KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

1. UME HA JIEKAPCTBEHHUA ITPOAYKT

Omuunak 350 mg I/ml uHxekuHOHEH pa3TBOp
Omnipaque 350 mg I/ml solution for injection

2. KAYECTBEH H KOJIHYUECTBEH CbCTAB
AKTHBHO BElIIECTBO KoHueHTpauus Cbabpxanue 3a 1 ml
Hoxexkcon (lohexol (INN)) 350 mgl/ml 755 mg exBuB. 350 mg |

HMoxekcos € HEHOHHO, MOHOMEPHO, TPHHOAMPAHO, BOAHO-PA3TBOPHMO PEHTIEHOKOHTPACTHO CPECTBO.

CTOHHOCTHTE Ha OCMOJIapUTETa U BUCKO3HTeTa Ha OMHHMNAK ca KaKTo CJie/iBa:

Ocmonapurer* _
KoHueHrTpauus Osm/kg H:0 Buckosurer (mPa-s)
37°C 20°C 1 37°C
350 mgl/ml (0,78 23,3 10,6

* MeTon: OCMOMCTPHA HA NNAPHHA HATHCK

To3u nexapcrsen npoaykTt cbabpxka 0.012 mg naTpuii Ha ml, T.e. NnpaKTHYECKH HE ChAbPXKA HATPHIA.

3a MBJIHUA CNUCHK HA MOMOILIHUTE BELECTBAa, BUXTE To4uka 6.1

3. JIEKAPCTBEHA ®OPMA

HMHXeKLHOHEeH pa3TBop.
Omuunak ce npejaiara noji popmara Ha roros 3a ynorpeba, Oucrop, 6e3usereH 10 61€10 XKbJT CTEPHIIEH

BOJIEH pa3TBOP.

4. KJUHHUYHHA JAHHH

4.1. TepaneBTHYHH NOKA3AHHA
To3u nexkapcTBeH NPOAYKT € NpeAHa3HauYeH CaMo 3a JIHarHOCTHYHH LIEJIH.

PEHTreHOKOHTPACTHO CPEJICTBO 3a NPHJIOKEHHE NPH BL3PAaCTHH M Jeua 3a yporpadus, pueborpadus, i.v.
DSA (aururanna cyOrpakiponHa anrvorpagus), CT ycunsane, aprepuorpadus, kapamoauruorpadus u
i.a DSA. Muenorpagus. 3a npuiioxxeHHe B TENeCHUTE KyXHHH: apTporpadus, eHI0CKONCKa peTporpajHa
nankpearorpagus (ERP)/ennockoncka perporpansa xonanruo-nankpearorpadus (ERCP), xepurorpadus,
XHcTepocannuurorpadus, cuanorpadus ¥ U3ciie/IBaHHE Ha CTOMALLHO-YPEBHHUS TPAKT.




4.2. J03HpOBKA H HAYIHH HA NPHIOKeHHE

Jlo3aTa 3aBHCH OT THINA Ha H3CIEABAHETO, BL3PACTTA, TEMIOTO, ChpACYHHSA AEORT H OOLOTO CHCTOAHHE Ha
MalHeHTa H H3NON3BaHATA TeXHHKA, OOMKHOBEHO C€ NPHNAraT ChHIUKTE HOAHH KOHUCHTPALIMHY K o0eMHU

KaKTO fIpH ApyruTe HOJHH PeHTT€HOKOHTPACTHH CPEACTBA B TEKy11{aTa NPaKTHKA.,

KaxTo nps aApyraTe KOHTPacTHH CPEACTBa € HEOOXOAHMO OCHIYPABAHETO Ha AOCTATHYHO XHAPATHPAHE HA
MAHEHTA NPeaH N CNeA MPHIAraHe Ha KOHTPACTHOTO CPEACTBO.

3a HHTPaBEHO3HO, HHTPAAPTEPRAIHO H HHTPATEKAJIHO NPHIOKEHHE H NPHIOKEHHE B TENECHH KyXHHH.

CrneaHuTe JO3UPOBKH MOTAT Ja C& H3MOJI3BAT KaTo YKa3aHHe:

YKa3aHHS [IPU HHTPABEHO3HO NPHIIQMKEHHUE

Iloka3zaHus "
Y porpajus |
Bb3PAaCcTHH: 300 mg i/ml 40-80 ml 80 ml morar na
uad 350 mg I/ml 40-80 ml Obnar
HAAABHIUCHH B
ONpeAc/ICHH
CHYy4aH
aena <7kg | 240 mg I/ml] 4 ml/kg T.m.
usi 300 mg I/ml 3 ml/kg T.Mm.
aeua > 7 kg | 240 mg I/ml 3 ml/kg 1.M™. | MaxcumyMm 40ml
! i 300 mg /ml 2 ml/kg T.M. l
Dneborpadus Hiau 240 mg I/ml | 20-100 mi/na kpak
(xpax) | wn 300 mg Vml |
m———— - 1
DSA (Ilururanua |
cybrpakuuonHa | 300 mg I/mi 20-60 ml/nHx.
aHruorpadus) uid 350 mg I/ml 20-60 ml/nHx.
| ! l
CT ycunpasne |
Bb3DACTHHM: | 140 mg /ml 100-400 mi Obuyaiino
uau 240 mg [/ml 100-250 mli obiuroTo
Hia# 300 mg I/ml 100-200 ml KOJMYECTBO Hop €
wian 350 mg I/ml 100-150 mi 30-60g
BonpeaeneHu
Jeua: 240 mg I/ml nnu 2-3 ml/kg T.M. 10 40ml C/Y9aH MOTarT Aaa
300 mg I/mi 1-3 ml/kg T.M. no 40ml Obaar
[(IPHIIOKEHH A0
i _ 100 m]




YkazaHus DA BHTPAAPTEPHANHO MPHAQKEHHE:

‘ Mokasasus _ KonuexTpannus Obem | Jabenexxa
Aprepuorpadux
CBOZIOBA aopTorpadHs 300 mg 1/ml 30-40 ml/ nrx. OO0eMBbT Ha
CEeNEKTHBHA liepedpanna 300 mg I/ml 5-10 ml/ nux. HHXXEeKLHATA
aoprorpadus 350 mg I/'ml 40-60 ml/ nux. 33BUCH OT
beMopanua 300 mg I/ml 30-50 ml/ umx. MSCTOTO Ha
HIH 350 mg I/ml HHXEKTHpaHe
ADYTH 300 mg [/mi 3aBHCH OT BHAia
| Ha H3CNEABaHETO I
Kapanoanrnorpagdus
Bb3PACTHH:
JABa KAMEPa ¢
HHXeKTHpaHe B ocHoBata H& | 350 mg I/ml I 30-60 ml/ wmx.,
aoprara
|
CCNIEKTHBHA KOPOHAapHa 350 mg I/mi | 4-8 ml/ umx.
apTepHorpagus
. I
deua: 300 mg I/ml 38BHCH OT maxc. 8 ml/kg
i 350 mg I/ml Bb3pacTTa, T.M.
TEra0ToO U
NaToNOrUATA
Jlururansa cyOTpakIHOHHA |
aHruorpapus
140 mg I/ml 1-15 mi/ nnx B 3ABHCHMOCT |
uiH 240 mg I/ml 1-15 ml/ unk. | OT MACTOTO Ha
uan 300 mg I/ml 1-15 ml/ nHx. HHXCEKTHpaHe
| NMOHAKOra
FOJNICMH
obemu — 1o 30
{ ml — Morar Aa
obaaT
| U3MON3BAHY




YKa3aHHe NPH HHTPATEKAIHO NPHJIOKECHHE:

[lokasaHus \ KonnenTpaius Konuuectso ] 3abenexka
JIymOanHa U TopakanHa 180 mg I/ml 10-15 ml
Muenorpagus nmm 240 mg I/mi 8-12 m]
(MymMO0anHO HHKCKTHPAHE)

10-12 ml
[{epsuxanna muenorpagus | 240 mg I/'ml 7-10 ml
(rymbanno mwkexrupase) | wam 300 mg I/ml

6-10 ml
[lepsukanna muenorpadus | 240 mg I/ml 6-8 ml
(JlaTepaiHO LIEPBHKANHO niH 300 mg [/ml
HHKEKTHpaHe) 5-15ml

180 mg I/ml 4-12 ml

CT uucrepnorpadus umu 240 mg I/ml
(JTyMOaTHO HHKCKTHPAHE)
Muenorpaguu B
NeAHaTpHATa
< 2 rOfiHHN 180 mg I/ml 2-6 ml
2-6 rONHHHA { 180 mg I/mi 4-8 mi
> 6 roAuHH 180 mg I/m] 6-12 ml

3a cBex/iaHe 10 MUHMMYM Ha Bb3MOJXKHHTE HEXKeNlaHW peaknky obmara Ao03a ot 3 g foy ne Tpsbea na Guae

NPEBHILIABAHA.

YKasaHue NpH NPHIOKEHHE B TE,

ICCHHTC KYXHHH

IokazanHg KonneHrpauus | Konuuecrro |__3aﬁcne:iuca
Aprporpagus 240 mg I/ml 5-20 ml
! uau 300 mg U/ml 5-15 ml

ik 350 mg [/ml 3-10 ml
ERP/ERCP { 240 mg I/ml 20-50 ml
Xepurorpadus 240 mg Vml | 50 ml
Xucrepocanmuarorpadns 240 mg I/ml 15-50 ml

Hau 300 mg 1I/mi 15-25 ml
Cuanorpagus 240 mg I/ml 0,5-2 mi

_| #ym 300 mg I/ml 0,5-2 ml .




o I
Hicnenpanug HA
CTOMAIIHO-IPEBHAR TPAKT |
llepopanno npuaoxKenne
Bb3DACTHH: i 180 mg I /ml UHAWBMIYANHO
i 350 mg I/mi UHAHBHIYAITHO
Jena: |
| XpaHonposona 300 mg I/ml 24 ml/kgrm. | MakcumanHa
no3a S50mi
or 350 mg I/ml 2-4 ml/kg 1.M. Makcumansa
| |
xo3a S0ml
ToeHkn yepBa 140 mg I/ml 4-5 ml/kg T.M.
HeaoHoceHn: 350 mg I/ml 2-4 ml/kg T.M.
PexTaIao npRIOKeHHe
aeua: 140 mg I/ml unu 5-10 ml/kg T.™m. | IIpumep:
paspeAcH ¢ YelMIHA BOAa Paspenen
10 100-150 mg I/ml OmHuunak 240,
300 unn 350 ¢
yelliMiIHa BOa
1 | 1 lwmwm1:2
CT ycuasane
| [lepopanno npuacKeHHE
Bb3PACTHH: PaspeneH ¢ yewimMsHa Boaa | 800-2600 ml or | IIpumep:
o ~6 mg I/ml pa3peacHHS Pazpenen I
pa3TBOD 3a OMuHnak 240,
{ | onpenenex | 300 wm 350 ¢
NEPUOa OT yeliMsiHa Boja
BpCME 1:50
aena; Pa3spenen ¢ ueiimMana soaa | 15-20 ml/kg 1.M.
a0 ~6 mg I/m|] OT pa3pencHHS
pa3TBoOp
PexkTanHo nIpRIoKeHHe | |
Jena: Paspenen ¢ yeniMaHa BoAa
a0 ~6 mg I/ml

4.3. IIporHBONOKA3aAHMN

CBpbX4yBCTBUTENHOCT KbM AKTHBHOTO BEHIECTBO HJIK KbM HAKOE OT OMOIBHHTE BELIECTBA (BXK. TOUKA

6.1).
HPGHEEHR THPCOTOKCHKO3A.

4.4.

Cnenuajnng npeaynpexiends B Npeaasnl MepKH Nps ynorpeda

OOwH npeanasHy MEPKH NpH yrnorpeba Ha HeHOHHY MOHOMEPHH KOHTPACTHH CPEACTRA:

Cepvxuyecmesumennocm




CNENOBATENHO, Aa CE MPEAIIECTBa OT NOAPOOHA aHAMHE3A, PH MALIHEHTH C aJICPrH4YHa JHATE3a, KATO NpH
MalHeHTH C H3BECTHA CBPBbXYYBCTBHTEIHOCT €€ H3HCKBA MHOIO CTPHKTHA OLICHKA HA noka3zaHusara. [lpu
NALHEHTH C NMOBHILEH PHCK OT OCTPH PEAKUHH Ha CBPLXYYBCTBHTENHOCT, MPSAXOAHA YMEPEHA HIIH TEXKa
OCTpa peakUHs KbM KOHTPAaCTHO BELIECTBO, aCTMa HITH ANleprus, #3MCKBAlIH MEAHIIHHCKO JeYCHHE, MOXKE
Ja ce OOMHCHIH NpeMEeAHKalLl|A ¢ KOPTHKOCTEPOHAH YIIH AHTHXHCTAMUHHM. [IpeMenukanusTa He
NpeAOTBPATABA TEKKHTE PEaKLHA, HO MOXE Ja HAMAJIK TAXHATA YECTOTA ¥ TEXKECT.,

PHCKBT OT CepHO3HH pEakiiiK CBLP3aHH C NPUNOKEHHETO Ha OMHMIIAK Ce CUHTA 32 MaiThK. Bunpekn ToBa,
HOAHHMTE KOHTPAaCTHH CPEACTBA MOraT Aa NPOBOKHPAT CEPHO3HH, )KMBOTO-3aCTpalllaBaLIH, PaTanHu
aHapUNAKTHYHH/aHADUIAKTOHAHH PEakliHH WK APYTH MPOSABH HA CBPLXYYBCTBHTENHOCT. HezaBHCHMO OT
KONMMYECTBOTO H HAYHHA HA MTPUIOKEHHE, CHMITTOMH KATO aHMHOCAEM, KOHIOHKTHBHUT, KalUUIKIA, ChPOex,
PHHHT, KHXAHE H YPTHKapHs, MOXE 14 €a NOKa3aTe/IHM 33 Pa3sBUTUETO HA CEPHO3HA aHAdUIIAKTOMAHA
peaklys, H3UCKBaLLA NedcHHe. ETo 3a110 € HeoOXOAUMO NpEeABAPHTENHO OCHIYPABaHE Ha ChOTBETHH
JIeKapCTBa, anaparypa 3a He3abaBHO JevMeHHe, ONHTEH | 00yUYEH nepcoHan B ciyvali Ha NosBa HA CEPHO3HH
peakuB. IIp¥ ONACHOCT OT NMOABATA HA LIOK, NNPHIAraHeTo Ha KOHTPACTHOTO CPEACTBO TpadBa He3abaBHO
ha OBbJie NpeyCTaHOBEHO, a B ClTy4al Ha HeoDxoaAnMOCT TpAOBa Aa 3an0YHE HHTPABEHO3HOTO NPHJIAraHe Ha
cneundH4HO Neyenne. [lpenopbyuBa ce BHHArH Aa ce H3non3Ba abokaT Hix KareTsp 32 ObpP3 HHTPABEHO3EH

NIOCTBIT NIPE3 LSIOTO BpEMe Ha PEHTTEHOBATa NpoLeaypa.

[launeHTHTE, H3NON3BaLNH OeTa-aApeHepruiHH OJ0KepH, 0COOEHO NAalMEHTH ¢ aCTMa, MOIaT {a HMAaT
MO-HUCHK Mpar Ha OpOHXOCNa3zbM U Aa Ca NMO-MAJIKO MYBCTBUTEAHH Ha NEYEHHETO ¢ f-arOHHCTH U
aZipeHAIHH, KOSTO MOXE Aa HANIOXKM H3MOA3BAHETO Ha M10-BHCOKH IO3H.

OBHKHOBEHO, PEAKLIHHTE HA CBPbXYYBCTBHTENHOCT 3alIOYBAT C JICKH AHXATENHH HJTH KOXKHH CHMITTOMH,
KaTo JIeKO 3aTPYAHEHHE Ha JUIHAHECTO, 3aUuepBABaHe Ha KOXAaTa (epUTeMa), YPTHKapH, ChPOESK HIIH OTOK Ha
nuuero. TexkuTe peakiiuH, KaTo aHTRoeJeM, CyOrIOTHCEH OTOK, OpOHXHANEH CMAa3hM H LIOK ¢a PEaKH.

Te3u peakuy OOHKHOBEHO C€ MMOABABAT B PAMKHTE Ha €/JHH 4ac Clie]] IPHAaraHeTo Ha KOHTPACTHOTO
CPEACTRO. B peAkH Ciayuyau, CBPXYYBCTBHTERHOCT MOXE 2 BE3HUKHE H NMO-KBCHO (CNIe YaCOBE HIIN JHH),

HO TE€3H Cy4aH pAAKO €a KHBOTO3ACTPALIABALIM H 3aCATAaT NPEAHMHO KOXKATA.

Koazynonamus

Cepuo3HH, paako paTanHy, TpoMOoeMOONHYHH CHOUTHSA, NPHYHHABALM MHOKAPIEH HHPAPKT H HHCYIIT, ca
AOKJaABaHHK MO BpeMe HA aHI'HOKapAHorpadCcKy npoucaypH ¢ HOHHH H HEHOHHH KOHTPACTHH BElLECTBA.
Koraro ¢ce H38BpilBaT NpOLEAYPH NO ChAOBA KATCTEPH3aLud, TpAOBa Aa c¢ 00bpHE CIELIHANHO BHHMAHHE
Ha auruorpa(cKara TEXHHKA M KaTeThbPLT Ad CE NPOMHBA YECTO (HaNp.: ¢ XCTIApHHA3HPAH GH3HONOTHYEH
pa3TBOP), 3a 4a CE CBEAEC 10 MUHHMYM PHCKDBT OT CBBHP3aHH ¢ npoueayparta TpoMbo3a n embonusi.

[1o Bpeme Ha kaTeTepH3auusaTa TpAOBA Aa C€ UMA NPSABH, Y€ OCBEH KOHTPACTHOTO CPEACTBO, MHOXECTBO
Apyrd ¢GpaxKTopy MOraT Ja MOBIHAAT Ha pa3BUTHETO HA TpoMOeMOoarYHUTE CHOHUTHSA. ToBa ca:

NMPOSL/DKUTENHOCT HA U3CNEABAHETO, OO HHXXEKLHH, THIA HA KATETHPA H MaTepHalia Ha CMIPUHIIOBKATA,
CHIILTCTBALNTE 3a00NABaHNA HAa NANHCHTA ¥ MPHCMAHHTE JICKAPCTBA.

Hicnensaxero Tpabsa a Tpae BE3MOKHO Hal-KpaTKo.
Heobxoaumo € MOBHILICHO BHUMAHHUE NP NALHEHTH C XOMOUHCTHHYPHA (pHCK OT TpoMOeMGOIH3LM).

In vitro, HeHOHHHTE KOHTPACTHH BEILECTBA UMAT NO-cnad edPexT Ha HHXHOUpaHe Ha KoarynalmsTa oT
HOHHHTE XOHTPACTHH BEIIECTBA.




Xudpamayus

HocTarbuHa Xuaparalius Tpsbea xa Obae oCHrypeHa npeas ¥ cie NPUIaraHero Ha KOHTPacTHOTO
cpeactso. Ilpu neobxoauMOCT, nanueHTHT TPROBA fa ObAC XHAPATHPAH HHTPABCHO3HO, RO ITRIHOTO
OTAECNAHE Ha KOHTPAcTa OT OpraHH3MAa.

Tosa Baxu 0COOEHO 3a NALMEHTHTE C AHC- U NAPANPOTEHHEMHH, KATO MYJITHIUICH MHEJIOM, 3axXapeH
nHabeT, ObOpeuna HHCPYHKIHA, XHIEPYPHKEMHS, 4 TAKA CHILO H 38 KbPMAYETa, MAJIKH ACUA, NALHEHTH B
CTApUyecKa Bh3PacT H NALMCHTH B JIOLIO OO0 CHCTOAHKE. [IpH PHCKOBH IALMEHTH, BOXHUAT H
eNeKTponTeH MeTabonussM TpabBa Aa ObJAT KOHTPONHPAHH, KATO € HeOOXOAUMO H OBNANIABAHE HA
HHCKHTC HHBA HAa CEpyMaH Kajliiui.

[lopagu pUCK OT AEXUJApaTaLtHA, NPEAH3IBHKAHA OT JHYPETHLIH, 32 OrPAHHYABAHE Ha PHCKA OT OCTPO
66peuHo yBpexaane, Ha MbPBO MACTO € HEOOXOAHMO OCHIICCTBABAHETO HA BOAHA K €NEKTPONUTHA

peXHIpaTaLns.

CopOeuso-yupKyramopru peaxyuu

Heobxoaumo € NOBHIICHO BHHMAHHE NMPH MABHEHTH ¢ TEXKKO ChpASYHO 3adonaBane,
ChPACYHO-HHUPKYJIATOPHO 3a0onsBane # HenoapobHa XHNEepTOHHA, ThH KaTO T¢ MOraT Aa pa3BusT
XeMOAHWHAMHYHH [IPOMEHH UNH apuTMHH. ToBa ce oTHacH 0CODEHO cliel HHTPaKOPOHAPHO, NABO H AACHO

KAMEPHO NPRAOKEHHE Ha KOHTPACTHOTO CPEACTBO (BK. Chillo Touka 4.8).

[IlauHeHTHTE CBC CHPAEYHA HEAOCTATHYHOCT, TEXKKA KOPOHapHa 601ecT Ha ChbpLieTo, HecTabKIIHA aHTrHHA
MEKTOPHC, 3a00JSBAHHA HA KIAIIHTE, [IpeAilecTBaill HHpapKT Ha MHOKApAAa, KopoHapeH 6akinac u
Oenoapobna XUnepTroHua ca 0COOCHO NPEEPA3NONOKEHE KbM ChPACYHH PeaK1IHH.

[IpH naiMeHTH B CTApYECKa Bb3PacT H TAKHBA CHC CHILECTBYBALH ChPACYHH 3a00NABatHA, PEAKIHHTE C
ucxemH4yaH npoMeHd B EKT v apurMud ¢a no-4ecTn.

[TIpy nauenTH CHC CHPACYHA HEROCTATHYHOCT, BHTPECHA0BOTO HIDKEKTHPAHE HA KOHTPACTHO CPE/ICTBO
MOXeE ha A0Beae 10 NoABaTa Ha OenoapobeH OToK.

Hapywenur om cmpana na LITHC
Cpobumiasa ce 3a eHuedanonarua npu ynorpedara Ha KOHTpacTHH BellecTsa karo Hoxexcon. KontpactHara

eHLehaANOnaTHA MOXKE Ja CE MPOABH ChC CHMITTOMH H NMPH3HALH HA HEBPOJOIrHIHa ANCPYHKIHSA (K. TOUKA
4.8). CuMirroMHTE OOHKHOBEHO C€ NOABABAT B PAMKHTE Ha MHHYTH J0 4aCOBE Chell NPHIOKEHHETO Ha
HOXEKCOJt H OOMKHOBEHO OTLHYMSIBAT B PAMKHTE HA JIHH.

QakTopUTe, KOUTO NOBHINABAT MPOAYCKIMBOCITA HA KPBBHO-MO3bUHATA DapHepa, e YASCHAT
MPEMHHABAHETO HA KOHTPACTHH BEILIECTBA B MOFbYHATA ThKAH K MOTAT [1a IOBE/AT KO BE3MOMKHH peakliiH
Ha 1JHC, nanpumep ennedanonarns. IIpenopsusa ce noBAIIEHO BHHMaHHe B Clyyail Ha BBTPeCHAOBO
NPHIIOKCHHE NPH NAUHEHTH C OCTPa MO3bUHA HexeMHs (HHGAPKT) WM OCThP BhTpeuepeneH KPLBOH3INB,
KaKTO H IIPH NALMEHTH ChC 3a0019BaHKA, NPHYHHABALIM HapYWICHHE HA KPBBHO-MOIbUHATA Haprcpa H NpH
MAIHEHTH C MOJbYECH OTOK, OCTPa AEMHCIHHH3ALMA HIIH HAaITpeHaNna MO3b4YHA aTePOCKIepo3a.

[Ipn noao3peHHe 33 KOHTPACTHA eHLedanonaTHsa TpaOBa /1a C& NMPEKPaTH NPHAOKEHHETo Ha HOXeKCoa U 1a
ce 3a7I04YHE MOAXOANILO JCUECHHE.

HeBponoruiHATeE CHMIITOMH, NIPHYHHEHH OT METACTA3H, AETCHEPATHBHH HJIA Bh3NANHTENHH NPOLEecH
MOJXKE Aa OBJaT 3aCHNEHH OT NPRAAraHEeTO Ha KOHTPACTHOTO BelecTro. [lalHeNTHTE CHC CHMITTOMATHYHH
MO3BbYHO-CHAOBH 3a00/IABAHHS, TPEKAPAH HHCYNIT WIH YeCTH NMPEXOJHH HCXEMHYHH aTAKH Ca C MIOBHILCH
PHCK OT KOHTPaCT-HHIYHAPAHH HEBPONMOrHYHH YCAOKHEHHA Clie/l HHTPAAPTEPHAIHO HIDKEKTHpaHe,
HHTpaaprepHanHOTO HHXEKTHPAHE HA KOHTPACTHO CPEACTBO MOXKE a NpeJH3BHKA Ba30CMa3hbM, BOI




deHOMEHa Ha Lepebpanna HexeMHs. [IpH HAKOM nauneHTH cnen Muenorpadpud ca HabnogaBaHH NPOABH HA
BPEMEHHO HAMAIEHHE Ha CNTYXa HIH JOPH I'yX0Ta, KOMTO C& AL/DKAT Ha MOHMKABAHE HANAraHEeTO Ha
JINKBOPA NpH JTymbaiHa nyHiuus,

bvbpeunu peaxyuu

[TpunaraneTo Ha HOJHH KOHTPACTHH CPEACTBA MOXKE Aa NIPHYMHH MOBHLIABAHE HA HHBOTO HA CEPYMHHUS
KpeaTHHHH U OCcTpO OB0peyHo yBpekaaHe.3a NpeAOTBPATABAHE HA TE3H ChCTOAHHS, B PE3yNITaT HA
NpUJIaraHeTo Ha KOHTPACTHHTE CPEACTBA € HEOOXOAHMO CNELHATHO BHHMAHHE NPH NAUHEHTH ChC

CbILECTBYBaLLO OBLOpeYHO YBpexAaHe H 3axapeH AHabeT, ThH KaTo Te ca B PUCKOBA Ipyla.

Jpyrd apenpasnonarauiy GaxkTopu ca npeaxoana 6u6peyna HEAOCTATHPYHOCT B PE3YJITAT HA [IPUHJIATAHETO
Ha KOHTPaCTHOTO CPEACTBO, aHaMHe3a 3a 6n06peuHo 3abonsasane, Bb3pact Haj 60 roauHH, AeXUAPATALKS,
HaIIpeHANa aTEPOCK/ICPO3a, ACKOMIICHCHPAHA ChpACHHA HEAOCTATHYHOCT, NPHAAraHeTO Ha BACOKH JO3H
KOHTPACTHH CPEACTBA H MHOKECTBO HHXKEKLIHH, ITPAKO MPHIOKEHHE Ha KOHTPACTHOTO CPEACTBO B
OpOpeunaTa aprepus, AOTBIHUTCIHOTO HIAraHE HA HE(PPOTOKCHHH, TEXKA B XPOHHYHA XHIICPTOHHA,
XHIIEPYPAKEMHS, NapanpoTeHHEMHA (MHENIOMaTO3a H Makpornobynunemus Ha Waldenstrom,
MJa3MOLUTOM ) HJTH AHCHIPOTEHHECMHH.

[IpeBaHTHBHHMTE MEPKH BKJIOYBAT:
e OnpenensHe Ha NARUCHTHTE ¢ BECOK PHCK.
o (OcHrypsiBaHe Ha NOAXOAMIIA XHApATAHA. AKO € HCOOXOHMO Ype3 NOAXbPKALIA HHTPABEHO3HA

HH)Y3HA NPESAY 3aN0oMBaHe Ha MPOLEAYPATa RO H3YHCTBAHE Ha KOHTPACTHOTO CPEACTBO YpeE3
OnLOpenuTe.

o H3bareaHe JOIMBJIHKTEAHOTO HATOBapBaHe Ha OBOpeLHTE ¢ HEPPOTOKCHYHH IEKAPCTRA, NIEPOPANTHH
XONlelHCTOrpadHYHH CPEACTBA, apTEPHAIIHO KIaMITHpaHe, aHMHONaacTHKa Ha Ou0peynara aprepus
HJTH MOIsAMa XHPYPTrHYHa HHTEPBEHIMA, JOKATO KOHTPACTHOTO CPEACTBO HE ObJie eKCKPEeTHPaHoO.
HamansaBaue Ha 103aTa A0 Bb3MOXKHHA MHHEMYM.

Ornarane Ha NOBTOPHO H3CIICABAHE C KOHTPACTHO CPEACTBO, A0KATO OnbOpednaTa GyHKUHS He
BL3CTAHOBH HHBOTO CH TMIPEIH H3CIEABAHETO.

[TanmesTHTE HA XeMOAHAIIR3a MOraT 1a NPHEMAT KOHTPACTHH CPeACTBa MPH PEHTreHOoTpadCKH NIPOLIEIYPH.
He ¢ HeobxoauMO Ch0OOpassBaHe HA BPEMETO 33 HHDKCKTHPAHE Ha KOHTPACTHOTO CPEACTBO C
XeMOJIHAJIM3HATA NMPOLEAYPa.

IHayuenmu c ouabem, npuemanyu Mem@popmun;
ChlleCTBYBA PHCK OT Pa3sBHTHETO HA JIAKTATHA ALHAO3A NPH NpHAaraHeTo #a HoAUpaHK KOHTPACTHH
CPCACTBA Ha NALMCHTH ¢ AuadeT, JICKyBaHM ¢ MeTgopMuH, OCOOCHO TakuBa ¢ yBpeacHa bnbpeuna pyHknu4.
3a na ce HaMaNH PHCKA OT JIAKTATHA allM1034 MPU NalHeHTH ¢ N4abeT, nexysaHu ¢ METGOPMHH €
HeoOXOAHMO NpeAH BLTPECHAOBOTO NPHJaraHe Ha HOAHPAHOTO KOHTPACTHO CPEACTBO Aa Obae HIMEpPEeHOo
HHBOTO Ha CEpYMHHS KPECAaTHHHH H Aa ObAaT NpeAnpHETH CICAHHTE NPEATIA3HH MEPKH NIPH CICAHATE
obcrogTeNncTRa:

o [lamuentn c eGFR, papen wnu no-ronsm ot 60 mi/min /1,73 m? (CKD 1 u 2), Morar 2a npoasiDKar

J1a npdeMaTt METPOPMHH HOPMAITHO.

e [auuentn ¢ eGFR 30-59 ml/min/1,73 m? (CKD 3)
- TlauMenTHTE, NOyYaBaIllH HHTPABEHO3HO KOHTPACTHO BewiecTBO ¢ €GRF, paseH win
no-roisiM oT 45 ml/min/1,73 m’, MoraT Ja npoab/mKkaT Aa npueMaT MeThOPMHH HOPMATHO
- Ilpn naunseHTH, NOJyYaBalilH KHTPAAPTEPHATHO KOHTPACTHO BEILIECTBO H TE3H, NMONYYaBalllH
HHTPaBEHO3HO KOHTpacTHO BenlecTso ¢ eGFR Mexay 30 u 44 mi/min/1,73 m?, merdpopMuHLT,
TpaORa Aa ce npexparTd 48 yaca npean KOHTPACTHOTO BEMIECTBO H TPUEMDbT A4 3aMI0OYHE OTHOBO
48 yaca cieff KOHTPAaCTHOTO BEIIECTBO, ako ObOpeuHaTa pyHKUHAATA HE C€ € BIOLLEHJIA.




o [lpu nauuentr ¢ €GFR no-manxo ot 30 mi/min/ 1,73 m? (CKD 4  5) uiin ¢ HHTEPKYPEHTHO
3aboniaBaHe, NPHUHHABAINO HaMalleHa vYepHoApoOHa PYHKIIHA HIH XHIOKCHS, MET(QOPMHHBT €
NPOTHBONOKA3aH, TPAOBA Aa ce H30ArBaT HOAUPAHH KOHTPACTHH BElLECTBA.

¢ [lpu cneilny NarUeHTH, NpU KOHUTO OBOpeuHaTa QyHKIHA e KM HAPYINEeHA, HITH HEU3IBECTHA,
NieKapAT NpeleHABa PUCKa H NOJI3aTa OT H3C/IEABAHETO C KOHTPACTHO BELECTBO. MeThopMHH
TpsAOBa Ja ce cnpe OT MOMENTA Ha MPUNOKEHUE Ha KOHTPACTHOTO BellecTBO. Cnen npoleaypara
NaLHEHTLT TPAOBa Aa Onae Habmonasan 3a NpH3HALH Ha NaxTaTHa auHAo3a. [IpueMsT Ha
MeTHOpMHH TpSOBa Aa 3anouHe OTHOBO 48 yaca cliefi KOHTPACTHOTO BELIIECTBO, KO CEPYMHHAT
kpeaTHHHH / €GFR e HENpPOMEHEH B CpaBHEHHE C H3XOAHHTE CTOHHOCTH.

llayuernmu c napywenue na veprHodpobrama u bvbpeunama GyHxyus

OcobeHo BHUMaHHE Ce H3HCKBA KbM MALMEHTH ¢ TEXKH HapyIIeHHS KakTo Ha OhOpeunara, Taka H Ha
4yepHOAPOOHA (PYHKUMSA, Thii KATO NPH TAX OTACASHETO HA KOHTPACTHOTO CPEACTBO MOXe Aa Onae
3HaYHTENHO 3a0apeno. [IallHeHTHTE HA XEMOANAIN3a MOTAT A IPHEMAT KOHTPAaCTHH CPEACTBA NPH

peHTreHorpacku NpoLcAYpH.

Muacmenua 2pasuc
[IpnnaradeTo Ha HOAHH KOHTPACTHH CPEACTBA MOXE Ja BAIOLIN CHMITTOMHTE HA MHACTEHHS TPaBHC.

deoxpomoyumom
[Ipy nanmenTH ¢ GEOXPOMOLIMTOM MMO/JICKEHH HA HHTEPBEHIHOHAJIHH NpoLeaypy Tpabsa Na ce NpHIIoXKaT
anga-6nokepH 3a NpeOTBPATABAHE HA XHIIEPTOHHYHA KPH3a.

Hapywenue na giynxyusma na wyumosuonama xcnesa

[opaau HATHYKHETO HA CBOOOAEH HOM B Pa3TBOPHTE H JOMBJIHHUTENHOTO OCBOOOX AABAHE Ha HOM NPH
npoueca Ha AeHoaxpane, HOAHHTE KOHTPACTHH CPEACTBA NOBAHMABAT GYHKLHATA HA IHHTOBHAHATA XKe3a.
Tosa moxe Aa noBeae N0 NOSBATa HA XHNEPTHPECOHIHILM HIH JIOpPH THPEOTOKCHYHA KPH3a NPH
APEAPA3NONIOKEHH MAlHEHTH.

[TanrenTHTE C MPOABEH, HO BCE OLIE HENHATHOCTHUHPAH XHIIEPTHPEOKHAH3bM ca B pHcK. [Tpu manueHTHTE C
NAaTEHTEH XHACPTHPEOHAHIBM (Hanp. HOAYJIAPHA I'yIla) H AALHEHTHTE ¢ PYHKIHOHAIHA ABTOHOMHS
(4ecTo TOBA Ca NALMEHTH B CTAPYECKA BB3PACT, OCOOEHO B PETHOHH C HojeH NedHIUT) € HEOOX0AUMO
OpeAH NPOBEXAaHE HA M3CACABAHETO Aa CC HaNpaBH OLEHKA HA GYHKLHATA HA IMTOBKAHATA XKJie3a, npH
CbMHEHHE 332 NOAOOHH CHECTOSHHA,

IIpenu npunaradeTo Ha HORHM KOHTPACTHH CPEJCTBA, TPROBA a HMA CHTYPHOCT, Y€ NAlHEHTHT HIMa 13
OB2€e NojJIarad Ha CKAHHPAHE HA LIMTOBHAHATA XKJIC3a WIH H3C/IC/IBAHHA HA THPEOHAHATA (DYHKIHUSA MM
JICYEHHE C paZIHOAKTHBEH HOJI, TBH KaTO NPHIaraHeTo Ha HOAHU KOHTPACTHH CPEACTBA, HE3ABHCHMO OT
HayHHa Ha NPHJIOXKEHHE, OKA3Ba BIUAHHE BhPXY XOPMOHAJIHATA OLIEHKA ¥ YCBOSBAHETO Ha MOJ OT
INHTOBHAHATA XKJIC3a HIIH MCTACTA3HTE MPH PaK Ha IHTOBHHATA XKJ1e3a, RO HOPMAITH3UPAHE Ha OTACNIAHETO
Ha A0ZA NOCPCACTBOM YpHHATA. BHxre ChIino Touka 4.5.

HarnpaBeHH ca TeCToBE Ha QyHKILMSA HA IIUTOBHAHATA XJ1€3a, KOHTO €4 MOKA3aTEJIHH 33 XHNOTHPEOUAU3HM
HTH NMPEXOJHO MOTHCKAHE HA HIHTOBHIHATA XKJI€3a CIEA MPHJIaraHe Ha HOJHpaHH KOHTPACTHH BELLECTBA Ha
Bb3PACTHH H Aella, BUNOYHTENHO KbpMadeTa. HAKoH nalMeHTH ca NeKyBAHH OT XHNOTHPEOUAHIbM. BHxTe

ChIlO HACTTAa 3a NCAHATPpHYHA NOIMYNAallnug.,

CoCmOSRUL Ha MPEBONCHOCTN
B caryyalt Ha 3HRYHTEIHA TPEBOXKHOCT € Bb3MOXKHO MPHNAMAHETO HAa CEAaTHBHH CPEACTBA.




Copnoguono-xaemeuHa GHeMUR
KoHTpacTHHTE CpeACTBA MOXKE [1d [TPOBOKHPAT NOABATA HA CLPNOBHAHO-KNCTbYHA AHEMHA NPH
XOMO3HNOTHH HHAHBHAM MO OTHOWIEHHE Ha NeHa 3a ChPNMOBUAHO-KNETHYHA aHEMMA, B ClIy4ai Ha

HHTPABEHO3HO H HHTPAAPTEPHANTHO HHIKEKTUpAHE.

Honvanumennu pucxosu paxmopu
[Ipu nallHEHTHTE C ABTOMMYHHH 3a00/I4BAHHA ca HaOMOAABAHH ClTyYaH HA TEXKH BACKYIUTH WK

CHHAPOMH NOAOOHH Ha CHHApOMa Ha Stevens-Johnson.

TeXXkuTe CHAOBH H HEBPONIOTHYHH 3ab0ngBaHug, 0CODECHO APH NALHEHTHTE B CTAPYECKA BB3PACT Ca
PUCKOBH (PAKTOPH 33 NOSBATA HA PCAKLHH KbM KOHTPACTHHTE CPEICTBA.

Excmpasazayus

ExcrpaBazaiiis Ha KOHTPACTHOTO CPEACTBO OOMKHOBEHO Bb3HUKBA PRIKO, KATO € HANHLE JIoKaHa Oonka,
OTOK H epUTEMA, KOHTO OOMKHOBEHO M34e3Bar He3 nocneacreue. Bonpekn ToBa ca HabmonaBaHH ciryyau Ha
Bb3NaNCHHE H AOPH HEKPO3a Ha ThbKaHHTE, KaTo pyTHHHA MAPKa Ce NPENnopbyBa NOBAUIaHe H H3CTY ASBaHE
Ha 3aCerHaToTo MACTO. XHPYPruyHa ACKOMMPECHA MOXKe Ja € HeoOXxoauma B ciiy4yad Ha obpa3yBaHe Ha

XEMATOM.

Bpeme 3a HabmoeHne:

Cnen npunaragero Ha KOHTPACTHOTO CPEACTBO, NAUMEHTRT TpAOBa fa Obae noj nocTosHHO HabmoaeHue
30 MHHYTH clie]] NOCASAHOTO HHKEKTHPAaHE, Thil KaTO MOBEYE OT CEPHOZHHMTE HEXENaHH peakiiHi ce
MOABABAT Ipe3 TO3M nepHod. [launeHTsT TpAGBA Ja ocTaHe B 60HHYHA 00CTaHOBKA (HE 33 XbJDKHTENIHO B
PEHTTEHOBO OTAEC/ICHHE) 34 €XHH Yac CJief] NOCICAHATA HHKEKIUSA H Aa ObJe BbPHAT B PEHTIECHOBOTO
OTAENEHHE, NPH NOSBA HA HAKAKBH CHMIITOMH.

HHTpaTekanHo NpuIokKeHHe
Cnea Muenorpadnsa naiReHTHLT TPAOBA 14 OCTaHEe B NOKOH ¢ NOBAKIHAT2 rnasa H rpbAcH ko (20°) 3a 1 yac.
Cnen ToBa NaLHEHTHTE MOTAT BHHMATEIIHO Aa ce ABHXKAT, HO HaBeXAaHeTo Hapony Tpabea na omae
u36arpaHo. [ 1aBaTa H rpbAHKA KoL TpAOBa Aa ObLAAT NOBAHIHATH Npe3 IMBPBUTE 6 Yaca NPH OCTABaHE B
nernoto. [lanueHTure, NPU KOUTO HMA CbMHEHHE 3a NPEAPAa3NoNoKEHOCT KLM FbpUYOBE (HUCBK npar 3a
MnosiBa Ha repuoBe) TpAOBa Ja 6baaT HabMOJaBaHK NO BPEME Ha TO3M Nepuol. AMOYNATOPHHTE NALMEHTH
He TpsibBa 1a ObAAT OCTABAHH CHBCEM CAMH TIpe3 MbPBHTE 24 yaca.

[leapaTpyyHa OOMYNALMA:

CnennanHo BHHMAHHS TpAOBa Aa ce oObpHE Ha Aeua noA 3-roJHlIHa BB3pacT, Thi KATO cnabo
¢yHKUIHOHMpaLLa LLHTOBKAHA XKJie3a B paHHa Bb3pacT MOXE a AOBeAE A0 NpoOJIEeMH B ABHIaTENHOTO,
CNYXOBOTO H KOTHHTHBHOTO Pa3BHTHE H MOXeE /1a € HeoOXoAHMa NpexoaHa 3aMECTHTEIIHA Tepanus ¢ T4.
YecroTaTa HA XHNOTHPCOKAUIBM NPM NAUMSHTH HA BB3PACT MO 3 rOAMHY, HANOXKECHK HA HOQUPaAHH
KOHTPAacTHH BEleCTBA € Mexay 1,3% 1 15% B 3aBHCHMOCT OT BB3pACTTA HA NALHEHTHTE H A038Ta Ha
HOOHPAHOTO KOHTPACTEHO CPEACTRO U ce HabNoAaBa NO-YECTO NPH HOBOPOAECHH H HEAOHOCEHH KbPMAYECTA.
HosopoaenuTe Morar Aa 6bAaT HINOKEHH H Upe3 Maiikara no BpeMe Ha 6pemennocT. OyHKIIHATA HA
IIHTOBUAHATA Xcne3a Tpadpa ja Obae OLeHeHa NIPH BCHUYKH Aela Ha Bh3pacT N0 3 cneja M3faraHe Ha
fionupaHH KOHTPACTHH BELISCTBA. AKO C€ YCTAHOBH XHNOTHPEOHAK3BM, TpAOBa fa ce oOMuchy
HEOOXOAHMOCTTA OT JieyeHHe H PYHKIMATA HA IHTOBHAHATA XKJie3a TpAOBa Aa ce npocnensasa 10
HOPMAJIH3HpaHE.

HeobxoauMo € OCHTYPSBAHETO Ha A[CKBATHA XHAPATALHS MPEAH M CNEed NPHAAraHeTo Ha KOHTPACTHOTO
CPeACTBO, 0CO0CHO MPH KbpMaveTa W MaKH Acla. [IpuembT HAa HEPPOTOKCHYHHE NeKkapcTBa TpAOBa na Obae

npeycraHoBeH. CBbP3aHaTa ¢ Bb3pacTTa NOHMKEHA CKOPOCT HA MIOMEPYIHA PHATPALMA NPH KbPMAaYeTATA
MOXeE CBLIO 11a AOBEAE N0 3a0aBiaHe eKCKPELHATA HA KOHTPACTHHTE CPEACTRA.




Kvpmauerara (813pacT < | roauna) H oco0ESHO HOBOPOACHHTE €A MPEAPA3NONOKEHH KbM ENEKTPOAHTHH
HapyLIE€HHS H XEMOOAHHAMHYHH NIPOMEHH.

< Ha HO HA

[Ipy nauMeHTH ¢ HanpeaHaaa aTepoCKIEPO3a, TEXKA XUIICPTOHHUA, ChPACYHA ICKOMIICHCAIlUS, HAIIPeJHANA

BB3PACT H NPEAIIECTBAINA nepeObpantia TpoMb0o3a nan emM60IHIBM B MUrpeHa, CHPACYHOCHAOBHTE peakuuH
KaTo OpaaukapAHsA H MOBHILEHO KM NOHWXEHO KPBBHO HANATAHE MOXE /1A CE€ NONBAT NO-4eCTO.

AprepHorpadus

B1B Bpb3Kka C mpHAaraHara npoLeAypa € Bb3MOXHO HAPAHABAHETO Ha apTEpHs, BEHa, a0pPTa U ChCEAHHTE
OpraHy, NJICBPOLEHTE3A, PETPONEPHTOHEATHO KbPBEHE, HAPAHABAHE HA MPLOHAYHUA MO3BLK H CHMIITOMM Ha

nmapanjerds.

4.5. BlanmopeificTBHe ¢ APYrH JleKADCTBEHH BPOAYKTH H APYTH GopME HA B3aHMOIeHCTBHE

IIpunaranero Ha HOAHPaHH KOHTPACTHH CPEACTBA MOXE Aa AOBE/E R0 NPEXOAHO HAPYILIEHUE Ha
OpOpeuHatTa GyHKIHSA U TOBA MOXKE [la YCKOPH MMONBATA HA JIAKTATHA alMA03a NpH AHabeTdIH, KOHTO
npueMaT MeThOpMEH (BXK. TOUKA 4.4).

[TauneHTHTE NEKYBaHH C HHTEPAEBKHH-2 H HHTEPEPOHH NPEAH NO-MAJKO OT ABE CEAMHLM Ca CBBP3aHH C
[MOBHHICH PHCK OT 3a0aBEHM THH peaKUHH (epuTeMa, PUNO-NOAOOHH CHMITTOMH MM KOXCHH PEAKLIHU ).

EnnoBpeMeHHaTa ynorpe0a Ha HKOM HEBPORENTHLIM N TPHLMINIHYHY aHTHACMPECAHTH MOXKe Ja
MOHHAH Npara 3a MosBa Ha rbP40Be, KOETO Ja MOBHIIH PHCKA OT KOHTPACT-HHAYLIMPAHH NPHCTBIH

(repuosee).

JleyenneTo ¢ f-00KkepH MOXKE Aa MOHHXKH Npara 3a OABATa HA PEaKUHH Ha CBPBbXYYBCTBUTEIHOCT, KOSTO
OT CBOS CTPaHa Hajara MpHJIaraHeTo Ha MO-BHCOKH O3H -arOHHCTH NMPH JIEYSHHETO HA peaKliWH Ha

CBPBbXYYBCTBHTENHOCT.

bera-bno0xepHTe, BA30AKTHBHHTE BEHIECTBA, HHXHOHMTOPHTE HA AHTHOTEH3HH-KOHBEPTHPALLMS €H3HM H
AHTArOHHCTHTE HA AHTHOTEH3HHOBUTE PELECITTOPH MOXE a MOHHXAT e(pHKACHOCTTA Ha

CbPACHHO-CHRAOBHTE KOMIICHCATOPHH MEXAHH3MH TIPH NPOMCHH HA KPBBHOTO HaJIAraHe.

Bcuuxs HOIHH KOHTPACTHH CPEACTBA MOTAT Ja Bb3ACHCTBAT BHPXY TECTOBETE 33 ONpee/IsHe Ha
THpOHJIHATa QYHKIMA, TOPAAH TOBA HOA-CELP3BALLMA KANALHTET Ha MTOBHIHATA KJie3a MOXE 1a Obae
HaMaJIcH 32 NEPHOA 10 HAKOJIKO CEAMHLIM.

BHCOKH KOHIICHTPALIHK Ha KOHTPACTHO CPEACTBO B CEPYMa H YPHHATa MOTAT Aa Bb3AeHCTBAT BLPXY
NabopaTOpHHTE TECTOBE 32 OUNHPYOHH, NPOTECHHH HIIH REOPraHWYHK BELIECTBa (HANP. XKENq30, MeA,
KailHH H dochop). ETo 3ailio, Te3n BewIecTBa He TpsAOBa a ObaT H3CHEABAHH B ICHS HA PEHTTEHOBATA

MpoueAy pa.

4.6. @epTRIHETET, GPEMEHROCT B KbpMEHe

BpeMeHHOCT:
be3zonacHocTTa Ha OMHHMNAK NO BpeMe Ha OPEMEHHOCT [IPH XOpAaTa He € YCTaHOBeHa. OneHkara Ha

€KCNEPHMEHTAIHHTE NMPOYYBaHHA MPH XHBOTHH HE NOKA3Ba NPEKH WM HEMIPEKH BPEAHH e(eKTH




PENpOAYKTHBHOCTT2, Pa3BKTHETO Ha eMOPHOHA HIH IJI0/A, OpeMEeHHOCTTA ¥ NEPH- B NOCTHATAIHOTO
pasBHTHE.

Bunary, KOraTo € Bb3MOXKHO PEHTTCHOBOTO H3CIICABAHE N0 BPEME Ha 6peMeHHOCT Tp#0Ba fa ce H30Arsa,
KaTO MOJ3ATA OT PEHTIEHOBOTO H3CHEABAHE C H Oe3 KOHTPACTHO CPEACTBO Tps6Ba BHHMATENHO Na Obae
[IpeliEHEHa CPSIMO BE3MOXHHA pUcK. OMHHNAK HE TpsbBa Ja ce mpunara NpH OpeMEHHH, OCBEH B
CNTyqamTe, KOTaTo 10/13aTa NPEBHLIABA PHCKA H MPHAOKEHHETO € NPERCHEHO KaTo H3KJHOYUTENHO

HeOoOXOAHUMO OT JIeKap.

OcBeH H304rBane H3naraHeTo Ha o0rbYBaHE, MPH OUCHKA Ha PHCKAa H 110/134T4d TpaOBa fa ce HMa MpeABHA
YyBCTBHTEJIHOCTTA HA DJMTOBH/IHATA JKJIE32 HA MJI0/1a KbM Hoxa.

[IpH HOBOPOAEHH, KOHTO €a OHIIH W3NOXKEHH Ha AOA-CHABPIKALIA KOHTPACTHH BEmeCTBa in utero, ce
NpenopbYBa MPOCNEASBAHE Ha (PYHKIHATA HA IHTOBHAHATA AJE3A (BK. TOuKa 4.4).

KbpMeHe:

KOHTpPAcTHHTE CPEACTRA CE OTAENAT B MHOTO MaJlKa CTENeH B KbpMaTa IpH H0BEKa, KaTO MMHHMANHH
KOJIHYecTBa ce abcopGupar B uepsata. KbpMeHeTO MOXKE A3 NPOXBIDKH HOPMATHO CIICA NPHJIATaHe Ha
HO/[HO KOHTPACTHO CPEACTBO REPXY MakikaTa. KonH1ecTBOTO Ha OTAC/ICHHA B KbpMaTa Hoxekcon 3a nepHoa
oT 24 uaca cie/ HipkekrHpanero e 0,5% oT aaanTHpaHaTa KbM TEIIECHOTO TErJ10 1033 IO BpEME Ha
npoyypaHe. KonuyecTBOTO Ha NPHETHSA € KbpMaTa HOXEKCOJI OT KbPMa4ETO Npe3 MbpBHTE 24 yaca oT
MHXEKTHPAHETO CHOTBETCTBA CAMO Ha 0,2% or neauaTpH4HaTa 103a.

4.7. EdexTH pLpxy cnocobHOCTTS 38 OPHPAHE H pabora c MAlIHHA

He ce npenopbusa Wwodupate wik pafoTa ¢ MALIHHK €[HH 4aC CEA MOCICAHOTO HHKEKTHPARE HIIH 24

yaca cJie/i HHTpaTeKallHa npouexypa (Bx. To4ka 4.4).
BeIpexH TOBa, NPH HATHYHETO HA MEPCHCTHPALIM CHMITTOMH CIEA Muesiorpadus € Heobxoauma

HWHAKBHYaNHa NpeLeHKa.
4.8. Hexenanu NexapcTBEHH PeAKOHH

OB1K (BaIMARY 338 BCHYKH H3M013BaHH HOAHW KOHTDACTHH CPEACTRA):

[T0-0JTy Ca ONHCAHHTE BE3MOXKHHTE OOLIH HEXENAHH ed)eKTH, CBbP3aHH C PEHTTEHOIPaPCKHTE TPOLIENYPH,
KOMTO BIUTIOUBAT H3MOJ3BAHETO HA HEHOHHH MOHOMEDHH KOHTPACTHH CPEACTBA. 38 HEXENAHHTE edeKTH,
cren(UUHK 33 HAYHHA Ha IPHJIOKEHHE, MOJIA BHDKTE cnenupHUHATE pa3fcH.

Peaki{iy Ha CBPbXTYBCTBHTEIHOCT MOIAT Aa CE MOABAT HE3ABUCHMO OT A03ATa H HAHHA Ha PHIOKEHHE,
KaTO NEKWre CHMITTOMH MOrAT /ia NIPeACTaBIsBaT WhPBHTE NNPH3HALK HA CCPHO3HA aHapHNaAKTOHAHA
peaknus/isok. IIpunaraneTo Ha KOHTPaCTHOTO CPEACTBO TpaOBa ia Obae He3abaBHO NPEYCTaHOBEHO K AKO
e HeoBXOMHMO 212 ce npeanpHeMe crnelHpHYHa Tepanis, NPHIOXEHa BRTPECHAOBO.

YecTo ce Habmonasa MpexoAHO NOBHILABAHE HA CCPYMHHS KPEATHHHH CJIC/ TIPHJArane Ha HoHH
KOHTPACTHH CPEe/CTBA, KATO € Bhb3MOXKHA H NMOKBATA HA KOKTPACT-HHIY LIMpaHa HedponaTus.

Plonussm miy “HoxHa 3ayLiKka” € MHOTO PAJKO YCNOXKHEHHE NPH HOAHHTE KOHTPACTHH CPCACTRA,
NPOSBABALLIO CE C OTOK H OOJIE3HEHOCT Ha CIIOHYCHHTE KNE3N npuOmu3nTenso o 10 Anu caen

H3CREABAHCTO.

IpeacraperaTa No-AOJY YecToTa ¢ fa3npaHa HA KIBHHUHATA ROKYMEHTallHA HA KOMII2ZHHSTa H
nyOnuKyBaHH MaliabHU POYYBaHHsL, CPABHABALIM NOBEYC OT 200 000 nauueHTa.




Yecrorara Ha HEXEJIAHHTE €EKTH € onpeResicHa KaKTo Cle/Ba:
Mmuoro yectH (=1/10), yuectn 1/100 ao <1/10), neuectu (=1/1 000 ao <1/100), peaxn &1/10 000 ao <1/1
000), maoro peakn (<1/10 000) 1 ¢ nenzBecTHa 4eCTOTa (OT HAIMYHHATE JAHHH HE MOXKe 1a ObJie HanpaBeHa

OLIEHKA).

—_

Cucremo-opr | Muoro | YHecrn Heqecrn Penxn Muoro peaxu C HeH3BECTHA
AHHEH KA8C | T9ecTM HYECTOTA
Hapymenns CepuexuyscTeuTen | AHadHnaxTHuna/ | AnadprnaxravyeH/
Ha HMYHHaT® oct (Moxe 53 Opae | anadunaxTouaHa | aHadAKTOHACH
cHCTEMA XHPOTO3ACTPANIABA | peaxims (Moxe 4a | mox (Moxe ma
A WwiK ¢aranHa) 6nae 6bae
' BKIIOYHTETHO XHBOTO3GCTPAILIA | IXHBOTO3SCTpALIA
JUCTIHER, OOpHB, BaINA WM BAIN WIH (aTaNCH)
r‘ EPHTEMA, (qaranna)
yprvKapus, chplex,
KOXHA pEaKIyg,
KOHIORKTHBHT,
KANLIHDA, PAHAT, |
KMX8HE, BACKYJIHT,
aHTHOCACM, OTOK Ha
NapUHKCa,
NApHHNOCNIATHM,
fporxocnassM HIH
HCKBPAHOTEHEH
Genonpoben oToK.
Te3n peaKuIHH MOXE
A2 FL3IHHKHAT
HENOCPEACTBCHO
cien
HIDKEXTHPAHETO W
na eaar npuaHalM
| 38 HAYANOTO HA
wok. Koxrmre
PCaKLMH HA
CBPEXUYYBCTBHTCIIHO
CT MOXE Ja
BFE3HHKHAT [0
HAKONKO JAHH
10-KBCHO. |
Hapymenus FnasoBonue Jncrey3uns
Ha HepBHAaTA {npexoncH
CHCTEMA MCTA/ICH BKYC),
BA30BArANEH
CHHXOT]
Copaeuns bpanuxapnus

_HAPYINCHRT
CuaoBH Xnnepronna,

HApYLICHHA XUNOTOHKRS _

T CroMaiHo-4p ["ancHe [TospnmiaHe, Juapus Y BCIHUCHHE HA
€BHH kopeMHa Dotka CIIOHYCHHTE
HapyimeHus | | KIICIH
O0mx YyscTBO Xunepxuaposa, | Ilupexchs TpenepeHe
HapyIleHHS W Ha YYBCTBO HA (BTpBCARE)
e¢deKTH Ha TOILIHHA CTYICHHHA,

MACTOTO Ha BA3OBAra/IHH
NPHIIOKEHK PeaxiMH




Hapanasanus, Honmsnm
OTPaBIHHA K
YCNOXKHEHHS, |
FE3HHKHANM B
pe3yaTar Ha

HHTCPBRCHILIHH

BoTpechaoBo npuIoKEHHE (HHTPAaPTEPNANHO H MHTPABEHO3HO NPHIOXKEHRNE)
Mons nvpeo euwocme pazoen “Obwyu”. Ilo-dony ca onucanu camo nexceranume cvbumus u maxsama

Yecmoma npu 8bMpecvO080 NPUIOICERUE HA He-UOHHU MOHOMEDPHU KORMPACMHU CPedCmea.

XapakTepbT H& HeXenaHUTE edekTH, cneurdpuuno HabmoaaBaH MO BpEME Ha HHTPAAPTEPHAIHO
MPHJIOXKEHHE, 3aBHCH OT MACTOTO HA HIDKEKTHPaHe H Ao3ara. CesleKTHBHUTE apTepHorpadHi # Apyri
IpOLERYPH, NPH KOHTO KOHTPACTHOTO BELLECTBO JOCTHIa OTAEIEH OPraH BbB BUCOKH KOHLIEHTPALIMK MOXe
Aa ObJaT CRbP3aHH € YCIOXKHCHHUS OT CTPaHa HA TO3M ONPEAENicH OpraH.

Cucremo-opraanen | Muoro | Yecrm r Heuecn Peaxn Mnoro peaxn | C nesspecThs
KJIAC JeCTH JeCTOTH
Hapyinenun Ha TpombouHTONICHMUS
KphBTa H NHM(HATa
CHCTEMS
Hapywicnns Ha | | TupeoToxcuxosza,
CHAOKPHHHATA BPEXOACH
CHCTEMA | | L XHNOTHPEORHTbM
[NcHXHYHK Obnpkanocr,
HapYINCHMA BL30Y 18,
beanokolicTeo,
TPEBOXKHOCT,
| l |. ACIOPHCHTALIHA
Hapymenus Ha 3amanHoCT, F'spuone, AMHe3Hs, NpexoaHa
HEPBHATA CHCTEMA CHLHJIMBOCT, | Hapymenne na | MoTopna achyHKIMA
Nape3n, MapaNu3d | ChIHAHMETO, (sxnourTenno
MOIBYHOCHIOB | HAPYINEHKE Ha
MHEMACHT, rosopa, athasu,
CTYnop, JH38PTPHA),
CETHBHH KOHTPAacTHa
HAPYIHCHKS cnuedanonarns
{BKMOMMTENHO "
* XHNOECTE3NA ),
NapecTe3ua,
L TpEMOD
Hapymesus Ha O9HTE 3puteno Ipexoana
YBpeXRAAHE KOPTHKATHA CIENOTA
(BXUTIOMHTENTHO
IRTUIONMAA, i
3AMEITICHO
3PCHHE),
¢oTododus
Hapymenns Ha yxoro [Ipexorna 3aryba xa
CIryxa




CrpneuHn
HADYICHAS

ApHUTMHA
(BKITIQUHTEAHO

Gpanmxapaus,

TAXHKAPIHR)

Hudapkr #a

MHOKEpAA,
bonka B

rBPARTS

Tewxxs cepacaHH

YCIAOKHACHHS
(BIIOUHTETHO

ChpACHCH apecT,
KapHO-PECCITHPATOPEH
apecT), ChbpleuHa
HEXOCTATBYHOCT,
CTIa3LM Ha
KOPOHAPHHTE

apTEepHH, LIHAHO3A

CbaoBH HADYIHCHKS

Il'openin
BhIIHH

lllox, aprepuanen
CNashM,

TpoMBOdNIEOUT U

BEHO3HA Tpombo3a

Pecrieparophu,
TPBIHHA Y
MCAMACTHHANHK
HAPYICHHA

Ilpexonnu
DPOMEHH Ha
JAHXaTCRHaTA
4eCTOTa,
PECITHPATOPCH
JHCTPEC

PECIIHPATOPEH

Temus peciHpaTOpHH
CHMIITOMH H

NPH3IHALIN,
Oenoapober ook,
OCTLD PECTIHPATOPEH
JABCTPEC CHHIPOM,
OpoHxocnasLM,
NAPHHINOCTIATHM,
any{es, acupalun,
ACTMATHYCH NPHCTBI

CToMatlHO-4peBHH
HAPYIICHHA

Baomagase Ha
NAHKPEATHT

Hapymenns na
KOXKATa H MOAKOKHATA
ThXAH

Obpus, cepbex,
YPTHKapH3

byno3len acpmarur,
CHHIPOM Ha
CupsiRc-JMOHCHLH,
TOKCHYHA
CITHACPMANHA

HEKPOJTH38, OCTHD
ICHECPATHINPAH
EK3AHTEMATO3EH
rycrynoseH obpus,
MPOBOKHPAH OT
NEXApCTBOTO OOPHB C
cO3HHODUINA H
CHCTCMHH CHMITTOMH,
obocTpsine Ha
CBIIECTRYBALI
NCOPHA3ZHKC, CPHTEMA,
NMPOBOKHPAHH OT
NEKapCTROTO

Hapymenns Ha

MY CKYNHO-CKCJICTHETA
CHCTCMA H
CBCAHHHTCNHATA
ThKaH

ApTpanrus, MycCKyJiHa
cnadocr,

MYCKYJTHO-CKENETCH
cna3bm, Oonka B repba

HapyiieHus Ba
OubpemrTe K
NMHKOYHHTE ITLTHINA

[TosHiDEH KpeaTHRWH
B KPBBTA




OO0t napymenus 4 Bonxa Creroanua Ha Peaxipds Ha MACTOTO

epeKTH Ha MACTOTO HA AUCKOMGOpT | acTeHns Ha NPHIOKEHHE,

MPAIIOXKCHHE (FxmouMTENHO BIUHOYMHTEIIHO
Pu3HYCeCKO CKCTPABA3ALAA
HEPA3NOOKCHHE,
ymopa)

Hapanssanus, Homusem

OTPAaBAHKR H

YCIOXKHECHANA,

BEb3HHKHAYK B

DE3YATAT HA

HHTEPBCHUHH

HHTpaTeKkaaHO [TPHIOKEHHE

Mons nvpeo suocme paszden “"Obwu”. Ilo-Oony ca onucanu camo nexceranume cobumus u maxHama
NeCMoma Npu. UHMPAMEKQAIHO NPUROICEHUE HA He-UOHHU MOHOMEDHU KORMPACMHKY Cpedcmeq.

Hexenanure ePexTH caea HHTPATEKANHO NPHIOKEHHE MOXeE a OuaaT oT 3a0aBeH THI H Aa Ce NOABAT
HAKOJIKO 4Yaca HJIH IOPH JIHH cael npoueaypara. Yecrorara € nogobHa Ha Ta3H NPH CAMOCTOSTENHRA
nymbanHa nmynkums. ['nmasobonue, rageHe, noBpblIaHe HH 3aMAaSHOCT MOXE A0 NOJISMa CTeneH 1a ce
ABJDKAT Ha CNIaJIaHe HA HAJMraHETO B CyOapaxHOMNANHOTO NPOCTPAHCTBO B PE3YJITAT HA H3THYAHE HA
JIMKBOP OT IMYHKIHOHHOTO MACTO. TpaOBa na ce n3dsarea HMHIIHOTO H3THYAHE Ha LiepeOpocnHHaNna
TEYHOCT, 34 Aa C¢ MHHHMH3HPa NOHHXKEHAETO HA HAJNATAHEeTO

Cucremo-oprannes | Muoro gecrn | Yeern | Heweorn Peaxn Muoro C semisecTra

KIRC peaxu HECTOTS

TTcuXHUEK T Ob0bpranocr, Bs30yaa,

HEPYLICHKA 6c3anokolicreo,

h Ne30PHEHTAIMA
Hapymenss Ha ["nanobonue AcenTayeH ["spuone, MeHHHrHITLM,
HCPBHATA CHCTEMA (Moxe na MCHMATHT 3aMAaXHOCT CITAICIITHYCH CTATYC,
OBAE TEXKKO K (BKMOYHTENTHO KOHTPAacTHA
TpaltHo) XHMH4EH eHuedanonaTns,
MCHMHI'HT) MOTOPHA JUCPYHKLMA

(BKTIOMHTENHO
HEPYIGECHHE HA IOBOPA,
ajaiug, Au3apTpUL),
NapecTesys,
XHIIOECTE3HA H
CETHBHH HapyIIEHHA

Hapytnenna Ha [Ipexonna kopTuxanHa

OuHTC cnenota, porododux

Hapymenns na [lpexonna 3ary6a Ha

yxoro Gryxa

CroMaIHO-9peBHA lanene,

HApYWCHHA NOBPBHLIAHE

Hapyinenus Ha Bonxu sbs Myckynnu cnasMu

MYCKYIHO-CKENCTHA spara, H0yxd B

T2 CHCTEMA ropba

O6uy HapymeHHs H bosxu s

e(pEXTH HA MACTOTO KpalHuMIETe

Ha TIPHNOKECHHE




I IpHaoxKeHHE B TENECHHTE KYXHHH
Mons mepeo ewiceme pazden “‘Obwu”. Ilo-00ay ca onucanu camo nexcerauume coOuMus 4 maxnama
YeCmOma Npu NPULONCERUEMO HA He-UOHHU MOHOMEDHU KOKMPACMKY CPeoCmead 8 meaecHume KyxuHu.

Eunnockorncka perporpajHa xonanruo-naHkpearorpabus (ERCP):

Cacremo-opransen | Mnaoro Yeern | Heaectn | Peaxm | Muoro lc
Kaac YeCTH PCAKN | HCMIBECTHR
| H4eCTOTS
CroMmatiHo-IpeBHI Iauxpearwr,
HAPYHICHHS NOBHIICHHE HA
AMMJIA3ATA B KPBHBTA
[ lepopanso NPHIACKEHHE:
Cucremo-oprannen | Muoro Yeern Heseern Peaxn | Maoro | C
Kiac YECTH PeaAKM | HCHIRCCTHE
quecToOTa
CromMamHo-4pesnd | JInapus ['anene, nospumane Kopemna
HADYIIICHHL 6onxa
XH 14! g (HSG):
Crcremo-opraanen | Mnaoro Yeorn Heaeern | Peaxn | Muoro | C
KJIAcC YeCTH PCAKH | HeH3IBecTHA
9ecTOTa
Cromamno-gpesir | bonxwu B
HAPYIDCHUA NONHATA
9acT Ha !
xopema
ApTporpapus:
Cucremo-oprasinen M=uoro Yecrn Hewectn Peaxm | Muoro | C
KRG 4eCTH PCAKE | HEW3IBECTHA
4eCTOTH
t + : '
Hapywenns na AprpuT
MYCKYJIHO-CKEJICTHATA
CHCTEMA H
CHCIIMHHTETHATA
e |
| ! = |.
Obmu rapymenns n Bonka
epeKTH HA MACTOTO Ha
NMPUNCICHHE |




XepHHorpadus:

Cucremo-opranuen | Muoro Yecrn | Heaeern Peaxn | Muoro | C
KJIac HeCTH peaxkH | HEH3BECTHA
YECTOTA
4 '
O6uid HApYIICHHS K bonka cnea
edexTH Ha MICTOTO NpoLeypara
HA MEPUIOKCHHE h
Onucanne Ha ONPEACNEHN HEXENAHH DEAKLIHN

CrobwaBann ca TpOMOOEMOOIHYHE YCIOKHEHHA, CBbP3aHH C KOHTPACTHO-YCHJIEHA aHruorpadus Ha
KOpPOHapHHUTE, MO3bUHHTE, Su0peannTe H nepudeprute aprepud. KOHTPacTHOTO CPEACTBO MOXKE Jia
AONPHHECE 33 TE3H YCHOKHEHHS (BX. TOYKa 4.4).

CbobuiasaHH ca CTy4aH Ha CbPACYHH YCIIOXKHEHHA, BKIIOYHTENHO OCThP HH(APKT Ha MHOKapAa O BpeMe
Ha HJIK Clel] KOHTPACTHO-YCHACHA KOpOHAPHA aHrvorpadus. IanueHTHTe B CTApUECKa BH3PACT HIH TAKHBA
C TEXXa KOpOHApHa apTepHanHa OoNiecT, HecTaOKIINa aHI'HHA NEKTOPHC H ANCPYHKIHA Ha NABATA KaMepa
ca C MOBHILEH PHCK (BX. TOUYKa 4.4).

B MHOro peliKd CTyyad KOHTPACTHHTE CPSACTBA MOXE Aa NIPEMHUHAT NTpe3 KPbBHO-MO3b4HaTa fapuepa v 1a
NMPOHHKHAT B MO3bYHATA KOPa, KOETO /1a NPHYHHEKN KOHTPACTHA cHuehanonaths (Bx. TouKa 4.4).
CuMnToMuTEe MOXE Aa BKIIIOYBAT r1aBob0iMe, 3PHTEHA HAPYLICHHS, KOPTHKAJIHA CNENOTa, MbpUOBe,
ObpKaHOCT, JE30PHEHTALMA, CBHJIMBOCT, 3ary0a Ha Chb3HAHHE, KOMa, 3aryba Ha KOOpAHHALHSA,
XeMmurapesa, HapyLICHHE HA NoBopa, ada3Hia, aMHE3HA H MO3BbYEH OTOK. CHMIITOMHTE ODHKHOBEHHO C¢
MPOSABABAT B PAMKHTE HA HAKOJIKC MHHYTH A0 24 yaca cie NpuiokeHHe. B mosevyero JOKNaaH no

CIAYHaHTE peakiusTa NPOAL/IKABA HAKOJIKO 9aca 10 72 waca.

AHa(pHIAKTOHAHATA PEAKUHSA H aHA(DHIAKTOMAHHS LIOK MOXKE Jla AOBERAT A0 TEXKKA XHIIOTOHHA H
CBbP3aHHTE C TOBA CHMIITOMH H NPH3HAIM KATO XMIIOKCHYHA eHnedanonaTua, 0pbpeuna u uepHoapobua
HEAOCTATHUHOCT (BXK. TOUKA 4.4).

B HAKOM OT CIYYaMTE, EKCTPAaBa3AlHATA Ha KOHTPACTHO CPEACTBO MOXE a A0BeAE RO NiokanHa 6onka
OTOK, KOHTO COHKHOBEHO HaManssat 6e3 mocneacrens. Coo0UIaBaHH ca CIyyaH Ha Bb3NalleHHe, ThKaHHA
HEKPO3a H CHHAPOM Ha KOMIIApTMEHTA (BXK. TOYKA 4.4).

[leAMATPHYHH NALIHCHTH:

[IpexoaeH XUNOTHPEOHAHIBM € CHOOIIABAH NIPH HEAOHOCEHH JICHa, HOBOPOACHH H IIPH ApPYTH AclNa cliex
NPUIAraHeTo Ha HOAHH KOHTPacTHH cpeacTBa. HeaoHOCEHHTE Aeiia Ca OCOOEHO YYBCTBHTENIHH KbM €(eKTa
Ha #iofa. Cro0LiaBaH € IPeXoAeH XHIMOTHPCOHAHW3BM NMPH HEAOHOCCHH ACLA, KEPMEHH OT CBOHTE Maiiky.
KepMeuara Maiika uecto € Ouna usioxkeHa Ha aedcreuero Ha OMHHNAK (BX. To4ka 4.4).

HeobxoauMo € OCHrypABaHETO HA aACKBATHA XHAPATALMS IPEAH H CAER [IPHIATAHETO Ha KOHTPACTHOTO
CPEeACTBO, OCOOEHO NPH KbpMaucTa W MaNKH Acka. [IpueMsT Ha Hed)pOTOKCHYHH NlexapcTaa TpadBa 1a Obae

npeycraHoBeH. CBbp3aHATa C Bb3pacTTa NOHHIKEHA CKOPOCT Ha raoMepyiina Guirpanua npyu KbpMaueTaTa
MOX€ CBILIO Aa A0BeAe A0 3a0aBAHe EKCKPELHATA HA KOHTPACTHHTE CPe/ICTRA.

Crobuiapane Ha NOAO3NPAHH HEXKENAHH DEAKIIHH
C10011aBaneTo Ha ORO3MPAHH HEXKEIAHHA PCAKIIHA CICA paspemasaHe 3a ynorpeda Ha nexapcTeeHns
NPOAYKT € BAXHO. T0Ba N03BONLBA A4 NPOALIDKH HaOMOACHHETO Ha CHOTHOLICHKETO NON33/PUCK 32

NEKAPCTBEHHUA NMPOAYKT. OT MEAMLIMHCKHTE CIICLIHANIMCTH CE€ U3HCKBR Ja ChOOIIARAT BCAKA NOJ03HPpaH
HEXKENIAHA PEaKIHA Ype3 HALlHOHATHATA CHCTEMA 38 ChobinanaHe:




HanpaHHTENIHA areHi|s N0 ACKapCTBaTa
yn. ,.JlamsaH I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiit: www.bda.bg

4.9. [lpeno3mpane

IpeAxIHHAYHATE BAHHH 10KA3BAT €/1HA BUCOKA I'PaHHLa Ha Oe3onacHOoCT npu OMBHMNAK, KaTo He ca
YCTaHOBCHH (DUKCHPaHH MNOPHH HUBA HA 403aTa NPH PYTHHHO BETPECHAOBO NMPHJIOKEHHE.
CHMNTOMaTHYHOTO NPEAO3HPAHE HE € XapaKTEePHO NMPH NALHEHTH ¢ HOpManHa 0bOpeuHa GyHKIHS, OCBEH
aKo naudenTa e nonyqun noseye ot 2000 mg I/kg T.M. 3a OrpaHHYCH NEPHOA OT BpPEME.
[TpoaB/DKHTENHOCTT2 Ha NpOLIEAYpaTa € BaxHa 332 GpOpeynaTta NOHOCHMOCT Ha BHCOKH J103H OT
KOHTPACTHOTO CPeACTBO (112 ~2 waca). Ciyualino npeo3npaHe e NO-BEPOATHO el CIOXKHA aHrHorpadcka
[IpoueAypa NpH Aella, 0COOEHO KOTaTO CE NPUIAraT MHOXKECTBO HHIKEKIIHE OT KOHTPACTHOTO CPECTBO C
BHCOKH KOHHEHTPALIHH.

B ciiyyali Ha npeao3upaHe € HeoOX0IMMO KOPUTHAPAHE Ha BCCKH BOJICH MIIH EIEKTPOJIMTEH AucOananc.
brbpeunara ¢pyHkuus TpaOBa Aa ObAe MOHMTOpPUpaHA B CEABAIHMTE 3 THH, AKO € HeOOX0AUMO MOXE /13 Ce
MPHNOKH XEMOIHATH3A 32 OTCTPaHABaHE HITHIULKA OT KOHTPAcTHOTO cpeacteo. Hama cnenuduaeH
aHTHAOT.

5. GAPMAKOJIOTHYHH CBOMUCTBA

S.1. <PapMakoIHHAMHYHH CBOHCTRA

MapMakoTepaneBTHYHA IPYNa: PEHITCHOKOHTPACTHH CPEACTBa, HoaHpasu
ATC: VOSABO2

3a No-roiAMaTa 4acT OT H3CACABAHHTE XEMOAMHAMHYHH, KJIHHHKO-XHMHYHH H KOAryJIALIMOHHH NapaMeTpH
CHieJl HHTPABEHO3HO HHXKEKTHpaHe Ha HOXEKCOJ Ha 3pasH N0OPOBOIILH, HE ¢4 YCTAHOBEHH 3HAYHMH
OTKJIOHEHHS B CTOMHOCTHTE B CPABHEHHE C T€3H NIPEAH HIDKeKTHpaHeTo. Haxonkoto Habmopapauu
NIPOMEHH B NaGOPaTOPHHTE NapaMeTPH ca OHITH MAJIKH H MPELICHEHNW KATO TAKHBa 0e3 KNIHHHYHO 3HaYEeHKeE.,

5.2. (DapMAKOKHHCTHYHH CBOHCTBA

[Toutu 100% OT HHTPABEHO3HO HIKEKTHPAHHR HOXEKCON Ce eXCKpeTHpa HeMpoMeHeH npe3 6ubpeunTe B
paMKHTE Ha 24 yaca pu NauUHeHTH ¢ HopManHa Os6pedna GpyHkuus. MakcumanHa KOHUEHTpALHA Ha
HOXEKCOJ1 B YPHHATa Ce NMOosABsBA OKOJO | Yac cnen nHxkexkTHpaHeTo. He ca ycTaHoBeHH MeTabOoNHTH.
Cabp3BaHeTO HA OMHHIAK ¢ [IPOTEHHHTE € TOJIKOBAa HHCKO {ITO-MaNKo oT 2%), 4e HAMA KIHHUYHO
3HAYEHHE H CIEAOBATE/IHO MOXE Aa Obae npeHeOpernaro.

5.3. IlpeaxnuHH9IHH JAHHH 3a 6e3o0macHOCT

Hoxekcon HMa MHOTO HHCKa OCTPa TOKCHYHOCT NPH HHTPABEHO3HO MPUIICKEHUE NPH MHILKH H IUTEXOBE.
H3cneaBanHsTa NIpH XKHBOTHH NMOKA3BAT, Ye HOXEKCONl HMa MHOTO HHCKO CBBP3BaHE ¢ MPOTEHHHKTE H €
fo0pe noHocuM ot ObOpemTe. CHpASUHO-CHAOBATE TOKCHYHOCT H HEBPOTOKCHYHOCTTA ¢4 HHCKH.
Jloka3aHo e, 4e CNOCODHOCTTA 33 pasrpakiaHe Ha XHCTAMHHA H aHTH-KOAryJIaHTHATa aKTHBHOCT Ca
IO-MAaJKH B CPaBHEHHE C HOHHHTE KOHTPacCTHH CpEJICTBA.




6. OAPMAINEBTHYHH JAHHHU
6.1. CoHchK HA NOMONIAATE BelllecTBA

TpoMeramon

HaTtpHeBo-kanuues eaeTar

XJI0pOBOAOPOAHA KMCENHHA (34 KOpHrupaHe Ha pH)
Boza 33 HHDKEKIHH

6.2. HechBeCTHMOCTH

IIpn nunca Ha MpOyYBAHHS 32 HEChBMECTHMOCTH, TO3H IEKAPCTBEH NPOAYKT HE TPAOBa J1a C& CMECBa C
JAPYTH JIeKapCTBEHH NPOAYKTH. TpsaOBa Aa ce H3noN3Ba OTAENHA CNIPHHIIOBKA.

6.3. Cpox na rognocrt

3 rONUHH.
[IpoaykThT TP#OBa Aa Ce M3NO/A3BA BEAHAra CJie ] OTBAPAHETO MY. BCAkO HEH3NOA3BAHO KOMMYECTBO TPslBa

Aa Obae H3XBBPICHO.

6.4. ChnennanHH YCJIOBHS HA CLXPaHeHHE

Ha ce coxpanssa noa 30°C.
CobxpaHaBaiTe ONAKOBKATA B KAPTOHEHATA ONAKOBKA, 33 a CE NPEANa3H OT CBETNAHHA H BTOPHYHO

PEHTTCHOBO JTbYCHHUE.
[IpoayKTHT B CTHKIEHH QiakoHH B OYTHNKH MOXe Ja ce cbXxpansBa npu 37°C ao 3 meceua npeau

ynorpeba.
[TpoayxThT B NONUNPONHACHOBH OYTHIKH MOXeE Na ce cbXpangsa npu 37°C xo 1 Mecen npexx ynorpeba.

6.5. Bua n chAbPAXRAHEE HA ONRAKOBKATA

CTeKIEHH QNakoHH U OYTHIKH:

[IpoaykTeT € HaITbJIHEH B HHQY3HOHHH (nakodH (20 ml) u undysuonnu 6ytunku (50, 75, 100, 150 u 200
ml).

KoHTelHepHTE Ca HANPABEHA OT 6e31BETHO, BUCOKO YCTOH4HBO 60opocunnkaTHO cThkao (Ph. Eur. tun 1),
3aTBOPEHH ¢ XanoOYTHAOBH kaydykoBH 3anyiuanku (Ph. Eur. Tun I), 3aneyatanu ¢ komOunupanu “flip-off
seal/tear off seal — flat plast disc”.

[Monunponunenou OyTuaku (USB):

[IpOAYKTLT € HaITbJIHEH B NOAHHAPONHUICHOBH OyTuNKH. By THJIKHTE ca 3aTBOPEHH C XaN00yTHNOBH
kaydykoBH 3anyiuanxu (Ph. Eur. Tun [) ¥ nnacTtMacoBa kanauka Ha BHHT, NOJICHTYPEHa ChC 3aALIHTEH
IPBLCTEH.




[TpoAYKTHT ¢ AOCTARA B CNEAHATE ONAKOBKH:

poaykTt Croknenn

paaxoan/Oyranku | IlonnnponunenoBH GYTHIIKH
Omnipaque 350 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 200ml 6 x 500ml

10 x 500ml

He BCHUYKH BHAOBE ONAKOBKH MOTAT Aa ObAaT NyCHAaTH Ha masapa.
6.6. CroennansE NpeInazHA MepKH NPH K3XBLJISHE H pabora

KakTo BCHYKH NapeHTEpalHKU PORYKTH, Npean ynotpeba Omuunax TpaGea Aa 6be OrnieaaH BH3yalHO 32
HaTHYHE HA YaCTHLH, POMEHH B 1IBETA H 1IEJIOCTTA HA OMAKOBKATA.

[poaykrsT He CHABPIKA KOHCEPBAHT, 3aTOBa TPAOBA Ja Oblie HITErNIEH B CIPHHIIOBKATA HENOCPEACTBEHO
npeau ynorpeba. GaakoHuTe H OYTHAKHTE Ca MpefHa3HAueHH CaMo 3a €RHOKpaTHa ynotpeba # BCako
HEH3MOJI3BaHO KONHYECTBO TpAOBa fa Oble H3XBLPACHO.

Heu3non3BaHHAT JIEeKAPCTBEH MPOAYKT HIIM OTNAXbYHHTE MATEPHANIH OT HEro TPAOBA 1a CE H3XBLPIAT B
CLOTBETCTBHE C MECTHHTE H3UCKBAHHA.

EOH'IIJIHHT@JIHH HHCTPYKIINH 33 aBTO HHXCKTOD/NOMHNA:

KouTpactHoTO cpeacTso B 6yTHika or 500 ml Tpabea nja ce H3n0n3Ba ¢ TOMOLITA HA aBTO
HHXXEKTOPH/IOMAH 0100peHH 3a Te3n ofemu. [la ce H3NON3Ba HHAHBHAYANHA NPOLEAYPA HA HHKEKTHPAHE.
[ToaenkHaTa yacT Ha aBTO HIDKEKTOPA/MOMIIATA, OTHBAIA KLM FIAUHENTA, TpAbBa na 6bae cMeHsaHa cnel
BCEKH NalMEeHT. HeH3no/3BaHOTO KONMHYECTBO KOHTPACTHO CPEACTRO, KOETO € OCTaHAIO B SyTHIKATa M
BCHYKH CBBP3BaIld TPLOH TpAGBa Aa ce U3XBBLPAAT B Kpad Ha AeHs. 33 yA0OCTBO MOraT 21a ce H3Mo3BaT H
no-manxu OyTWIkH. TpabBa aa ce Cna3saT HHCTPYKUMHTE HA NPOK3BOAMUTENS HA ABTO HHXCKTOPA/IOMIIATA.

7. ITPHTEXATEJI HA PAZPEIIIEHHETO 3A YIIOTPEBA
GE Healthcare AS
Nycoveien 1
0485 Oslo
Hopserus

8. HOMEPA HA PAZPELHIEHHMETO 3A YIIOTPEBA

Omnipaque 350 mg I/ml - 11-16152/15.12.201 1, Per.Ne 20010933




10.

HAATA HA ITBPBO PA3ZPEINABAHETIONHOBABAHE HA PAIPEINEHHETO 3A
YIIOTPEBA

23.05.1989 - mppBO pa3pelllaBaHe
15.12.2011 - nocaegHo NOAHOBABAHE HA Pa3pelliecHHETO 33 ynoTpeba

HATA HA AKTYA/IMZUPAHE HA TEKCTA

Oespyapu 2026




