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1. HUME HA JEKAPCTBEHHUA IMTPOAYKT
Omuunak 300 mg I/ml uHxkekMoHeH pa3TBop
Omnipaque 300 mg I/ml solution for injection
2. KAYECTBEH H KOJIMMECTBEH CBCTAB
_AKTHBHO BEILECTBO KoHiieHTpalus Chbabpxkanue 3a 1 ml
Hoxekcon (lohexol (INN)) 300 mgl/ml 647 mg exBuB. 300 mg I |

Hoxekcol € HeHOHHO, MOHOMEPHO, TPHHOAHPAHO, BOAHO-Pa3TBOPHMO PEHTTE€HOKOHTPACTHO CPEACTBO.

CToliHOCTHTE HA OCMOJIApUTETa U BUCKO3UTETAa Ha OMHHNAK Ca KaKTo CJIe/1Ba:

Ocmonapurer* _
KoHuenTpauus Osm/kg Hz0 Buckosurer (mPa-s)
_ 37°C 20°C 137°C
300 mgl/ml 0,64 11,6 6,1

* Meroa: ocMOMETpHS Ha flapﬂﬂﬂ HATUCK
To3u nekapcTeed npoaykT chabpxka 0.012 mg HaTpuii Ha ml, T.e. NPaKTHYECKH HE ChAbPIKA HATPHIA.

3a MbJIHUS CIIMCHK HAa MOMOLIHHUTE BEIEeCTBA, BHXKTE TO4YKa 6.1

3. JJEKAPCTBEHA ®OPMA

MHXEeKIIHOHEH pa3TBOP.
OMHunak ce npeasiara noj ¢opmara Ha rotos 3a ynorpeba, Guctosp, 6e3uBereH /10 671€/10 XKbJT CTEPUIEH
BOJICH Pa3TBOP.

4. KJIHHHYHU JAHHHU

4.1. TepaneBTHYHH NOKA3ZAHHSA

To3u nekapcTBeH NPOAYKT € NpeAHa3HAYEH CaMo 3a JJMArHOCTHYHH LIEJIH.

PEHTreHOKOHTPACTHO CPEACTBO 3a NPHJIOKEHHE NPH Bb3PACTHH M Aeua 3a yporpadus, gueborpapus, i.v.
DSA (aururania cy6rpakunonna anruorpapus), CT ycunsane, aprepuorpadus, Kapadoanruorpapus u
l.a DSA. Muenorpadus. 3a npuioxeHne B TEJECHUTE KyXHHH: apTporpadus, eH10CKONCKa-peTporpaaHa
nankpearorpagus (ERP)/ennockoncka perporpansa xonanrm—nanxpeamrpaqmn CR) NepuHOrpadus,

XHCTEpOCANMUHIorpadus, cuanorpadus 1 U3ClieJBaHHE HA CTOMALLIHO-YPEBHHA PPAKY T \




4.2.  Jl03HpOBKA H HAYHH HA NPHJIOKEHHE

Jlo3aTa 3aBHCH OT THIIA HA H3CJIE/IBAHETO, Bb3PAaCTTa, TErJ0TO, ChPJACYHHUS JEOHT H OBLIOTO ChCTOSHHE Ha
MauUeHTa H U3M0JI3BaHaTa TeXHUKa. OOMKHOBEHO Ce MPHJIAraT ChIUTE HOAHW KOHLEHTPALHH 1 06eMH
KaKTO MpPH APYTHTE HOAHH PEHTIEHOKOHTPACTHH CPEJCTBA B TEKYLIATa MPAaKTUKA.

KakTo npu pyrure KOHTPacTHH CPEACTBa € HEOOXOAHMO OCHTIYPABAHETO Ha JAOCTATBYHO XHAPATHPaHE Ha
MalMeHTa NpPeaH U Cliell MpUiaraHe Ha KOHTPACTHOTO CPECTBO.

3a HHTPaBEHO3HO, HHTPAAPTEPHAIHO H HHTPATEKAIHO MPHIIOKEHHE H NPHIOKEHHE B TEIECHH KYXHHH.
CreiHuTE JO3HPOBKH MOraT Jja Ce M3MoM3BaT KaTo yKa3aHHe:

YKa3aHUd NIPH MHTPABEHO3HO NMPHJIOKEHHE

[lokaszaHus | KoHueHTpanus Ob6em I 3abenexka |
Yporpadus
80 ml morar na
Bb3PACTHM: 300 mg I/ml 40-80 ml l Obaar
uiu 350 mg I/ml 40-80 ml HA/IBULLICHH B
onpeneieH
clly4au
neua <7 kg 240 mg I/ml 4 ml/kg T.m.
win 300 mg [/ml 3 mli/kg 1.m
| Makcumym 40m]
aeua > 7 kg 240 mg I/ml 3 ml/kg T.m L
HiH 300 mg I/ml 2 ml/kg T.m
Dnedorpadus uiu 240 mg [/ml 20-100 ml/na kpak
(kpak) uiau 300 mg I/ml
t |
| DSA (JIlururaiua
cybrpakuuonHa | 300 mg I/ml 20-60 ml/uHx.
anruorpagus) uwim 350 mg I/ml 20-60 ml/unx.

CT ycunBane 140 mg I/ml 100-400 ml
Bb3PACTHH: uian 240 mg I/ml 100-250 ml
uiam 300 mg I/ml 100-200 ml
i 350 mg I/ml 100-150 ml

Jena: | 240 mg I/ml uau | 2-3 ml/kg T.M. 10 40ml




300 mg I/ml | 1-3 ml/kg T.m. 10 40ml

CJIy4dHn Morart Jia

obaar
NMPHJIOXKEHH J10
100 ml

-

YkazaHus PH HHTPAAPTEPHATHO NPHJIOXKEHHE:

[Toka3aHus I KoHueHTpalus 4 O6eMm _| 3abenexka
Aprepuorpadpuu
CBOA0Ba aoprorpadus 300 mg I/ml 30-40 ml/ umx. O6eMbT Ha
CeJIeKTHBHA LiepebpaliHa 300 mg I/ml 5-10 ml/ unx. HHKEKLIMATA
aoprorpapus 350 mg I/ml 40-60 ml/ unx. 3aBUCH OT
¢demopaiHa 300 mg I/ml 30-50 ml/ unx. MSACTOTO Ha
ik 350 mg I/ml HHIKEKTHpaHe

NPYTH 300 mg [/ml 3aBUCH OT BHJIA

h | Ha u3cneaBaHeTo |
Kapaunoanrunorpadus
Bb3PACTHH:

JIABa KaMepa u
HHXXEKTHpaHe B ocHoBaTta Ha | 350 mg I/ml
aoprara

CEJICKTHBHA KOPOHAapHa 350 mg I/ml
aprepuorpagus
aeua: 300 mg I/ml

uiau 350 mg I/ml

30-60 ml/ nux.

4-8 ml/ unx.

3aBHCH OT
Bb3pacTTa,
TErJoTO H
MaToJOrusATa

makc. 8 mli/kg
T.M.

JlururanHa cyoTpakiijmoHHa

aHruorpadus
Bb3DACTHH: 140 mg I/ml
und 240 mg I/ml
i 300 mg I/ml
feua: 140 mg I/ml

1-15 ml/ uux
1-15 ml/ unx.
1-15 ml/ unx.

3aBHCH OT
Bb3pacTTa,
TErJa0TO H
MnaToJIOrusATa

B 3dBHCHMOCT
OT MACTOTO Ha
HHXCKTHpPAHE
[MOHAKOra
roJicMHu

obemu — 10 30
ml — Morar na




YKa3aHHE NPH MHTPATEKAJIHO MPHIIOKEHHE:

[lokazanus ) j KoHueHTpauus KonuuecTBo } 3abenexka
JlymbGanua u TopakaiHa 180 mg I/ml 10-15 ml
Muenorpapus uid 240 mg I/ml 8-12 ml
(nyMOaJIHO HHXXEKTHPAHE)
10-12 ml

[lepsukanna muenorpadus | 240 mg I/ml 7-10 ml
(nym6anHo urxekTHpane) | wim 300 mg I/ml ‘
[lepBukanna muenorpadpus | 240 mg [/ml 6-10 ml
(narepanno ueppukanio | wiau 300 mg [/ml 6-8 ml
UHIKEKTHPaHE)

180 mg I/ml 5-15 ml
CT umcrepHorpagus nim 240 mg I/ml 4-12 ml
(nymM6anHO HHKEKTUPAHE)
Muenorpaguu B [
neAuaTpusTa
< 2 roauHH 180 mg I/ml 2-6 ml
2-6 roiuHH 180 mg I/ml 4-8 ml
> 6 rOAWHH 180 mg I/ml 6-12 ml

3a cBex/laHe JI0 MUHHMYM Ha Bb3MOXXHHTE HEXEJIaHHW peakluy oduiara n1o3a ot 3 g oA He TpsbBa na Obvae
peBUILABaHA.

YKa3aHH€e NPH NPHIOKEHHE B TENECHUTE KYXHHH

| Mokazanus | KonueHrpauus | Konunyectso | 3aGenexka

Aprporpadus 240 mg I/ml 5-20 ml

uiam 300 mg I/ml 5-15 ml [

uiau 350 mg [/ml 5-10 ml
ERP/ERCP | 240 mg I/ml | 20-50 ml I
XepHuorpagus 240 mg I/ml 50 ml
Xucrepocannuurorpagus 240 mg I/ml 15-50 ml

| wim 300 mg I/ml 15-25 ml

Cuanorpadus 240 mg I/ml 0,5-2 ml

uiu 300 mg I/ml 0,5-2 ml




HU3cnenBaHus Ha
CTOMAILIHO-YPEBHHUSA TPAKT 4
ITepopasiHo NpHIOKEHHE WHJIMBHAYATHO
Bb3PACTHH: 180 mg [ /ml HWHAMBHAYAJIHO
uiu 350 mg I/ml
aena: 2-4 ml/kg T.™.
XpaHOnpoBO1 300 mg I/ml
2-4 ml/kg 1.M.
or 350 mg [/ml
4-5 ml/kg T.m.
TbHKkH yepBa 140 mg I/ml
2-4 ml/kg T.M.
Hea0oHOCeHH: 350 mg I/ml
PexTajiHO NpHJIOKEeHHEe 5-10 ml/kg T.m.
aeua: 140 mg I/ml nnu [Tpumep:
pa3pe/ieH ¢ YeuIMsHa BoJa Pa3penen
10 100-150 mg I/ml h Omuunaxk 240,
300 wmm 350 ¢
YyelIMsaHa BOJia
. 1:1 nom 1:2
CT ycnaBane
[lepopanHo npHIOKEHHE
Bb3PACTHM: PaspeaeH ¢ yemimsiHa Boaa | 800-2000 ml ot r [Ipumep:
a0 ~6 mg 1/ml paspeieHus Pa3spenen
pa3TBOp 3a Omuunaxk 240,
onpeeseH 300 umm 350 ¢
NepUoa Ot yelMsHa Boaa
BPEME 1:50
aeua: Pa3penen ¢ yewumsina Boga | 15-20 ml/kg T.m.
10 ~6 mg I/ml OT pa3pecHHs
pa3TBoOp
PexTaIHO NpHIOKEeHHEe
aena: Pa3pezeH ¢ yelimMsaHa Boaa ”
10 ~6 mg I/ml

4.3. IIpoTuBOonOKazannsa

CBpBX4yBCTBHTEJIHOCT KbM aKTHBHOTO BELLECTBO HJIH KbM HAKOE OT MOMOILHHTE BellecTBa (BXK. TOYKa
6.1).

[IposiBeHa THPEOTOKCHKO3A.

4.4. CpnenuajuHu npeaynpexieHHs U NpeanasHu MEPKH NpH ynorpeda

OOy npeana3Hy MEPKH NIpH ynorpeda Ha HeHOHHW MOHOMEPHH KOHTPACTHH CPE/ICTBA:

Cepvxuyecmeumennocm
AHaMHe3aTa 3a HAJIHYHE Ha aJIeprus, aCTMa WK HEXENIaHHW peaKkiiH¥ KbM HOJHH KOH
Hajlara He0OX0/IHMOCTTA OT CIIEIIHAJIHO BHUMaHHe. Beako npuiokeHue Ha KOHTpac



CJIEI0BATEJIHO, Ja Ce NpeALIecTBa OT NoApoOHa aHaMHe3a, NPH NaUHEHTH C aJlepry4Ha quaTe3a, KaTo MnpH
MALKUCHTH C U3BECTHA CBPbXYYBCTBHTEJIHOCT CE€ H3HCKBA MHOIO CTPHKTHA OLIEHKA HA Nnoka3aHuATa. Moxe
la ce OOMMCIIM TIpHJIaraHeTo Ha NpeMeuKalus ¢ KopTukocteporan wiu Hy u H, anraronucru npu
MAUHEHTH C PUCK OT HEMOHOCHUMOCT, BBIIPEKH Y€ T€ MOXE J]a HE NPEAOTBPATAT MosSBaTa Ha aHaHIaKTHYEH
LLIOK, KaTo B IGHCTBHTEJIHOCT MOXE /Ia MACKHPAT HaYyaJIHHTEe CHMNTOMM. [Ipn nauuenTH ¢ OpoHXHaIHA
acTMa pHcKa OT OPOHXOCNA3bM € MOBHILEH.

PUCKBT OT CEpHO3HH peakliii CBbP3aHH C NPUIIOKEHHEeTo Ha OMHHMINAK Ce CYMTA 3a MaTbK. Bhripeku ToBa,
HOTHMTE KOHTPACTHH CPE/ICTBA MOTaT /1a NPOBOKHPAT CEPHO3HH, XHBOTO-3aCTpallaBaliM, GpaTaiHu
aHa(UIaKTHYHH/aHAQHJIAKTOWAHH PEeaKLHH HIIH APYTH NPOSBH HA CBPbXYYBCTBHTENHOCT. He3aBHCHMO OT
KOJH4YECTBOTO H HAYHHA HA NPHJIOKEHHE, CHMIITOMH KaTO aHTHOE/1€M, KOHIOHKTHBHT, KalLTHLA, ChpOex,
PHHHUT, KHXaHE H YPTHKapHs, MOXE /J1a Ca MOKa3aTeJIHA 3a pa3BUTHETO HA CEpHO3HA aHA(UIAKTOHIHA
peakuus, H3UCKBallla JieyeHre. ETo 3amo e HeoOX0AUMO NMPEABAPHTENTHO OCHTYPSABAHE HA ChOTBETHH
JIEKapCTBa, anaparypa 3a He3a0aBHO JICYEHHE, ONUTEH U 00yUYeH NEepPCoHal B CIy4aii Ha NosBa Ha CEPHO3HH
peakuui. [1pn onacHOCT OT nosBaTa Ha WIOK, NPHJIAraHETO Ha KOHTPACTHOTO CPEACTBO TpsAGBa He3abaBHO
na Objie MpeyCTaHOBEHO, a B Cllyyai Ha HeobXoauMOCT TPsOBa J1a 3aM0YHe HHTPABEHO3HOTO NpHJIAraHe Ha
cneunpu4HO NeyeHue. [Ipenopbyusa ce BHHArH J1a ce W3non3sa abokaT WK KaTeTbp 3a 6bp3 HHTPaBEHO3€EH
JOCTHI NpeE3 AJI0TO BpEME HA PEHTIeHOBaTa NMpoLeaypa.

[lauuenTure, uanonssaiuu 6era-aapeHeprudyHy 0J10Kepu, 0COOEHO MAIHEHTH C aCTMa, MOTaT a UMAaT
NO-HUCHK Npar Ha OPOHXOCNAa3bM H 1A €a NO-MaJIKO YYBCTBHTE/IHH HA JICYCHHETO C J-arOHHCTH H
aJIPEHAJIHH, KOETO MOXE J1a HAJIOXKH M3I10JI3BAHETO Ha MO-BHCOKH N103H. Te3H nauMeHTH MOXe ChIlo Ja
HMaT aTHIIHYHH CHMIITOMH Ha aHa(HJIaKCHs, KOUTO NOrpelHo a ObAaT HHTEPNPETHPAHH KaTo Barycosa

peakuusi.

OOHKHOBEHO, pEaKLIMHTE HA CBPBbXYYBCTBHUTEHOCT 3aM0YBAT C JIEKH AMXATEIHH HJIH KOXKHH CHMITTOMH,
KaTo JIEKO 3aTpyJHEHHE Ha IMILAHETO, 3a4€PBABAHE HA KOXKaTa (EpUTeMa), YpPTHKapHs, ChpOex HiIH OTOK Ha
nvLeTo. TeXKHTE peakiluy, KaTo aHruoesieM, CyOrioTHCEH OTOK, OPOHXHAIEH CMIa3bM H ILIOK Ca PEJIKH.
Te3u peakuun OOMKHOBEHO CE MOSABSABAT B PAMKHTE Ha €JHH Yac CJie/l MPUJIAraHEeTO Ha KOHTPACTHOTO
cpeacTBo. B penku ciiyyau, CBpbX4YYBCTBHTEIHOCT MOXE J1a Bb3HHKHE H MO-KbCHO (CJIE/l YaCOBE HITH JIHH),

HO TC3H CJly4aH PsAAKO Ca XHBOTO3aCTpallaBallli H 3acAraT NpeaAHMHO KOXaTa.

Koazynonamus

CepuosHu, psiko pataiHui, TpoMO0eMOONIHYHH CHLOMTHS, NPHYHHABAIIM MHOKApEH HH(PAPKT U HHCYJIT, ca
NIOKJIaJIBAHH 1O BPEME Ha aHrHoKapAMOrpagCku npouesypy ¢ HOHHM H HEHOHHH KOHTPACTHH BELIECTBA.
Koraro ce H3BBPILIBAT MPOLEAYPH MO CbA0BA KaTeTepu3alus, TpsaOBa J1a ce 00bpHE CELHaTHO BHHMAHHE
Ha aHrMorpag)ckara TEXHHKa M KaTeThpbT 2a CE MPOMMBA YECTO (HANp.: C XeNnapHHU3UpaH PU3HONOTHYEH
pasTBOp), 3a [1a Ce CBe/Je 10 MHHHMYM PHCKBT OT CBBP3aHH C nmpolieypara Tpombo3a u eMGous.

[lo Bpeme Ha kaTeTepu3anusTa TpaOBa /1a ce HMa NpPEJBHJL, Y€ OCBEH KOHTPACTHOTO CPEACTBO, MHOXKECTBO
ApyrH (pakTOpu MOrar Jia NOBIHAAT Ha Pa3BUTHETO Ha TpoMOeMOboHuHKTE CHOUTHA. TOBa ca:
MPOAB/DKHTEITHOCT Ha M3CIIEABAHETO, OpOs HHXKEKLIMH, THIIA HA KaTeThpa U MaTepHasa Ha CIPHHIIOBKATA,
ChIIBTCTBALLMTE 3a00/I9BAHUS HA NALUEHTA H IPHEMAHHTE JIEKapCTBa.

H3cnensanero TpsaOBa 1a Tpae Bb3MOXKHO Hal-KpaTKo.
Heo0x011uMO € MOBHILIEHO BHHMAHHE MPH NMALHEHTH ¢ XOMOIIHCTHHYPHS (PHCK OT TpO .

In vitro, HeHOHHHTE KOHTPaCTHH BELLECTBAa UMAT No-ciab edexT Ha HHXUOUpaHe Ha K
MOHHHUTE KOHTPACTHH BELLIECTBA.




Xuopamayus

JloctarbuHa xuapaTauus TpsAaOBa Aa ObAe OCUIypeHa NMpeid U clel MPUIaraHeTo Ha KOHTPACTHOTO
cpeacTso. [Ipn HeobxoauMocT, nauueHTsT TpAOBa Aa Obe XUAPAaTHPAH HHTPABEHO3HO, JI0 ITBJIHOTO
OT/JieJIsHEe Ha KOHTpacTa OT opraiu3Ma. ToBa BaxH 0COOEHO 3a NALHEHTHTE C JIUC- H NapanpoTeHHEMHH,
KaTo MYJITHILIEH MHEJIOM, 3axapeH nuaber, 6b0peyHa nMCHyHKIHSA, XUTIEPYPHKEMHUS, a TAKA CHLLO M 34
KbpMaueTa, MaJIKu Jiela, MalHEeHTH B CTapYECKa Bb3PACT M MALMEHTH B 0110 00110 cbeTosHue. [Ipu
PHCKOBH MallHEHTH, BOAHHUAT H €JEKTPOJUTEH MeTabonu3bM TpAOBa a ObaT KOHTPOJIHPAHH, KaTo €
HeoOX0/IMMO H OBJIaJIIBaHE HA HUCKHWTE HHBA HAa cepyMaH Kauuuid. [Topaau puck oT aexuaparaius,
Npeu3BUKaHa OT JIHY PETHIH, 32 OFpaHHYaBaHe Ha PHCKa OT OCTpo ObOpeyYHO yBpexkaaHe, Ha MbPBO MSICTO
€ HeOOXO0JJHMO OCBIUECTBABAHETO Ha BOJIHA H €JIEKTPOJIHTHA PEXHApaTallHsl.

Covpoeuno-yupxyramopru peakyuu

HeobxoauMo € noBUILIEHO BHUMAHHE NPH NALMEHTH C TEXKO ChPAEYHO 3a00/sABaHe,
ChbPACYHO-LHPKYJIATOPHO 3abossaBaHe u OeoApoOHa XMNEPTOHHUS, Thi KATO T€ MOrarT Jia pa3BHAT
XeMOJHHAMHYHH NMPOMEHH HJIH apHTMHH. ToBa ce OTHacs 0COOEHO Clie/l HHTPAKOPOHAPHO, JIABO H JSCHO
KaMEpPHO MPHIIOKEHHE HA KOHTPACTHOTO CPeACTBO (BX. ChILO TOYKA 4.8).

[lanpeHTHTE ChC ChpACYHA HEOCTATBYHOCT, TeXKa KOPOHapHa 60s1ecT Ha ChbplETO, HeCTaOMIHA aHr'HHA
[NEKTOPHC, 3a00/IsBAHKS HA KJIaNKHTe, NpeALecTBaul HH(PApKT Ha MHOKap/a, KOpoHapeH Oaiinac 1
OenonpoOHa XHIIEPTOHHUSA €a OCOOEHO NMPEAPa3NONOKEHH KbM ChbPCYHH PEaKIIHH.

[Ipu nanueHTH B cTap4yecka Bb3pacT M TAKKMBA ChC CHLUIECTBYBALHM ChpACYHH 3a001sIBaHu, PEAKLIHUTE C
ucxeMuuH npoMeHu B EKI™ u apuTmMus ca mo-uecrw.

[Ipn mauMeHTH ChC ChpZEeYHA HENOCTATHYHOCT, BbTPECHA0BOTO HHXEKTHPAHE HA KOHTPACTHO CPEACTBO
MOX€E Ja AOBEE 0 NnosgBara Ha 0enoApodEeH OTOK.

Hapywenus om cmpana na [[HC

CroOLuasa ce 3a eHuedanonatus npu ynorpebara Ha KOHTPACTHH BEIIECTBA KaTo Hoxekcos. KontpactHara
eHuedasonaTHs MoXxe /1a ce NpOsiBH CbC CHMNTOMH W NPHU3HALIM HA HEBPOJIOrHYHA TUCHYHKLHUS (BX. TOUKA
4.8). CuMnToMHTE OOMKHOBEHO CE NOABABAT B PAMKUTE Ha MHHYTH JI0 YacoBe CJie]] MPHJIOKEHHETO Ha
HOXEKCON U OOMKHOBEHO OTUIYMSBAT B PAMKHTE Ha JIHM.

DakTopHTE, KOMTO MOBHILIABAT NMPOIMYCKJIUBOCTTa Ha KPbBHO-MO3b4YHaTa Oapuepa, 111e yIecHST
[IPEMHHABAHETO HA KOHTPACTHH BELIECTBA B MO3bYHATA ThKAH M MOraT Aa AOBEJAT 10 Bb3MOXHH PEeaKLuH
Ha ITHC, nanpumep eHuedanonarus. [IpenopbuBa ce noBHLIEHO BHHMaHHE B CJTy4aif Ha BBTPECHI0BO
MPHJIOKEHHE MPH NALHEHTH C OCTPa MO3bYHA HCXEMHS (MH(DAPKT) HIH OCTHP BbTpeuepeneH KpbBOH3IIHB,
KaKTO H MPH NalMEHTH CbC 3a00/1sBaHH s, IPHYHHSBALLM HApYLLICHHE HAa KPbBHO-MO3b4HAaTa Oapuepa U npH
MalMEHTH C MO3bYEH OTOK, OCTPa AEMHEIIMHU3AIIUA WK HanpeaHana MO3b4YHa aTepoCKJIepo3a.

[1pu nono3peHue 3a KOHTpacTHa eHuedanonaTus TpsAOBa Ja ce NMPeKpaTH MPHIIOKEHHETO HA HOXEKCou U Aa
C€ 3anoYHe MOAXOAALIO JICYECHHE.

HeBpoJOrHYHHTE CHMIITOMH, IPUYHHEHH OT METACTa3H, AEreHEPATHBHU WIH Bb3NAIMTEHH MPOLIECH

MOJKE J1a Ob/IaT 3aCHJIEHH OT MPHJIAraHeTO Ha KOHTPACTHOTO BelecTBo. [TanueHTHTE ChC CHMIITOMATHYHH
MO3bYHO-ChAOBH 3a00/sIBaHUsA, IPEKapaH HHCYJIT HJIH YECTH NMPEXOJHH HCXEMHYHH aTak
PHCK OT KOHTPacT-HHAYLIHPAHH HEBPOJIOTHYHH YCJIOXKHEHHS ClIE[l HHTpaapTepHaJIH
MHTpaapTepHaTHOTO HHXKEKTHPAHE Ha KOHTPACTHO CPEACTBO MOXeE J1a NIPEeAH3BH
(eHomeHa Ha uepebpajiHa HCXEeMHuH.




[1pu HAKOHM NaUMEHTH ciea Muenorpadus ca HabmojaBaHy NPOSBH Ha BPEMEHHO HaMAaJIEHHE Ha CJlyXa MK

AOPH I1yX0Ta, KOHTO C€ AbJDKAT Ha MOHHXXAaBaHC HAJIAraHETO Ha JIMKBOpaA MpH J'I}'MGEUIHH NYHKLHA.

bvbopeunu peakyuu

[IpunaraneTo Ha HOJHM KOHTPACTHH CPEJICTBA MOXE /1a TPUYHHH NOBHILIABAHE HA HUBOTO HA CEPYMHHS

KpeaTHHHH H OCcTpo OBOpeuHo yBpexaane.3a npeAoTBpaTABaHe HA T€3H ChCTOSHHUS, B PE3yJITAT HA
[NPHJIAraHETO Ha KOHTPACTHHTE CPEACTBA € HEOOXOAUMO CNELHATHO BHHMAaHHE NPH NALUEHTH ChC

ChlIeCTBYBaLO ObOpeyHo yBpexaHe U 3axapeH auaber, Thil KaTo Te ca B pUCKOBa rpyna.

Jpyru npeapasnonarauid (pakTopH ca npeaxoaHa 6b0peuHa HeAOCTaTBYHOCT B PE3YJITAT Ha MPHJIAraHeTo
Ha KOHTPAaCTHOTO CPEACTBO, aHaMHe3a 3a ObOpeuHo 3abosnsBaHe, Bb3pacT Haa 60 roauHu, AeXuapaTaLus,
HanpeAHana aTepoCcKiepo3a, IEKOMIIEHCHPaHa ChpA€YHa HEI0OCTATHhYHOCT, IPHJIAraHEeTO HA BUCOKH O3H

KOHTPACTHH CPEACTBA H MHOXXECTBO HHXKEKLIMHM, MIPSAKO MPHUIIOKEHHE Ha KOHTPACTHOTO CPEIICTBO B

ObOpeyHaTa apTepHs, AOMbIHUTEHOTO H3JIaraHe Ha He(POTOKCHHH, TEXKKA U XPOHHYHA XHIIEPTOHHS,

XHUNEepYpHKEMHS, NapanpoTeHHEeMHs (MHEJIOMaTo3a U MakpornobyiuHemus Ha Waldenstrom,
[J1a3MOLIUTOM ) HJTH AUCTIPOTEHHEMHH.

anBaHTHBHHTE MCPDKH BKJIKOYBAT:

[TauneHTHTE HA XEMOAHMAIM3a MOTaT J1a NPHEMAT KOHTPACTHH CPEACTBA IPH PEHTreHOrpad)CKH MPOLELYPH.

Onpe,uenaﬂe Ha IMMAallHCHTHTE C BUCOK PHUCK.

OcwurypsBane Ha NOAXOAALIA XuapaTalus. AKO € HeoOXOAMMO Ype3 NOAAbPXKAlla HHTPABEHO3HA
HH(Y3Hs Npeay 3an04YBaHE Ha NPoLEAYypaTa A0 H3YHCTBAHE HAa KOHTPACTHOTO CPE/ICTBO Ype3

O0BL6peumTe.

H30sreane I0IMbJIHATENHOTO HATOBapBaHe Ha 6bOpeLuTe ¢ HePPOTOKCHYHH JIEKAPCTBA, NEPOPATHH
XonieuucrorpapuyHu CpeACTBa, apTEPUAITHO KJIaMIMpaHe, aHrHonnacTuka Ha 6b0peuHara aprepus

HJIH rOJIIMA XHPYPruvyHa HHTEPBEHIIMS, JOKATO KOHTPACTHOTO CPEACTBO He ObjJie eKCKPETHPAHO.

Hamansisane Ha 103ara 10 Bb3MOXXHUSA MUHHMYM.

Otnarane Ha NOBTOPHO M3CJIE/IBaHE C KOHTPACTHO CPEACTBO, 10KaTo ObOpeyHaTa GyHKUHS He

Bb3CTAHOBH HHBOTO CH NPEAH H3CJICABAHETO.

He e HeobxonuMo choOpassiBaHe Ha BPEMETO 3a HHXKEKTHPAHE Ha KOHTPACTHOTO CPEJCTBO C
XEeMOJHaIM3HaTa npoueaypa.

Ilayuenwmu ¢ ouabem, npuemawyu mem@opmun.
ChluecTByBa pUCK OT pa3BMTHETO HA JIAKTATHA allW03a MPH NPHJIAraHeTo Ha WOJAMPAaHH KOHTPACTHH

CPEeICTBA HA NallMEeHTH ¢ Auader, neKyBaHu ¢ MeTOopMHH, 0coOeHO TakuBa ¢ yBpeieHa Ob0peuna pyHKLuA.

3a 1a ce HaMaJli PHCKa OT JIaKTaTHa aliu/103a MpH NalMeHTH ¢ AuabeT, IeKyBaHH ¢ METGOPMHH €

HEOOXOAMMO NpeaH BbTPECHAOBOTO NPHJlaraHe Ha HOAMPaAHOTO KOHTPACTHO CPEACTBO Ja 6b/ie H3MEPEHO
HHBOTO HAa CEpYMHMS KPEaTHHHH M 1a ObAaT NpEeANpPHETH CIEIHHTE NpPeAna3HH MEPKH MPH CICAHHTE

obcrosATencTna:;

e [lamuentu ¢ eGFR, pasen unu no-rossm or 60 ml/min /1,73 m? (CKD 1 u 2), Morat aa npoabmxar

Ja npueMatr MeETPOPMHH HOPMAJIHO.
o [lauuentu ¢ eGFR 30-59 ml/min/1,73 m? (CKD 3)

- llanuenTuTre, nosy4yasaiuy HHTPaABEHO3HO KOHTPAcTHO BewiecTBo ¢ eGRF, pasen win

no-roasm ot 45 ml/min/1,73 m?, Morar aa npoabibKar aa npueMat MeTOPMHH HOPMATHO

- Ilpu maumeHTH, nosayyaBaly HHTPAAPTEPHATHO KOHTPACTHO BELLIECTBO H TE3H, NOJy4YaBally
HHTPaBEHO3HO KOHTpAcTHO BewecTBO ¢ eGFR Mexay 30 u 44 ml/min/1,73 g
TpsOBa aa ce npexkparH 48 yaca npeAn KOHTPACTHOTO BELIECTBO H NPHEM/f

48 4aca ciel KOHTPaCTHOTO BEIIEeCTBO, ako ObOpeyHara pyHkUHUsATA HE

e [Ipu naunentn c eGFR no-manko ot 30 ml/min/ 1,73 m? (CKD 4 u 5) unu/s
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3a00/1BaHe, MPUYHHABALLO HAMaJICHA YePHOAPOOHA (QYHKLHS HIIH XUITOKCHS, METQPOPMHHDBT €
MPOTUBONOKAa3aH, TpAOBA Ja ce u304rsaT HOJAHpPaHH KOHTPACTHH BELIECTBA.

e [Ipu cneliHK NaLMEHTH, NPH KOUTO ObOpeuHaTa QyHKLHUS € HIIH HapYIUEHA, HJIH HEW3BECTHA,
JIeKapAT NpeLeHsiBa PUCKA M 110J13aTa OT U3CJIEABAHETO C KOHTPACTHO BelecTBO. MeThopMHH
TpsbBa 1a ce Cnpe OT MOMEHTA Ha MPHJIOKEHHE HA KOHTPACTHOTO BellecTBo. Cnen npoiuenypara
NnanueHTHT TpAOBa aa O6bae HaboaaBaH 3a NPU3HALK HA JlaKTaTHA auuao3a. [IpueMbT Ha
meTdopMuH TpAOBa Aa 3ano4YHe OTHOBO 48 yaca clie/l KOHTPaCTHOTO BELIECTBO, AKO CEPYMHHAT
kpeaTHHUH / €GFR € HENPOMEHEH B CPaBHEHHME C H3XOJHHUTE CTOHHOCTH.

[layuenmu ¢ nHapywenue Ha yeproopobnama u 6vbpeunama QyHkyus

OcobeHO BHHMAaHHE Ce H3MCKBA KbM MALMEHTH C TEXKH HApPYIIEHUs KakTo Ha ObOpeyHara, Taka ¥ Ha
yepHOAPOoOHA (PYHKIMSA, Thil KaTO NMPH TAX OTAEJISHETO HA KOHTPACTHOTO CPEACTBO MOXeE /1a Obae
3HaYMTENHO 3a0aBeHo. [lanMeHTHTE HA XeMOoHaiM3a MOraT Jia MpUEMaT KOHTPACTHH CPeACTBa NpH

peHTreHorpadCcku npoueaypH.

Muacmenua epasuc
[IpunaraneTo Ha HOAHH KOHTPACTHH CPeJICTBA MOXE /1a BJIOILIH CUMIITOMHTE HA MHACTEHHS IPaBHC.

Deoxpomoyumom
[Ipu nanueHTH ¢ HEOXPOMOLMTOM NOAJIOKEHH HA HHTEPBEHLIHOHAJIHH NPOLEypH TpsOBa Aa ce NpHjioXxar
asia-6nokepu 3a NpeloTBpaTsIBaHe Ha XUINIEPTOHHYHA KPH3a.

Hapywenue na ¢pynxyusma na wyumosuonama dicnesa

[Topaau HanuyueTo Ha cBODOEH HOA B pasTBOPHTE H JOMBJIHHUTEIHOTO OCBOOOX 1aBaHe Ha HOM MPH
npoiieca Ha AedoaupaHe, HOAHUTE KOHTPACTHHU CPEICTBA MOBJIMABAT PYHKUMATA HA LIMTOBHIHATA XKJIe3a.
ToBa MOXe Ja A0BEAE A0 NoABaTa HA XHUIIEPTHPEOUAU3BM HIIH IOPH THPEOTOKCHYHA KpHU3a NMpH
[peApa3snoJOXKEeHH MaLHEHTH.

[TaumeHTHTE C NPOABEH, HO BCE OLIE HEAMArHOCTHLMPAH XHIIEPTHPEOHAN3bM ca B puckK. I1pu nanuenTure ¢
NTaTEHTEH XMMEePTHPEOHAHU3bM (Harp. HOAYNApPHA ryia) U NaHEeHTHTE C QYHKIIHOHATTHA ABTOHOMM
(4ecTo TOBA Ca NMAlMEHTH B CTapyecka Bb3pacT, 0COOEHO B pEerHOHHU ¢ HOAeH AePHUMT) € HEODXOAUMO
peau NPOBEX/AaHEe Ha W3CJIECABAHETO /1a CE HANpPaBH OLCHKA HA (PYHKIHATA HA IMTOBH/IHATA XKJie3a, NPH
ChbMHEHHE 3a NoJI00HHU cheTosHuA. [Ipenun npunaraHeTo Ha HOAHU KOHTPACTHH CPEeACTBa, TpsaOBa 1a HMa
CHTYPHOCT, Y€ NalMEeHTbT HAMA a ObJie NoIarad Ha CKaHHPaHe Ha LIIMTOBH/IHATA XKJIe3a HJIH H3CJICIBaHus
Ha TUpeouAHaTa (pyHKLUHS WM JISYEHHE C PaJiIMOAKTHBEH HO/l, ThH KaTO NPUJIaraHeTo Ha HOJHH KOHTPACTHH
CpeJICTBa, HE3aBHCHUMO OT HAYHHA HA MPHJIOKEHHE, OKA3Ba BIMAHHUE BbPXY XOPMOHAJIHATA OLIEHKA H
YCBOSIBAHETO HA MO/ OT LIIMTOBH/IHATA XKJI€3a HJIM METACTA3MTe IIPH paK Ha LIMTOBH/IHATA XKJie3a, 110
HOpMaJTU3HpaHe Ha OTJAENSHETO Ha HoJaa NoCcpeaCTBOM ypHHaTa. BuxTe Cbllo To4Ka 4.5.

HHHP&B&HH Ca TECTOBE Ha (bYHKl.I,HH Ha ILHTOBHIHATA XJI€3d, KOHTO Ca NOKa3aTCJIHKH 3a XHINNOTHPEOHAH3BM
HJIH NPEXOJAHO NOTHCKAHE HA LIHTOBHHATA XKJI€34a CJIC/ NNIpHJiaranc Ha ﬁOﬂHp&l—lH KOHTPACTHH BCLLUCCTBA HA
Bb3paCTHH H A€La, BKIIIOYHTCIIHO KbpMA4€Ta. Hskou nauueHTH ca JICKYBAHH OT XHINIOTHPCOUIH3bBM. Buxre
ChIO HacCTTa 34 NcAuaTpH4iHa nonyJiauHi.

CwvcmosHus Ha mpegodcHocm
B ciayuaii Ha 3HaYMTEJIHA TPEBOXXHOCT € Bb3MOXKHO IPHIAaraHeTo Ha CeIaTUBHHU CPEICTBA.

CBpnoBuoHO-KIemvyHa aHeMU
KonTpacTHUTE CpeacTBa MOXE /1a NPOBOKMpAT NMOsABAaTa Ha CHPIOBHAHO-KJIETbYHA aH
XOMO3MI'OTHH WHAUBH/IM MO OTHOLLIEHUE HA N'eHA 3a CbPINOBUAHO-KJIETbYHA AaHEMMH,
HHTPABEHO3HO U HHTPAAPTEPHAJIHO HHXXEKTHPAHE.



Jonvanumennu puckosu gpakmopu
[Ipu nmauueHTHTE C aBBTOMMYHHH 3a00J19BaHuUs ca HaOJIIOAaBaHH ClTy4aH Ha TEXKKH BaCKYJIHMTH HJTH

CHHJIPOMH NOA00HHU Ha CMHApOoMa Ha Stevens-Johnson.

TexkuTe CbIOBH U HEBPOJIOTHYHH 3a00IsIBAHUS, OCODEHO NPH MALMEHTHTE B CTApYECKa Bb3PacT ca
PUCKOBH (haKTOPH 3a NOABATA HA PEAKLIMM KbM KOHTPACTHHTE CPE/ICTBA.

Excmpaesazayus
ExcrpaBa3zaius Ha KOHTPACTHOTO CPE/ICTBO OOMKHOBEHO Bb3HHKBA PAJIKO, KAaTO € HaJIMLE JIoKanHa OoJika,

OTOK M epuTEMa, KOMTO OOMKHOBEHO H34e3BaT 0e3 nocieAcTBHe. Bbnpeku ToBa ca Hab/oAaBaHu Ciiy4yau Ha
Bb3MaJiCHHE U JIOPH HEKPO3a Ha TbKkaHuTe. Karo pyTHHHA MspKa ce npenopb4Ba MoBJAMIraHe H H3CTY/ASBaHE
Ha 3aCEerHaToTo MACTo. XUpypruuHa 1€KOMIpecHs MOXe a € Heo0XouMa B cllyyail Ha obpa3yBaHe Ha
XEMAaTOM.

Bpeme 3a HabaroeHuUeE:

Cnea npuiaraHeTo Ha KOHTPACTHOTO CPEACTBO, NAaLHEHTHT TpsAOBa aa Obje noj nocTosHHO HabaoieHHe
30 MHHYTH cliell IOCJIEeAHOTO HHXEKTHPAHE, ThH KaTo MOBEeY€ OT CEPHO3HHTE HEXKEIAHH PEAKIIHH Ce
nosBsABaT npe3 To3u nepuos. [auuenTsT TpssOBa Aa octaHe B 00JIHHYHA 00CTAHOBKA (HE 33/IbJDKHTE/IHO B
PEHTrEHOBO OT/JECHUE) 32 €IMH Yac CJIE/l NocieHaTa HHXKEKLHUSA U 1a ObJIe BbPHAT B PEHTIEHOBOTO
OT/AEJICHUE, NPH NMOABA HA HAKAKBH CUMIITOMH.

HMHTpaTeKaaHO NPHIOKEHHE
Cnen muenorpadus nauueHTsT TPAOBA 1a OCTaHE B MOKO# € MOBAMIHATa rijasa u rpbaeH xou (20°) 3a 1 yac.
Cnea TOBa MAalMEHTHTE MOraT BHUMATEJTHO Jla Ce JIBHXKAT, HO HABEXIaHETO Hajoy TpsAOBa ja Obae
u30sreaHo. ['n1aBara v rpbaHUsA Kol TpsAOBa aa Obaat NOBAUIHATH Npe3 MbpBUTE 6 Yaca nNpu OCTaBaHe B
nernoto. ITauueHTHTe, NPU KOUTO KMA CbMHEHUE 3a NPEAPA3IO0J0KEHOCT KbM I'bpUyOBe (HUCHK npar 3a
nosisa Ha ropuyoBe) TpsbBa aa 6baaT HabMOaBaHK MO BPEME HA TO3H NEPHOA. AMOYIIaTOPHUTE NMAllHEHTH
He TpAOBa aa ObaaT OCTaBsAHU CbBCEM CaMu Npe3 mbpBUTE 24 yaca.

[leauaTpuyHa nonynams:

CrneuuanHo BHUMaHHKe TpabBa Ja ce oObpHe Ha Jaeua noj 3-roAuiliHa Bb3pacT, Thil KaTo ¢jiabo
¢yHKIMOHHKpaIIa LMTOBKM/IHA XKJIe3a B paHHA Bb3pacT MOXeE Jia 0BeJie 10 Npo0sieMH B IBUIATEIHOTO,
CJIyXOBOTO H KOrHUTHBHOTO Pa3BHTHE U MOXE Ja € HeoOX0iMMa NpEXo/IHa 3aMecTUTeTHa Tepanud ¢ T4.
YectoraTta Ha XHMOTHPEOHU3BM NMPH NALMEHTH HA Bb3PACT NOA 3 NOAWHH, H3JI0XKEHH HA HOAHPAHH
KOHTpAacTHH BellecTBa € Mexay 1,3% u 15% B 3aBUCHMOCT OT Bb3pacTTa Ha NAaLMEHTUTE W J103aTa Ha
HOZIMPAHOTO KOHTPACTEHO CPEACTBO U c€ Ha0JIK01aBa N0-4€CTO NPH HOBOPOJAEHH W HEJIOHOCEHH KbpMayeTa.
HoBopoaenuTe Morat j1a 6baT U30XKEHH U Ype3 MalikaTa 1o BpeMme Ha OpeMeHHOCT. DYHKLUATA Ha
LMTOBHAHATA XkJie3a TpsaOBa Jia Objie OlleHeHa NPy BCHYKH JIELla Ha Bb3pacT Mnoj 3 ciie/l u3jaraHe Ha
WO/ MpaHH KOHTPACTHH BellecTBa. AKO CE€ yCTAaHOBH XMIIOTHPEOUIN3bM, TPOBa Na ce 0OOMHUCIH
HeoOXOMUMOCTTA OT JIeueHHE U QYHKLMATA HA LHTOBKAHATA XKJie3a TpsOBa 1a ce npocieassa 10
HOPMAaJIH3UPAHE.

Heobxo1MMo € OCHIypsiBaHETO Ha a[ICKBaTHA XU/ApaTalMs NpPeaU U ciell MpHJIaraHeTo Ha KOHTPaCTHOTO

CpeACTBO, 0COOEHO NpH KbpMayeTa U Majiku Aeua. [IpueMbT Ha HEPPOTOKCHYHH JieKkapcTBa TpsOBa 1a Ob e
npeycraHoBeH. CBbp3aHaTa C Bb3pacTTa NOHHKEHA CKOPOCT Ha rjioMepyJ/iHa QUATpaLUs [PH KbpMayeTaTa
MOJKE ChIIO Jia A0Bee 10 3abaBaHEe EKCKPELUsITa Ha KOHTPACTHUTE CPECTBa.

KbpMauerara (Bb3pacT < | roguHa) 1 0CoO€HO HOBOPOJAEHHUTE Ca NPEpa3ioioKEHH
HapyLIEHUS ¥ XEMOAHHAMHYHH NTPOMEHH.




Llepebpanna aprepuorpadus

Ip1 naunenTy ¢ HanpeHana aTepocKIepo3a, TeXKa XHIIEPTOHHS, ChPAEYHA JEKOMIEHCALMS, HanpeaHana
Bb3pacT H NpeALIECTBAILA [iepeOpaiHa TpomMO03a HiIH eMOOIH3BLM H MUTPEHA, ChPAECYHOCHIOBHTE PEaKLIMH
KaTo Opajinkapaus ¥ MOBHULLICHO HJIH MOHHXEHO KPbBHO HAIATAHE MOXKE /13 Ce MOSBST MO-4ecTo.

Aprepuorpadus

BbB Bpb3ka ¢ npuiaranara npoue/ypa € Bb3MOXHO HapaHsBaHETO Ha apTepMs, BEHa, aopTa H ChCEAHHUTE
OpraHH, MJICBpOUCHTE34a, PETPONEPUTOHEAIHO KbPBEHE, HapaHSABaHEe Ha rPLOHAYHUSA MO3BK W CHMITTOMH Ha
napanJierus.

4.5. B3aumozeiicTBHe ¢ APYTH JieKapCTBEHH NPOAYKTH M APYru OPMH HA BIauMoelcTBHE

| IpuniaraHeTo Ha HOAMPaHH KOHTPACTHH CPECTBA MOXE J1a JIOBEJIE JI0 MPEXOLHO HapylUEHHE Ha
O1LOpeyHaTa (pyHKLMS M TOBA MOXKE J1a YCKOPH TOSIBATA HA JIAKTATHA aLlMA03aTa PH AHAGETHLIN, KOUTO
rnpueMar MeTopmMuH (BX. Touka 4.4). '

[TauneHTHTE NEKYBaHH C HHTEPJIEBKUH-2 U HHTEPHEPOHH MPEAHU MO-MAJIKO OT JBE CEAMMIIM ca CBbP3aHH C
MOBHLLIEH PHCK OT 3a0aBEHH THIl peaKklMH (epuTeMa, rPUNO-NONOOHH CHMITTOMM MM KOKHH peaKkuun).

EnnoBpemenHata ynorpeba Ha HIKOH HEBPOJIENTHLM MM TPHLMKIMYHH aHTHAECNPECAHTH MOXeE /a
TOHHXKH Mpara 3a nosBa Ha rbp4OBe, KOETO /1a MOBHILK PUCKA OT KOHTPACT-HHAYLIHPAHH MPHUCTBIH

(I'bpyoOBe).

Jleuenuero ¢ B-Oiokepu MoXe 1a NOHHXKM Npara 3a NosABaTa HA PEaKLMK HA CBPbXYYBCTBUTEIHOCT, KOETO
OT CBO# CTpaHa Hajlara rpHjaraHeTo Ha No-BUCOKH JI03H B-arOHHCTH MpPH JICYEHHETO HA PeaKlHH Ha
CBPBXUYYBCTBUTEJIHOCT.

bera-0nokepuTe, Ba30aKTHBHUTE BELIECTBA, HHXHOMTOPHTE Ha AHI'MOTEH3HH-KOHBEPTUPALLIUS €H3UM U
AHTarOHHCTHTE HA AHTMOTEH3WHOBHUTE PELENTOPH MOXKE /1a NOHUWXKAT ePUKACHOCTTA HA
CbpACYHO-CH/IOBUTE KOMIIEHCATOPHH ME€XaHW3MH MPH NNPOMEHH HA KPbBHOTO HAJISTAHE.

Bcuuku HoaHM KOHTPACTHH CpPeICTBA MOTAaT /1a Bb3JEHCTBAT BbPXY TECTOBETE 32 ornpeessHe Ha
THpOMJHATa (pyHKLMS, NOPaJH TOBa HOM-CBbP3BALIHS KaNalMTeT HA LIIMTOBH/IHATA XKJIE3a MOXe 1a Oble
HaMaJieH 3a NEePHO/1 10 HAKOJIKO CEJIMHILLH.

BHCOKH KOHUEHTpPALMK Ha KOHTPACTHO CPEJCTBO B CEPyMa H YPHHATA MOTaT Jia Bb3/eHCTBAT BbpXY
1abopaTOpHUTE TECTOBE 3a GUIIMPYOHH, MPOTEMHH WM HEOPraHUYHHU BELECTBA (Hanp. xens3o, Mej,
kanuuii 1 pocdop). ETo 3auo, Te3un BelecTsa He TpaOBa ja ObAaT M3C/eABaHH B A€HS HA peHTreHoBara

npoleaypa.

4.6. ®eprHanTeT, OpEeMEHHOCT H KbPMEHe

bpeMeHHOCT:

besonacHocTTa Ha OMHHNAK NO BpeMe Ha GPEMEHHOCT NMPH XOpaTa He e ycraHoBeHa. OleHkara Ha
CKCNEPHMEHTAIHHTE NPOYYBAHHSA NPH XXHBOTHH HE M0Ka3Ba NPEKH HIIK HEMPEKH BPEAHH e(PEKTH BbPXY
PENPOAYKTHBHOCTTA, Pa3BUTHETO HA EMOPHOHA WM NJ10Aa, OPEMEHHOCTTA H NEPH- M MOCTHATAIHOTO

Pa3BHUTHE.




BuHaru, korato € Bb3MOXHO PEHTIEHOBOTO M3CJIEBAHE MO BpeMe Ha OpemeHHOCT TpsOBa J1a ce u30sraa,
KaTo nossara OT pEHTICHOBOTO U3C/Ie/IBaHe C ¥ 0€3 KOHTPACTHO CPEACTBO TPAOBA BHUMATENHO /1a Oble
PEUCHEHA CPAMO Bb3MOXKHHA pUCK. OMHHNAK He TpAOBa Na ce npuiara npu GpeMeHHH, OCBEH B
CIIYHaHTE, KOraTo Moj3ara NpeBMiliaBa PUCKa U MPUIOKEHHETO € MPELIEHEHO KAaTO H3KTIOYHTETHO
HEOOXOAMMO OT JieKap.

OcBeH u30DsArBaHe U3araHeTo Ha O0JIb4BaHe, MPH OLEHKA HAa PUCKA M TON3aTa TpsADBa J1a ce¢ uMa npeaBu
UYBCTBHTEJIHOCTTA Ha ILIHTOBU/HATA XJie3a Ha MJI0Aa KbM ifona.

ITpu HOBOpOZIEHH, KOMTO ca GHIIH H3JI0XKEHH HA HOA-ChABPXKALIH KOHTPacTHH BELLECTBA in utero, ce
penopb4Ba NpoceasBaHe Ha GyHKLUATA HA IMTOBUHATA KJle3a (BX. Touka 4.4).

KbpMene:
KOHTpacTHUTE CpeACTBa Ce OTAEAAT B MHOTO MAJIKA CTENeH B KbpMara rpH 40BeKa, KaTO MUHUMAJIHH

KosiruecTsa ce abcopOupar B yepsara. KbpMeHeTO MOXKE [1a NPOABIIKH HOPMAJTHO CJI€]| NpUJIaraHe Ha
HOJIHO KOHTPACTHO CPeJICTBO BBPXY MaiikaTa. KoJiMuecTBOTO Ha OTAENCHHUS B KbpMaTa iOX€eKCoJl 3a mepuo/
oT 24 4aca cnen uHxekrupasero € 0.5% or ajanTHpaHaTa KbM TEJECHOTO TErJIO 403a Mo BpeMe Ha
npoyuBaHe. KoJIM4€eCTBOTO Ha MPHETHS C KbpMAaTa HOXEKCOJ OT KbpMa4eTo npe3 nbpBuTe 24 yaca or
HH)XEKTHPAHETO ChOTBETCTBA caMo Ha 0,2% ot neanaTpuyHara n03a.

4.7.  EdexTtn BbpxXy cnoco6HocTTa 32 modupane n pa6ora ¢ MAIIHHH

He ce npenopbusa wodupane uau pabora ¢ MallMHK €JMH Yac CJieJ] MOCIEIHOTO HH)XXEKTHpaHe uiu 24
Haca ClIe]l HHTpaTeKaJiHa rmpoueaypa (Bx. Touka 4.4).

Bbnpeku ToBa, NpH HaNMYHETO HA NEPCHCTHPAILM CHMITOMH Clie] MHenorpadus € HeobxoauMa
HHIHWBHyaJIHA NPELIEHKA.

4.8. Hexes1anu 1ekapcTBeHH peaknuu

OO1uM (BaJHJIHH 32 BCHYKH M3MOJI3BaHM HOIHH KOHTPAaCTHH CpeJICTBA):

[To-nony ca onucaHuTe Bb3MOXHUTE OOLIK HEXENAHH e(DEKTH, CBHP3aHH C PEHTreHOrpa)CKUTE NMPOLEAYPH,
KOHTO BKJIHOYBAT H3MON3BAHETO HA HCHOHHH MOHOMEPHH KOHTPACTHH CPEACTBA. 3a HeKeNaHHTe edeKTH,
CrieUM(HYHH 32 HAYHHA HA NPHJIOXKEHHE, MOJISL BHKTE CeUDHYHHTE pasaeu.

Peakuuu Ha CBpbXYyBCTBUTENIHOCT MOTAT J1a CE MOSABST HE3ABUCHMO OT /103aTa M HAYMHA HAa NPUJIOKEHHE,
KaTo JICKHTE CHMIITOMH MOTaT J1a pe/ICTaBsBaT MbPBUTE MPH3HALIW HA CEPHO3HA aHA(UIAKTOMIHA
peakuus/iok. [IpunaraneTo Ha KOHTPACTHOTO cpeCTBO TPAOBa /1a 6be He3a6aBHO [PEYCTAaHOBEHO H aKO
€ HEOOXO0/IMMO J1a ce npeAnpHeme crelHpHYHA Tepanus, NPUIoKEHa BbTPECHIOBO.

HecTo ce HabnoaBa NPEXOHO MOBHILIABAHE HA CEPYMHHS KPEaTHHHH CJie]] npujaraHe Ha HOAHH
KOHTPaCTHH CPEACTBA, KaTo € Bb3MOXHA H M0sBaTa Ha KOHTPAcT-WHAYLIMpaHa HedponaTus.

Hoausem ninu “HoaHa 3aylika” € MHOTO PS/IKO YCIOKHEHHE NPH HONHHUTE KOHTPACTHH CPE/ICTBA,
[MPOABABALLO CE€ C OTOK H DOJIC3HEHOCT HA CJIOHYEHHTE XKJIIC3H npubaunsurento no 10 auu cnen

H3CJIICABAHETO.

[IpescTaBenara no-aomy yectora e 6a3Mpana Ha KIMHMYHATA JOKYMEHTALMS HA KOMNAHHMSTA 1
nyOnMKyBaHu MaulabHu npoyyBaHus, cpaBHsaBany noeve ot 200 000 nauueHTa.




Yecrorara Ha HexeslaHUuTe €EKTH € OnpejiesieHa KaKTo Clie/1Ba:

MHoro yectu (=21/10), yectu (=1/100 no <1/10), neuecru (>1/1 000 no <1/100), peaku (>1/10 000 no <1/1
000), mHoro peaku (<1/10 000) u ¢ Hen3BecTHa yecTOTa (OT HATHYHHUTE JJAHHH HE MOXe Ja ObJe HanpaBeHa
OLICHKA).

Hapywenus na umynnama cucmema:
Penku: CBpbX4yBCTBHTENHOCT (MOXeE a Ob/ie )KHBOTO3aCTpalLaBalla Hiu

(haTasina) BKIIIOYHTENHO AUCTIHES, OOPUB, epUTEMA, YPTHKAPHS, ChPOEK,
KOXXHA peaKlus, KOHIOHKTHBHT, KallUTHLIA, PUHHT, KHXaHe, BACKYJIUT,
a@HrHOE/IEM, OTOK Ha JIJapHHKCA, JIapHHIOCa3bM, OpOHXOCNa3zbM UITH
HeKapaHoreHeH oesoapodeH otok. Te3n peakMu MOXeE 11a Bb3HHKHAT
HEMOCPEACTBEHO Cle/l HHXKEKTHUPAHETO M Ja ObaT NPH3HALM 33 HAYaJIOTO
Ha oK. KOXHHUTE peakiiui Ha CBPbX4YBCTBUTEIHOCT MOXKE 1a Bb3HWKHAT
J10 HAKOJIKO JIHH MO-KbCHO.

MHOro peaku: AHnadunakTuyHa /aHadunakTougHa peakuus (Moxe 1a Obje
)KMBOTO3acTpallasaiia uim aranHa)

C Heu3BeCTHA 4eCcToTa: AHadunakruueH / aHapunakTouieH ok (Moxe aa obae
)KHBOTO3acTpallasail WiH garaieH)

Hapywenusa na nepgnama cucmema:

Heuectu: [ maBo6osIME

MHOro peakH: Jlucreysus (npexojeH METaJIeH BKYC), Ba30BarajieH CHHKON
Covpoeynu napyueHusi:

Penku: bpaaukapaus

Cv008u HapyuieHusi.

MHOro pejku: XHINEPTOHHSA, XHIIOTOHHUS

CmoMauHo-4pesHU HAPYUEHUA.

HeuecTtu: ['anene

Penku: [loBpbluane, kopemHa 6onka
MHOro peaku: Jlnapus

C Heu3BeCTHa 4ecToTa: YBENHYEHHE HA CIIIOHYEHHUTE XKIIE3H

Obwyu Hapywenus u eghekmu Ha MICMOMO HA NPUNONCCHUE.

YecTu: UyBCcTBO Ha TOn/IMHA

HeuecTu: XHNEPXHAPO3a, YyBCTBO HA CTYACHHHA, Ba30BarajiHi peakiiui
Penku: [Tupekcus

MHOro peKu: Tpenepene (BTpHucaHe)

Hapanssanus, ompassanus u yciodiCHeHusl, 8b3HUKHAAU 6 Pe3Yamam Ha UHMepPEeHYuUU
C Heu3BeCcTHA YeCcToTa: Honusbm

BBTpech10BO NpUIOKEHHE (MHTPAaaPTEPHAIHO U MHTPABEHO3HO NPHJIMKEHHE)
Mounst nepeo euxcme pasoen “Obwu’”. Ilo-0ony ca onucanu camo nexceaanume cvoOumMust u maxHama
Yecmoma npu 8bmMpecv0080 NPULOICEHUE HA He-UIOHHU MOHOMEPHU KOHMPACMHU CPeOCmeaa.




XapakTepbT Ha HeXenaHuTe edexTH, cneunduyHo HaboAaBaHu 110 BpEME HAa HHTPAaPTEPHAIHO
[PUJIOKEHHE, 3aBHCH OT MACTOTO Ha MHKEKTHPaHe W no3ara. CeneKTHBHUTE apTepHorpaduu 1 ApyrH
NpOLUEAypH, NPH KOUTO KOHTPACTHOTO BEILECTBO I0CTHIa OTAEJICH OPraH BbB BHCOKH KOHLIEHTPALHH MOJKE
/12 ObAaT CBbP3aHH C YCJIOXHEHHS OT CTPaHa HA TO3M OMNpPEJIE/IEH OPraH.

Hapywenus na kpvema u aum¢pnama cucmema
C HeHu3BecTHa YyecToTa: TpomOGouuTonenus

Hapywenus na enooxpunnama cucmema:
C Heu3BecTHA 4YecToTa: Tupeorokcuko3sa, npexoacH XHNOTHPEOHAUIBM

lcuxuynu napywenus.
C Heu3BecTHA YecToTa: O6bpkaHocT, Bb36y A, 6€3M0KOINCTBO, TPEBOKHOCT, AC30PHEHTALKS

Hapywenus na nepenama cucmema:

Penku: 3aMasiHOCT, nape3u, napajiusy,

MHOro peaku: ["bpyoBe, HapyLIEHHE HA Chb3HAHHETO, MO3bYHOCH/IOB HHLIMJCHT, CTYMNOP,
CETHBHH HapyLICHHS (BKJIIOYHTEIHO XHIIOECTE3HU ), TAPECTE3Hs, TPEMOP.

C Heu3BecTHa 4ecToTa: AMHE3U4, PEXO/iHa MOTOPHA AHCHYHKLMS (BKIIOYHTENHO HAPYILIEHHE Ha

roBopa, ahasus, Au3apTpus), KOHTPACTHA eHlledantonarTus .

Hapywenus na ouume:

Penkw: 3pHUTEHO yBpeX/1aHe (BKIIOUHTENHO AUTUIONHS, 3aMBIJIEHO 3PEHHE),
(orododus
C Heu3BeCTHa 4ecToTa: IIpexoaHa kopTukanHa cnenora

Hapywenusa na yxomo u rabupunma:

C Heu3BeCTHa YyecToTa: [IpexoaHa 3ary6a Ha cnyxa

Cvpoeunu napyuienus.:

Penku: ApUTMHS (BKJIIOYUTENHO OpaaMKapaus, TaxXuKap/us).

MHoOro peaku: Mudapkr Ha Muokapaa, 60J1Ka B repauTe

C HEeM3BECTHA YecToTa: Texku chbpaedHu ycnoxHeHus (BKJIKOYUTENHO ChPAEYEH apecT,

Kap/1IHO-peCnHpaTOPEH apecT), Cbp/ie4Ha HEOCTATHYHOCT, CMa3bM Ha
KOPOHApHHUTE apTEPHH, LIHAHO3a

Cv008u HapyweHus.
MHOro peaku: ["opewu BbiaHM
C Heu3BeCTHA YecToTa: lLlok, aprepuanen cna3bm, TpoMbopeOHT 1 BeHO3HA TpoMGO3a

Pecnupamopnu, 2pbOnu u MeouacmuHaiHu HapyueHus:

Yectu: [TpexoaHH MpOMEHH Ha AUXaTeNHATA YECTOTa, PECTHPATOPEH AHCTPEC
Penku: Kaunuua, pecnuparopen apect

MHOro peaku: JucnHes

C HeM3BeCTHa 4yecToTa: Texku pecnupaTopHH CHMNTOMH W NPU3HALHK, 6€J10Apo6EH OTOK, OCTHP

PECNUPATOPEH AHCTPEC CHHAPOM, OPOHXOCNA3bM, JIAPHHIOCNAa3bM, alHES,
acnupauus, aCTMaTHYEH MPUCTDII.

Hapywenus na xodcama u nookojxcHama mvkamu:
Penku: OO0puB, cbpbex, ypTukapus




C HEeM3BECTHA YECTOTA: bynosen gepmatut, CHHAPOM Ha CTUBBHC-DKOHCBH, TOKCHYHA
enuaepManHa HeKpoJin3a, OCTbp reHepajin3upaH eK3aHTEeMAaTo3€H
MnycTyn03eH 00pUB, NPOBOKHPAH OT JIEKApCTBOTO OOPHB € €03MHODHINA H
CUCTEMHH CHMNTOMHU, 000OCTPsiHE Ha ChILUECTBYBALL MCOPHA3HUC, EPUTEMA,
NPOBOKUPAHHU OT JIEKAPCTBOTO €pYIILHH, KOXXHHU eKcdonraluH

CmomauiHO-4pe6HU HAPYUIEHUA .
Penku: Hunapus

C Heu3BeCTHA 4ecCToTa: BrowasaHe Ha NaHKpeaTuT

Hﬂp_}’EHL‘.‘HHH HA MYCKVIHO-CKeJlemuama cucmema u CHEOUHUMETHAMA MBKAH.

C Heu3BeCcTHa 4ecToTa: ApTpayirus, MyckyJsiHa ¢j1abocT, MYCKYJIHO-CKEJIETEH Ccria3bM, 00Jika B
rbpOa

Hapywenua na bvopeyume u nukoyHume nomuuya.

Heuecrtn: Octpo 6b0peyHO yBpeKaaHe

C Heu3BeCTHA YecToTa: [ToBMLIEH KpEeaTHHHH B KPbBTA

O0wu HapyuwieHus u egexmu Ha MACMOMO HA NPUNONCEHUE:

Heuectu: boaka nu aMckompopT

Peaku: CbCTOAHMA HA ACTEHUSA (BKIIOYHTETHO PHU3UYECKO HEpa3MnoJIoKEeHHE,
ymopa)

C Heu3BeCTHA 4YecToTa: Peakuun Ha MACTOTO Ha MPHUI0KEHHUE, BKIIOYHUTEHO eKCTpaBa3alus

HHPHHHGGHHH. OMPAGAHUA U YCIOHCHEHUA, GOIHUKHAAU 6 pe3yimam Ha UHMEPBEHWUU.
C Heu3BeCTHa 4YecToTa: HUHHTI::M

HMHTpaTeKkanHo NpUI0KEHHe
Mouisi nopeo sudicme paszden "“Obwu’’. ITo-doay ca onucanu camo Hexceranume cvbumus u msaxuama
YeCmoma npu UHMPAMeEKAiIHO NPUIOACEHUE HA HE-UOHHU MOHOMEPHU KOHMPACMHU Cpeocmaa.

Hexxenanure edexTu cnen HHTpATeKaaHO NPUIoKEeHHe Moxe aa Obaar ot 3a0aBeH THN U Ja CE MOABST
HAKOJIKO Yaca WK A0pH OHHM ciea npoueaypara. Yecrorara € nogoOHa Ha Tazu MpU CaMOCTOATENHA
nymbanna nyHkuus. 'nasobonue, rageHe, noBpbilllaHe WK 3aMassHOCT MOJKe [10 roJisiMa CTereH aa ce
ABJKAT HA CralaHe Ha HajAraHeTo B cybapaxHOMAATHOTO NMPOCTPAHCTBO B pe3y/ITaT Ha U3TUYAHE Ha
JIMKBOP OT NYHKLUMOHHOTO MACTO. TpsadBa aa ce n3darea U3IHILIHOTO M3THYAHE Ha LiepeOpocnuHaiHa
TEYHOCT, 3a /1a C€ MUHUMHU3UPA MMOHUIKEHHETO HA HANATAHETO

IIcuxuunu HapyuieHus:
C Heu3BeCTHa YyecToTa: O0bpkaHocT, Bb30yna, 0€3n0KONCTBO, AE30pHEeHTaALUS

Hapywenus na Hepguama cucmena:

MHOro 4yecTu: ["naBoGonue (Moxke na ObAe TEKKO M MPOALIKHUTETHO)

Heuectn: ACErNnTHYEH MEHUHTUT (BKJIOYHTEJIHO XUMHUYEH MEHHUHIUT)

Penxu: [ ‘bpuoOBE, 3aMasgHOCT

C Heu3BeCTHaA 4YecToTa: MEHHUHIH3bM, eNUJIENTUYEH CTaTyC, KOHTPAcTHA eHUedanonaTus,

MOTOpPHA AMCHYHKUMS (BKJIIOUYHUTETHO HapyLUeHHUe Ha rOBOpa, adasus,
AN3apPTPUA), NAPECTe3us, XHUIOEeCTe31Us U CeTUBHU HapyLUEHHs




Hapywenus na ouume:
C Heu3sBecTHa yecToTa: [1pexoana kopTukanua ciaenora, horododus

Hapywenus na yxomo u rabupunma:
C Heu3BecTHa 4ecTora: [Ipexonna 3ary6a Ha cnyxa

Cmomawno-upesnu napyuwenus:
Yecru: ["anene, noBpbLiaHe

Hapywenus Ha MyCKYIHO-CKeAemHAma Cucmema u CoeOuHUMenHama mokan:
Penku: boaku BLB Bpata, 6onkH B rbpba
C Heu3BeCTHA YecToTa: MyckyJieH cna3bm

Obwu napywenus u echexmu na msicmomo na npunoxcenue:
Penkwu: bonku B kpaliHHLIMTE
C Heu3BecTHa YecTora: Peakiiuu Ha MSACTOTO Ha NMPHIIOKEHHE

| I]pHJIOXKEHHE B TEICCHUTE KYXHHH
Mons nvpeo euxcme paszoen “Obwu”. Ilo-0ony ca onucanu camo nexceranume coOumus u msxnama
HECMOoma npu. NPULOJICEHUEMO HA He-UOHHU MOHOMEPHU KOHMPACMHU CPeOCMEa 8 MELeCHUME KYXuHi.

EH0cKoMCKa peTporpajiHa Xonanruo-nankpearorpadus (ERCP):

Cmomawuno-ypesnu Hapyuwenus.
YecTu: [laHkpeaTuT, MOBUILIEHHE HA AMHJ1A3aTAa B KpbBTa

[lepopanHo npuIokKeHue:

Cmomawno-upesnu napywenus:

MHOro 4yecrTu: Huapus
YecTu: ["aneHe, noBpblaHe
HeuecTu: KopemHa 6onka

Xucrepocannuurorpadus (HSG):

Cmomawno-upesrnu napywenus:
MHOro yecTH: bosiku B nonHara yact Ha kopema

Aprporpadus:

Hapywenus na Myckymo-cxkeremmama cucmema u CoeOuHumMeIHama nokan.
C Heu3BeCTHA YecToTa: ApTpUT

Obwyu napywenus u epexmu na MACMOMO Ha NPUIONCEHUE:
MHoro uecru: boJika

XepHuorpadus:

Obwgu napywenus u echekmu na Macmomo na npunoxcenue:
C Heu3BECTHA YecToTa: boJika cnex npoueaypara




Onucanue Ha onpelesieHH HEXEaHH peaKLiuu

CboOuiaBanu ca TpoM60-eMOOIHYHH YCIIOKHEHHS, CBbP3aHH C KOHTPACTHO-YCHJIEHA aHruorpagus Ha
KOpOHapHHTE, MO3b4HHTE, ObOpeuHnTe U nepudeprnute aprepuu. KoHrpacTHOTO CpeacTBo MoXe Ja
JAOTIPHHECE 3a TE3H YCIIOXKHEHHUS (BX. ToUuka 4.4).

CboOlaBaHH ca Clly4yan Ha ChbPAECYHH YCIOKHEHHS, BKIIOUHTEIHO OCTHD HH(APKT Ha MHOKapAaa 1o BpemMe
Ha WK CJIE KOHTPACTHO-YCHJIEHAa KOpOHapHa aHruorpagpus. [lauuenTuTe B cTapyecka Bb3pacT HJIM TaKUBa
C TeXKa KOpOHapHa apTepuaiHa 0osecT, HeCTabMJIHA aHIHHA MEKTOPUC M AMChYHKIIMA Ha 1sBaTa KaMepa
Ca C NMOBHILEH PUCK (BX. Touka 4.4).

B MHOrO pe/iku city4an KOHTPaCTHHTE CPEe/ICTBA MOXE J1a PEMHHAT NPe3 KPbBHO-MO3bYHATA Gapuepa u jia
[MPOHHKHAT B MO3bYHATA KOPA, KOETO /1a NPUYHHH KOHTPACTHA eHuedanonaTus (BXK. Touka 4.4).
CHMNTOMHTE MOXeE J1a BKJIHOYBAT IJ1aBOOOIIHE, 3PUTEIHH HAPYLIEHHS, KOPTHKAJIHA CIIENOTa, bPYOBE,
00BPKaHOCT, I€30PHEHTALIUS, CbHIIMBOCT, 3aryba Ha Chb3HAHHE, KOMa, 3ary6a Ha KOOPAHHALHS,
XeMuInapesa, HapyluleHHe Ha roBopa, aa3us, aMHe3ust H MO3b4eH OTOK. CHMNTOMKHTE OOHKHOBEHHO Ce
[pOsABABAT B PAMKHTE Ha HAKOJIKO MHHYTH 110 24 yaca chieq npujoxenue. B noseyero noknaam no
CJIy4auTe peakLMATa MpoaAbJKaBa HAKOJIKO 4aca A0 72 4yaca.

AHaunakToniHaTa peakLuns U aHaQHIAKTOMJHHS LLIOK MOJXKE [1a JOBEAAT 110 TeXKKA XUMOTOHUS |
CBbP3aHHTE C TOBA CHMNTOMH M NPH3HALIH KaTO XHIOKCHYHA eHllepanonaTus, Ob0peuHa u yepHoapobHa
HEIOCTaThYHOCT (BX. TOUKa 4.4).

B HAKOM OT ciyyauTe, eKCTpaBa3aLMATa Ha KOHTPACTHO CPEACTBO MOXeE /1a JOBEJE JI0 JIOKaTHA 60oKa |
OTOK, KOUTO OOMKHOBEHO HamansBat 6e3 nocneactsus. Cro01aBaHH ca cyyan Ha Bb3najieHHe, ThKaHHa
HEKpO3a H CHHIPOM Ha KOMIMapTMEHTa (Bx. Touka 4.4).

lleaMaTpuyHy NAIMEHTH:

[IpexoaeH XMNOTHPEOUH3bM € ChoOIIABaH NPH HEJOHOCEHH Jield, HOBOPOAEHH M NPH APYTH AeLa cliel
NPHJIAraHeTo Ha HOIHH KOHTPACcTHHU cpeAcTBa. HenoHoceHuTe feua ca 0cobeHo YyBCTBHTENHH KbM edekTa
Ha Hoaa. ChoOLLaBaH € MPeXo/IeH XUMOTHPEOHAN3bM NPH HEJOHOCEHH JIeld, KbPMEHH OT CBOMTE MaiikH.
Kbpmelata maiika yecto € Ouna u3nioxkeHa Ha aelictsueto Ha OMHuNaK (Bx. Touka 4.4).

HeobxoauMo € OCHIypsiBaHETO Ha ajieKBaTHA XM/pATallus NPEIH U CJIE/ PHIIAraHeTo Ha KOHTPaCTHOTO
CPEACTBO, 0COOEHO NMpH KbpMayeTa v Majiku aena. [TpueMbT Ha HepOTOKCHYHH JlekapcTBa TpsOBa 1a 6bje
npeycraHoBeH. CBbp3aHaTa ¢ Bb3pacTTa MOHWKEHA CKOPOCT Ha IIOMEpYHA GUITpaLHs NPy KbpMauerara
MOX€ CBLLO J1a 10Be/Ie N0 3a0aBgHE EKCKPELHMATa HA KOHTPACTHHUTE CPE/ICTBA.

ChoOLiaBaHe Ha MOJO3MPAHH HEXEJIAHHW PEaKLUH

CboO1aBaHeTo Ha NOA03MPAaHH HEXENIAHW PEaKLMHK CJie]l pa3pellaBaHe 3a ynorpeba Ha JIEKApCTBECHHS
NPOAYKT € BaXKHO. ToBa no3BosisiBa 1a Npob/KH HaOMOEHHETO HAa CHOTHOLIEHHETO MOJ3a/PUCK 3a
JIEKapCTBEHUSA MPOAYKT. OT MEAMUHWHCKUTE CNIELHANIMCTH CE H3HCKBA J1a ChOOILABAT BCAKA MOA03HPaHa
HeXeJlaHa peaKlLHs Ype3 HaLMOHAIHATa CHCTEMA 3a ChOOl11laBaHe:

HM3mbaHHTEIHA areH1Ms 1o JieKkapcTBaTa

ya. ,,JlamsiH ['pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeocaiT: www.bda.bg




4.9. Ilpenozupane

[lpeakaHHMYHHTE 1aHHK NOKA3BaT €HA BUCOKA rpaHULa Ha 6e30MacHOCT npu OMHMNIAK, KATO HE ca
YCTaHOBEHH (PUKCHPAHH rOPHH HHBA Ha /103aTa MPH PYTHHHO BLTPECHAOBO MPUIIOKECHHUE.
CHMNTOMaTHYHOTO Mpe03UpaHe HE € XapaKTEPHO [PH MALHUEHTH C HopmasiHa ObOpeyHa PyHKLHUS, OCBEH
KO nauneHTa e nomy4un noseye or 2000 mg I/kg T.M. 3a orpaHuyeH nepuos oT BpeMe.
[IpoabpkuTeHOCTTa Ha NpoLelypaTa € BaxHa 3a GLOpeYHaTa NOHOCHMOCT Ha BUCOKH 103H OT
KOHTPaCTHOTO CPeACTBO (ti2 ~2 yaca). CiyyaiiHO npeo3upaHe e Mo-BeposTHO CJie]] CIOKHA aHruvorpadgcka
poLeaypa NpHU aelia, 0OCOOEHO KOraTo Ce NpujiaratT MHOXKECTBO HMHIKEKLIHH OT KOHTPAaCTHOTO CPEJICTBO C
BHCOKH KOHLICHTPALIHH.

B cnyuyaii Ha npeosupaHe e He06X0AMMO KOPUTHpaHe HA BCEKH BOJLCH MJIH CNEKTPOJIMTEH AucOanaHc.
bbOpeuHara ¢yHkuMs TpAOBa 1a Obe MOHUTOPHPAHA B ClIEABALLIMTE 3 THU. AKO e HeoOX0AUMO MOXe J1a ce
IPHIIOKH XEMO/IHAJIH3A 32 OTCTPAHABAHE H3JIHLIBLKA OT KOHTPAcTHOTO cpeacTBo. Hama cneuuduuen
AHTHAOT.

5. GAPMAKOJIOTHYHU CBOMCTBA

S.1. PapMaKoAHHAMHAYHH CBOHCTBA

dapmakoTepaneBTH4Ha rPyNa: PEHTIeHOKOHTPACTHH CPE/ICTBA, HOAMPAHH
ATC: VOSAB02

3a no-ronsAMaTa 4acT OT U3C/NEABAHUTE XEMOJMHAMUYHH, KITHHUKO-XUMHYHH H KOaryJjaalHOHHH napaMeTpH
CJIEL HHTPABCHO3HO HHIKEKTHPAHE Ha HOXEKCOJ Ha 31paBH NOOPOBOJILIK, HE €A YCTAHOBEHH 3HAYMMH
OTKJIOHEHHs! B CTOHHOCTHTE B CPaBHEHHE C Te3H NpPeH HHKEKTHPaHeTo. HakonkoTo HabmonaBauu
[NPOMEHH B J1JaDOpaTOpHHTE NapamMeTpH ca OWJIM MAJIKM M NPELIEHEHH KATO TakMBa 6e3 KIMHHYHO 3HAYCHHE.

3.2 PDapMaKOKHHETHYHH CBOHCTBA

[Tourn 100% OT HHTpaBEHO3HO HHXEKTUPAHUS HOXEKCON Ce €KCKpETHpa HEMpPOMEHEH npe3 ObOpenuTe B

PaMKHTE Ha 24 4yaca NpH NauMeHTH ¢ HopMaiHa 6b6peuna dyHkuus. Makcumania KOHLIEHTpalUs Ha
HOXEKCOJl B ypHHaTa Ce NnosBsiBa OKoJIo | yac ciea uwxkekTHpaneto. He ca yCTAHOBEHH META0OJIMTH.
CBbp3BaHeTo Ha OMHMIIAK C POTEHHHUTE € TOJKOBA HUCKO (MO-MAJIKO OT 2%), 4€ HAMA KJIMHHYHO

3HA4YCHHE M CJICA0BATEIHO MOXeE /1a Oblie npeHebpernaro.
S.3. IlpeAKITHHHYHH AaHHH 32 6e30MacCHOCT

Hoxekcon uMa MHOrO HHCKa OCTpa TOKCUYHOCT NMPH HHTPABEHO3HO MPHJIOKEHHE NPH MHILKH H MJIbXOBE.
H3cnenBaHusaTa NPY )KUBOTHH MOKA3BaT, Ye HOXEKCOJI HMa MHOT'O HHCKO CBbP3BaHE C NPOTEHHHUTE U €
1100pe noHocuM ot 6b6pennTe. ChpAeYHO-ChA0BATA TOKCHYHOCT M HEBPOTOKCHYHOCTTA Ca HUCKH.
Jlokasano e, ye cnocoGHOCTTA 3a pasrpaxk/aHe Ha XHCTAMHHA | aHTH-KOAryJlaHTHaTa aKTHBHOCT ca
MO-MaJIKH B CPaBHECHHE C HOHHHTE KOHTPACTHH CPE/ICTBA.




6. ODAPMALHEBTHYHU TAHHHU
6.1. CnHCBhK HA NOMONIHHTE BelllecTBa

Tpomeramon

HarpueBo-kajiueB eaerar

XJIOpOBONIOPO/IHA KHCENHHA (3a kopurupaHe Ha pH)
Boaa 3a uHXeKUHH

6.2. HechLBeCTHMOCTH

[1pu nunca Ha Npoy4BaHKs 3a HECHBMECTHMOCTH, TO3H JIEKAPCTBEH NMPOJIYKT He TPSGBA 1a Ce CMECBa ¢
JApYTH JIeKapcTBeHH NpojyKTH. TpsOBa aa ce n3nonssa otaenHa CpHHIIOBKA.

6.3. Cpok Ha rogHocr

3 TOAMHH.

[IpoaykTsT TpsiOBa 1a ce H3N0/I3Ba BEAHAra CJi€/] OTBAPSAHETO MY. BCAKO HEM3IMOI3BAHO KOTHYECTBO TpsaOBa
na ObJ1e H3XBBLPJIEHO.

6.4. CpenHajiHH yCJIOBHS HA ChbXPaHEHHE

Jla ce cbxpansBa nop 30°C.
CbXpaHsBaiiTe OnakoBKaTa B KapTOHEHATa ONAaKOBKa, 3a J1a Ce MpeanasM OT CBETJIMHA U BTOPHYHO

PEHTI€HOBO JIbYEHHE.
[TpoaykTsT B CTHKIIEHH (lakOoHK ¥ Oy THIIKM MOXeE Ja ce chXpaHssa npu 37°C 0 3 mecena npeau

ynorpeoa.
[IpoaykTbT B nonMnponuieHosu 6y THIKK Moxe fa ce cbhxpaHssa npu 37°C 10 1 Mecew npeau ynotpeoa.

6.5. Buau chAbpXKAHHE HA ONAKOBKATA

CrokiieHu GpaaKkoHyd U OYTHIIKH:

[ IpoaykThbT € HambJIHEeH B MH(DY3HOHHH Pnakonu (20 ml) u uHdy3uoHHu GyTraku (50, 75, 100, 150 u 200
ml).

KoureiiHepure ca HanpaBenu ot 6€311BETHO, BACOKO YCTOHYMBO GOPOCHIMKATHO CTHKJIO (Ph. Eur. Tun I),
3aTBOPEHH C Xao0yTHIIOBH KayuykoBH 3anywanku (Ph. Eur. Tun 1), 3ane4aranu ¢ koMOuHHpaHu “flip-off
seal/tear off seal — flat plast disc”.

[lonnnponunenosu 6ytunku (USB):

[IpoaykTbT € HanbJIHEH B NOMNPONHUAEHOBH Oy THIIKK. By THIIKHTE ca 3aTBOpEHH ¢ XaJ100y THJIOBH
kayuyxoBH 3anywanku (Ph. Eur. Tun I) u nnacrmacoBa kanauka Ha BUHT, NOACHTYPEHA CbC 3aIUTEH
NPLCTEH.




[IpoayKThT C€ 10CTaBs B ClIEJHUTE OMNAKOBKH:

Ipoaykr CTbKileHn

PpaakoHn/OyTHIKH MNonmunponuieHOBH OYTHIIKH
Omnipaque 300 mg I/ml | 10 x 20 ml 10 x 50ml

25 x 20ml 10 x 75ml

10 x S0ml 10 x 100ml

10 x 100ml 10 x 150ml

10 x 150ml 10 x 200ml

6 x 200ml 6 x 500ml

10 x S500ml

He BcHYKH BHI0BE OMAKOBKK MOrar ia ObJIaT NyCHATH Ha nasapa.
6.6. CnennajHH NpeanasHH MepKH NPH H3XBLPJIsHE H paboTa

KakTo BCHYKH MapeHTepaiH{ NPoAyKTH, npeau ynotpeba OMHHNAK TpsOBa na 6be ornenan BU3yanHo 3a
HaJIMYHe HA YaCTHLIH, IPOMEHHU B LIBETA M 11€JIOCTTA HA OMAKOBKATA.

[ IpoyKTbT HEe ChbbpXka KOHCEPBAHT, 3aTOBa TPAOBa J1a Ob/le H3TET/IEH B CNIPHHIIOBKATA HENOCPEACTBEHO
npean ynorpeda. @nakoHHTE U Oy THIKHTE ca MpeAHa3HaYeHH CaMo 3a eHOKPaTHA ynoTpeba U BCSKO
HEH3IMOI3BaHO KOJHYECTBO TpAOBa 1a Obje H3XBBPJIEHO.

Heun3non3BaHUAT N€KapCTBEH MPOAYKT WIIH OTNAJbYHHTE MATEPHAJIH OT HEro TpsAOBa /1a ce H3XBBHPJIAT B
CbOTBETCTBHE C MECTHHUTE U3UCKBAHMUSI.

JIOMbJIHUTEIHH HHCTPYKIIMM 33 aBTO HHIKEKTOP/NOMNA:

KounrpacTHoTO cpeancTBo B OyTuiaka ot 500 ml Tpsbsa aa ce H3nosn3Ba ¢ NOMOLITA HA ABTO
WHKEKTOPH/TOMITH 0J100peHH 3a Te3n 06emH. [la ce H3no3Ba HHAMBH/LYaJIHA POLIELY Pa Ha HHIKEKTHPAHE.
[TonsuxxHaTa 4aCT Ha aBTO HHXKEKTOPA/MOMIATA, OTHBALIA KbM MAalMeHTa TpAOBa Ja Obe CMEHSHA Clie]l
BCEKH MauHeHT. Hen3non3BanoTo KOJHYECTBO KOHTPACTHO CPEJICTBO, KOETO € OCTaHaso B OyTHIIKaTa U
BCHYKH CBbp3Ballli TPOM TPAOBa J1a ce U3XBBLPJIAT B Kpas Ha JieHs. 3a yA06CTBO MOraT Ja ce M3noJ3sar 1
no-manku OyThiiku. TpsOBa 1a ce cna3BaT HHCTPYKLMHMTE HA IPOM3BOAMTE)IS HA ABTO MHXKEKTOpA/NoMara.

7. INPUTEXATEJI HA PASPEILIEHUETO 3A YIIOTPEBA
GE Healthcare AS

P.O.Box 4220 Nydalen

NO-0401 Oslo,
Hopserus

8. HOMEPA HA PA3PEIHIEHHUETO 3A YIIOTPEBA

Omnipaque 300 mg I/ml - 1I-16151/15.12.2011, Per.Ne 20010932




10.

AATA HA ITbPBO PA3ZPEHIABAHE/TIOJHOBSAABAHE HA PA3PELIEHUETO 3A
YIIOTPEBA

23.05.1989 - nbpBO paspeluaBane
15.12.2011 - mocneaHo noAHOBsIBaHE HA pa3pelleHHETO 3a ynorpeoba

JAATA HA AKTYAJIM3UPAHE HA TEKCTA

JlekemBpu 2023




