MHCTPYKLNSA 3A VIIOTPEBA

MME HA AEKAPCTBEHWR NMPOBYKT

Omnipagque MHXEKMOHEH pasTeop 240 mgl/ml, 300mg!/ml, 350 mgl/ml.

KAYECTBEH 1 KOAUYECTBEH CHCTAB

NexapcieeHo Bewecteo | KoHuentpauua Cogbpxanue 3a 1 ml

lohexol (INN) 240 mgl/ml 518 mg equiv. 240 mgl
lohexol (INN) 300 mal/ml 647 mg equiv. 300 mg!
lohexol (INN) 350 mgl/m! 755 mg equiv. 350 mgl

CAMCBK HA MOMOLUHWUTE BELIECTBA

KoauuecTtea B 1 mi 3a 240mgl/ml; 300mgl/ml; 350mgl/mi:

TpoMmeTakon 1.21 mg, HaTpPKeEBo Kanumes egeraT 0.10 mg, XI0pOBOAOPOAHa KMucenuHa fo ph
6.8-7.6 q.s. # BOAa 3a MEXeKkuMr no 1 ml.

lohexol e HefioHHa, MOHOMEPHA, TPKAOOMPAHA, BOAHO-PA3TBOPUMA PEHTIEHOBA KOMTPaCTHA
marepus. Omnipague B KoHueHTpaumuu ot 140 mgl/ml e u3cToHMdeH ¢ KPLBTa U ThKaHHaTa

TeYHOCT.

CTOMHOCTUTE Ha OCMOAZPUTETA U BUCKO3UTETA €A KGKTO cAepRa:

Ocmonapurer
Konuenrpauns Osm/kg H,0 Buckoswrer
37°C 20°C 379C
240 mgl/ml 0.51 5.6 3.3
300 mgl/mi 0.64 11.6 6.1
350 mgl/ml 0.78 233 10.6
AEKAPCTBEHA QOFPMA

MirexUumoHen paateop Ha lohexol /ml; 300mgl/ml; 350mgl/ml .
Omnipaque ce nNpegaara roTos 3a yriorpeba, GUcTbP, He3lBeTeH RO BASHO XKbAT CTEPHUARH

BOOEH Pa3Teop.

WUME 1 ABPEC HA MPOU3BOBUTEAS

GE Healthcare AS

Nycoveien 1-2, P.O.Box 4220 Nydalen

NO-0401 Oslo, Norway

AnTepHaTuseH npowssoauTen B Mpnanans:

GE Healthcare Ireland

IDA Business Park, Carrigtohill

Co. Cork. Ireland




VME 1 AOPEC HA NIPUTEXATENA HA PASPELLEHVETO 3A YITOTPEEA

GE Healthcare AS

Nycoveien 1-2, P.O.Box 4220 Nydalen
NO-0401 Oslo, Norway

NOKA3AHVIS

PEHTreHO-KOHTPAaCTHO  BeLeCTBO 3a MPUWAOKEHWE nNpu  Bb3PACTHM W pela 33
KapguoaHriorpadus, aptepuorpadusi, yporpadusa, oaeborpadka n  KOMNIOTbPHO-
TomorpadCKo YyCUAEHD us3obparkenne. AymbanHa, TopakanHa M LEPBUKaAHE Mueaarpadus n
KomMloTepHa ToMorpadgus Ha BasanHuTe LMCTEPHW, caen cyDapaxHOMBAAHD UHKEKTUPaHE.
Aptporpadus, eHBOCKOMNCKa peTporpagHa nadkpeatorpadus (ERP), eHBOCKonicka
petporpagHa XOA2HIMo-Nakkpeararpadus (ERCP), xepHuorpadgus,
XucTepocaanuHrorpadmsa, cuasorpadus n M3CASOBaHUSA HA racTPOUHTECTUHAAHWA TPaKT.
T03M NeKapCTEEH NPOAYICT € CaMO 38 AVarHoCTUYHK Lienu.

lMPOTUBONMOKA3AHWNA

MaHupecTHa TUPEOTOKCKMKO32., AHEMHECTMHHW [aHHM 33 CEePMO3HW  peakui  KbM
OMNIPAQUE.

CREUKAAHK NMPEQYINIPEXXAEHNA 14 NPERNAZH MEPKW IPH1 YIOTPEBA

OBLUM NPEONA3HWN MEPKIA 3A YMOTPEBA HA HEMOHHW MOHOMEPHA KOHTPACTHW
BEILUECTBA

VicTopus 3a HaauuMe Ha aneprug, acTma WAKM HEXEMaHy peakumu KbM A0AHKM KOHTPaCTHY
BELUeCTBa Ca NOKa3aHUs, KOUTO Ce Hy)KDAaT OT creunanHa rpwka. B Tean caysan moxe pa
ce ofChAY NpUAAraHeT: Ha NpeMennKalmMa ¢ KOPTUKocTepoMam uak Hy u H, anvarcincti.

PUCKBLT OT CEpMOSHW peakumu CBbpaaHu ¢ npuaoxkeHeto Ha OMNIPAQUE ce cuuta 3a
manbk. MogranTe KOHTPacTHW BELUECTBa MOraT [a MPOBOKUPAT aHadUAGKTOURHN PeaKkuvm
VAW OPYTV APOABY HA CBPBLXUYBCTBUTEAHOCT. B NepronbT Ha npuAaraNeTo u AefCTBMeTo
TpaBRa NpenBapuTeAHo aa 6haaT nopcurypeHu Heobxogummre AeKapcTsa # Heobxomumarta
anapaTypa 3a He3abaBHO AeuyeHWe, ako ce NPOSBAT cepMosHW peakuwy. Mpenopb4Ba ce
BMHary Aa Ce MSMOA3Ba FIOCTOSHEH KaTeTbp 3z Dbp3 MHTpaBeHo3eH LOCTBIM Npes usaata
pPEeHTIreHO-KOHTPacTHa NpoUueRypa.

HefloHuuTe KOHTPACTHM cpeam umat caab edeKT Bbpxy KoaryAauWoHHaTa cucTema in-vitro,
CpaBHeHW C MOHHWTE KOHTpacTHW BewecTsa. KOrato ce W3nbAHABa npouenypa Ha CbHoBA
Katarepusauvs Tpabea fa ce npunara TO4HO, BHUMETEAHO aHrMorpadiCKaTa TexXHMKA Y YecTo
3 ce NPoMMBA KareTbpa (Hanpumep C XenapuHuavpak GU3NoAOrMdeH pasTeop), 3a fa ce
HamMaAM prcKa oF TpomBGoayw 1 embBoamMy CBBP3aHK C NMpouenypata.

CootBetHa X#ApaTauwa Tpabsa fa ObAe ocUrypeHa Npemfu ¥ CAel npuaaraHeTo Ha
KOHTpacTHata cpena. Toea MpwaaraHe e ocofeHo BaXKHO 3a nauveMT C MYATWNAEH
MueAoma, 3axapeH AuabeT, HubpeyHa AMCGYHKLINS, CBLUO TaxKa W 38 KbpMaueTa, MaAkn oeua
W No-BbapacTHN NauvedT. Kepmaverara (Be3pacT < 1 roavHa) M ocobeHo HOBOPOREHW Ca
HPEapasNoAOKEHN Kb EASKTPOANTHW HAPYLLIEHWA N XeMOAMHaMUUYHA NPOMEHH.

HeoBXoaumo e No-0CoGEH0 BHUMEHWE MpU MauMEHTH ¢ TEXKN CbPaeuHu 3aBOASBaHNUs U
GenofpobHa XUIePTOHMA Thil Kara Te morar Oa PasBUAT XeMOBHHAMWYHM NTPOMERN MAM
apuTMuUs.

MaumeHT ¢ octpa uepebpaAHa RaTOAOrMA, TYMOPU WAM OaHHM 3a enUAencus ca
NPEefpasnoAsKeHW KbM TNPUNaSbUM W MopAeXar Ha ocobeHa FpwKa. AAKOXOAWLM U
NPUCTPACTEHM KBM AEKapCcTBa UMaT FOBUWEH pUCK OT NPUNEaBLU 1 _HEBROACTMYHU

CAYXa VAW A@Ke TAYXOTa, KOUTC Ce AbIMaT Ha cnagade Hanara
nymBanHa nyHKUWA.



3a npepnaseane o7 ocTpa GbOpevyHa HeOOCTATLHMHOCT BCAEOCTBME HA MPWAAraHETO Ha
KOHTpacTHaTa MaTepus, CMeuvasHO BHUMMAaHWe TpabBa Ba ce OTAEAM MpPW MAUMEHTW GbC
ChLUECTBYBALLO GEOpPEUYHO YBpexpaHe W 3axapeH BEuaber, Toil KATO T Ca B PUCKOBa
rpyna.

Maunertn ¢ napanpoTenHemus (MueaomaTosa MakporaoByavrHemus Ha Waldenstrom) ca
ChLUO C PUCK.

[ipeBaHTMBHWTE MEPKW BKAIQUBAT:

OnipeneAsHe Ha NAUWEHTN C BUCOK PUCK.

OCUIypsiBaHe Ha MOBXOAAa xuppatauma, AKO e Heobxomoumo upes MoagbpMKailla
8eHO3Ha MHY3KUA NPenyn 3anousaxe Ha NpoUeaypaTa A0 W3UMCTBAHETO Ha KOHTpacTHaTa
mMaTtepus ypes OubpeunTte.

MaBareaHe HaToBapBaHeTo Ha 6ubpeuute C HEPPOTOKCUUHW ASKAPCTBa, OPAaAHK
_XOAeumcTorpaduiHn - CPEACTBa, aprepuanHo  Knamnupade, apTepuarta peHanHa
aHMMONNacTUKa WAM oBLua Xupypris, OOKATO KOHTRACTHOTO BELECTBO He Obfae
eKCKReTUPaHo.

OvaaraHe Ha MOBTOPHO M3CASOBAHE C KOHTPACTHA MarTepus aokarto OubpeuHa ¢yHKumA
HE Bb3CTaHOBW HUBOTO NPEAN UICAELBAHETO.

1

3a da ce npedomepami Noseama Ha Nakmamsa ayudoza npu navuuesmu ¢ duabem nexyeaHu
¢ metforimin, npedu ewmpecudo8omo npunoXeHue Ha UOOHO KORMPAacmHO eewjecmneo
mpsaBea da Gule UMEPEHO HUSOMO Ha CepyMHus KpeamuHuH. Hopmanen cepymed
kpeamurun/ObLOpeYHa yHKUUS: NpueMaremo Ha melformin mpabea 0a ce cnpe 1o speMe Ha
MPUNOXKEHUIEMO Ha KORMPacmHOMOo eewecmaeo U 0a He ce 3anoyea omHos8o 3a 48 yaca wiu
doxamo Gu0peyHama hyHKYUSA/CEPYMAUSA KPRAMURUR He Ce HopManuaupa.

Kpeamunuy U3ebH 2paHuuume Ha Hopmama/Onbpeyna dyrxuusa: Metformin mpsbsa da ce
chpe u uscnedeaHemo C KOHMpPacmHo eewecmeo 0a ce omnoxu 3a 48 vyaca. Metformin
mpsiBea Oa ce 3anoyHe CaMo aKo OrbpeyHama hyHKUUS/CePYMHUST KeamuHUR e HopMarneH.
fIpu_criewnu cnyyau. kozamo ObOpeudama QYHKUUR € npomeHeda unu Heuscrnedsawa,
nexapss mpsabaa O0a npeueHy PUCK/AI0N3a om uacHedeanemo ¢ KonmpacmHo seujecmso U da
ce cuobpasu ¢ npeldynpexdenuemo; metformin 0a ce cnpe, nayuernma: d0a ce xudpamupa, 0a
ce npocnedu GnbpevnHama ynryus u Oa ce Habmoedasa 3a N0A8a Ha NPU3HALY Ha
nakmamida ayudosa.

ChlllecTBysa 110TEHUMANEH PUCK OT MPEXOOHO HapylugHwe Ha depHoppobHata dyHkumA.
OcoBeHo BHMMAKUE CEe M3MCKBA Kb MALMEHTM C TeMK HapylUeHus KakTo Ha BvbpeuHarta,
Taka W Ha yepHoppobHa GyHKUMSA, Tl KaTo NpK TAX MOXKE Na 6bog¢ 3HAUMTEAHO HaMaAeHo
OTOEASIHETO Ha KOHTpacTHaTa Mmarepud. Mpk nauMedHT Ha XemopuaaAusa Mmoxe na ce
MHEKEKTURA KOHTPACTHO BewecTBo. KopeaauHaTa Ha BPEeMeTo 3a HHKESKTHPARE Ha KOHTPACTHOTO
BEIECTBO ¥ XCMOAHANNHIATA HE & HBOﬁXO}IHMO

MpmaaraHeTo Ha HOAHM KOHTPACTHWY MaTepUM MOXE A8 3achmm cUMNTOMUTE Ha MUacTeHus
rpasuc. Npy naumeHT ¢ GeoXpoMouMTOM NOOAOKEHN HA UHTEPBEHUMOHAaNHN NpoLeiypy
Tpabea na ce aasar anda-BAOKeDH 3a Aa CE NPefoTBPATU XMNEPTOHUYHA Kpr3a. CreumnasHo
BHMMAaHWe e Heobxoavmo Npy TauveHTM ¢ xuneprupeonpusbm. [pu nNaumedtn ¢
MYATMHOAYAAQHA FYLUA CbLUECTBYBA PUCK OT PA3BUTHE Ha XUNepTUPEoHUAN3BM B DE3YATAT Ha
MHXEKTHpaHeTo Ha poaupasa KoHTpacTHa maTepus. Tpabsa Oa Ce 3Hae cblo 38
BL3MOMHOCTTA OT MPEeAU3BMKBaHE HA TPaH3WTOPeH XWNOTURESOMAK3bM Y HESOHOCEHW neua
noAydagalli KOHTpacTHa MaTepus.

EKcTpaBazalMaTa Ha KOHTpacTHaTa marepis 0BVMKHOBEHO € psfKa U ce NoAyYaBa MofysaHe
M AOKaAHa Boaka WU OBMKHOBEHO M3ue3sa bes nocAaencTene. Ho Mmoxe na ce CTUrHe gaMme Ao
HEKPO32 Ha TbKaHuwTe. KaTto pyTtuHHA msApKa ce Mpenopbysa CWMAHO WM3CTyAsBaHe Ha
3aCErHaToOTO MACTO. XMPYPIMUEsKa ASKOMNpecHs MoXe fa Gbae HeoBXORMMa B CAYual Ha
oGpaszyeaHe Ha XemaTom.

UnTpatexasto NRMAONKEHWE




Chael Mmueaorpadus naumenra TpaGea na Gbfe B NOKON © NOBAWTHATA rAasa W rpbaeH KoL
{20°) 3a 1 uac. CAeR TOBA NAMMEHTMTE MOFaT BHUMATEAHD Ba Ce ABWKaT, HO HABEXOAHETO
HagoAy Tpabea oa Obae uabareaHo. MaaeaTta v rpboHWA Kol Tpabea Aa 6vEaT nopgurHaTn
npe3 NepBuTe 6 Jaca OCTaBalKW HAa ABFAQ. TlaumeHTuTe NPy KOMTO MMa CbMHEHWA WU
NPenpasnoAcKeHne KoM Npunagbuy Tpabsa na Bwpat HabalopaBaHu MO Bpeme Ha TO3W
nepuos. AMBYAATOpHUTE MauMeHTW He Tpsbea na ObaaT ocTaBAHWM ChbBCEM caMu Npes
NbpBuTE 24 vaca.

B3AVMOJEWCTBUE C IPYI 1 NIEKAPCTBEHM MPOAYKTY V1 AIPYTY ©OPMU HA
B3AVIMOJIEAACTBUE

UIBnoA3BaHeTo Ha KOHTPACTHA MATepus MoXe [a AoBefe [0 npexofHy HapyiueHus Ha
Grbpeynara QyHKUus 1 TOBa MOXe Ha YeKopy JEKTaT auuposara npy QnabeTuly, KouTo
B3eMar metformin. (Buxc CreLmanHn peayrpexaeHis it NPaanasHy MEpKH rIpH yrioTpeda).

MauMeHT TpeTMpaHW C WHTepAeBKMH-2 TPAOBa [a HamandsaT fosara [se CefmuLiy
NPefBapuTEAHO 3aLL0TOo ChUIECTBYBA ¢ PUCK OT 3a6aBSHK PeaKLmK (rprn-NoaoBHI CUMNTOMM
VAW KOXHW peakLinm).

BeWukM MOAHY KOHTPACTHU BELUECTBA MOraT A B3aMMOfeiCTEAT C TECTOBE 3a ONpeneAsHe
Ha TUpOMaHaTa GyHKUMA, NOPaay Tosa HOA-CBLP3BaLIMA KanaumTeT Ha WMTOBMAHATE Xe3d
MOYKe Da Bbae HamaneH 34 HAKOAKO CeRMULLA.

BUcoKMTE KOHUEHTPaLMK Ha KOHTpacTHaTA MaTepua B cepymMa W ypuHaTta morat ba
B3AUMOLERCTBAT C AAGoparopHK TecrtoBe 33 BUAMPYONH, MPOTEMHM VAW HECPraHWyHW
cy6eTaHUun (T.e. YKeAA30, Mes, Kaauuik u docdop). CaepoaTeaHo Tesw cyBeTaHumM He
Tpabea Aa Gbaar M3CNeasaHy B AeHA caep PeHTIeHoBaTa Npoueaypa.

BPEMEHHOCT U KbPMEHE

bezonacHocHocTTa Ha OMNIPAQUE 3a u3nioa3saHe No Bpeme Ha BpeMeHHOCT npmr Xoparta
He Gele ycTaHoreHa. OueHKaTa Ma eKCMepUMEHTM MPOBEREHW Ha MUBOTHW HEe NokKasaxa
DVPEKTHWU WU MHEMPEKTHW YBpexnatiy edeKTy 1o OTHOLLEHME Ha PENPOLYKUIMATA, Pa3BUTUETO
Ha emGpuoHa vAKn deTyca, B Neproia Ha recTaluaTa ¥ rnepy 1 NocTHaTanHoTO paseutue,

BuHary Korato e Bb3MOMHO PEHTIEHOBOTO M3CAEABAHE F10 BpemMe Ha GpemeHHoCT Tpabsa Ba
ce nsbArea, NoAsaTa OT PEHTIEHOROTO MBCASABAHE C 1 6e3 KOHTPacTHO BELeCTBO TpsbBa
BHMMATEAHO Fa DbAe MpeleHeHa cnpsamo BbamoxHvA puck, Omripague He Tpabsa pa ce
W3FIOA3BA MpY GPEMEHHW, OCBSH KOraTo FIoA3aTa NPEeBMUISBa PUCKA W € MPeleHeHo KaTo
KpaitHO HeoDXOAMMO OT AeKap.

KepMmeHeTo Moxe Aa NPOALAKN HOPManHO cnep npunarate Ha OMNIPAQUE Bbpxy Maikara..

EQEKTH BBPXY CNOCOBHOCTTA 3A LWOMUPAHE
N PABOTA C MALUMHK

He ce npenopbyea yNpaBAfBaHe Ha MOTOPHM NPEBO3HK cpencTea 1 paboTa C MallmHn npes
MbPBUTE 24 yaca CASR MHTPATEKaAHO K3CAeBEaHe.

OO3NPOBKA U HAYWH HA MPUAOXKEHUE

HozaTa Bapupa W 33BUCK OT TWNA Ha USCASSBAHETO, Bb3pacTTa, TErAOTO, CbpaeqHaTa
neMHOCT M OBLIOTO ChCTOSHME Ha nauMeHTa W M3roa3BaHaTa TexHuka. ObukHoseHo C&
NPUEraT CblLMTE FOAHM KOHUEHTpai o ofemit KaKvo Npu Zpyrute AOHHN peHTreHoBN
KOHTPACTM B TexyilaTa npakTuka, CboTeeTHa XMpparTaumsa Tpabea Aa Bbhe ocurypera npenu
W CAef TIPUAAraHETO, KaKTO NPU JPYrTe KOHTPACTHW BELLECTRa.

3a MHTPEBEHOSHO, UHTPAAPTEPUAAHO N UHTPATEKAAHO NPUAOKEHNE 11 NPUAGIKEHWNE B TEASCHM
KYXUHK.

ChepHute AO3UPOBKW MOraT fa NOCAYKAT KaTO ykasaHue:




YKasanue npy WuTpaseHosHo npUuAQXKeHNe

IMokazaHus KoHUeHTpalima KoAnuecTeO 3abeaexkKa
Yporpapuu
BLIRACTHM: 300 mgl/ml 40-80 mi B ONPEABABHI CAYYaK
A 350 mgl/ml 40-80 ml Mo i Han B0 m!
geua <7 Kr 240 malfmi 4 mifkg
mAK 300 mgl/mi 3 mifkg
peua s> 7 Kr 240 mgllm[ 3 milkg
nau 300 mgl/mi 2 mifkg
{max 40 ml)
Qnreborpadgun Paspenen no 200 mgl/ml | 20-100 mi/xa kpak
{xpak)} wan 240 mgl/mi
man 300 mgl/ml
DSA (Oururanda | 300 mgl/m! 20-60 mlfinj.
cyGTpaKkUMoHHa nam 350 mgl/m} 20-60 mifin;j.
aHrmorpadus)
CT ycuagare Paspenen no 140 mgl/ml 100-400 ml 0BLLO KOAMYECTBO
Bb3pacTHW Pazpenex no 200 mgl/mi 100-300 ml Mom 30-60 T
nan 240 mgl/ml 100-250 mi
uan 300 mgl/ml 100-200 ml
wau 350 mgl/mi 100-150 ml
Bela,
240 mgl/mi 2-3 mifkg Terao io 40 mi | B HAKOM CAyuan no
wav 300 mgl/mil 1-3 mifkg Terao go 40 mi | 100

YKazaHue 3a MHTpaapTepuanHo npuaoXeHue:

FMokasaHus KoHueHTpauma Koanyecteo 3abenexka
Aprepuorpadun
CBOROCBA aopTorpadgms 300 mgl/mi 30-40 mifinj. OGeMbT Ha
ceaekTueHa Lepebpaana | 300 mgl/ml 5-10 mlfinj. ;’:;“:é‘;”gm';imm
aoprorpadgus 350 mgl/ml 40-60 ml/finj. Ha VHKEKTH-paHE
dbemopanta 300 mgl/m! 30-50 ml/inj.
wan 350 mgl/ml
opyrm 300 mgi/ml 3aBMCY OT BMAA
Ha WBCAEOBaHETO
Kappuoasruorpagim
Bb3PacTHM:
MHKEKTUpaHE B NAB
BEHTPUKYN 1 a0pTHA 350 mgl/ml 30-80 mlfinj.
OCHOBA&
CeAeKTUBHA KopoHapHa 350 mgl/ml 4-8 mifinj.
aptepuorpadus
300 mgl/mi 3aBMCK OT
Aeua: 1Ak 350 mgl/mi Bb3pacTtTa,
TErAOTO W

naToAOTUATA 2
(max 8 mikg) ptH
]




Aurutanya Paspenen xo 140 mgl/ml 1-15 mifinj. 3aeucu o1
cyBTpaxKumoHHa Paspegen zo 200 mgl/mi 1-15 mifinj. MACTOTO Ha
aHruorpadus Ay 240 mgl/ml 1-15 mifinj. :'ﬂ"gf::;";pg:e
uar 300 mgl/mi 1-15 milfin;. AONOASBAT (O
roAeMi KoAKHec-
788 - 5O 30 MA
YKazaHMe Npy UHTPaTEKaAHO NPUACKEHHE:
Fokasaxuns KoHueHTpaiua KoauuecTBo 3abenexka
AymBanHa 1 TopakanHa Pazpexnen 1o 180 mal/mi 10-15 ml.
MueAcorpadus Paspenen no 200 mgl/mi 10-15 mi
(nymBanHo uHrkekTHpase) | wam 240 mgl/mi g8-12ml
Liepsvkanra muenorpaduna | 240 mgl/ml 10-12 m!
(nymBanHo nikekTpane) | wam 300 mgl/mi 7-10 mi
Liepeukanta mueaorpadua | 240 mgl/ml 6-10 mi
(naTepanHo LiepBrKanHo nan 300 mgl/ml 6-8ml
NHKEKTURAHE)
CT uucrepHorpadus Pazpenen a0 180 mgl/mi 5-15ml
(AYMBanHO MHKeKTMpaHE) Paspenen Ao 200 mgl/m! 5-15 mi
uAn 240 mgl/mi 4-12ml
Muenorpaduu B
nepvaTpuaTa
< 2 roavHn Paspenen ao 180 mgl/ml 2-6 mi
2-6 ropvHn Paspesen xo 180 mgl/ml 4-8 ml
> B roavHu Paspenen zo 180 mgl/ml 6-12 mil

3a ceexaaHe A0 MAMKHYM Ha Bb3MOKHWUTE CTRpaHuuHK peakuuu ofituara no3a ot 3 r o He
TpsiGea na Gpae npeswiliaBaHa.

YKazaHue 3a NPUACKEHNE B TEACCHUTE KYXIHU

ToxkasaHng KoxueHTpauus KoanvecTeo JabeaexKa
ApTporpadum Paspenen sio 200 mgl/ml 5-20 ml
naur 240 mgl/mi 5-20 ml
vav 300 mgl/mi 5-16 mi
nay 350 mgl/mi 5-10 m]
ERP/ERCP 240 mal/ml 20-50 mi
LosaTa 3asucK
XepHuorpaguu 240 mgl/ml 50 ml OT pasmepa Ha
XepHUATa
XucTtepocaammurerpadim | 240 mgl/mi 15-60 mi
1A 300 mgl/m} 15-25 mil
Cuanorpaduun 240 mgt/ml 0.5-2 mi
nan 300 mgl/ml 0.5-2 mi




CT Tec a
nacAenBaHng

OpaAHO ripuAcKeHHe

Bv3pacTtHu: Paspegen no 180 mgl/ml MHOMBUAYAAHO
Pa3peae jjo 200 mgl/ml MHAVBUAYAAHO
mau 350 mgi/ml VHOMBMEYAAHO

Oeua:

- esodaryc 300 mgl/mi 2-4 mifkgbw max. 50 ml
man 350 mgi/m 2-4 mifkgbw max. 50 mi

- cTOMax/nacax Paspenen o 140 mgi/ml 4-5 mifkgbw

HegoHoceHu: 350 mgl/mi 2-4 mi/kgbw

PekTaaHo nRpUAOXEHUE Paspenen o 140 mgl/ml 5-10 mi/kgbw Hanp.: paspene-

- geua: 00- Te Omnipaque
Paspesen xo 100-150 mglfml 510 mifkgbw 240, 300 v 350

C gecTuau-paHa
gopa 1:1 wan 1:2

CT younsare
OpaAHOo IPUAOKEHNEe
- Bb3PACTHN: paspeneHo fo 6mgl/ml 800-2000 ml ot Hanp. paspene-
pasTeopa Ha Te Omnipague
paspeneHo g0 6mgl/ml onpegeaeH Nepyog 300 MAn350c
- meua: pecTuAMpaHa
paspeneHo Ao Bmgl/mi 15-20 mi/kgbw ot | BoAa 1:50
pasTeopa
PeKTanHO NpuAoXKeHWe
- neua: MHAVBKUOYAAHO

CNEUNAJIHN NPERTASHU MEPKW NPU N3XBLPIISTHE Y1 PABOTA

MonoBHO Ha BoUYKY NapeHTepaH NpoaykT OMNIPAQUE npeam ynoTpeba Tpabsa na Hvoe
OrASHaH BU3YAAHO 3a ChAb[hKaHe Ha YacTHLM, MPOMEHM B LIBETE M LIGADCTTA HA OMNaKoBKaTa.
MpoaykTbT TpAbBa 4a GbAe UsTerreH B CIPUHLOBKATE HEMOCPenCcTEEHO Npeam ynoTpedara.
MaakoHmTe ca npesHasHaueHy camo 3a eEHOKpaTHa ynoTpeba, Hen3noA3BaH0TO KOAMHECTRO
TpaABBa Aa GbAe U3XBLPAEHD. '

Mpeny npuaaraHeTo Cmnipaque Tpa6isa fa ce 3aTONAW A TenscHa Temniepatypa (37°C).

TonbAHUTEAHA MHCTPYKLMA 32 aBTO WHKEKTOp/nomMna:

KonTpacTHoTo BellecTso B ByTuaka ot 500 ml Tpabea oa ce M3roa3sa BbB BPb3Ka ¢ aBTO
uHKeKTOopy/NoMMK onobpeHn 3a Tesu obemn. [la ce M3MOA3BA EBHOKPATHA Npouegypa Ha
VIPKEKTNPAHES.

MopBmw¥HaTa 4acT Ha asTo WHXEKTOPpa 3a nauveHta TpHﬁBa aa 6'lee CiieHAHa cAep BCEeKH
naumeHT. HEM3MOA3BAHWTE KOAMMECTBA KCHTPACTHO BELJECTBO, KOETO €& OCT2HaAO B
BYTUAKATA ¥ BCWUKM CBBP3BALLM TpubY TPAGBa Aa Ce M3XBBPAAT B Kpas Ha aexs. 3a yaobeTso
MOraT 1la ce M3foA3BaT UM no-masku Gytuaxn, Tpabea pa ce cnassaT MHCTPYKUMWTE Ha
NMPOU3BOBUTEAA Ha aBTO WHXEKTOPA.

NMPEJO3UPAHE

MpenkAMHUYHATE AaHHK NOKa3BaT enHa BYCOKA rpaHiua Ha GesonacHocT 3a Omnipadgue U He
ca YCTaHOBEeHM (GUKCHMpaHW rOpHWM HYBa Ha [03aTa 3a PYTUHHO BbLTPECHAOBO NPUACIKEHMWE.
CUMNTOMATMYHO Npefo3vpaHe € HeoByuaiHo MpW MmauveHTn ¢ HopmaaHa Obbpeuna
dYHKUKS, QCBEH aKo nauveHra e noayuua noeeve ot 2000 maglk SASCHO Terao 3a




KOrato <Cce npuAaarat MHOTOKparTHC WHXeKUWWM OT KOHTpacTHa wMatepus C  BUCOKK
KOHUeHTPaumu.

B cayuai Ha npenoavpade TpAGBa Aa €8 KOpUrMpa Ha BORHWA UAK eASKTPOAMTHIA ancBanaHc,
EbfpeuHaTa ¢yHKUMA Tpsabea pa Obge MoHuTOpMpaHa B caepsalmte 3 AHM. AKO €
HeoBX0ANMO MOXKEe A Ce MPUADKU XeMOOMaAn3a 3a OTCTPAHABAHE UBAMLLILKA OT KOHTPacTHa
maTtepua. Hama cneuvdugeH aHTMOOT.

HEXXEAAHWU AEKAPCTBEHW PEAKLIMA

flo-noay ca ormcarmre  obLh HF;‘)KeJTaHU peaf{uuu cBBP3aHN C PEeRTeHorpaporure
fIPOLEAYIM, KOUTO BRAIOYBAT U3MON3BAHETO Ha HEHOHHN MOHOMEDHI KOHTPACTHN MATEpNH.
Ja cTparidH PeaKLiiy CreLmpudHyn 38 HauyuHa Ha MPUATGHeTO MOAR HAco4ere ce KoM
creUnpUIHaTa CexLnA.

HexeAaHUTe peaxuny CBbP3aHW C TIPUMAAraHeTo Ha MOgHM KOHTPacTHU maTtepun ca
OBMKHOBEHO AGKM N0 YMepeHy 1 Bbp3onpexoaHK Mo NpUpoga W NO-MAAKG MO YEcToTa ¢ He-
ROHHUTE OTKOAKOTO G MOHHUTE KOHTPACTHW matepui. CEpHo3HW peakuMd CbLUG KaKkTa U
TaKuBa ¢ HaTaAeH v3xop ca HabalonaeaHy B MHCIO peakn GAydan,

Hai-yecTto cpelaHnTe peakuvn ca AeKH, 0G0 yecewlaHe KaTo YyBCTBO Ha TOTIAMHE WAK
npexogaeH meTaacH BKYC.

ABommnHans guckombopT/Gonka W FacTPOMHTECTMHAARWM peakuum Kato rafede,
nospevllaHe n Arapus Morar aa ¢e roABAarT.

PeaKUMKTE Ha CBPLXUYBCTBUTEAHOCT Ca PEAKY N 0BMKHOBEHO Ca NPeacTaBeH KaTo ASKK
PEChMPaTOPH MAW KOXHIA CUMITTOMM KATo BUCTHER, 00pUB, epUTEMa, YPTHKAPWA, TIPYPUTYC
W aHrnoeaema. Te Morar ga ce nosABAT WAK He3a6aBHO CAER MHMEKTUPAHETO MAM Q0 HAKOAKO
OHU NO-KbCHO. TEXKU MPOSABY KATO efeM Ha AapuHrca, GpoHxocnasbm uav BeaoapobeH enem
€a MHOTo pepky. HabrionaBaHn ca 1 TEXKN KOXHU peakliv oT Tina Ha cMHApoM Ha Stevens-
Johnson unu TokcuaHa enygepmManta Hekponnaa.

AHadUAGKTOUAHN PeaKLMKM MOTAT Aa Ce CPEelUHAT He3aBncHMO OT Bo3ara WU HaduHa Ha
OpUAAraHeTo M ASKWTE CHMMMTOMM Ha CBPBXYYBCTBUTEAHOCT MOrar Aa npeacTapasBar
MbPBUTE NPWUSHALIM HA CeprosHu peakumn. MpuaaraHeTo Ha KoHTpacTHaTa marepus Tpsibea
£a 6bie HesabasHO NPEKbCHATO W aKo & HeoBXOAMMO Aa Ce NPUAOKW creundriHa Tepanis
APUACXKEHa BEHOSHO. [MauMeHTH, KOMTO u3noassar 6eva-bAoKepu Morat pa [posBaT
ATUMMYHY CUMATOMM Ha aHadUASKCHA, KOWTO MoraT Aa ObAaT NOrpeliHo UHTEepPnpeTupaHn
KaTo BeraTaTtveHa peakuua.

BereTaTUBHM peakumm NPOsBABALLM Ce C XWMOTOHMA 1 Bpamvkapava 0fBukHOBEHO ce
CpEetaT MHOTO PAAKD.

MoraT pa ce HaBalonasat raaeoboane 1 Tpecka. CpellaT ceé ChLLO 1 XWNepToHNS.
fupekenna ¢ TpuRKKM OBUKHOBEHO Ca PALKS CpeLaHy.

Mlognabm uan ioRHa 3aylKa“ € MHOrO PRBKO YCAOKHEeHWe Ha HomHWTE KOHTPacTHU
MaTepyMi nposiBABaLI0 ce C  yBeAWUARAHEe W 60A83HeHOCT Ha CcrioHYeHuTe MAS3M
NpUBAK3UTEAHD A0 10 BHW CAEH W3CASHBAHETO,

BrTpechbhosn OpUAdKEHne
Mons nepeo npoyetere cexropa ,CbLpt”. fIo-A0AY ca OfMcam! CaMQ CAYyYaN Ha HEMeAann

peaKumy, KouTo ca Habalonasamqy No-4ecTo 1o Bpeme Ha ebmpecb0060 NPUIOKEHUe Ha He-
FIOHHI MOHOMERIHN KOHTDACTHI MaTEDHH.

Mo ChLIECTBO HEXEAAHWUTE PeakLuK CrieUMGUYHO CPeLLiaHn MO BPeMe HA UHTPaapTepuanHo
NPUAGIKEHWE 33BUCAT OT MACTOTO HA MHXEKTUpaHe 1 fosata. CeAeKTUBHUTE apTeprorpaduu
W OPYTM NpoLIeaypy Mph KOUTO KOHTPacTHaTa mMatepus OCTUra OTASASH OPraH BbB BUCOKU
KOHLEHTpatum MoXe 0a Gble CBbP3aHD € YCAOXKHEHUA B TO3W OTRGAEH OpraH.

(uecTora > 1:10).




[pexongHO NOoBYLLABaHEe HA CEPYMHMA KpeaTWHWH & YecTo, HO OBMKHOBEHO HAMAa KAMHWYUHO
3Hayerne. BubOpeuHaTa HepoOCTATBMHOCT € MHOro pAgdka. [lpy BUCOKODUCKOBWN NauMeHTh
ofave Moxe Aa ce passue OBbOpedHa HeaoCTATHYHOCT KaTo ca HabnopasaHu v crydau ¢
haraneH M3Xog NpY TAKUBU NaUUEHTH.

AprepuaneH CHa3bM MOXe 1a NOCARBA CARL MHKEKTUPaHE B KOPOHapHUTE, LiepebpartuTe
WAV DEHaNHWUTE apTEPHN U KATO PESYATAT Ce ABABA MPEX0AHA UCXEeMUS.

HeepoAoruuHuTe peakuMn ca MHOFO pepkn. Te MOratT na BKAQUBAT MpWNagbk WMAK
MPEeXORHA MOTOPHW MAM CEH30pHM pascTpoiicTBa. B MHOro pefiKi CAydau KoHTpacTHaTa
MaTepus Moxe Aa NpeMUHe KPbBHO-MO3bMHaTa Bapruepa B Pe3yATaT Ha KOETO KOHTpacTHaTa
MaTepns ce HaTpyrnea B MO3buYHaTa Kopa, KoATe Moxe Aa Obae sugaHa Ha CT-ckaHupade no
LOeHs CABT MI3CASABAHETO, MOHAKOra CBbEI3aHGC ¢ NPeXofHa 0BLPKanoCT AL KOpoBa CASTIOTA.

CepMO3HUTE CBbPAEYHI YCAOXMHEHWUS BINMOUBAUM chiupaHe Ha ckpleudama JdeliHocm,
apuTMids, Aenpecha Unn NprusHau Ha cxemuns ca MHOFO, peaxi.

Cnen ¢paeBorpadum Tpombodaebutute nan Tpombosute ca MHoro penku. [okaaneaqn Gaxa
MHOFO MaAKD CAYYEW C apTpaAria.

Temkn DECTMPATOPHH CHMOTOMH M npuznaud  {  BKJIOUMTENHO AWCHHeR. OpPOHXOCHAZBM,
JIAPHHIOCIa3bM, HEKapEHOreHeH DenoJpodeH 0TOK), H KallJIHLA MOTAT A4 ¢ NOABAT.

Mosxe za ce nossu Tupokcnkosa .

Moke Jia c€ TOJSIBH 3a¥iepBABaHe.

Moxe JAa ce MNOABH PeAKIHA HA MACTOTO HA MHAEKTHPaNe.

HirparexanHo npuioKesme

Mons nppBo npoverere cexropa ,Obun”, [1o-foAy ca orcarit amq CAyYan Ha HeXeaarn
DeaKLIM, KOATO ©a [o-4ecTo (10 BpeMe Ha WHTPATeKaNHO H3MOA3BaHe Ha HEHOHHN
MOHOMBPHI KOHTDACTHY MaTepii.

HexxeaaHn peakuui CAep, MHTPATEKAAHO NMpWAOKeHWe moraT pa Bbnat sabasemh W fa ca
HAAMLE HAKOAKO YACA WAV AZKe BHU CAGH MpouenypaTta. YecTtoTata € ChLUO KakTo camo rpu
AYMBaAHETE MYyHKLWA.

FAaBoGoAMe, raneHe, NOBPBLIAHE MAM 3aMasHOCT ce cpeulaT obMKHoBEHO M MOraT AO
FOARMA CTEMeH 0& ce [SbiDKarT Ha chnagaHe Ha HanaraHeTo B cyGapaxXxHoWmaAHoTo
MPOCTPaHCTBO B PE3YATAT Ha W3TUYAME HA JTMKBOP B MACTOTO Ha NyHKUMsTa. Hakou ot Tesu
MALMEHTM MOFaT A MOYYBCTBAT CUAHO rAasoBoAME B NPORbAXEHUE Ha HAKOAKC OHU. Tprbea
za ce w3barea M3AMILUHOTO M3TWYaHe Ha LepeBpocrvHanHa TeYHocT 3a fa ce Hamaau
TIOHWKEHUETO Ha HAARraHeTO. :

YmepeHa AokanHa GOAKa, mapecTeaui W panuMKyAUTHa DOAKA Ce cpellaT noHaKora
{uectota <1: 10, HO > 1:100) Ha MACTOTO Ha MHXEeKTUpPaHe. Kpamnn U GOAKW B FOAHUTE
KpakumLM oBrKHOBEHO ce HabAlogaeaT pAgKo.

Psnko ce cpella MEHUHreaAHoO ApasHeHe, KOeTo BOAM o ¢oTodobus M MEHMHIMSbM.
MposiBeH XUMUMECKN MEHUHTMT ce cpelua OBMKHOBEHO MHOro PARKO. Bbh3moXHOCTTa 3a
UHDEKLIMO3EH MeHUHIIT TPRGEA ChLLIC Aa ce vMa npegsua,

OBUKHOBEHO MHOrO psako ce HabalopaBar nposBu Ha RpexopHa uepebpasHa
BucohYHKuUs. Te BKAlouBaT NpUNagbk, npexonHa oBbpKaHoCT MAK NPEXOAHK ABUFATEAHA AW
ceTuBHa MCOYHKUMA. [TPU HAKOM NAaUMEHTY MoTaT Ja Bbaar oT6eaAsann npomenn B EEG,

Modxe na ce NosABH BPEMEHHA CIEN0TA
Moxe ja ce mosBM Go/IKka BLB BpaTa
Moske aa ce N0ABH PeaKizHA Ha MACTOTO HA HIDKEKTHPAHE.

Hanonseate B TRAECHUTE KYXUHY
Moans npovarere mepeo cexropa ,Oium”. [To-fgony 68 OrmIcaH CaMQ TPoasH Ha HEXeAaHN
peaxi, Kouto ce Habalogasar no-4ecTo no BpeMe Ha M3N0AIBAHETO Ha HEUIOHHN
MOHOMEPHK KOHTRDACTHI Martepitit B TEAECHUTE KYXUHA.

CHcTEMHY PeaKuiy Ha CBPBXYYECTEUTEAHOCT Ca PRAKM,




ExpOocKONCKa peTporpafnHa xXoaaHruo-naskpeavorpagpus (ERCP): O6uknoeeHo ce
MOBMILIABAT ASKO amuaasHute Husa. Caeg ERCP 6bbpeuna chialudukauus ce cpelia
OBWKHOBEHO PAEKO M @ CBbP3aHa ¢ NOBWLLEH pUCK OT NaHkpeat!t caeg ERCP. B pepku
cAyyam Bellle onMcaH HEKpOTKWYEH NaHKpeaTuT.

Opanato apuaoKeHne: CpellaT ce 0BUKHOBEHO raCTPOMHTECTHANHY PA3CTPONCTRA.

Xuncrepocaanunrorpadgun (HSG.): MNpexonHa v reka 6oaka - obukHoBeHO ce HabGalonasa
HMCKO B KOpema.

Aprporpadun: Caen npouenyparta obrkHoeBeHo ce Habalopaea Goaka. lNposieeH apTput ce
cpetla pagko. B tesu cayyam Tpabea ga ce uUMa npeaBy Bb3MOMXHOCTTA OT MHGEKUMO3eH
apTpuT.

XepHuorpadun: Aeka HoAKa CAsQ NpouenypaTa e YecTo sIBAeHME,
HECBBMECTUMOCTH

Bbnpeky de He Gelue HamepeHa HecbeMecTMmMocT, OMNIPAQUE He Tpsabea oupekTHO aa ce
CMECEA C OPYIv ASKaPCTEEHW MNPOLSYKTY . [a Ce UBN0A3BA OTAEAHA CTIPWHLIOBKA.

CHEUMAAHN YCAOBWA 3A CbXPAHEHUE

OMNIPAQUE Tpsbea na ce cbxpaxssa Npu TemMnepatypa nof 30°C, 3atlimreH oT CBETAMHE.

CPOK HATOAHOCT

CpoK Ha rogHoCT - 3 roavHY Cief, AaTarta Ha NPoWM3BOACTB0
BAHHW 3A ONAKOBKATA

Crbxaern GAAKOHN 11 BY TUAKM:

MpoRYKTLT & A03MPaH B MHXeKLMOHHW daaxonu [ 20 ml) u uHdyaroHHK ByTuaky { 50, 100,
150, 200 v 500 m).

Hpata KoHTefiHepa ca HanpaseHu oT He3UBeTHO, BUCOKC pPe3NCTeHTHO DOPOCHMAMKATHO
cTeKAO (EBp. Mapm. Tun 1}, 3aTBOpEHN C XACPBYTUAOBK Kayuykosw 3aryulanky (Esp.Qapm.
Tun [} zaneuaTtenn ¢ kombBuHupauy flip-off sealftear off seal - flat plast disc”,

Npennarat ce ChegruTe pazdacoBKu;
OMNIPAQUE 240 mgl/mi 25x20 ml
OMNIPAQUE 240 mgl/mi 10x50 ml
OMNIPAQUE 240 mgl/mi 6x200 mi

OMNIPAQUE 300 mgl/ml 25x20 ml
OMNIPAQUE 300 mgl/mi 10x50 ml
OMNIPAQUE 300 mgl/m! 10x100 ml
OMNIPAQUE 300 mgl/ml 6x150 mi
OMNIPAQUE 300 mgl/ml 6x500 ml

OMNIPAQUE 350 mgl/ml 25x20 ml
OMNIPAQUE 350 mgl/ml 10x50 m!
OMNIPAQUE 350 mgl/ml 10x100 m]
OMNIPAQUE 350 mgl/ml 6x150 ml
OMNIPAQUE 350 mgl/mi 6x200 mi
OMNIPAQUE 350 mgl/ml 6x500 mi

NoAnnponuaeHoBK BYTUAKM:

MpoByKTHT € f03MPEH B NOAUMPONMAGHOBN ByTuAKK. ByTtuakute ot 10, 15 n 20ml ca tebpay,
npasK BYTUAKY ¢ BPBXUYETA KOWUTO CE YYNAT YPes 3aBbpTaHe.

CbC 3alliuTeH NPBCTEH,




Mpeanarat ce cnegHuTe pazgacoBku:
OMNIPAQUE 240 mgl/ml 10x10 ml
OMNIPAQUE 240 mgl/ml 10x15 m!
OMNIPAQUE 240 mgl/mi 10x20 ml
OMNIPAQUE 240 mgl/ml 10x50 ml
OMNIPAQUE 240 mgl/ml 10x100 mi
OMNIPAQUE 240 mgl/ml 10x200 m!
OMNIPAQUE 240 mgl/ml 6x500 ml

OMNIPAQUE 300 mglfm! 10x10 mi
OMNIPAQUE 300 mgl/mi 10x15mi
OMNIPAQUE 300 mgl/ml 10x20 ml
OMNIPAQUE 300 mgl/ml 10x50 ml
OMNIPAQUE 300 mgl/ml 10x75 mi
OMNIPAQUE 300 mgifmi 10x100 mi
OMNIPAQUE 300 mgl/ml 10x150 m{
OMNIPAQUE 300 mgl/mi 10x200 mi
OMNIPAQUE 300 mgl/ml 6x500 ml

OMNIPAQUE 350 mgl/m! 10x15 ml
OMNIPAQUE 350 mgl/ml 10x20 mi
OMNIPAQUE 350 mgl/ml 10x50 ml
OMNIPAQUE 350 mgl/ml 10x75 ml
OMNIPAQUE 350 mgl/ml 10x100 mil
OMNIPAQUE 350 mgl/mi 10x150 ml
OMNIPAQUE 350 mgl/ml 10x200 ml
OMNIPAQUE 350 mgl/ml 6x500 ml

MPUTEXATEN HA PASPELLEHMETO 3A YNIOTPEBA

GE Healthcare AS
Nycoveien 1-2, P.O.Box 4220 Nydalen
NO-0401 Oslo, Norway

HOMEPA HA PAZPEIMERUETO 3A YITOTPEBA

20010931/ 29.08.2001
20010932 / 29.98.2001
20010933 / 29.08.2001

AATA HA NOAHCBABAHE HA PASPELIEHUETO 3A YTOTPEBA

BATA HA AKTYANN3ALIMA HA TEKCTA
Owromepu 2006




