®

KPATKA XAPAKTEPMCTUKA HA IIPORYKTA

VISIPAQUE ®

BUBUTNAK
1. HAVMMEHOBAHWE
Visipaque 150mgl/mi, 270mgl/ml, 320mgl/ml
2. KONMWYECTBEH ¥ KAYHECTBEH CLCTAB
AKXTUBHA GBCTaBKa KonueHTpaums ChaupiaHye B Mn
lodixano! (INN) 150 mgl/ml 305mg exs. 150 mg |
todixanol (INN) 270 mgl/ml 550mg exs. 270 mg 1
lodixanol (INN) 320 mg!/mi 652mg exs. 320 mg |

MiopvikcaHomsT € HeltOHHO, AUMEPHO, XeKcanogupaHo BOJHO pasTBOpMMO PEHTTEHO-
KOHTPacTHO BELYECTBO.

UNCTUAT BoAEH PasTBOp Ha MOAWKCaHO! BLB BCUUKK NPeAnaraly KOHLEHTpaLum uMa ro-
HUCHK OCMONafTET OT KPBETA W CbOTBETCTRA Ha HEHOHHUTE MOHOMEPHHW KOHTPECTHU
BelecTea, Upes npubassHeTo Ha enektponnti VISIPAQUE e usoToHWYEH C HOpManHuTe
TENECHU TESHOCTH. OCMOSIEPUTETHUTE 1 BUCKO3UTETHN cToltHocTM Ha BU3WIAK ca kakro
cnenea:

KoHueHTpauus Ocmonaputer Buckoaurer {mP-s)
Mosm/kg H20
37°C 20°C 37°C
150 malfml 290 2.7 1.7
270 mglfmi 290 11.3 5.8
320 mgl/ml 290 254 11.4

Mevon: “Vapour-pressure” 0CMOMETPHS

3. OAPMALIEBTUYHA ©OPMA

Pasteop MEKEKUMOHEH.

VISIPAQUE ce npegnara roTos 3a UixekTupaxe, kato Guctsp Gesyseted Ao Onepo XenT
BOfiEH pasTeaop.

4, KNWHNYHA YACT

41, WHAMKALIAN

PeHTTEHOBa KOHTPACTHa MaTepus,, KOSITO Ce USTION3Ba 3a KapAuoaHorpadms, tiepebpanta
axrnorpacthua (koHBeHUroHanya v i.a. DSA), neputbepra apTepuorpadus (KOHBEHLMOHaNHa 1
i.2.DSA), abpoMuHanHa asmmorpadus (i.a. DSA), yporpadus, dreborpacgus v KomnoTspHo-
Tomorpadcko yeunisaHe. Jiymbaria, Topakania n Liepsukania myesnorpacgus.

ApTporpactug, eHpocKoNcKa peTporpasHa xonianrmonankpeartorpatpun (ERCP) n
xucrepocannuHrorpacpms (HSG).

A2,  [O3WPOBKA W METOH HA NMPUNATAHE

JlosupaHeTo 3aBMUCH OT Bifia Ha W3CMeABaHeTo, B3pactTa, TErnoTo, ChCTOSHUETO Ha
CBPUETO, 0BOTO CHCTORHWE Ha NaLMEHTA Y U3NOTISBaHaTa TEXHUKE. OOukHOBEHO ce
[PUNIEraT GLIUUTE AOBHN KOHLIEHTPALMN ¥ OOEMMW KaKTo npn ApyruTe AoAHM PEHTTEHOBU
KOHTPECTHU BELLECTRA, U3NON3BaHu B eXefHEBHaTa NPakTuka, HO 3ReKBaTHa Auarnocmyka
UHOPMaLIS MOXE A2 CE MOMYYN ChIL0 C MHMEKTUPEHE Ha Mariko fo-HUCKA ofHu
koHLeHTpatmm iodixanol. Kakro v ripu ApyruTe KOHTpPacTHY BELleCTEa & HecBxoammo Ra 6uae
oBesneyenHa NoaxoasaLa XuapaTalvs Npeu 1 Creq npunaraHeTo Ha npoaykra. MpopykrsT ce
NpURara MHTPaBeHo3HOo, UHTPaapTepUaitio, MHTPaTekanHo 1 B TENECHUTE KyXUhHu.

FpenopbuBaT ce criepHUTe A03n. J0aupoBKUTe AafeHU 38 MHTPaapTepUanto NpunoxeHu1e,
Ca 32 eRHOKPaTHO WHXEKTUpaHe, koeTo Moxe Aa fbAe nosTapsiHo.



WHpuKauuu/macnessaHus KoHuenTpauvu Konu4yecteo
ApTepHanHo NpUNoXeHue
Aptepuorpathuu 270/320" mgl/ml 5-10 ml per inj.
CeneiivBHa Lepedparnta 150 mglfml 5-10 ml per inj.
CenekiuBHa uepebparina i.a.DSA 2701320 mgl/iml 40-60 mi per inj.
Aoptorpacust 270/320 mgl/mil 30-60 ml per inj.
Meputhepha 150 mglfml 30-60 ml per inj.
Meputepha i.a.DSA 270 mgifml 10-40 ml per inj.
CenexTuBla BycUepanta
Kapavoanruorpaduy, BE3pacTHy 320 mgl/mi 30-60 ml per Inj
J1siB BEHTPHUKYIT W 20PTO MHXK. 320 mgl/ml 4-8 ml per inj.
CerexTMeEHa KOpoHapHa apTepuorpadmst
270320 mgl/mi B sasucuMocT OT BB3pactTa,
TEMNOTO U HETONOIVATA
Heua {npenopYRaHa MaKCUManHa
Losa 10 mnfkr)
BeHO3HO RPUITOKEHNE
Yporpagus "
BrapacTHu 270/320 mgh/ml 40-80 ml®
Hetla <7 kr 270/320 mgl/ml 2-4 mifkg
Oeua>T7«kr 270/320 mgl/ml 2-3 mli/kg
Beuyky no3n 388ACAT OT
BL3pacTTa, TEMOTo v
naTonorsTa (maxcumanto 50
M)
@neborpadus 270 mgl/ml 50-150 ml/leg
KomritoTipra Tomorpathus (CT)
CT Ha rnaeata (Bb3pacTHy) 270/320 mgl/ml 50-150 ml
CT Ha TAnoTo (BL3pacTHy) 270/320 mgl/ml 75-150 mi
Aeua, CT ua rmaBarta ¥ TANOTO 2701320 mgl/ml 2-3 mifkg
Ao 50 Mn (B HAKON cniyyan
MOFET 8 OBaT MHKEKTUPaHA
20 150 mn)
WuTparekanta ynotpeta
3
Niymbanka i Topakanta Muesiorpacgus 270 mgl/ml 10-12 mi
nymBanHo UHKeKTUpaHe unn
(ry pare) 320 mgh/ml 10°
LiepBuKanHa MMenorpapus 3
(LepenKkanso unv nyMBanHo MHKEKTUPaHE) 270 mg::;r: 10-12 mi
320 mgliml 10°

TenecHN KYXUHK

Aptporpad:um

EBEOCKONCKa pETPOrpagHa
xonaHruonakkpearorpadus (ERCP)

Xuetepocannurrorpathus (HSG)

270 mgl/ml

150 mgl/rml

270 mgl/m}

Roawpoekara ce onpenens
WHEMEMAYSNHO 32 OCUFYpABEHE
Ha ONTUMANHS BU3yanuaaLvs.

1-15ml

520 mi

Mpenopeyatara go3a MOoXe A3
6hie NpeBUILEHS HAKGI-KO
LY 8 3aBUCUMOCT OT
HanpUMep NHKeXTUPaHe B
Syojeuyma (fo 140 mn ca
wacnegeanny

5-10 ml

MpenopkyaHa 4033 MOXE A3
OBAe NepEMIEHa HAKONKD BT
E 3@8BMCUMOCT OT BAWBAHETO
BbE BaruHara (go 40 mn ca
U3CAEASEHN)




1) [iseTe KOHLEHTpALMY Ca AOKYMEHTPEHY, HO B MOBEYETO Cny4an ce npenopsiea 270

mglfmil
(2) [oazata ot 80 M MoXe Aa ¢ NPeBuiul B ONpeaeneHy ciy4ai
(3) 3a HamansBaHe Ha BLIMOXHWTE HeXenaHn peakuum, He Tpabsa fa Ovhe

npeBuIaBaHa oblara goaa ot 3.2 1 lion.

Crapu xopa
KakTo npn gpyiUTe BbapacTHi.

4.3. NMPOTUBOTIOKA3AHWNA
ManutbecTHa TUPEOTOKCUKO3a. AHaMHE3a 33 CEPUO3HA PeaKLius Ha CBPbXHYBCTBUTESTHOCT
k=M VISIPAQUE.

4.4, CIiEUVANHW MPEAYRPEXAEHWSA U CHELMAJIHN FPEOMVCARUA 3A
YROTFEBA

Crielaniiv NPeAna3Hy MEPKY 33 ynoTpeba Ha HelloHHI KOHTPACTHN BEILIECTBS

Crielman+o BHIMaHVe c& U3NCKBa NPU aHaMHe3a 3a aneprus, acTMa niv HelioHOCHMOCT

KbM HOOHM KOHTpacTHH BellecTea. B Tean cnyyan moxe Aa ce obckaun nipeMeruKkauns ¢

kopTuxocTepougy ui Hy u Hz XMCTEMUHOBM aHTaroHUCTH.

PUCKBT OT CEpUO3HN peakLmy CBBP3atn ¢ ynotpebara Ha VISIPAQUE ce oleHsBa xaro
manbk. MlopHyTe KOHTPaCcTHY BeLlecTBa obaye, MOraT a NpOBOKMPaT aHatpuIiaKToMAHK
peaxuuy UMY ApyT TUM Ha CBPBLXSYBCTEMTENHOCT. X0Aa Ha AeiCTBNe CIef0BaTENnHOo
Tpabsa aa Obae npesapuTesiHO MaHNPaH, G HKHUTE JiekapeTea U Heobxoauma anapatypa
33 HeaabaBHO NoUSHNE Ha NOSBUINN CE TEXKW peakumi. TPenopbYMTENHO € BUHaM Aa Ce
U3MOM3BaT NOCTOSHHM BEHO3HU KaHIONKM UK KaTeTpk 3a O1bP3 MHTpaBeHo3eH BOCThI N0
BpEMe Ha LiAnara peHTreHoBa npoueaypa.

B cpaBHEeHWe C AOHHMTE KOHTPaCTHY BeLLECTEa, HEHOHHUTE UMaT no-cnab edert BepXY
KoarynateoHHaTa cucrema fr-vitro. Korato ce nposexaa ChloBa KareTepusauis TpRbBa ga
ce 06pbuia 0cobeHo BHUMaHNE Ha atrvorpaciekaTa TeXHIKa 1 HeoDXoANMOCTTa OT HYECTO
NpOMUBAHE Ha KaTeTbpa (Hanpumep: ¢ xenapuhusupan thuavonorMyeH pasTeop) 3a fa ce
HaMaTN PUCKa OT CBBP3any ¢ npoyeRypara TpomBosu 1 emBonun.

Mpeny v cnes npunaraHeTo Ha KOHTPaCTHOTO BELUECTBO TPsibBa Aa Ce oCUrypU aAeKeaTHa
xupparaing. Tosa € 0coBeH0 BaKHO APN NaLMeHTV C MYITIVANEH MUETIOM, 3aXapeH avaGer,
Gubpeuna auctyHKLS, KAKTO U APV KbpMayeTa, Marnky Aeua v NauUMeHTy B HarpeaHana
BbL3PacT.

OcoBeH0 BHUMaHYE CE W3UCKBA NPy NaUUEeHTU C TEXKM ChPACYHY 3abonaBanmus n
6enoppobHa XMHepTeR3Ms, Thil KaTo Te MOraT A2 PasBusiT XeMOAUHaMUYHI HapYILEHUS Nk
apuTML.

MaumeHTv C OCTPY MO3LYHU 3a6oNABaHNA, TYMOPY Uik aHaMHE3a 32 eRUIencHs ca
NPEAPa3NONOXeH! KbM FbPHOBE 1 Ce HYKASAT OT 0co0eHO BHiMakue. AnKoxonuuuTe 1 Tean
€ NexapcTEEHa 3aBUCUMOCT ChillO Ca C MOBULIEH PUCK OT MbPHOBE U HEBPOROMMHHU
peakumn.

3a pa ce npenoTepaT ocTpa 6L0peyHa HeOCTaTEYHOCT BCEACTBUE NPUNAraHeTo Ha
KOHTPACTHOTO BELLECTEO, CreLUanto BHuMaHue Tpstea fa ce 00bpHe Ha NauueHTy ¢ AaHHN
3a cblyecTByBaLlo 6L6peYHo yBpexaaHe i 3axapeHs Auaber, Thi KATO Npy TAX
CHLUECTBYBA PUCK OT HeiiHaTa nosiea. MaunenT ¢ napanpoTenHemMn (MUENoMaTosa u
maxpornoSynuHemmns Ha Waldenstroem) ca ChLLO PUCKOBY.

TTpesatTHBHITE MEDKY BRITOYBAT:

- YCTSHOBSIB3HE Ha NaUWEHTN C BUCOK PUCK.

- OcurypsisaHe nopxoAsia xwapartauma. Ako € HeobXoBUMO, Ypes NoARbPKaHe Ha
BEHO3Ha MHY3WS, KOSTO 3anoYBa Apeau npoLeAypara v NPOALINKEEa AOKATO
KOHTPECTHOTO BELLECTBO Gb/ie excKpeTupaHo Ypes GxopeuuTe.

- WabBareaHe Ha [ONENHUTENHO HAaToBapEaHe Ha GrOpeuwnTe nog hopmara Ha
He(POTOKCI4HY SIEKAPCTRa, BELLECTRA 3a opanHa Xonsuucrorpadus,



KIlaMnupaHe Ha aprepuy, GuOpeyHa apTepuania aHMonnacTka um TEHKN
XUPYPrv4HY MHTEPBEHLIN, OKETO KOHTPECTHOTO BEHIECTBO 61/l eXCKPETUPaHO.

- OTcpouBaHe Ha MOBTOPHO U3CTIEABaHE G KOHTPacTHa Marepms, JOKaTo
HrOpeyHaTa GYHKUNS He Ce BLICTaHOBM [0 HUBaTa fipeii peHTTeHOBaTa
ripolepypa.

33 ga ce npefoTEpaTH I0S8aTa Ha JIGKTATHE aLWa03a PH NAHHEHTH ¢ HabeT IEKYBaHH €
metforimin, Mpeay BETPech0B0TO TPHTIOKEHHE Ha HOnHO KOHTPECTHO BEHecTE0 TpabBa 8
Br0e HIMEPEHO HUBOTO HA CEPYMINT KDESTHHNH. Hopmarer cepyMeH xpearmmnt/6ebpeyra
DYHRLIS: FPNEMBHETO Ha Mmetformin TpA6Ba 4 Ce Crpe 0 BpemMe Ha fpnIIoNeHNeTo Ha
KOHTPACTHOTO BELIECTEO U /13 HE GE 381104Ba OTHOBO 38 48 vaca nriv fokare OubpeyHara
DVHRUMSCEPYMHNST KDETHHIH HE C& HOPMAININPE.

KpearyHsny M3BbH ID3HNLNTE Ha HOPMATE/GBOpEYHE DYHILIA: Metformin TpsibBa Aa ce crpe
¥ M3CIEenBaeTa ¢ KOHTPACTHO BeIecTs0 48 Ce OTTIoRH 38 48 yaca. Metformin Tps68a A3 ce
23M0YHE CaMO aKo GeOPEYHATa (YRRUUI/CEPYMHNST RDEATHHIH & HOPMAEITEH. Flon crietisy
crvyay, Koraro 6uOpeyYHara QyHKUNSA e IPOMEeHEeRa it Hewscrenpasa, fnexkaps Tpsosa 4a
fIDELIEHH DHCKITON3a OT H3CIIEABEHETO C KOHTPACTHO BELECTE0 H 3 ce ceobpasn ¢
npeqynpexgerneTo:; mefformin 42 e crpe, NaunenTa: 4a ce XuApampa; 18 ce Npociegu
Bebpeqnara QyHkNsT 1 48 ce Habiiiogasa 38 osBa Ha APY3HELE HE SIBKTATHE aHinfo3a.

OcoBeHo BHUMEHWE Ce W3UCKBa NPY NaLMeHTH C TEXKU HapyLLEHNS KaKTo Ha Oubpe4HaTa,
TaKa 1 Ha yepHoapoBHaTa MYHKLUS, Thii KaT0 TE MOTaT ia UMaT SHaUNTEITHO a3abaBeHo
EnNVMVHIPAHE Ha KOHTPaCTHOTO BelecTBo. MalMeHTy ha Xemoanannsa moraT Aa 6vhar
WHPKEKTUPEHY C KOHTPaCTHa MaTEpUs 3& PEHTIEHONOMMHO M3CNeABaHE, koraro OwAe
OCUIypEHO NPOBEXASHETO Ha XEMOANaNu1sa He3a0aBHO RS/ NPMKTIcYBaHe Ha npouesypara.

TMpunaraHeTo Ha HOJHI KOHTPACTHY BELLIECTBE MOXE Aa 33CUNY CUMOTOMNTE HA MMACTEHWSA
rpaBuc. 3a NpefoTBPaTsiBate Ha XMNEepToHU HN KpYan [pU CriyvauTe ¢ (heoxpoMoLmTom ¢
fpodunaKTMiHa LIen No BpeMe Ha uacnensate ¢ KOHTpacTHa matepws Tpabea Aa UM ce
pasat anda-Griokepu. Ocobero BHUMaHUE Tpsabea Aa ce 00bpHe Ha NauneHTH ©
XunepTupeonsnsbM. [pn cTpYMa HORO3A CBILECTBYBA PUCK OT PasBUTHE Ha
XUNEPTUPEONAVIEM CIe/] MHKEKTUPaHeTo Ha jlogHK KoHTpacThY Bewectsa. He Tpsibea fa ce
3a6paBs 1 Bb3MOXHOCTTa OT NPegusBUKBaHE Ha NPEXOAeH XUNepTUPeonausbM Npy
HefgoHoceHu GebeTa, nonyyasaiin KOHTPacTHI BELLECTEE.

He ce chobluapa 3a excTpasasaums Ha VISIPAQUE, Ho Hail-BeposTHO niopanu HeroeaTa
M30TOHUYHOCT, NPERKM3BENKBa No-chaba nokanHa Gonka v excTpasackynapen OTOK, OTKOSIKOTO
XUMEPOCMONapHUTE KOHTPACTHN BELLeCTRa. B cnyuaii Ha eKCTpaBasalns ce NpenopsyBa KaTo
PYTMHHA MAPKa NOBAUTaHE 1 OXSIKAEHE Ha 3aCerHaToTo MSICTO. XMpYpTniecka AeKOMIpDECHA
Moxe ga 6bae HeobXoauMa B Criyuail Ha CUHADPOM Ha NpUTUCKaHES.

Bpeme 3a HabnngeHne:
[aumenTsT TPAOBA Aa Ob4e noj fiekapcko nabmopeHye 30 MUBEYTY cnep NpunaraHeTo Ha

KOHTPEGTHOTO BELECTRO, Thil KATC NOBEYETO OT TEXKUTE HEXENaH! KL HaCTBMNBAT B
Toan nepuop. Obaye ONUTHT MOKA3EE, Ye PEaKLMN Ha CBPBXHYBCTBUTERHOCT MoraT ja ce
[OSIBSIT OT HSIKONKO 4aca /10 HSKOMKO AHK CNES NHXEKTUPaHETO.

Wurparexanto NpuiioxeHme:
MauveHTsT TpsioBa Aa ObAe ocraBeH B AOKOM C NOBAWMrHaTa Tnasa v rpsAeH Kol 7104 BibA

20° 3a eavH Yac cries Muenorpadina. Cries ToBa TS/TON MOXE Aa Ce ABVIKYU BHUMETENHO, HO
Tpsibea fa ce u3bsrea HaBexaHe. {rapaTa ¥ IPLERUS KOW Ha NauvenTa Tpadea aa Gupar
MOBAMTHATY [PES3 THPBITE LHECT 4aca, ako NaumeHTsT Hbae ocTaseH Ha nermo. MNauneHTyn ¢
HUCBK MbPHOR Apar Tpsbea fa OvaaT HabnoaasaHy no BpemMe Ha TosH nepuoa.
AmBynaTopHUTE NaumeHTy He TPAGBA Aa Ce OCTaBsAT Camu Tipes nLpeuTE 24 yaca.

45. IEKAPCTBEHW U BPYI @OPMW HA B3AUMORENCTBUS

HUarionagarnero Ha HoaH KOHTRAECTHI BELYeCTBa MoXe fa Ao864e 40 FDEXOHI HEPYLUGHIA
Ha GepOeqHaTa QyHKIMs], KOETO MOXe A3 f0B6AE A0 NpELMTTauns Ha SGKTATHATE aungo3sa
Fpy AuateTHLN, KONTO B3emat melformin (Bix cexTop 4.4 Crietyarity npenyipexfeHisa i
crieLuamiy MpeamcaHis 3a yroipeoa).



MauueHTn, nekyeann ¢ interieukin-2 no-marnko ot 2 ceMUUM Npean NHXEKTUPAHETO Ha ilogro
KOHTPECTHO BELLECTBO, UMAT NOBULLUEH PUCK OT KbCHW peakiiui (rpwnonogoBen CMHRPOM Kk
KOMKHU peakumi).

Beuuki HOAHN KOHTPaCTHYN BRLIIECTBa MOTaT A3 B3aUMOAEACTBAT C TECTOBETE 3a onpejenste
TupeoupHaTa dyHKUNS, KATO OA-CELPSBALLMST KanauMTeT Ha LUMTOBUAHATA XIe3a MoXe Ja
OBAE HAMANEH 38 HAKOMKO CeAMWLN.

BucoxuTe KOHLIEHTpaLmMn Ha KOHTpacTHaTa Matepusi B GEPYMa U ypuHara Morar Aa RoBnnssT
BBPXY NaGopaTopHKTe TECTOBE 32 onpeaensHe Ha GUnupyouH, NpOTEenHN i
HEOPTaHUYHUTE CYOCTaHLMI (KaTO JKEvAso, ML, Karnuvii u docdop}. CnenosaTento Tesn
cyberaHLmn He TpsibBa fa GhaaT nscneABaHn B ACHS HA peHTreHoBaTa npoueaypa.

4.6. BPEMEHHOCT U KbPMEHE

BeacnacHoCTTa npu usnonasaxe Ha VISIPAQUE no speme Ha OpeMeHHOCT He € uscriefjsana.
OLeHKaTa Ha EKCIIEPUMEHTHTE NPOBEAEHN HA XWBOTHY HE NOKa3BaT ANPEKTHA U NHANPEKTHAY
yBpexaany ediexTi no OTHOWEHUE Ha PENPORYKLIAS, PASBUTUETO Ha emBpuoHa i eTyca,
MpOTVYaHE Ha recTauMaTa U NMepu- ¥ NOCTHaTaNHOTO passuTmne.

Tbit KaTO PEHTTEHOBOTO 0BHBYBAHE M0 BpeMe Ha peMeHHOCT Tpsibea aa ce u3bsirea e
HEOBXOANMO /@ CE NPELISHN NON3aTa it PUCKa OT PEHTTEHOBOTO M3CHEABaHE, C unu 6es
KOHTP&CTHa MaTepus.

[pomykTbT He GuBa Aa GbAe U3Non3ssaH, OCBEH aKO NON3aTa OT UICTIEABAHETO Npesullana
PUCKa 1 € NPELIEHEHO KaTO JKM3HEHO BEXHO OT NEKyBalys nexap.

He ce 3Hae KaKea e CTeHeHTa Ha SXCKPEeLIs Ha KOHTPACTHATS MaTtepus Ypes Kkpmara, Ho ce
ovakea Aa e Hvcka. [penopbysa ce KbPMEHETO Aa NPeKbCHE NSy NPUnaraHeTo Ha
VISIPAQUE 1 ga 3anodHe Cries He No-Masko 0T 24 yaca.

47. BIWSHWE BBPXY CIIOCOBHOCTTA 3A IOGUPAHE U

PAEOTA C MAIUINEHN
He ce npenopbysa wodmpaHe uny pabota ¢ MallmHK Npes ibpsuTe 24 vaca cnep,
MHTPETEKaITHO U3cHeABaHe.

4.8. HEXENARW E®EKTW
Mo-gony ca oNUCaHN BL3MOXHUTE HEXENan peakiini CBbp3ann ¢ peHTreHorpadckuTe
npouenypu, npu Kouto ce nanonssa VISIPAQUE.

HIHTDaBaCKYIIEDHO FDHIOMEHHE:

Hexenanure peakuuy, CEbP3aHy G USTION3BaHETO Ha HORHNUTE KOHTPAaCTHY Marepun, ca
OBVKHOBEHO HEKV A0 YMepeHn 1 6bp3o npexofHW. Te Ca Mo PAAKN NPy HeAoHHWTe B
CpaBHEHUE C HOHHUTE KOHTPACTHY BEILECTBA. TEXKY PeaKLum, KaKTo U TakBa G daraneH
uaxop, ca HabmiojaBaHy B MHOFO PefKy criyuau. Io-4ecTo CpeltiaHnTe HeXenaHu peakiinm
Ca YieKu, THaBHO YYBCTEO Ha 3aTORNSHE unu cTyAeHuRa, Mpu nepudepHata atrmorpacus
oBuyaiiHO e ycellaHeTo Ha Tonsiuka (> 1:10 cnyyaw), foxaTo guctanta Gonka ce cpella
psipko (< 1:10, Ho > 1:100 criyuas).

ABpoMmHaneH auckomdopT/Bonka e MHoro psako (cnydan < 1:1000) a racTpo-UHTECTUHEIHU
peaKLN KaTo rafeHe unu nospeilate ca pegku (<1:100, Ho > 1:1000 cny4au).

Peakiiuyt Ha CBPbX4YBCTEWTENHOCT Ca pesku 1 OBMKHOBEHO Cce NPEACTABAT C Neku
PECAMPATOPHY UAK KOXKHY CUMITTOMM KaTO AUCTIHES, 0OpUE, épuTema, ypTukapis, cepexn n
anmoenema. Te MOFaT Aa Ce NOSIBaT Wil BEAHAara Ciel MHHEKTMPaHETO, WAk [0 HAKONKN AHN
no-KbeHO. MoraT ga ce Habimogasar ChLo XMAOToHNUS unn tebpunuTeT. Vima crobileHns 3a
TEXKN O TOKCUYHM KOXHM peakuuu. FlposiBy KaTo napuHreaneH efem, GpoHXOCcRashm unn
GenoppobeH egem 1 aHaunakTuyeH LWOoK ca MHOTO Peaku.

AHathunakTOMBHK PeaKlK MOFaT 48 Ce CPelIHaT He3aBucuMO OT [03aTa U Haunha Ha
fipUnaraHe, a fIEKUTEe CUMITTOMM Ha CBPBXMYBCTBUTENHOCT MOTAT 43 NPE/ACTaBNABAT NhPBUTE
NPU3HALM Ha TEXKUTE peakumu. TpunaraHeTo Ha KOHTpacTHa Marepus Tpabea Az Guhe
nesabasHo NPeyCTaHOBEHO N &Ko € HeoBXoAuMOo g Ce RPUIOMKK cneuwdu4Ha Tepanms
BEHOSZHO,

MaumnexTute, KOUTO ManonzsaT Beta-Onokepy, MOraT Ad NPosBaT aTUNNYHN CUMITOMN Ha
anathunakeus, KOSTO MoXe Aa Obe NorPeLHO NHTEPNPETUPata KaTo Barycosa peaKLms.



Barycosa peakuus, NPOsSBsBaLlia Ce C XWNOTOHUS 1 Opapukapans, 0BMKHOBEHO CE Cpetya
MHOTO PSIZIKO.

Vopnabm vy foaHa “3aylika” @ MHOTO PRAKO YCIIOKHEHUS Ha WOAHUTE KOHTPaCTHU Martepin,
KOETO ce BEMOHCTRPMPA ¢ noflysaHe  GonesHEHOCT Ha CMIIOHUEHUTE Xie3un NpUOV3NTENHO
8o 10 axn cnep U3cnepBaHeTo,

fleko NpexoRHOTO NoBMLaBaHe Ha S-KpeaTuHuH e oBuuaiito cres NPUNoXeHue Ha Woaupanm
KOHTPaCTHY BEWECTBa, HO OOMKHOBEHO HAME KITMHYHO SHaUSHKe. BrbpeyHaTa
HEROCTATHYHOCT € MHOTO PSfiKa, HO Ma CtobLuyeHms 3a datantn WHUMAEHTY Npy BUCOKO
PUCKOBW NaUNeHT.

Crieg uHXeKTvpaHe B KopoHapHuTe, Lepebpanture unv peHanyure apTepuu, Moxe Aa
focriefsa apTepwuarneH CRasbM 1 A3 ce NPEAN3BUKa NPEX0AHE NCXeMUs.

HeBpOROrMYHKTE PeakLK C2 MHOTO PCAKM. Te moraT A3 ce nposieaT ¢ rasofonue,
3aMasHOCT, I'bPUOBE UMK NPEX0AH MOTOPHM MK CEH30PHK HapYLUEHNS. B mHuOro pegiin
Cfiy4aM KOHTPACTHOTO BELIECTBO MOXKE A2 fPeMIUHE KPBBHO-MOIbYHaTa Bapuepa, B pesynTar
Ha KOETO Ce HaTpyNBa B MO3bYHATA KOpa, KosTo Moske Aia 6bae ByasHa npu CT cxeHupaHe [0
eAvH AeH cneps UACNeABaHeTo, MoHAKOra ce HabnioAaea npexoaHa cEBpKaHOCT W KopoBa
crenara.

TexuTe ChpASYHN YCHIOKHEHUS C& MHOTO PeAKX. Te BKAKYBaT apuTmMns, AENPecus nii
npusHauy Ha uexemust. Mosxke Zia ce Habriofasa u XUepTeHans.

TpomGodmetuin 1 TpomGoan cneq dpneborpadum €& MHOTO PefKU. CwobiaBaT ce Masiko
criyyau Ha apTpanTus.

HTpaTekanHo NpUnoKenne:

MosiBaTa Ha HEKEenaHN PEaKLWN CRe MHTPaTeKanHo NPUIToHKEeHNE MOXE A2 6rAc 3a0aBeHa u
Te [a ce NOABAT HAKONKO Yaca Ny AsKe HAKONKO AHW chef npolenypara. UYecToTara e
nofobHa Ha YecToTara Ha HEXEeNaHUTe peakuum Camo ciieq nymBasiHa NyHKLna caMo.

MmaecBonue, ragene, HOBPHILAHE MK 3aMasHOCT ¢a oOuyaliiy peakuun 1 ce ApunucsaT
[0 ronisima CTENeH Ha HamarnssaHe HanaraHeTo B cybapaxHoUAanHoTo NPOCTPaHCTEO B
pEsYrTaT Ha u3THiaHe Ha LepebpocuHania TEYHOCT OT MACTOTO Ha MHXEKTMpaHe. Hsakou oT
Tesn NauYeHT MOTaT [ia [OUYBCTBAT CWTHO FMaBoGonve B MPOABMKEHNE Ha HAKOMKO AHW.
lMpexoMepHO USTETSHE Ha LIepebpPOCTINHaNTHa TEYHOCT Tpsbea fna ce nsbsrea, 3a ga ce
MUHUMUSUPS NOHWKEHNETO HA HaNATaHETo.

Moxe ga ce Habmofaea fexa ioKanHa M pagukynuTHa Gosika Ha MACTOTO Ha
UHKEKTUPAHE.

Menuursanso agpaskeHe, KOETo BogM A0 (oTodobusa  MEHUHIMIBM U NPOABEH XUMUYECKN
MEHUHIMT ca2 HabRAaEaHn ¢ APy HelloHHK HogMpaly KOHTRacTHY sellecTsa. Tpnbea ga ce
¥Ma APEeABK ChILO U BE3MOXHOCT 38 MHAEKLIMOSHI MEHWHIUTA.

CXOfiHy NPOSIBM Ha NPEXOSHN HapyMeRns Ha MO3LYHaTa (yHKUUA ca HabniofasaHy Camo
B PE/IKM CAy4an G Apym HEROHHN HoanpaHi KOHTPacTHY BELYECTBa. Te BrmouBaT FBPUOBE,
npexogHa oGLPKaHOCT ¥ NPEX0AHN ABUraTesiHi 11 CEH30PHU HapYLIeHNs. Mpomenn B EEG ca
oTOens3aHn NPK HAKONKO OT TE3U NauueHT.

[MpunoxeHue B TENECHUTE KYXUHIA
CucTemEM peakitil Ha CEPbXYYBCTEMTENHOCT G2 PEAKN.

EnAOCKOMCKa PpETporpagHa Xonanrunaskpearorpathus (ERCP): OGukHoseHo ce
[OBMLERE aMUAasaTa u nunasata. MNoxsakora ce HaGnioaasa nalkpeaTwT, obaye
naHkpeaTiTa € [oOpe NO3HATO YCNOKEHNE NPy ERCP. MNoxsikora ce HabniopasaT TPECKE,
abpomupanea Oonka, rafiere 1 HoBpbLane.

Xucrepocannuurorpagus (HSG): MNoxakora, 0OMKHOBEHO NO-KbCHO C& HabriogasaT
MpexonHy 1 fieky BosIKY HUCKO B Kopema. foknagsany Osixa HanocneAbK U Apyrv Ciydan



KETO BarMRariHO KopBEHE/KPH-BONNMB, rageHe, NOEPLILakeE, FriaBobosyive 1 TPECKa.
Tesun cnyuay ca gobpe nosHary KaTo Bb3MOXHUA A3 CE CPeLlnaT Ciel HSG.

Aptporpadmu: MoHAkora ca AoknagsaHy YYBCTBO Ha HATHUCK U Gorika Ha MACTOTO Ha
NHHKEeKTUpEHE.

49, NMPERO3NPAHE

Mpu naumeHT! ¢ Hopman+a GuGpeyna yHKLMA NPEA03UPaHETo & MarKo B2pOSTHO.
MpoabIKUTENHOCTTa Ha NPOLIEAYPaTa € BaXHa 3a GrOpedHaTa NOHOCUMOCT KbM BUCOKH
F1031 Ha KOHTPacTHO Rewectao (t, ~2 yaca).

B criyuait Ha criyyaitio npeaosnpaHe ce npenopsLYea KOMREHCATOpHa WHY3KMA C TEHHOCTI U
enexrpormTy. Bubpeutiata dyHkiua TpabBa fa ce KOHTponupa B NPOABRXEHNE Ha Hai-
Manko 3 AHU. AKO € HeoBXOAMMO MOXE A2 CE NPUIONM XEMOANansa 3a oTcTpaHasaHe Ha
fioauKcaHona OT aprasnama Ha nauvenTa. Hama cneumduyen aHtugoT.

5. @APNAKOFROIYHY CBONCTBA

5.1. @apMakogUHaMUYHN CBONCTEA

OpraHusHe CBbp3anusT oA abcopbupa PeHTTEHOBUTE JTb4l, Koraro e UHXEKTUPEH B
KPBLBEOHOGHUTE CLAOBE/ThKakH. 3a No-TonsMa YatT OT XEMOANHaMUIHITE, KIMHMKO-XMMNUHNA
11 KoarynaLMOHHWUTE NapaMeTpy, USCHeBaHIA CHER BEHOSHO uHXeKTupane Ha oauKcaHON Ha
3npaeu foGpoBOANLY, HE BAXa HamepeHn 3Ha4UMy OTKNOHEHNS Ha CTOMHOCTWTE B CPaBHEHNE
¢ Teau Npen nHxekmpateTo. MankoTo HabnoaasaHu NpoMeny B nabopatopHnTe
napameTpy Ce NPeLeHsIBaT KaTo HesHAUNTENHU 1 683 KNMHUYHO 3HaUeHVE.

VISIPAQUE oxa3sa HesHaunTeneH edekt Bbpxy 6ubpeutara dyHkumst Ha naumeHTuTe.
OceoBOXAABAHETO Ha eHavmuTe (ankanua tocdarasa u ALEeTUTFNIOKO3aMMHNEAsa) OT
FPOKCUMANTHUTE TYGYIHY KIIETKY € HO-HUCKO OTKOTIKOTO CRIER MHKEKTUPaHETO Ha HeloHHN
MOHOMEPHM KOHTPaCTHY BELIECTEa, a noActHa TeHAEHUMA ce HaBniopasa cHWO B GpaBHeHNe
C ROHHUTE AMMEDPHU KOHTPaCTHY BeljeCTea. VISIPAQUE e pobpe noHocuM OT rmomMepyniTe.

WamepeHo e, 4e KapaUOBaCKYNapHUTE NapameTpy KETo LVEDP, LVSP, cepaedHara YecioTa
¥ QT-unTepsarna, KakTo 1 hemoparntys KPbLBEH TOK Ce NOBMNSBaT no-cnabo ot VISIPAQUE,
OTKONKOTO Criel, UHXEKTUPaHE Ha BPYrv KOHTPaCcTHY BellesTea.

5.2. @apMaKOKWHETUSHN CBONCTRA

MopuKcaHoNLT GLP30 G pasnpefiens B OpraHnama ctC CPefHO BpeMe Ha pasnpenenenie
npuBnusuTENHO okono 21 MutyTu. flpeanonaraemusT obem Ha pasnpefeneHUeTo e eaHaKktB
¢ TO3M Ha USBLHKNeTEYHaTa TeuHocT (0.26 I/kr TenecHo TErno), KOeTo NoKasea, He
HOAMKCAHOSTET CE Pasnpefens CaMo B eKCTpauesTynapHus obem.

MeTaBonuTi He ca oTKpUTH. CBBP3BAHETO C NPOTEMHIUTE € MO-HUCKO OT 2%.

Cpeghara CTORHOCT Ha NOMNY-KMBO0Ta Ha eNvMUHUpaHe € NpubnuauTenHo 2 Yaca.
MORMKCaHOMLT C& eKCKpeTUpa iasHo npes 6xopeLmTe Ypes rmomepynHa counTpaLws. [pu
appasy Ao6POBOALW CIIEl BEHOSHO NPUNOKEHNe, NpubnMauTento 80% oT npunoXeHara fosa
ce uITbuEa HemeTabonnavpana B ypuHata 3a 4 waca U 97% 3a 24 yaca. Camo OKono 1.2% ot
WHKEKTUPaHATA 4038 Ce eKcKpeTUpa upes dekarnuuTe 3a 72 4aca. MakcumanHara
KOHLIEHTDALWAS! B YPUHATE CE YCTaHOBABA NPNOMSNTENHO 1 4ac Cref MHXEKTUPEHETO. B
oBxBaTa Ha NPENOPBUAaHNTE f03K He ce Habnogasana [030-3aBUCUMa KMHETUKA.

5.3. FpesKnnHMENYHN AaHKEW 32 Ge3onacHocT

[pOBEASHOTO NPOY|BaHE 3a BAIWAHUETO Ha WOJNKCaHONa BLPXY PEnpoAyKTNBHOCTTA riph
[TLXOBE 1 32Uy He fane gaHHW 33 yepeXgaHe Ha epTMnuTeTa Uni TepaTorsHocT,
SBIDKaiM €8 Ha npenapata.



6. SAPMAUEBTUYHW AAHHU

6.1. CRMCEX H2 ROMOLHWTEe BELIECTEA
Brmiouenn ca cnegHuTe NoMoLHN BELUSCTEa.

150 mgt/ml 270 mgl/ml 320 mghml
Trometamol 1.20 mg 1.20 mg 1.20 mg
Sadium cholride ad inf. 4.03 mg 1.87 mg 1.11 mg
Cailcium chioride 0.09 mg 0.07 mg 0.04 mg
Sodium calcium edetate 0.10 mg 0.10mg 0.10 mg
Hysrochoric acid, 5 molfl to pH a.s. g.s. q.s.
7.2-76
Water for injections to 1ml iml 1 ml
Calculate on anhydrous basis

6.2. HectBMECTUMOCT
He e ycTaHoBeHa HECHBMEGTUMOCT. VISIPAQUE ofiave He Tpsbsa fia ce cMeCBa AMPEKTHO C
npyru nexapcTea. TpsabBa ga ¢e U3NoN3BaT OTAENHN CRPUHLOBKN.

6.3. CPOKHATOOHOCT
CpoKsT Ha FOLHOCT € KaKTo crnepsal
Crbknenn driakony u Monunponunexosy GyTUIKAZ 3 FOAUHNA

6.4. CINELUMATHN YKASAHUS 3A CBEXPAHEHUE

VISIPAQUE TpsibBa Aa ce CbXpaHaBa saiuret o1 CBETnuHA.

MpopyiieT B CTHKNEHN KoHTelinepn v B 40, 50, 75, 100, 150, 175, 200 n 500 mMn B
NOMMNPONUNEHoBI BYTUMKA, MOFaT A& Ce CbXpaHnaBaT npu 37°C po 1 mecew npegn
yrnoTpeSara. Ionunponusnexosute GyTunixm ot 10, 15 1 20 mMH MOTST Ba ce ChXpaHaBaT Npy
37°C no 1 cenmuua npepv yitotpeba.

6.5. BMAWCBHAbPXAHUE HA ONTAKOBKATA

CTeKNeHy OnakoHn U GyTunku:

[MPORYKTHT € HabAHEH B UHXEKUMOHHU chriakonn (20 M) ¥ nHdy3uoHHn Bytuniu (50, 75,
100, 150, 175, 200 n 500 mn). 1 gpara BI4A ONAKOBKY C& HanpaseHn o1 6e3UBETHO BUCOKO
ycroiiunso GopocunukaTHo cToio (Esponeiicka chapmaxones Tun ), saTBOpPEHN G
xnopoByTus rymena sanylwarika (Esponeficka (papmakonea Tin 1) 1 3anevareHy ¢ BaocTHA
anymuHresa xancyna c ouseTeHo "flip-off’ Bpbxue.

Mpegnarar ce cnepHuTe pasgacoBri:
VISIPAQUE 150 mgl/ml 10x50 m!
VISIPAQUE 150 mgl/ml 6x200 mi

VISIPAQUE 270 mgl/ml 10x20 mil
VISIPAQUE 270 mglfml 10x50 ml
VISIPAQUE 270 mgl/ml 10x100 mi
VISIPAQUE 270 mgl/ml 6x200 mi

ViSIPAQUE 320 mglfm! 10x20 m!
VISIPAQUE 320 mgi/fmi 10x50 mi
VISIPAQUE 320 mgi/m! 10x100 ml
ViSIPAQUE 320 mgifml 6x200 ml

Nonunponunenosy GyTuR:
MpoayKra e HambSHEH B NOMMNPONUNEHOBN DYTIIN. Byrunkute ot 10, 20, 40 1 50 Mn ca
TEBLPAN CTOSILY BYTUNKA C BPBXYETA, KOWTO Ce HynAT Ypes 3aBbpTaHe.

ByTunkute ot 75, 100, 150, 175, 200 1 500 mi ce oocTaesT B MNACTMACOBYW 3anyLanky ¢
BUHT NOZCUTYPEHN CBC 3aLMTEH NPECTEH.

fpeanarar ce cnegnuTe pa3acosKu:
VISIPAQUE 150 mglfml 10x50 mi
VISIPAQUE 150 mgl/mi 1x200 mi




VISIPAQUE 150 mgl/ml 10x200 ml

VISIPAQUE 270 mgl/ml 10x10 mi
VISIPAQUE 270 mgl/ml 10x20 mi
VISIPAQUE 270 mgl/m! 10x40 mi
VISIPAQUE 270 mgl/mi 10x50 ml
VISIPAQUE 270 mgl/ml 10x75 ml
VISIPAQUE 270 mgi/ml 1x100 ml
VISIPAQUE 270 mgl/m! 10x100 ml
VISIPAQUE 270 mgi/ml 10x150 ml
VISIPAQUE 270 mgl/ml 1x200 ml
VISIPAQUE 270 mgl/ml 10x200 ml
VISIPAQUE 270 mgliml 10x500 mi

VISIPAQUE 320 mgl/ml 10x10 ml
VISIPAQUE 320 mgl/mt 10x20 ml
VISIPAQUE 320 mgl/ml 10x40 ml
VISIPAQUE 320 mgl/ml 10x50 mi
VISIPAQUE 320 mgl/mi 1x100 mi
VISIPAQUE 320 mgl/mi 10x100 mi
VISIPAQUE 320 mgi/mi 10x150 ml
VISIPAQUE 320 mgl/ml 1x200 mi
VISIPAQUE 320 mgl/ml 10x200 mi
VISIPAQUE 320 mgl/ml 6x500 ml

8.6. WNHCTPVKLIMA 3A YIIOTPEBA

Kakro BCUUKM NapeHTepanHv npenapam, npeau ynorpeda VISIPAQUE TpsGea aa bvae
OrfiefiaH BUSYafHO 33 CHABDMAHUE Ha YaCTULM, MPOMEHK B UBETA W LISINIOCT Ha OMNaKoBKaTa.
TNpoayxTbT TpsibBa Aa Obhe MTErNeH B CNPUHLOBKaTa HENOCPEACTBEHO npean ynortpebara.
GRaKkoHBLT € NpeHasHa4eH CaMo 3a 1 MauueHT. AKO OCTaHE HAKAKBO KONUYEGTEO TO CE
N3XBHPIA.

VISIPAQUE Moxe ga 6bge 3aTonnieH Ao TeriecHara Temneparypa (37°C) npeay fpunarateto

My.

LonbRHATENHa MHCTDYKIKS 33 2BT0 MIKEKTOD/MOMIEE:

KonTpacTHOTO BelijecTso B GyTwika ot 500 mit TpsGBa A& ce Usnonasa BLB BPB3KA C aBTo
utbkexTopufiiomny ofoBpenu 3a Tesu obemu. [la ce M3NON3BaT efHOKpaTHa npouenypa Ha
WHXEKTUPaHe.

MoaBWKHATA YacT Ha aBTO MHXEKTOPa 3a nalwenTa Tpsibea aa ObAe CMeHsHa CNeA BCekn
fayueHT. HeuanonasaHuTe KOMMYECTBA KOHTPACTHO BELWECTEO, KOETO € 0CTanano B
GyTWNKaTa 1 BCUYKN CBEp3Baii TPEOK TpADBa Aa ce USXBLPNAT B Kpan Ha NehA. 3a
yaoDGCTEO MOTaT fia C& M3MONABaT W No-MasTkv GyTunku. Tps0sa fa ce cnassar UHCTPYKLmMuTe
Ha rpoKU3BOAUTENS HA 88T0 MHKEKTOPa.

7. MPOU3BOANTEN N MPUTEXATEN HA PASPELUEHWETO
3A YTIOTPEBA
AMERSHAM HEALTH AS

Nycoveien 1-2
P.0.Box 4220, Nydalen
A-0401 Oslo
NORWAY

ArTepHaTtvBeH npouseoauten B Wpnanaus:
AMERSHAM HEALTH

DA Business Park

Carrigtohill

Co. Cork

IRELAND

3afenoika; Amersham Health B Vpnanzus e sutuepHa dupma va Amersham Health AS,
Hopeerus. MpuTexaTensT Ha paspellenneTo sa yrorpeSa e Amersham Health AS, Hopserus.
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8. CTPAHM B KOUTO E PEICTPVIPAH

Aectpus, Punnanaus, Vienangus, Hopeerus, illseuns, Uiseiuapwa, Benrus, Janus,
$panuus, Fepmanns, Mepuus, Utanus, ToxcemBypr, Xonanag, Ucnakus, BenukoBputanns,
Borrapus, XoHrkoHr, Asctpanus, Wapaen, Pymbtna, Pycus n 4p.

Jara Ha nppsa perucTpauyuns
5 ¢eppyapn 1993, lLiseuws

Hata Ha nocnefya peEu3ns Ha TeKeTa
Oxromepw 2002
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