3BHKAHA OT JHYPCTHIIH, 38 OIPaHHYABAHE Ha PHCKa OT ocTpo 6pOpeuHo yBpexaane, Ha MbPBO MACTO
€ HeOOXOAMMO OCBILECTBABAHETO HA BOAHA H €JIEKTPOJIMTHA PEXHADATALMA,

CvpoexHo-yupxyramopru peaxkyuu
Heobxo11uMo0 € nOBHILICHO BHHMAHHE MPH MAIlHEHTH C TEXKO ChPAEYHO 3a00NsABane,

CBPACYHO-LUHMPKYNATOPHO 3ab0n4BaHe H 6enoapobHa XHIIEPTOHNS, Thil KATO T€ MOTAT A Pa3BHAT
XEMOAHHAMHYHH NPOMEHH HJIK apHTMHH. ToBa ce OTHAcA 0COOSHO Cnej HHTPAKOPOHAPHO, JIABO H JNCHO

KaMEPHO MPHICKEHHE HA KOHTPACTHOTO CPEACTRO (BX. ChINO TOUKa 4.8).

[TalHEHTHTE ChC ChpACUHA HEAOCTATHYHOCT, TEXKE KOPOHApHA 60JIeCT HAa ChPLETO, HecTaOWiHA aHIMHA
MEKTOPHC, 3300/1ABaHHA HA KNAIHTE, NpeALleCcTBal HH)ApKT Ha MHOKAp/a, KOpOHapeH Oailinac u
OenoapobHa XHNIEPTOHHA ca OCOOEHO NMpeapa3noNOKEHH KbM ChPAEUHH PEaKiiHH.

[Ipy maumenTH B CTapyecka BE3pacT M TAKHBA ChC ChLIECTBYBAILLH ChpACTHK 3a601ABaHAA, PEAKHHHTE C
HcxeMHynH npomeHd B EKI™ u apuT™MHue ca no-uecTH.

[IpH MayMeHTH CBC ChPACYHA HEAOCTATEYHOCT, BhTPECHAOBOTO HHKEKTHPAHE H2 KOHTPACTHO CPEACTBO
MOX€E 118 XOBEeAe R0 noAsara Ha 6enoapodben oTok.

Hapyujenus om cmpana na [JHC

CrobiuaBa ce 3a ennedanonarus npx ynorpebara Ha KOHTPacTHH BeLECTBa karo Hoxexcon. KonrpactHara
eHuedanonarus MOXe J1a € MPOABH CbC CHMIITOMM H MPH3HALM HA HEBPONOrHYHA AUChYHKIMS (BX. TOUKA
4.8). CumnroMuTe OOHKHOBEHO CE NOABABAT B PAMKKTE HA MHHYTH A0 4aCOBE CJIEH NPHAOKEHHETO Ha
Hoxexcosn ¥ OOMKHOBEHO OTHIYMABAT B PAMKHTE HA AHH.

(DaKTOpHTE, KOMTO NOBHILABAT MTPOMYCKJIHBOCTTA HA KPBbBHO-MO3bYHATA OapHepa, IHE YISCHAT
NPEMHHABAHCTO HAa KOHTPACTHH BEIRCCTBA B MOZbYHATA THKAH H MOPAT Jia AOBEAAT A0 Fb3MOXHH PEaKLIHH
Ha LIHC, nanpumep enuedanonatus. ITpenoppasa ce moBHIIEHO BHHMAHHE B CJTy4al HA BLTPECHA0BO
MPUAOKEHHE MPH MALMEHTH C OCTPa MO3bYHA HCXEMHS (HH(APKT) HIH OCThp BbTPEYEpeNeH KPbBOHIIUB,
KaKTO M [IPH NALHEHTH CHC 3a00/IABaHHA, NPHIMHABALLH HapylIEHHE Ha KPbBHO-MO3b4HaTa GapHepa H NIpH
NaUHEHTH C MOZBUYCH OTOK, OCTpa JEMHEIHHH3ALIHA HITH HalIpeRHANA MO3BYHA ATEPOCKIEPO3a.

I1pn nogo3pexne 3a KOHTPACTHA eHUedanonaTus TpAOBa Aa ce NPEKPATH MPHNCKEHUETO Ha HOXeKCOoNM ¥ J1a
C€ 3anQ4yHe NOAXOAALIO ACHCHHE,

HeBponorn4HHTE CHMITOMH, NPHYHHEHH OT METACTA3H, ACTCHEPATHBHH UIIH Bh3NAIUTEIHH MPOLECH
MOXe J1a ObJIaT 3aCHIIEHH OT NPUNIAraHETO HA KOHTPACTHOTO BeulecTBO. [TanHeHTHTe ChC CHMIITOMATHYHHE
MO3BbYHO-CBIOBH 3a00/IABaAHNA, NPEKapaH HHCYAT KITH YECTH NPEXOHY HCXEMHUHH ATAKH Ca C NOBHINEH
PHCK OT KOHTPaCT-HHAYUIHPAHH HEBPONOrHYHH YCIOXKHEHHS CIE MHHTPAaapTEPHAIHO HHXEKTUPAHE.
HHTpaapTrepHanHoTO HHKEKTHpaHE Ha KOHTPACTHO CPEACTBO MOXE J1a TPEAU3BHKE BA30CIIA3bM, BOAEIH JIO
(eHoOMeHa Ha nepebpanHa HCXeMHu4.

[Ipu HAKOM MaLHEHTH chea Muenorpadus ca HabmogaBaHU MPOABH HA BPEMEHHO HAMAJICHHE HA C




AOPH TlIyX0Ta, KOHTO CC ABJDKAT H2 [TOHH)XXABAHE HANAraHETO Ha JIHKBOpa NpH J]YHG&!IH& IMYHKI[HA.

bvbpevunu peaxyuu

ITpunaranero Ha #OAHU KOHTPACTHH CPE/CTBA MOXE Jia MPHYHHH NOBHIIABAHE HA HHBOTO HA CEPYMHHS
KpeaTHHHH H 0CTpO OBOpevHO yBpexcaaHe.3a MpeoTBPATABAHE HA TE3H CHCTOSHUN, B PE3YNTAT Ha
[IPHIIAraHETO Ha KOHTPACTHHTE CPEACTBA € HEODXOAMMO CMEUHANTHO BHHMAHHE MPH MALHEHTH ChC
ChIIECTBYBalO ObOpeuHO yBpexkaane u 3axapeH Auaber, Thi KATO Te ca B pUCKOBa rpyna.

Jipyru npeapasnonarauii GakTopu ca npeaxoaHa 6p6pevHa HEAOCTATBYHOCT B PE3YITAT HA NPUIIATAHETO
Ha KOHTPaCTHOTO CPeACTBO, aHaMHe3a 3a 6nbpeuno 3abonsBane, pu3pact Haa 60 roauHn, ZeXHApaTaUHs,
HalpexHaNa arepocKiepo3a, ACKOMIIEHCHPaHa ChpAeYHa HEAOCTATHYHOCT, MMPHJIAraHeTo Ha BHCOKH AO3M
KOHTPacCTHH CPEACTBA H MHOXKECTBO HIDKEKIIHH, NIPAKO NPHIOKEHHE HA KOHTPACTHOTO CPEACTBO B
OBOpeyHaTa apTepus, AOMBIHKTENHOTO HAJIATaHE Ha HEDPOTOKCHHH, TEKKA H XPOHHUHA XHIICPTOHUS,
XHNCPYPHKEMHSA, NIapaNpoOTCHHEMHS (MHEIOMAaTO3a H Makpornobynuuemus na Waldenstrom,

NA23MOUHTOM ) HJIH AUCTIPOTEHHEMHH.

[IpeBAHTHUBHUTE MEPKH BKIIOYBAT:

e OnpeaensHe Ha NALMEHTHTE C BHCOK PHCK.

* OcurypsaBaHe Ha MOAXOAALIA XHAPATaLHA. AKO € HeOOX0AHMO 4pe3 NOAKbPAKALIA HHTPABEHO3HA
HHGYy3us IPEAR 3aN0UBAHE HA NPOLIEAYPATA A0 H3YHCTBAHE HA KOHTPACTHOTO CPEACTBO Ypes
OuOpenuTe.

* Hsbarsane AOIMBAHHTENHOTO HATOBapBaHe HA OLOpeLHTE ¢ HEDPOTOKCHYUKRH NEKAPCTBA, NMEPOPATHH
XoneumcrorpahuUHH CPeCTBA, apTEPHAITHO KIAMIHpPaHe, AaHTHOMIACTHKA Ha 61L6peunara aprepns
HJTH TO/1AMAa XHPYPTrHYHA HHTEPBEHLIHSA, JOKATO KOHTPACTHOTO CPEACTBO He ObJe EKCKPEeTHPaHO.

e HamansBsaHe Ha 103aTa A0 Bb3MOXHHS MHHHMYM.

OrnaraHe Ha MOBTOPHO H3CNEABAHE C KOHTPACTHO CPEACTBO, A0KaTO OhGpeuHaTa GpyHKUNA He
Bb3CTAHOBH HUBOTO CH NPEAH H3CNEIBAHETO.

[TlauueHTHTE Ha XEMOAHAN32 MOTAT Ja MPHEMAT KOHTPACTHH CPEACTBa IPH PEHTTEHOTPA)CKH MPOLIEAYPH.
He e neobxoanmo chobpa3sBaHe Ha BpEeMETO 3a HHXKEKTHPaHE Ha KOHTPACTHOTO CPEACTBO C
XEMOJHATH3HATA NPOLCAYPa.

Ilayuenmu c ouabem, npuemawu memgpopmun:

ChblilecTBYBa PHCK OT Pa3BHTHETO Ha NAKTaTHA allu/03a IPH MPHIIAraHeTO Ha HOAHPaHH KOHTPACTHH
CPEeACTBa Ha NAHEHTH C AHA0ET, teKyBaHH ¢ METGOPMHH, OCOOEHO TaKHBA C YBpeReHa 6hOpeuna dynkuka.
Ja na ce HaManK PHCKaA OT JIAKTaTHA AUM/03a TPH NAUMEHTH C AHaber, jieKyBaHH ¢ MET(POPMHUH €
HeoOX0AMMO npe/iH BETPECHAOBOTO NPHJAraHe Ha HOAHPAHOTO KOHTPACTHO CPEACTBO Aa 6bAe H3MEPEHO
HHBOTO HA CEepyMHHA KPEaTHHUH W Ja ObJAAT NpeANpHETH CACAHUTE NPEANa3HH MEPKH TIPH CJCAHUTE
OOCTOATENCTBA:

* [lauuentu ¢ eGFR, paBen unu no-ronsm ot 60 mi/min /1,73 m? (CKD 1 u 2), Morat A2 npoasiokar
na mpueMat METhOPMHH HOPMAJIHO.
. Hannenm ¢ €GFR 30-59 ml/mir/1,73 m? (CKD 3)
[TaneHTHTE, MONYYABAlIH HHTPABEHO3HO KOHTPACTHO BeiecTBo ¢ €GRF, pasen uiu
no-rofsm ot 45 ml/min/1,73 m?, Morar ja npoAb/DKAT A& NPHEMAT METHPOPMHHE HOPMAITHO
- llpx nauneHTH, MoJy4aBally HHTPAAPTEPHAIHO KOHTPACTHO BEILECTBO W TE3H, NONyYaBall1
HHTPAaBEHO3HO KOHTpacTHO BeiecTBo ¢ eGFR Mexay 30 u 44 mi/min/1,73 m?, MeTdopMHHBT,
TpsOBa Aa ce npexpaTH 48 yaca npeaH KOHTPACTHOTO BEIHECTBO H NPHEMBT A2 3aNOYHE OTHOBO
48 yaca cie KOHTPACTHOTO BellleCTBO, ako OnOpeuHaTa GyHKLUHMATA HE Ce € BAOLUHIA.
* [Ipu nauuentu ¢ eGFR no-manxo ot 30 m/min/ 1,73 m? (CKD 4 u 5) un ¢ MHTEpKYPEHTHO
3a00/19BaHe, MPUUHHSIBAILO HaMalleHa YepHOAPOOHA PYHKIHA WITH XHITOKCHS, METQOPMUHE




NPOTHBONOXa3aH, TpA0Ba A2 ce u3bArsaT HOAHPaHH KOHTPACTHH BEILECTBA.

¢ Ilpu cnemnn nauKeHTH, pH KOHUTO OBOpeuHaTa PYHKIMA € HIIH HAPYLIICHA, HIIH HEM3BECTHA,
IEKApAT MpelieHABa PUCKA H NON34aTa OT H3C/IC/BAHETO C KOHTPACTHO BeliecTBO. Merdopmun
TpsbBa Ja ce Cnpe OT MOMEHTA HAa NPUJIOKEHHE Ha KOHTPACTHOTO BellecTBo. Crea npoueaypara
nagHeHThT TpAOBA Aa 6bae HabmoaaBaH 3a NpU3HaLM HA IAKTATHA auuA03a. [IpueMbT Ha
MeTGopMHH TpAOBA Na 3anoude oTHOBO 48 Yaca Clieji KOHTPACTHOTO BELLECTBO, aKO CEPYMHHAT
kpeaTHHHH / ¢GFR e HenpoMeHeH B cpaBHEHHE ¢ H3XOAHHTE CTOMHOCTH.

Ilayuenmu ¢ napyuenue na veproopobrnama u bvbpeunama hynxyus
Ocoberno BHHMaHHE C€ H3HCKBA KbM IMALIMEHTH C TOXKKH HAPYIICHUS KakTo Ha Gubpeynara, Taka 4 Ha

YepHOAPOOHa (PYHKINHA, Thil KATO NPH TAX OTAEJSIHETO Ha KOHTPACTHOTO CPEACTBO MOXe Jia Obae
3HaYHTeNHO 3a0aBeHo. ITauHeHTHTEe Ha XeMOJHaITH3a MOTaT ia MPHEMAT KOHTPAaCTHH CPEACTBA MpH

PEHTreHOTPaCKH NPOLCAYPH.

Muacmenus cpasuc
[1punaranero Ha HOAHH KOHTPACTHH CPEACTBA MOXE Ja BIOIH CHMIITOMHTE H2 MHaCTEHHS MPABHC.

Deoxpomoyumaom
I1p1 manMeHT# ¢ PSOXPOMOLIMTOM NOJIOKEHH HA MHTEPBEHIIHOHAIHH NPOLEAYPH TPAOBa 1a CE NPUIOXKAT
anga-6nokepu 3a NPEROTBPATABAHE HA XHIIEPTOHHYHA KPH3a.

Hapywenue na dynxyusma na wyyumoeuonama xcnesa
Ilopaau HayMYKETO Ha CBOOOJAEH HOA B PA3TBOPHTE H JOMBLIHHTEHOTO OCBOOOKAABAHE HA HOJ npy

npoueca Ha AedoaupaHe, HOJHHTE KOHTPACTHH CPEACTBA NOBIMABAT QYHKIHATA HA [IKTOBHAHATA XKJie3a.
Tosa MoXe Aa NOBEAE IO NOABATA HA XHIIEPTHPEOHAM3bM HIIH JOPH THPEOTOKCHYHA KPH3a NPH
NpeApa3snoJOXEHH NALHCHTH.

[launeHTHTE ¢ MPOSABEH, HO BCE OLIE HEANATHOCTHIHPAH XHNEPTRPEOHAH3BM ca B pHck. IIpH nauuenTHTe C
JIATEHTEH XHNICPTUPCORAHIPM (HAMNP. HOAYAPHA IyLla) H NauHeHTHTE ¢ QYHKIHOHAIHA ABTOHOMHS
(4€CTO TOBA Ca NALHEHTH B CTAPYECKA Bb3PacT, 0cobeHo B perHonH ¢ HoxaeH nedHUHT) € HeobXoauMo
NPCAH NMPOBEXKAAHE HA H3CJACABAHETO 1a C€ HANPAaBH OLEHKA Ha QYHKUHUATA Ha LIMTOBHAHATA XKile3a, IpH
CbMHEHHE 33 noA00HM cheToanus. [lpean npunaraneTo Ba HOAHH KOHTPACTHH Cpe/icTBa, TpsbBa na uMa
CHTYPHOCT, U€ NALKEHTET HAMa Ka Ob2ie NnoAj1aran Ha CKAHMPpaHe Ha IHTOBHAHATA JKJ1e3a WITH H3CeABAHUA
Ha THpeOUAHATA GyHKIHA MK IeYeHHe ¢ paAHOaKTHBEH HOA, Thil KATO MPHIAraHeTo Ha HOJHH KOHTPACTHH
CPEACTBA, HE3AaBHCHMO OT HAYHHA Ha MPHJIOKEHHE, OKA3Ba BIIHAHHE BbPXY XOPMOHANHATS OLICHKa H
YCBOSBaHETO Ha HOA OT IIMTOBHAHATA *J€3a HIiK METACTA3HTE NPH PaK Ha LIHTOBHHATA XKe3a, A0
HOpMaJI3MpaHe Ha OTHAE/IAHETO Ha HOIa NOCpEICTBOM ypHHara, Buxre cblio Touka 4.5.

HanpaseHu ca TecToBe Ha QyHKUNA Ha IHTOBHIHATR JKJ1e3a, KOHTO Ca MOKA3ATEAHH 32 XHIOTHPEOWAHIHEM
HJIH MPEXOAHO MOTHCKAHE HA IIHTOBHAHATA XJ1€3a Ce NpHIaraHe Ha HoAHpaHH KOHTPACTHH BEHIECTBA Ha
Bb3PACTHH H [IC1a, BKIIOYHTEAHO KhpMayueTa, HIKoH NalHEeHTH Ca IEKYBaHH OT XHIIOTHPEOHAH3bM. Brxre
CBILIO YacTTAa 3a [ICAHATPUYHA MOMyJIaLUs.

Cyemosnus Ha mpesoNcCHoOCm
B ciy4aii Ha 3HaYHTENHA TPEBOXHOCT € Bb3MOXKHO NPHIIAraHETo Ha CEIATHBHH CPEACTBA.

Copnosudno-xaemvuna anemus
KoHTpacTHHTE CPEACTBA MOXE Aa NMPOBOKHPAT MOSBATA HA CHPNIOBHIHO-KNETLYHA AHEMHS NPH
XOMO3HINOTHH HHAHBHIH IO OTHOIIIEHHE HA I'€HA 33 ChPNIOBHAHO-KICTHYHA AHEMHS, B CTy4ai Ha

MHTPABESHO3HO M HHTPAAPTEPHAIHO HHXEKTHPaHE.




Honvanumennu pucxoeu gaxmopu
[Tpn naumueHTHTE C aBBTOHMYHHH 3ab0/15BaHuA ca HaOmMoAaBaHH CNTyYaH Ha TEXKKH BACKYJIHTH HIIH

CHHAPOMH NOZOOHH HA CHHAPOMA Ha Stevens-Johnson.

TeXKHTE CbAOBH M HEBPONOTHYHH 3a00NABaHHA, 0OCOOEHO PH NALHEHTHTE B CTAPYECKA BhL3PacT ca
PHCKOBH (paKTOpH 3a MOABATA HA PeaKIMU KbM KOHTPACTHHTE CPEACTBA.

Excmpaeazayun
ExcTpaBasaiiisi Ha KOHTPaCTHOTO CPEACTBO OOHKHOBEHO BL3HHKBA PAJKO, KATO € HANHLE JoKanHa boJka,

OTOK H €pHTEMA, KOHTO 00HKHOBEHO H34e3BaT 6e3 nocneacrTsre. Brunpekn ToBa ca HAOMOAaBaHK ClTyYaH Ha
BB3NAJICHNE H IOPH HEKPO3a Ha ThKaHHTe. KaTo pyTHHHA MspKa ce HpenopbYsa NOBAKIaHEe ¥ H3CTYAABAHE
Ha 3aCErHaToTO MACTO. XHPYPrHyHa AEKOMITPECHS MOXeE Jia ¢ Heobxonuma B ciyyait Ha ofpasyBaHe Ha

XCMAaTOM.

BpeMme 3a nabnioneHne:
Cnea mpraaraHeTo Ha KOHTPACTHOTO CPEACTBO, MALHEHTHT TpAOBa Aa Obe NoA NOCTOAHHO HabJIOREHHE

30 MMHYTH ClIel TOCNIEAHOTO HHXCKTHPAHE, Thil KATO NOBEYE OT CEPHO3HATE HEXC/IaHH PEaKIlHH Ce
MOoABABAT Npe3 1034 nepuol. [anueHThT Tpabea aa ocTane B GoMHHYHA 0OCTAHOBKA (HE 3abJDKUTENHO B
PEHTreHOBO OTAEC/ICHHE) 3a €IHH Yac Clell MOCAEAHATa HHKCKIHA U Aa Ob/ie BbPHAT B PEHTIeHOBOTO
OTAENIEHUE, NPH NOABA HA HAKAKBH CHMIITOMH.

HHTpaTekanHo NpHAOKCHRE
Cnea muenorpadus nauyneHTsT Tpa6Ba fa ocTaHe B o0 ¢ NOBAMIHATA I'NIABa H rphjeH Kotk (20°) 2a 1 yac.

Cren ToBa NalfHEHTHTE MOTaT BHHMATEITHO [1a CE ABMXAT, HO HaBeXJIaHETO HAL0NY TpaOBa na onae
H30ArBaHo. [ 1aBaTa H rPBAHHA KOLI TPpAOBA Ja 6bAAT NOBAUTHATH Npe3 MLPBHTE 6 Yaca MPH OCTABAHE B
nernoto. Haunenrure, NpH KOKTO HMAa CHMHEHHE 3a MIPEAPA3IONOKEHOCT KbM I'bpyoBe (HHCHK Npar 3a
M0fABa Ha repuoBe) TPOBA Aa ObAaT HabmoaaBaHu MO BpeMe Ha TO3M MEpHOA. AMOYIATOPHHTE NalUEHTH
He TpAOBa na GBAaT OCTABAHH ChBCEM CaMH NMpe3 MbPBHTE 24 uaca.

[lenuarpyuka gonynauns:
CneumnanHo BHHMaHHE TpsAOBa Jia ce 0OBPHE Ha Jielia Mo 3-rOOHIIHA Bb3PacT, Thil KaTo ¢nabo

byHKxUHOHHpalA IUTOBKHA XJIe3a B PAHHA BL3PACT MOXE 2 JOBeAe JI0 MpobieMH B ABHIATENHOTO,
CITyXOBOTO H KOrHHTHBHOTO Pa3sBHTHE H MOXE Ja € HeoOX0AnMa NpexoHa 3aMeCTHTENHA Tepanua ¢ T4,
YecroraTa Ha XHIOTAPCORAH3BM IIPH NALKEHTH HA BH3PACT NOA 3 rOAWHHE, HANOXKEHH HA HoaHpaHy
KOHTPACTHH BelecTBa € MeXAY 1,3% u 15% B 3aBHCHMOCT OT BL3PACTTa Ha NALHEHTHTE H 103aTa HA
HOAMPAHOTO KOHTPACTEHO CPEACTBO H ce HalMmoAapa Mo-HeCTO PH HOBOPOAEHU H HEAOHOCEHH KbpPMAYETa.
Hosopoaexute Morar a 6b1aT H3N0XEHH H upe3 MalikaTa no Bpeme Ha OpeMentocT. PyHKIHMATA Ha
LIHTOBHAHATA JXule3a TpsOBa Ja Obje oLeHeHa NpH BCHYKH JeLia Ha Bh3PacT NMOA 3 Clie] H3anaraHe Ha
HOHpaHH KOHTPACTHH BEILECTBA. AKO C€ YCTRHOBH XHNOTHPCOHAH3bM, TpsiOpa aa ce obMHCIH
HeOoOXOHMOCTTa OT AeUCHHE H QYHKIMATA HA IHTOBHAHATA XKJe3a TpsOBa Aa ce NPOoCReAsEa A0
HOPMANH3HpaHeE.

Heobxoaumo € OCHIYPABAHETO Ha ANCKBATHA XHPATALMs NPEJH ¥ CRCA MPHIIAraHeTO Ha KOHTPACTHOTO
CPEACTBO, OCOOEHO NPH KbpMaYeTa ¥ MaJIKH Jeua. [IpueMbT Ha HePPOTOKCHYHH JeKapcTBa TpA0Ba aa 6nae
npeycrasoseH. Cpbp3aHaTa ¢ Bh3pacTTa NOHIDKEHa CKOPOCT Ha rNOMepYJiHa GUITPALMS TPH KbpMayeTara
MOX€ CBILIO Za A0BEAEC [0 3a0aBsiHe eKCKPELHATa HA KOHTPACTHHTE CPEICTBA.

HapYLICHHUA H XEMOIHHAMHAYHH NPOMCHH.




Llepebpanna aprepuorpadus

[Ipu nauHeHTH C HanpeHaNa aTEpOCKIIEPO3a, TEXKA XHIIEPTOHHS, ChpASYHA AEKOMNICHCALHS, HANPEAHANA

BB3PacT H NpeauiecTsalla uepebpaaHa 1pom6o3a Wi eMOONHIBM H MHTPEHA, ChPAEYHOCHAOBUTE PEaKIUH
KaTo OpaauKkapaHs M MOBHIIEHO WM NMOHKEHO KPbBHO HANMSATAHE MOXE A& Ce MOSBAT [0-YECTO.

Aprepuorpacpus

BbB Bpb3Kka ¢ nprjiaraHaTa npoleAypa € Fb3MOXHO HApaHABAHETO HA APTEPHA, BEHA, A0PTA H ChCEHUTE
OpraH, IJICBPONCHTE34, PETPONEPHTOHEATHO KbPBEHE, HApaHABAHE Ha rPbOHAYHKHA MO3BK H CHMNTOMH Ha

naparierus.

4.5.  BaaumonelicTeue ¢ APYTH NCKAPCTBEHN NPOAYKTH K APYTH GOpME Ha BIanMoacHcTBHE

[Mpunarasero Ha ioAHPaHK KOHTPACTHH CPE/ACTBA MOXKE JIa IOBEAE N0 MPEXOARO HapylleHHe Ha
OBnOpeuHaTa GpyHKIHA 1 TOBa MOXKE 1a YCKOPH NOABATA HA JIAKTATHA A1IMI038Ta TPH AHAGETHIH, KOHTO
npuemar MeThopMuH (BX. ToOuka 4.4).

[TauHeHTHTE NIEKYBAHH C MHTEPREBKHH-2 H HHTEPGEPOHH NPEIH NO-MAJIKO OT ABE CEAMHIIM Ca CRbP3AHH C
MOBHILIEH PHCK OT 330aBCHM THII PEaKiHH (€PHTEMA, IPHNO-NOAOOHA CHMITTOMH HWIH KOXKHH PEaKI[HH).

EanoBpeMenHaTa ynorpeda Ha HAKOH HEBPONCIITHIM HIH TPHUMKIHYHHA aHTHACOPECAHTH MOXeE Aa
MOHHIKH [Ipara 3a MofBa Ha rbpPYoBe, KOETO J1a NOBHIIH PHCKA OT KOHTPACT-HHAYUHPAHH NPHCTBITH
(rbpuoBe).

Jleuenunero ¢ f-Gnokepu MOXKeE fa NOHMXKH Mpara 3a NOABATA HA PEAKI[HH HA CBPBXYYBCTBHTEAHOCT, KOETO
OT CBOA CTPaHa HaJjiara NpHJIaraHeTo Ha NO-BHCOKH JO3H B-arOHHCTH NPH NICYCHHETO Ha PeakiuM Ha
CBPLXYYBCTBHTENHOCT.

bera-Onokepure, BR30AKTHBHHTE BELIECTBA, HHXHOMTOPHTE HA AHTHOTEH3WH-KOHBEPTHPAIIHS CH3HM H
AHTArOHHCTHTE Ha AHTHOTEH3HHOBHTE PELENITOPH MOXE A MOHKWKAT e(PHKACKOCTTA Ha
ChPAECYHO-CHLAOBHTE KOMNEHCATOPHH MEXaHH3MH NPH MPOMEHH HA KPBBHOTO HalATaHE.

Bcuiky HOAHH KOATPACTHH CPEACTBA MOTAT Jia BLIACHCTBAT BLPXY TECTOBETE 33 ONpPERCIAHE Ha
TUPOHAHATA (PYHKIIHA, NOPaAH TOBA HOA-CBbP3BAIMA KANAIIMTET Ha UTHTOBHARATA XKNe3a MoXe 1a Ouae
HaMaJeH 3a NEPHOX A0 HIKONKO CEAMHIH.

BHCOKM KOHLEHTPAIHA HA KOHTPACTHO CPEACTBO B CepyMa H YPHHATA MOTaT Jia Bh3AeHCTBAT BbPXY
nabopaTopHHTE TECTOBE 38 GHIHPYOHH, IPOTEHHH HIIH HEOPraHWYHH BEILECTBA (HaNp. XKeNs30, Me,
kanouit 4 pocdop). Eto 3aimo, Tesu Bewectsa He TpA6Ba Ja GbAAT H3CHEABAHM B ACHA HA PEHTT€HOBATA

nponeaypa.

4.6. OepraianTeT, (peMeRHOCT B KbpMeEHe

bpeMeHHOCT:
bezonacnocTra Ha OMHHNAK N0 BpeMe Ha GPEMEHROCT NPH XOPATa HE e ycTaHoBeHa. OLeHKaTa Ha

€KCNEPHMEHTAITHHTE NTPOYYBAHHKSA ITPH XKHBOTHH HE IOKA3BA MPEKH UM HEMPEKH BPEAHN e(EKTH BHPXY
perpOAYKTHBHOCTTA, PA3BHTHETO Ha eMOpHOHA WK nyloaa, OPEMEHHOCTTA H NEPH- B IOCTHATANHOTO

pa3BHTHE.




Bunaru, KOorato € Bb3MOXHO PEHTTEHOBOTO H3C/ICABAHE O BpeMe Ha OpeMeHHOCT TpAOBa na ce H30arBa,
KaTO MOJI3aTa OT PEHTTEHOBOTO H3CICABAHE C H O6€3 KOHTPAacTHO CpeACTBO TpabBa BHHMATENHO Aa Oble
NpeLeHeHa CnpAMO Bb3MOXHHESA pUCK. OMHMIAK He TpaOBa Na ce npuiiara npn OpeMeHHH, OCBEH B
Cly4YauTe, KOraro MnoJ3aTta IPeBUILIABA PHCKA U IPHAOXKEHUETO € APEHEHEHO KATO H3KJIIOUHTEIHO

HeoOX0AUMO OT JICKAap.

OcseH H3barsaHe HanaraseTo Ha o0;rbyBaHe, NMPH OICHKA HA PUCKa B NON3aTa TpAORA Aa ce HMa PEBHA,
4YBCTBHTEJHOCTTA HA (IHTOBHJIHATA XKJIS3a H2 NNOAA KbM #Hola.

I1pn HOBOPOIeHH, KOHTO Ca OHNIH H3NOXKEHH Ha HOA-CHABLPKAIIH KOHTPACTHH BElleCTBa in utero, ce
npenopb4Ba NpoOCHeAsBaHe Ha QyHKUNATA HA LIHTOBHAHATA *Jie3a (Bx. Touka 4.4).

KnpMmere:

KoOHTpacTHHTE CPEACTBA CE OTACNAT B MHOTO MAJIKA CTENEH B KbPMATA NPH Y0BEKA, KATO MEHHMAJHH
KonuyecTBa ce abcopOupar B yepsara. KepMeHeTO MOXe Aa NPOAbJDKH HOPMATHO CJIEK NIPHIATAHE Ha
#OAHO KOHTPACTHO CPEACTRO BLPXY Makkara. KONHYecTBOTO Ha OTAeNEHHS B KbpMaTa HoXeKkcon 3a nepHoa
oT 24 vaca ciaen HibkekTHpaHeTo € (0,5% ot ajanTHpaHaTa KbM TEJIECHOTO TErJIo 034 IO BpeMe Ha
npoy4raHe. KonH4yecTBOTO Ha NpHEeTHS ¢ KbpMaTa HOXEKCON OT KbPMAdETO Npe3 MbPBHTE 24 yaca oT
HHXCKTHPAHETO CHOTBETCTBA caMo Ha (0,2% OT neauarpuuHara 103a.

4.7.  EdexTn BLpXy cnocobHOCTTA 38 modupane B paGoTa ¢ MAINAEHR

He ce npenopbusa mogprpaHe Ky pabora ¢ MAILLIMHY €IJHH MaC CAEJ NOCHEAHOTO HHKEKTHPaHe WK 24
4aca cle]l HHTpaTeKkanH#a mpoueaypa (Bx. rouka 4.4).

Brnnpeku ToBa, NPY HATMYHMETO HA NEPCHCTHPALH CHMITTOMH clieA Muesorpadus € ReobxoauMa
HHAHBALYANHA NPELECHKA.

4.8. Hemenagn NeKAPCTBLHA PeaAKNHH

OOu1y (BATHAHH 33 BCHYKH H3NON3BAHH HOAHH KOHTPACTHH CPEACTBA):
[lo-gomy ca ONMHCAHHTE BL3MOXKHHTE 00K HEXKEAaHH €PEKTH, CBBP3AHH C PEHTTEHOrpad)CKHTE NPOLEAYPH,
KOHTO BKJHOYBAT H3MOJI3BAHETO HA HEHOHHH MOHOMEPHH KOHTPACTHH CPEACTBA. 3a HeXeJlaHUTe eEeKTH,

CHBHH(DH'-IHH 34 Ha4YHHa Ha NTPHNOXKCHHE, MOJIA BHXTE CHEIIH(})H'-!HHTB pPa3icliy.

Peakupn Ha CBpBXYyBCTBHTEIHOCT MOTaT 1a C€ NMOABAT HE3aBHCHMO OT JIO34Ta H HAYHHA HA NPHIIOKEHHE,
KaTO JICKHTE CHMITTOMH MOIaT Aa NPeACTABMABAT ITbPBHTE NPH3HALIM HA CEPHO3HA aHahHNaKTOHHA
peaxuns/inok. [Ipunaranero Ha KOHTPaCTHOTO CpeACTBO TPAOBA Aa Obae He3abaBHO NMPEyCTaHOBEHO H aKo
€ HeOOXOOUMO J1a cE NpeanpyeMe crielliuuHa repanus, NPHUIOKEHA BhTPEChI0BO.

YecTo ce HabmrOAaBa MpEXOAHO NOBUILABAHE HA CEPYMHHA KPEATHHHH ClieX IpHaaraHe Ha HoaHH
KOHTPACTHU CpPEZCTBA, KaTO € Bh3MOXHA H NOABaTa Ha KOHTPACT-HHAYIHpaHa HepponaTHs.

Hoanssm wim “HomHa 3ay1uka” € MHONO PAAKO YCIOKHEHHE NPH HONHHTE KOHTPACTHR CPEACTBA,
MPOABABAING CE € OTOK H OONE3IHECHOCT HA CNIOHYCHHTE XiIe3d npubansurento xo 10 aum cnen

H3CHEABAHETO.

[IpeacTaBeHaTa MO-AONY YeCTOTA € OazMpaHa HA KIHHUUHATA JOKYMEHTALMS HA KOMNIAHUSTA H
nyOanKyBsaHy MatabHH npoy4YBanud, cpaBusBaiy noseue or 200 000 nanmenTa.




YecToTara Ha HeXxeaHuTe epeKTH € onpechicHa KaKTo ciefsa:

Mmuoro yectu (>1/10), yectu (>1/100 no <1/10), neuectn (=1/1 000 xo <1/100), peaxn (>1/10 000 po <1/1
000), Muoro peaxu (<1/10 000) 4 ¢ Hew3secTHa YyecTOTa (OT HATHYHHTE JAHHK He MOXe Aa Obie HanpaBeHa
OLleHKA).

Cacremo-opr | Muoro | Yecrn Heuecrn Penxu Muoro peaxw C nemaBecTHa
ARHEH KNaC | wecTH | + J YECcTOTR
Hapymenrns CBpLXUYYBCTBHTENH | AHapunakTiaHa/ | Anapunakriaen/
Hd HMYHHATa ocT (Moxe na Obae | aHapunaxronaHa | aHadUIAKTOMACH
CHCTEMA XHBOTO3ACTpRIlABA | peaxids (MOX€ Aa | ok (MOXe na
15a unu GaraHa) 6nae Gnne
BKJIIOYHTEITHO KHBOTO3ACTPAINA | KHBOTO3ACTpAINA
AucInes, oOpus, BAlIA HIIH Bat| Wik ParaieH)
ePHTEMA, daranta)
YPTHKapHA, Chpbex,
KOXKHA PEAKIIHA,
KOHIOHKTHBHT,
KALUTHLIA, PHHHT,
KUXAHE, BACKYIIHT,
AHTHOCHEM, OTOK Ha
NapHHKCA,
TIAPHHIOCTIAZ DM,
OPOHXOCTIAYEM WIH
HEKAPAHMONCHEH
oenoapobeH oTOK.
Te3n peakuuu Moxe
A3 BL3HHKHAT
HENOCPSICTBEHO
cnen
MIDKCKTHPAHETO H
aa OnaaT npH3HaLM
32 HAYANOTO HA
mox. Koxuure
PCaKLMH Ha
CBPBLXYYBCTBHTETHO
CT MOXE Ja
BL3HHKHAT 10
HAKOJIKO JHH
NoO-KbCHO. |
Hapymenns I 'nanoGomme HAncreysun
Ha HEPBHATA {npexonen
CHACTEMA METANEH BKYC),
BA30BAraAnNcH
CHHKOII
CovpaeuHu bpaaukapaus
_HAPYINCHHS
Craorn Xuneprouus,
HADYWEHHA | _ XHIIOTOHHA |
CroMamHo-4p I'anene IMorprinare, Duapus Y BENIHYCHHE Ha
CBHM xopeMHa 00niKa C/OHYEHHTE
HApYIDCHHUA ANCIH
O61u HyBcTRO Xunepxuapoza, | ITapexcus Tpenepene
HapYLICHMA K Ha YYBCTBO Ha (srpRCane)
eexrn Ha TOILUTHHA CTYACHHMHA,
MACTOTO Ha BA3OBATAUTHH
NPHIOKECHH peaxiiH




Hapanspanusa,
OTpaBIHKA H
YCIIOXKHEHHS,
BbIHHKHAH B

PE3YITAT Ha
HHTEPBCHIUMH

Homnsum

Br1pech10BO NpAiokeHHE (HHTPAaapTEPHAIIHO B HHTPABEHO3HO MPHJIOKEHHE)
Mons mepeo euxcme pazoen “Obwu”. Ilo-Oony ca onucanu camo nexceranume cvbumus u maxrnama

HeCmoma NPu  8bMPecvO080 NPUACNCERUE HA He-UOHHU MOKOMEDHU KONMPACmHu cpeocmaa.

XapakTephT Ha HeXeNaHUTe ePeKTH, cnenupayHo HabMoAaBaHH MO BPEME Ha HHTPAAPTEPHAIHO
MPHIIOKCHHE, 3aBHCH OT MACTOTO Ha HIDKEKTHpaHe H 103aTa. CenexTHBHHTE apTepHorpaduy H Apyry
[TPOLIEAYPH, NIPH KOHTO KOHTPACTHOTO BELIECCTBO AOCTHIa OTAEIEH OPraH BbB BUCOKH KOHHEHTDALMH MOXKE

Aa ObAatT CPBP3aHH C YCIO0XKHEHHA OT CTPaHA Ha TO3H ONIPEAEIICH OpraH.

Cucremo-opranuen | Meoro | Heern Heaeern Peaxu Mgaoro peaxs | C senspecrna
KiIac qecTH qCCTOTR
Hapymenus Ha TpomOoLHTONEHHA
KPbBTa H THM(pHaTa
CHCTEMa
—
Hapymenua Ha Tupeoroxchkosa,
CHAOKPHHHATA RpEXOAEH
CHCTCMa XHIIOTHPEOUTHIBM
[Ncrxmann Obspranocr,
HAPYINCHHA 530y Aa,
Oe3nokolicTeo,
TPEBOAKHOCT,
[E30PHEHTALHA
Hapymenns Ha 3amasHOCT, I'npuosee, AMHE3IHA, PEXOAHA
HEPBHATA CHCTEMA CHLHITHBOCT, HAPYIWECHHE HA | MOTOPHA AMChYHKUNS
NEPE3H, NAPATHIN | CHL3HAHMETO, (BmouMTEIHO
MOIBUHOCHAOB | HAPYIHEHHE Ha
HHLMAEHT, rosopa, adazn,
CTynop, AH3APTPHA),
CCTHBHH KOHTpacTHA
HAPYIEHHA eHicPanonaTHs
{(BKMIOYHTENHO
XHIIOECTEHN ),
NapecTe3um,
TpEMOp
Hapymenws Ha oudre 3pHTENHO [Tpexoana
YBPCKAAHE KOPTHXA/IHE CREMOTA
(BKMOUYHTETHO
AUTLNONKA,
3AMETICHO
IpeHKe),
doTodobun
HapymeHus Ha yXoTo [Ipexoaua 3aryba na
| Syxa




Crpaeunu
HAPYIICHHA

ApDHTMHA
(BxmouMTesHO
Opannxapamns,
TEXHKADANA)

Hudapxr Ha

MHOKBPAA,
bonxa B

FEPANTE

Texky cupacuHK
YCIOXHCHAS
(BXJDOYMTENTHO

CbpPACYCH apeCT,
KapRHO~-pPECTIHpATOPEH
apecT), ChpACYHA
HENOCTATLUHOCT,
CRasbM Ha

KOPOHAPHHTE

Cunosu napymenns

I'opewn
BLIHM

llox, aprepuanen
CNIashbM,

TpoMbodebut 1
BCHO3HA TpoMOOo3a

raq:nrm:;:nmvr., UHAHO33

PPLIHH H
METHACTHHAITHA
HAPYINCHAN

[Ipexomun

| mpomesy na

pecn¥paropeH
AHCTPEC

PECTHPATOPEH

Texxu pecrparopHH

CUMITTOMH H
IPH3HALM,

| Genoapoben ook,

OCTBp PECTIHPETOPEH

I JVCTPEC CHHAPOM,
Oponxocnasnm,

NAPHHIOCTIA3HM,

ANHER, ACTIAPAlMS,
SCTMATHYCH [TPUCTSI

CroMainmno-upepHu
HAPYUICHHA

Bromasane 1a
I'Iﬂﬂh'pﬁﬂl'l’l |

Hapymenus Ha
KOXaTa H NOAKOXKHATA

O6pus, cupbex,
YPTHKAPHS

bynosen nepmatrur,
CHHAPOM HA
CTHRbHC-JIKOHCHH,
TOKCHYHA
eNHACPMANTHA
HEKPOUIH3a, OCTHD
MeHEePAIHIHPaH
CK3aHTEMATO3CH
nycTynoseH obpus,
ITPOBOKHPAH OT

CHCTCMHH CHMITTOMH,
| obocrpane na
CHINECTRYBALI
[COPHA3HC, EPHTEMA,
NMPOBOKKPAHH OT

| NEKAPCTBOTO
CPYNUMH, KOXKHH
exCHOANBLIHN

Hapymenua na

MY CKYJTHO-CKGAICTHATA
CHCTEME M
ChEAMHHTCIIHATA
THKAH

ApTpanTns, MycKyiHa
caadocr,
MYCKYJIHO-CKENICTEH
crniaszsM, 6onka 8 repba

Hapymensus va
oebpeTe B
MHKOYHMTE ITETHING

6u0peuno
YRPCX IaHE

[losHinen xpeaTHrnl
B KPLBTA




Obmu Hapymenpn H bonxa u CHCTOAHHS HA Peaxiuu Ba MacToTO

eeKTH Ha MACTOTO HA ackoMPopt | acrenns Ha NPWIOKCHKE,

NPHNOKECHHE (BIUTIOMMTETHO BKIIOMHTENHO
¢u3tecKo EXCTPABA3ALIMA
AEPA3NONOKCHHE,
ymopa)

Hapanasanus, Homusem

OTpABRHHA H

YCIIOXHEHHA,

BLIHUKHAIH B

peayJITar Ha

WHTCPBCHUHH

N HTpaTeKaNHO MPUAOKEHHE
Mons nopeo eudcme pazoen “Obwu”. HHo-0ony ca onucanu camo nexcenanume cvbumus u maxuama

YeCMOma npu  UHMPAMEKANHO NPUAOICEHUE HA He-UOHHU MOHOMEDHU KORMPACMHU CDEOCMEa.

HexenaHnTe edexTd Clel HHTPATCKAIHO NPUIOXKeHHe MOXe Aa ObaaT oT 3a0aBeH THIT H Aa Ce NOSBAT
HAKOJIKO Yaca HJIH AOpH IHH clieA npouecayparta. Yecrorara e noao0Ha Ha Ta3u NPpH CaMOCTONTENHA
nymbanHa nyHkuMd. I'naBobonue, raaeHe, nNoBPLIUAHE HITH 3aMagHOCT MOXKE 0 I'oJIIMa CTENeH Ja ce
TbIDKAT HA CTIaRAHE Ha HANATAHETO B CYOapaxHOHAANHOTO IPOCTPAHCTRBO B PE3YJITAT HA H3THYAHE HA
AMKBOP OT MYHKIHOHHOTO MACTO. TpsOBa 213 ce u3barsa HANMHIIHOTO H3THYAHE HA IlepeOpOCTHHANHA
TEYHOCT, 34 J1a C€ MHHHMH3HPa NOHUXEHHETO HA HASTEHETO

Cucremo-opranncd | Muoro wectt | Heern | Heueern Peaxw Muoro C Hewsnecraa

1KNAC peaxH WECTOTA

[Ncyxuanu | O6upkanoct, Bu30yaa,

HAPYINCHHN beanoxolicrso,

L AE30pHCHTALNA
Hapymenus Ha I nasobonne AcenmmieH I Fspuone, MeNHHIHIM,
HEPBHATA CHCTCMa (moxe aa MCHHHTHT 3AMABRAHOCT CMKACATHYCH CTATYC,
l OLae Texxo B | { BRIIOUHTEHO KOHTpACTHA
TpaitHo) XHMHYEH eHuedanonamus,
MEHHHIHT) MOTOpHA JMCYHKLNSA

(BXNOYHTENHO
HAPYUICHKE Ha roBopa,
aazun, AM3IAPTPAS),
NapecTe3uy,
XHIOECTE3HA M
CECTHBHH HADYIICHHRA

Hapyienns Ha [Ipexomna xopTHKansa

OMHTE cnenora, goTodhodnn

Hapymenna u1a IIpexoxua 3ary6a na

YXOTO J CIyXa

CTOMalIHO-YPEBHH ['anene,

HApPYICHHS NOBpLILAHE

HapymeHua na BONKH BLB MyckynHu cnasmu

MYCKY/IHO-CKENETHA gpara, fonm B

Ta CHCTEMA I rpha

OOumM HapYIDCHAR H [ bonku B Peaxuns Ea MACTOTO

e(heKTH HA MACTOTO kpaliHunuTe HA HPHIOKCHHE

HA NPWIOKEHHUE




[lpunoxeHue B TENCCHHTE KYXHHH
Monra nvpeo suxcme pasoen “Obwu™. Ho-0ony ca onucanu camo nexceranume CoOumus 4 mxsama
NECIOmMa NPu NPUROICEHUCMNO HA He-HOHKHI MOHOMEDHU KOHMPACNHU CDEOCMBA 8 MENECHUME KYXUHU,

EHIOCKONCKa perporpaaHa xonanrno-nankpearorpadus (ERCP):

Cueremo-oprannen | Muoro YecTn HeuwecTn Peakn | Muoro | C
KIRC TECTH PCAKN | HCE3BECTHA
| secToTa
CroManmrsO-9peBHH IlankpearHT,
HapY1OeHHS MOBHLICHHE Ha
AMWIAIETA B KPLBTA
IlepopanHo npuaoKeEHHe:
CrcTemo-oprannen | Maoro Yeern HevdecTn Peaxn | Muoro | C
KIAC 4CCTH PCAKH | HEHIBECTHR
qeCTOTA
CromawrHo-4pesHy | Juapus ['ageHe, noBprNaHE Kopemna
HapYILICHHA bonka
Xucrepocannuurorpagpus (HSG):
Y
Cucremo-opransen | Muoro Yecrn Hewecrn Peaxn | Maoro | C
KIIAC qecTH PtAKH | HEH3BECTHA
YECTOTA
CromainHo-upeBHH | Boaku B
HApYIICHKA | monHaTa
JACT HA
xopema
Aprporpadus:
Cucremo-opranner | Mwuoro Yeern Hegecrn Peaxu | Muoro | C
KJIAC MECTH PCAKH | HEM3BECTHA
YECTOTA
Hapymeuna Ha ApTpur
MYCKYNRO-CKENETHATA
CHCTEMA M
CLEAMHHTETHATA
TBKAH
O6mu BapynieHHs H | bonxa
epEeKTH HR MACTOTO HA
NPUIOXKCHAE |
Xepuuorpadus:
CHcTemo—opransen | Muoro Yecrn Heuecrn Peakn | Muoro | C
KNac YeCTH PeAKH | HEN3BECTHS
9eCTOTA
OO0iuM HADYIICHHKS ¥ | bonxa cien
edexT Ha MRICTOTO TpOLEAYPATa
HA NPWIOKECHHE




Onucanue Ha onpeaesCHH HEXENIAHH peakiHH

Chobluapany ca TpoMGO-eMOONHYHK YCNOXKHEHHS, CEBP3aHH C KOHTPACTHO-YCHJEHa aHrHorpadus Ha
KOPORapHNTE, MO3bYHHUTE, 0b0peunnTe U nepudepHrTe apTepun. KOHTPacTHOTO CpeACTBO MOXE Aa
AOTIPHHECE 33 TE3H YCIOXHEHHA (BX. TOUYKA 4.4).

Cro0bmaBany ca ciry4au Ha ChbPACYHH YCNOXHEHHS, BKIIOYHTENHO OCTHLP HHPAPKT HA MHOKAp/a N0 BpeMe
Ha HAM CJIER KOHTPACTHO-YCHIICHA KOPOHapHa anrvorpadus. [lanneHTHTe B CTapuecka BLIPACT HIH TAKKEBA
C TEXKa KOPOHAPHA apTepHana OonecT, HeCTabniHa aHrHHA IEKTOPHC H AHChYHKIHA Ha I9BaTa KaMepa
ca C MOBHIUEH PHCK (BX. TO4Ka 4.4).

B MHOro peaikH CiTy4aH KOHTPACTHHTE CPEACTBA MOXKE [1a NPEMHHAT Npe3 KPbBHO-MO3bYHATa 6apHepa u 1a
NPOHHKHAT B MOIbYHATA KOPa, KOETO Aa IIPHYHHHA KOHTPACTHA eHuedanonarus (K. Touka 4.4).
CHMOTOMHTE MOXE [a BKJIOYBAT r1aBo0oNue, 3pHTENHH HapyIeH s, KOPTHKA/IHA CENOTa, MbPUOBE,
00bPKAHOCT, IC30PHEHTALINA, CHHIIHBOCT, 3ary6a Ha Ch3HAHHE, KOMA, 3ary6a Ha KOOpAHHALHS,
XeMHMnapesa, HapylleHHe Ha roeopa, adasus, aMHE3Hs H MO3b4eH O0TOK. CUMIITOMHTE OOHKHOBEHHO Ce
[IPOABABAT B PAMKHTE Ha HAKOJIKO MHHYTH 10 24 yaca clieq npuioxenue. B noseuero goxnaau no

CIIy4YaHTE PEaKHUATA NPOALDKABA HIAKOJKO Yaca a0 72 4aca.

Anadunaxrounnara peakund H aHadHNAKTORAHHMS [OK MOXKE Aa ZOBEAAT [0 TEKKA XHIOTOHUS H
CBbP3AHHTE C TOBA CHMIITOMH H NIPH3HALIH KATO XHIIOKCHYHA cHIe(anonaThs, ObOpeuHa H YepHoapobHa
HEROCTATBYHOCT (BX. TO4KA 4.4).

B HAKOH OT ciry4aHTe, eKCTpaBa3alHATa Ha KOHTPACTHO CPEACTBO MOXE Aa KOBEAE A0 NOKATHa 6onka |
OTOK, KOHTO OOMKHOBEHO HamManaBaT 6e3 nocnenacTeHa. CLobimaBalH ca CiTy4daH Ha Bh3NaNeHHe, ThKaHHa
HEKPO3a H CHHAPOM Ha KOMIapTMEHTa (BK. Touka 4.4).

lleAHaTPHYHH NalMEeHTH

IlpexoneH XHNOTHPEONAHIBM € ChOOLIABAH NIPH HENOHOCEHH LA, HOBOPOACHH M IPH APYTH Acua Clej
[IPHJIaraHeToO Ha HONHH KOHTPAaCTHH CpeACTBa. HenoHoceHnTe fena ca ocobeHo YyBCTBHTENHH KbM edeKTa
Ha Hoja. Cb00IaBaH € MPEeXOASH XHIOTHPEOHANIBM IIPH HEJOHOCEHH AElia, KbDMEHH OT CBOHTE MalKH.
Kppmewara mMaiika 4ecro € Ouna u3noxeHa Ha aeicTBHETO Ha OMHHNAK (BX. TouKa 4.4),

HeoOXoRuMO € OCHIypABaHETO Ha 3/IEKBaTHA XHAPATALMSA NIPEAH U CNEA NPHJIAFAHETO HA KOHTPACTHOTO
CPEACTBO, 0CODEHO NPH KbpMaueTa H MaNKH Aeua. IlpueMbT Ha HEPPOTOKCHYRH JiekapcTBa TpAbBa na Gbae
npeycTaHoBeH. CBhp3aHatTa € Bb3pacTTa MOHHKEHA CKOPOCT Ha rIoMepyiHa GuiTpaius Npd KbpMadeTaTa
MOXe€ ChLUC A2 AoBeAe A0 3abaBdHe eKCKPELMATE Ha KOHTPACTHHTE CPEACTBA.

Cnob € Ha DOAO3HPAHHK HEXENAHH H

ChobuiapaneTo Ha MOAO3HPAHH HEXENAHH PEaKIMH CJIEA paspeinasaHe 3a ynorpeba Ha NEKapCTBEHHUA
NPORYKT € BakHO. ToBa N0O3BOIsIBA A4 MPOXBLIDKA HabMOAEHHETO HA CHOTHOWEHHETO NMON3a/PHCK 33
NIEKAPCTBCHHA MPOAYKT. OT MEAHLAHCKHTE CTIEHANIMCTH CE€ H3UCKBA Aa ChOOLIABAT BCAKA NOZO3HPAHA
HEXKeJIaHa peakitHA Ype3 HALHOHAJIHATA CHCTEMA 38 chobIaBaue:

M3mpaHuTENHA areHUHS N0 IeKapCTBaTa

yia. ,Jlaman ['pyeB” Ne 8

1303 Codmus

Ten.: +359 2 8903417

yebcalT: www.bda.bg




4.9. Ilpeno3upane

IlpenxnHHUYHUTE AAHHH NOKA3BAT €HA BUCOKA rpaHHIia Ha 6e3onacHoCcT npH OMHHIIAK, KATO HE Ca
YCTAHOBCHH (PUKCUPAHH NOPHH HHBA HA J03aTa IPH PYTHHHO BLTPECHA0BO NPHIOKEHHE.
CHMNITOMaTHYHOTO NPEOO3HPAHE HE € XapAKTEPHO [PH NALHEHTH C HOpMANHa 6K0peyHa PpyHKIHA, OCBEH
aKo nauveHTa ¢ nonyqua noseye or 2000 mg I/’kg T.M. 3a orpaHHYEeH NEPHOL OT BpPEME.
[TpoabmKHTETHOCTTa HA MPORECAYPATA € BaXHa 3a ObOpeuHaTa NOHOCHMOCT Ha BHCOKH A03H OT
KOHTPACTHOTO CPeACTBO (112 ~2 uaca). CiyyaiiHo Npefo3HpaHe e no-BepOATHO CIE/ CNOXHA aHTHorpadcka
Mpolexypa NpH AELa, 0OCODEHO KOraTo C¢ MPUAAraT MHOXECTBO HHXXEXIIHH OT KOHTPACTHOTO CPEACTBO C
BHCOKH KOHLCHTPAIHH.

B ciyuaii Ha npeo3npaHe € HeOOXO0AHMO KOPHIMPAHE HA BCCKH BOAEH HJIH €NEKTPOANTEH AHCOANANC.
brOpeunaTa pyHkuMs TpaOsa A3 ObAe MOHUTOpHpaHa B CIEABAILMTE 3 AHH. AKO € HEOOXOHMO MOXE Ja Ce
MPHJIOKH XEMOAHANH3A 34 OTCTPAHABAHE HIIMIIIBKA OT KOHTPACTHOTO cpeacTBo. HaMa cneundurueH
AHTHAOT.

3. G®APMAKOJIOrHYHU CBOMCTBA

5.1. PapMakoAHHAMHATHER CBolicTBA

QapMaKkoTepaneBTHYHa Ipyna: peHTTeHOKOHTPACTHH CPEACTBA, HOOHpaHH
ATC: VOBABO02

3a no-roiaMaTa 4acT OT H3CNEABAHUTE XEMOAHHAMMYHH, KIMHUKO-XMMHYHH U KOArylallHOHHH napaMeTpH
Cliel HHTPaBEHO3HO HHXEKTHpaKe Ha HOXEKCON Ha 3ApaBH A00POBOIIIH, HE Ca YCTAHOBEHH 3HAYHMHU
OTKJIOHEHUA B CTOMHOCTHTE B CPABHEHHE C TE3M NMPEAH HHXEKTHpaHeTo. Hakonkoro HabmoaasaHu
poMeH B IAOOPATOPHUTE NapaMeTpH ca GHIM MaJiki B NPEeLiCHECHH KaTO TAKHBA 6e3 KIHHHYHO 3HaYeHHUE.

5.2. (DapmMakokKHHETHYHH CBOHCTBA

[Toutn 100% oT HHTpaBEHO3HO HHXXEKTHPAHHUA HOXECKCON Ce eKCKPETHPa HEMMPOMEHEH npe3 Ou0peliuTe B
PaMKHTE Ha 24 4aca nNpH NAHEHTH ¢ HopManHa 6uOpedna ¢yHkiHa. Makcumanta KOHUEHTPALHS Ha
HoxeKkcon B ypHHaTa ce MOABABa 0KoMo 1 yac caen uimkekTupaneTo. He ca ycranosenn MmetaboauTy.

Csbp3BaHeTo Ha OMHHINAK C NMPOTEWHHTE € TOJNIKOBA HHCKO (N0-Manko 0T 2%), 4e HAMa KJIHHHYHO
3HAYCHHE M CICAOBATENHO MOXKe na Obe npeHebpervaro.

5.3. IlpegxnWBRYHH JAHHRA 33 GezonacHOCT

Hoxekcon vMa MHONO HHCKa OCTpPa TOKCHYHOCT MPH HHTPABEHO3HO MPHUIAMKEHHUE TIPH MUILIKH H ILTHXOBE.
H3cneaBaHHsTa NPY XKHBOTHH 1TOKA3BaT, Y€ HOXCKCON HMa MHOTO HHCKO CBLP3BAaHE C NPOTEHHATE H €
n06pe noHocHM ot 6pbpennTe. ChpREUHO-CHAOBATA TOKCHYHOCT H HEBPOTOKCHYHOCTTA A HHCKH,
Jloka3aHo e, 4e CnocODHOCTTa 33 pasrpaXkAaHe Ha XHCTAMHHA H AaHTH-KOAryJIaHTHATa aKTHBHOCT Ca
NO-MAJKH B CDABHEHHE C HOHHMTE KOHTPACTHH CPEACTBA.




6. OAPMAIEBTHYHM JAHHH

6.1. CnHEchK HA DOMOIMHEATE BEMECTBA

TpomeTramol

HatpueBo-kajiuves enerar

XJIOpOBOAOPOAHA KHCENHHA (38 KOpUrHpaHe Ha pH)
Boaa 3a urxexiuu

6.2. HethBeCTEMOCTR

Ilpu nunca Ha npoy4BaHHs 32 HEChbBMECTHMOCTH, TO3H JISKAPCTBEH NPOXYKT He Tpa6Ba Ja ce cMecRa ¢
ApYrd nekapcTBeHH MpoayKTH. Tpsabea aa ce B3mon3sa OTAeNHA CNIPHHLIOBKA.

6.3. Cpox na rogaocrt

3 rORNMHA.

[TpoayxThT TpaGBa Aa Ce H3NO0M3Ba BEIHArA CREA OTBapAHETO My. Besako HEH3No13BaHOo KOIMYeCTBO TpabBa
Ja ObAe H3XBLPIEHO.

6.4. Chreumannu yCJIOBHS HAa ChXpPAHEHHE

Ha ce cbxpansasa noz 30°C.

CobxpaHspaiiTe ONakoBKAaTa B KAPTOHSHATA ONAKOBKA, 33 28 C¢ NPSANA3K OT CBET/IMHA H BTOPHYHO
PEHTI€HOBO ThYEHHE.

[IpOAYKTHT B CTHKJICHH (IIAKOHH H OYTWIKH MOXe Jia ce cbxpansaBa npH 37°C o 3 Mecena npeau

ynorpeda.
ITpoayKThT B NOAHMPONKACHOBH OYTHIIKH MOXKE N1a ce ChxpaHsBa npu 37°C po 1 mecen npead ynorpeba.

6.5. BEAHcLALPXAHEE HA ONAKOBKATA

CrokneHu paakoHn H 6 KH;

[IpoaykTsT € HamrbaHEH B HHQY3HOHHM (raxonu (20 ml) v nedy3noHHR 6yTHKH (50, 75, 100, 150 u 200
ml).

KonrelinepuTe ca HanpaBeHH OT 6€31BETHO, BHCOKO YCTOHYMBO GopocuiukaTHo cThkNO (Ph. Eur. Tun I),
3aTBOPEHH C XaJoOYTHNOBH Kay4ykoBH 3anymankH (Ph. Eur. Tun 1), 3anevarann c xomOunupanu “flip-off
seal/tear off seal — flat plast disc”.

[HonunponunernosH GyTuaxu (USB):
[IpOOYKTBT € HambJIHEH B MONHIPONHICHOBH OYTHNKH. BYTHIKHTE Ca 3aTBOPEHH C XaN00yTHIOBH

Kay4yKkoBH 3amymankid (Ph. Eur. Tvn 1) 4 nnacTMacosa kanauka Ha BHHT, IOJACHIYPEHA CHC 381IHTEH
NpPLCTEH.




[MpoayKTLT ce AOCTABSA B CICAHHTE ONAXKOBKH:

IIpoayxTr Crbriens

¢praxonn/6yTaake | IToaunponnienoBH GYTHAKH
Omnipaque 300 mg I/ml | 10 x 20 ml 10 x 50ml

25 x 20ml 10 x 75ml

10 x 50ml 10 x 100ml

10 x 100ml 10 x 150ml

10 x 150ml 10 x 200ml

6 x 200mi 6 x 500ml

10 x 500m]

He BcuuxH BUAOBE OMaKoBKH MOraT Ja ObAAT MyCHATH Ha fa3apa.
6.6. Chnennanum npeana’nn MEpKH NPH H3XBLPIARHE B paboTa

KaxTo BCHYKH fapeHTEPATHH MPORYKTH, Mpeay ynorpeba OMHANAK TpAGBa Aa Obae orienaH BH3yaaso 3a
HaNU4YHe HA YaCTHIIH, MPOMEHH B L(BETA ¥ LEJIOCTTA HA OMIAKOBKATA.

ITpoayKTBT He ChABPXKA KOHCEPBAHT, 3aT0OBA TPAOBaA Aa OGbAC HITErNEH B CHPHHLOBKATA HEMOCPEACTBEHO
npeau ynorpeba. QakoHHTE 4 OYTHIKHTE Ca MPeAHa3HauYeHH CaMO 3a AHOKpaTHA ynoTpeba H BCAko
HEH3MOA3BAHO KONMYECTBO TPsiOBa fja Obae H3XBLPIIEHO.

HeH3noNn3BaHHAT JIEKAPCTBCH MPOAYKT HIY OTNALYHHTE MAaTEpHAIH OT Hero TpAOBa Aa ce H3IXBDLPIIAT B
CbOTBETCTBHE C MECTHUTE U3HCKBAHHS.

ONbJH HH HHC H 33 BTO HHXEKTOP/TMOMIIA;
KontpactHoTo cpexcreo B OyTHika ot 500 ml tpabea Aa ce H3NOA3BaA ¢ HOMOLITA HA ABTO
WHXEKTOPH/MOMITH 0R00peHH 3a Te3u 06eMH. [la ce H3NMON3B8a HHAHBHIYANHA NPONEAYPa HA HHKEKTHPAHE.
[ToasnxHaTa YacT Ha aBTO HHXEKTOPA/IOMNATA, OTHBAIA KbM NalHeHTa TpAOBa Ja Oba¢ CMEHHA Cliea
BCEKH ManHeHT. Hen3non3BaHOTO KOIHYECTBO KOHTPACTHO CPEACTBO, KOETO € OCTAHAJNIO B OYTH/IKATa M
BCHYKH CBBbp3Balld TPrOH TpAbBa na ce H3IXBHPIAT B Kpasx Ha AcHA. 33 YEOOCTBO MOTaT 12 Ce H3NIOI3BAT U
no-Manku Oytunku. TpsaOBa Ja ce cna3BaT HHCTPYKUHHTE Ha POH3BOAHTE S HA ABTO HHIKEKTOpa/MoMIIaTa,

7. NPHTEXATEJI HA PAJPEHIEHHETO 3A YIIOTPEBA

GE Healthcare AS
Nycoveien 1

0485 Oslo
Hopserusa

8. HOMEPA HA PA3SPEIIEHHUETO 3A YIIOTPEBA

Omnipaque 300 mg I/ml - 11-16151/15.12.2011, Per.Ne 20010932




10.

HATA HA ITBPBO PASPEHIABAHEAIOTHOBSABAHE HA PASPEINIEHHUETO 3A
YIIOTPEBA

23.05.1989 - mppBO pa3speliaBaHe
15.12.2011 - nocneaHo NOAHOBABAHE Ha pa3pelleHHETO 3a ynoTpeba

JATA HA AKTYAJIM3HUPAHE HA TEKCTA

Qespyapn 2026




