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1. UME HA JEKAPCTBEHUA ITPOAYKT

Homepox 350 mg/ml umkeKiBOHEH pasTBOp

Iomeron 350 mg/ml solution for injection

2. KAYECTBEH H KOMNMYECTBEH ChCTAB
HMomepon mpxexioneH pasTBop ChaLPKA: Homemnpon (iomeprol)

Homepon 350 mg/ml Hmxexuuones pasTeop CBABPKA (konmsuecTBo/SOml) 35,72 g iomenpon,
cwroTBercTRall Ha 17,5 g ion.

Homepon 350 mg/ml mmxexumMOHeH pasTBop ¢hIbpxka (kommdecto/100ml) 71,44 g ifomenpon,
CHLOTBETCTBAIL HA 35 g Hod.

Homepon 350 mg/ml wmmkexuuoMeH pasTBOp CBABPKA (komuuectso/200 ml) 142,88 g Homenpon,
cwoTeeTcTBaIl Ha 70 g Hoa.

Pomepon 350 mg/ml mMmKekuMOHEH pasTBOp ChIBpXa (KomuuecTso/500ml) 3572 g iiomenpon,
CBOTBETCTBAIL Ka 175 g Hoa,

3a IBIHUA CTTHCEK HA MOMOIMHATE BELUECTBA BHXTE TOYKA 6.1,

3. JEKAPCTBEHA ®OPMA

HHXeKUHOHEH pa3TBop 3a HHTPABACKYIAPHO H HHTPAKABHTAPHO NPUNOKEHHE

4. KIWHUYIHH JAHHH
4.1 TepaneBTHYHH NOKA3AHHS

Homepon 350

HutpaBenosna yporpadus (py BE3pacTHH U B IEAMATPHATA), KOMILIOTbPHA TOMOrpadHs (TA70),
HHTpPABEHO3HA AUTHTANHA CyOTpaKIMOHHA aHrHoTpadus, KOHBEHIMOHAIHA aHrHorpadus,
WHTpaapTepHalHa AMruTansa cyGTpaKUOHHA aHTHOrpaduist, aHTHOKApAMOrpagHs (1pH Bb3PacTHHU U B
NMeAMaTPHATA), KOHBEHIIMOHAIIHA CeIEKTHBHA KOPOHApHA apTeprOrpadHs, HHTEpBEHIHOHAIHA KOPOHApHa
aprepuorpadus, aprporpadus, xuctepocanmusrorpadus, puctynorpadus, rajaktorpadms, peTporpanHa
X0;aHrgorpadus, gakpuonucrorpadus, cuanorpadus,

To3n nexapcTBEH NPOLYKT € NpeJHa3HavYeH CaMO 3a IHArHOCTHYHH LEJIH.

4.2 JoiupoBka H HaYHH Ha NPpRIOKEHHE

Hokaszanie Konuentpanusn IlpenopbyuTeTHN A03H
mg (Hoo)/ml
HuTpapeno3na yporpadus 250, 300, 350, 400 Buipacmnu: 50-150
Hoeopodenid: 3 -




Kvpmauema (< 1 200una)’:
2,5-4mlkg
Heyaonouwnt: 1 - 1,25 ml/kg®

Hepudepua dureborpadnn 200, 250, 300 By3pacmuu: 10 - 100 ml
Ho3ara Moxke Aa ce NIORTOPH TIIpH
HeobxoauMocT.?
{10 - 50 ml 3a ropHn KpaiHHUH;
50 - 100 ml 33 RoaHH KpaHHUITH)
Jururasna cy6TpakIHOHHA 200 Bwapgemnuy; 10 - 100 ml
tpaeborpagun Jlozara MOXKe /2 ce TTOBTOPY MpHU
HeoBxonumoct.®
(10 - 50 ml 2a ropHR KpaitEHny;
50 - 100 ml 3a noTHM KpafHHIH)
KT (rnasa) 200, 250, 300 Bwapacmuu: 50 - 200 ml
Heyafionowu®*
KT (Tauo) 200, 250, 300, Bwapacmuu: 100 - 200 m]
350, 400 Heyasionowu®*
Kasepnosorpadmus 200, 300 Buwspacmuu: o 100 ml
Hutpaeenosna 1. C. A. 250, 300, 350, 400 Boapactan 100 - 250 ml
Heya/onowu®*
KoHBeHIHOHAIHA aAHTHOrpadud
ApTepnorpadus Ha Topuy 300, 350 Buvspacmuy®
KpaiHnnm
Aptepuorpadus Ha Ta3 K J0JHH 300, 350, 400 Bvapacmuu®
Kpafinaug
AbGaoMnHATHA apTepuorpadun 300, 350, 400 Buvipacmuu®
ApTepuorpadus Ha aopra 300, 350 Buvspacmni®
AecueHeHe
Hyamonanna anruorpadus 300, 350, 400 Buspacmuu: 1o 170 ml
Moznuna anruorpadus 300, 350 Buw3pacmuu: 10 100 m]
ApTreprorpadus B nelHaTPHATA 300 Heya®: o 130 ml?
WHTEepPBEHINOHANHA 300, 350, 400 Buspacmmif
,ZI@I{G“
HaTtpaaprepuasnna 1. C. A.
Mo3buHa 200, 300, 350 Buvispacmuu: 30 - 60 ml 3a 06 ornex

5 - 10 ml 3a cenekTHBHH HHKEKLUUH
Heyafonowu®®




Topakanna

200, 300

20 - 25 ml (aopra)

Joszara MoxXe a ce MOBTOPH IIpH
HEOOXORMMOCT.

20 ml (GpoHxuaTHY apTepHy)

AopTHa Xbra 200, 300, 350 Bwapacmuu®
Kopem 200, 250, 300 Buspacmuu®
Aoprorpadus 200, 300, 350 Buspacmuu®
Tpancaymbanna aoprorpadus 200, 300 Buvspacmu®

Ilepudepua aprepuorpadgus

200, 250, 300

Buvapacmuu: 5 - 10 ml 33 cenekTMBHU
HHKeKEE @o 250 ml

Heyalionowiu®®
HnteppennHOHANHA 200, 300 Buvapacmuu: 10 - 30 ml 33 cenekTHBHH
MIKekIMH Ao 250 mi
Heyaonowu®*
Anrucxapanorpadpusa 300, 350, 400 Brapactau®

Heyafonouwn®: 3 - 5 ml/kg

KoHBeHIIHOBAJIHA CeIEKTHBHA
KOpoHapHa aprepuorpadus

300, 350, 400

Bwspacmuu: 4 - 10 ml aprepuanto.
Jozara MoKe Aa ce HOBTOPH MpH
HeoOXOMMMOCT.

E.P.X.IL

200, 300

Buvspacmnu: no 100 ml

Xucrepocaanuarorpagmsn

200, 300, 350

Buwzpacmuu: no 35 ml

®ucrynorpabna 300, 350, 400 Bwapacmuu: go 100 ml

Juckorpadus 300 Byvspaemuu: 10 4 ml

Tanakrorpadms 300, 350, 400 Buvspacmuu: 0,15 - 1,2 ml 33 HHxeKUnA
Jaxpronucrorpadus 300, 350, 400 Buvzpacmuu: 2,5 - 8 ml 3a nHxeKUus
Cuanorpacdun 300, 350, 400 Bwapacmnu: 1 - 3 ml 3a HHDKEKINA

PerporpaaHa xolaHruorpadms 200, 300, 350 Bwapacmric 1o 60 ml
Perporpanna ypeteporpadun 200, 300 Buvapacmuu: 20 - 100 m]
Perporpanna nuexo- 200, 300 Buapacmuu: 10 - 20 ml 32 HHKeKLIMS
yperporpadus
# — B 3aBHCHMOCT OT TErI0TO H BB3pacTTa
5 _ na ”He maasuiasa 250 ml, O0eMsT Ha efUHHYHATA HHXKEKUHA 3aBHCH OT U3CNISABAHHA CHLJIOB YHACTBK.
®_ na He HazBuiuapa 350 ml
T — HoBOpOJAeHH nea: 0-27 aHu
A

® _ BRAKOYBA MAJIKH ella, ena ¥ FOHOoIUM: oT | rofuHa A0 17 romman

— MaJIKH Jeua: oT 28 nHu 1o 12 Meceua

KT — xoMmioTbpHa ToMoTrpatus
I C. A, — gururaina cyGTpakuHOHRA aHrHorpadus

E. P. X. Il. — eHA0CKONCKA PETPOTrPajHa XONAHrHo-naHkpeaTorpadus
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HpeanokeHHs OTHOCHO XPAHUTEIHHS PEKHM

AKoO He e YKa3aHO IpPYFO OT eKaps, B IeHA Ha NPHUIoKeHUEeTO Ha KOHTPACTHOTO BEIECTBO MOXKE Jia ce
NONIEpXa HOpMANeH XpaHUTENIEH peskuM. IIpeaH K cnel HTPaBacKyIapHO IIPHIICKEHHE Ha HOAKpaHH
KOHTPACTHH CPEACTBA ¢ HEOOXOANMO Aa C& OCHIYPH afeKBATEH IIPHEM Ha TEYHOCTH.

Ipu ciyuau Ha yporpadus u abJoMHHaNHa aurRorpadus, JHArHOCTHUHHTE pe3yNTATH HAapacTBar, ako
YyeppaTa Ca H3Mpa3zneHH oT heKaiHa MATEPH H ras.

JHo3upoexa

Qb cvobpadicenus

KakTo npH BCHUKM KOHTPACTHH BelllecTsa, TpaOpa fa ce ynoTpeGana Hal-HucKaTa A03a, HeoGxoauma 3a
moiy YaBaHC Ha aJICKBATHA BH3YaNH3aLHA.

KomBunaiuaTa 103a — KOHUEHTpALH Ha HoMa, KOATOo IIe ce U3N0N2ea, TpAOBa Ja ObAe BHUMATENHO
HHIMBHIYann3upana (Bx. Tabnuuata e Touka 4.2 JIo3uposka U HAYKH HA PUIIOKEHHE),

Haqun na npuaosicerve

HHTpaBacKyIapHO OPHICKEHME
KoraTo e BbaIMOXKHO, HHTPABACKYIAPHOTO NPANIOKEHHE Ha KOHTPACTHOTO BEINECTRBO TPAOBA Aa ce

H3BEPINEA NPH JIEXKALID ION0XKEHNE HA MTAUEHTA.

Heo6xoauMo e IoBALIIEHO BHUMaHHE TI0 BpeMe Ha HEDKEKTHPAHETO HAa KOETO U Ja € KOHTPACTHO BEIIECTBO,
3a na ¢e H30erne eKkcTparasarnusl.

Humpasenozua/unghysuonna ypozpagus

M36panata 1038 MOKe Ja Ce NPHA0KH KaTo Gbp3a HHKEKIHA UM KaTo HAQY 345, Bh3 0CHOBA HA
HeOOXONUMHA BHJ H3CHACABaHE.

dusnonorHiHo cabo KOHUERTPRpaliaTa clrocobHOCT Ha BCE oule Heapeus HetpoH Ha aerckute OBOpeln
H3MCKBA OTHOCHTEIHO BHCOKH J03H Ha KOHTPAcTHH BellecTsa. [Ipu HHTpaBeHO3Ha yporpadHs, obuIHTe
no3d ot 150 ml npu Be3pacTay ¥ 2,5 mi/kg npu MaJiky Aela Ha BB3PACT HAX | rOKMHA, Ael@ i FOHOILH He
Tpabea ma ce Hagsuwasar. [Ipu uH@y3noHHa yporpadus, nosara ot 250 ml re Tpahpa aa ce HaaBHIIaBa
NpPY BB3PacTHH.

Bpemero 3a H3BBPUIBAHE HA H3CHEABAHETO 3aBUCH OT BPEMeTo 33 HHkKeKTHpaHe/nadysus. [lpu 6upao
MHKEKTHPaHE B PAMKHTE Ha 1-2 MUHYTH, IbpBaTa eKCIIO3ULHS TpAGBA Aa ce H3BBPUIM 3-5 MUHYTH Clek
HayaJoTO HA HIDKEKIINATA (mapeHxuMHa daza), a Broparta cied 8-15 MHHYTH (ekckpeTopHa ¢asa). [lpn
faBHa HHdY3HA B paMKUTE Ha 3-5 MHHYTH, BPEMETO 33 eKcro3uLys TpaGea Aa ObAe 5-10 MunyTH 0 12-20
MHHYTH 32 NapeHXMMHATA M eKCKpeTopHa dasH, ChoTBeTHO. BpeMeTo 3a excrno3Hums MOXe Aa ¢ YABIKA
B CIyyali Ha neko 61u6peyno yBpexaane. Ilpu Tasu nonynauHs OT NalHeATy, He TpAOBA 1a ce HaJBHINABA
obiuara goza ot 200-350 mg I’kg T.1.

Daebozpadun

Tpu pneborpadus nozara 3a ropHR kpaiinkum e 10-50 mi, a 3a nonnn kpaitenuy - 50 o 100 ml.
KoMm6uuupanara o611a 1034 npk roeeue Ha 6poil HikekudH no Bpeme Ha ¢neborpadus ne Tpabsa fa
nHaapumasa 250 ml. OBeMELT Ha eIUKRUYHATA MHXKEKIHA 3aBHCH OT MOANEKAILINA HA U3CeiBaHe ChJI0B
YHacTBK.

Cnen npouexypara, BeHO3HATA cHCTeMa TpA6Ba 1 ce MPOMME YPe3 HIDKEKTHPaHe Ha HATPHEB XJOPUA UIH
5% nexcTpo3a, pasTBOpPeHH BEB BOjAa. MacakupaHero ¥ NOBAWIAHETO CIIOMATAT 32 OHYHCTBAHE HA
KOHTpPacTHOTO BELIECTBO OT KpaliHuKa.




Komniomvpra momozpacpua:

Hsofpaaseane HA MO3BK

KOHTpaCcTHOTO YCHJIBaHE TIpH H200pasasaHe HA MOILKA 3aBHCH OT OTCHCTBHETO HA KPBBHO-MO3BYHA
GapHepa MM cTeneHTa Ha HeliHoTo paspymasane. O6HKHOBEHO H300PAKEHAATA CE 3ACHEMAT, 3aN0UBaKu
2 MHHYTH CIIE] TIPUIATAHE HA KOHTPACTHOTO BELIECTRO, HO BPEMETO 32 CKAHHpPAaHe Baphpa, B 3aBHCHMOCT
OT BACKY/apH3aliMATa HITH CTENIeATa Ha HapyIIeHHe Ha KPphBHO-MO3buHaTa 6apuepa. OCHKHOBEHO ce
MpHJIarat cpeanH a03u ot 50-100 ml.

Hsobpazasane Ha mano

Heo6x0HMHTE X030 KOHTPACTHO BEILECTBO H CKOPOCTTa H HAYHHHTE Ha NpHoxeHne (BomyceH,
HH(Qy3HOHEH, MyNTH(A30B) 3ABHCAT OT MOANSKAIMTE HA H3CTEBAHE OPraHy, [oANeKAlMs Ha
JHATHOCTHIIHpaHE MPoOAeM H, II0-CIeUHaNHo, pasIHYHATE BPEMEHA 32 CKAHMPAHe ¥ PEKOHCTPYKUHS Ha
obpasa ot ynotpebapanuTe ckeHepd. VIH(Y3HOHHHAT METOZ € 33 NIPeANOYHTaHe NpH OABHHTE CKEHepH, a
HIDKEKIIHOHHUAT METON, TIPHIIOXKEH KaTo Gonyc — npH 65pauTe ckeHepy. [1pu Oup30 H30Opasasaulure
TEXHHKH, KOMTO MOTaT fa ¢e MocTHUrHaT ¢be cnupanHa KT, n3nonsaia eIHOCPE30Ba HIIM MHOMOCpe30Ba
TEXHHKA, Ce NPeANovNTa yIIoTpe6aTa Ha CHIOB MHXKEKTOp K TpocienssaHe Ha 6omyca., Tlpu crupanua KT,
He Tps6Ba xa ce Hagpuiuara obema ot 150 ml.

Kongenyuonanua anzuocepadhus:

Hepugepna apmepuozpagpus

3a HIXKEKTUPaHe BbE GeMopanHaTa apTepus MOXKe Aa ¢e W3NON3Ba A03a of 5 80 20 ml, 32 MHXKeKTHpaHE B
aoprata — 20 o 50 ml, a 32 HEDKeKTHpaHe B aKCH/IAPHATA/TTONKMIOUNYHA Gpaxuanya aprepus — 5 go 15 ml.
OBeMBbT U CKOPOCTTA Ha KOHTPAaCTHOTO MHXEKTHpare TpA0BA [ Ca NMPONopLHOHATHH Ha KPBBOTOKA IIpe3
CL/IOBETE OT HHTEPEC, H CA CBhP3aHH ChC CHIOBHTE U MATONOTHHHH XaPaKTEPHCTHKH Ha cnelrduuuure,
noJNexamy Ha Hacieasale chaope, He Tpabpa a ce HaaBHmaBa ob1aTa a03a ot 250 ml npH Bb3pacTHE H
30 ml npW nenHATPHYHH NAMUEHTH,

Aopmozpagus (apmepuozpadua wa aopma decyerdenc)

3a BM3yaNU3ALMA HA A0PTATA ¥ HeHHMTE TIABHA K1OHOBE, KOHTPACTHOTO BEILECTBO MOXE 1A C¢ BBBEAC
AMPEKTHO upe3 HHTPAaapTepHaHa HHkeKInA (MeTon Ha Seldinger).

3a BH3yanH3auuA Ha A0PTHATA T4, TOPAKATHATA a0pTa HIH aOA0OMHHANHATA 40pPTa, OOMKHOBEHO ¢
npunarar 20-50 ml. 3a aneBpHsMy, MoXKe Ja ce npraarat obemuTe, 6Au3KK 10 ropraTa TPanKLia Ha
JaICHHA JHANA30H.

Cenexmuena aGdomunanta apmepuozpagus

Busyanusanns Ha aGAOMHHAJIHHTE apPTEPHH MOXE J1a ¢ NOCTHTHE Ype3 CEIEKTHBHA KaTeTepH3alid H
MHKEKTHpaHe B UepHOApOOHAaTa, HE/THAYHA HIIH ME3CHTEPHAHA apTepHH.

3a ce/eKTHBRO HHXKEKTHPAHE B LEJIMAYHUsA CTBOM TPA6Ba fia ce mpinoxkar 15-30 ml; 3a MeaenTepHanuuTe
apreput o 20 ml; a 32 6p6peuHnTe apTepun TpAGBA ia ce H3Mon3sa obem ot 15 ml.

He TpsatBa na ce HagBHLaBa obmaTa go3a ot 250 ml.

Ilyamonanna anzuozpagus
Kom6uuupanara ofina 032 3a Tiobeye Ha GPoil HIKEKIHA NPY [y TMORATNHa aHrrorpadua Re Tpsabsa fa
HagpHiuapa 170 ml.

Mo3vuna aneuozpagua
BcAKka OT HACTOAIIMTE TEXHHUKH € MOIXO0AAIIA 34 PEHTICHOJOTHYHA BH3Ya/IM3allHsl HA MOSBYHOTO
kphBOCHa0AABAHE ¢ HOMENPOJT HHXEKLHOHEH PasTBOP.
Kaportumeara n sepreGpanta aHrHorpadus, H3sbpliesa Upes CeleKTHBHA KaTeTepr3ay
M3HCKBA TIOBTOPHHM HHXKEKTUpAHHS Ha oTAeTHU 0GeMu oT 5-10 ml no MakcuManen o6
BB3PACTHH.




Humpasenosna duzumanta cyomparyuonna aneuozpagus (HB-4.C.A)

ApTeprorpaMs ¢ AMarHOCTHYHO KaYecTBO MOKe Ja ce NoNydaT clien no-ciabo UHBa3HBHO HHTPABEHO3HO
npuiIeKeHrHe Ha HoMenpol upes U3M0N3BaHe Ha JUIHTAMHA CyOTPaKLIHOHHA ¥ KOMITIOTEPHO H3o0passasalla
KOHTPAcTHO ycuneHa TeXHuku. [IpH Tasn npoueaypa, KOHTPaCTHOTO CPEICTBO MOXKE Aa C€ HHKEKTHpA
HHTPABEHO3HO, Upe3 UeHTpaneH Ui nepudepen poctsil. HB-J1.C.A. e Hati-uecto M3nonssana 3a
H3CNEeIBAHE HA CBPLUETO, BKIIOUHTENHO KopoHapHH Oalinac npucankn, SenogpobHATE apTepHH, apTepHATE
ua GpaxuokedarHOTO KpBROOGpALlEHHE, A0PTRATA Jbra, a61OMUHANHATA 20pTa H HelHHTE [NaBHH
pasKAOHEHHA, HTHAYHHTE apTEPHH H apTepHHTE Ha KpalinuimTe. O6HKHOBEHO ce Npenopbyba Aa3a oT 30-
50 ml 3a nmpunoxeHue B NepudepHa BeHa, FOPHATA Mpa3Ha BeHa Wil AACHOTO MpeAchpaue, 00n4aiHo Ypes
MEXaHUYHO NHkEKTHpaHe, HO NOHAKOTa X d9pe3 Ohp30 Manyalnno HEKexTHpane. IlepHoarT, 3a koiito
KOHTPacTHOTO BEILECTBO ¢& HAMHMPA B KOHTAKT ChC CTEHATa HAa BEHATa, MOXKE Ja C& ChKpAaTH 4pe3
HipkexTupaHe Ha 20-40 ml u30TOHHYEH Pa3TBOP HA HATPHEB XNOPHJ MOA (OpMaTa Ha HEMOCPE/ACTREHO
nocneasau Gomyc.

Humpaapmepuanna ouzumanna cybmpaxyuonna anzuocpagus (HA-4.C.A)

Homenpon uikexinOHeH pa3Thop ce MPenopbyuBa 3a HHTPAaPTEPHATHO HHKEKTHPAHE C JAHIHTAIIHA
cy6TpaxuroHHa anruorpadys Ha ruapara, HATA, KopeMa, GeGpeunnTe ¥ nepudepHn coaose. Kato oburo
npaeuno, nanon3paHute MpH MA-J.C.A. o0eM H KOHUEHTpauuUs ¢a okoo 50% HIIH MO-MAJIKO OT Te3H,
ynoTpeGsBaHd NpH KOHBEHHOHANHHUTE Tpotiexy pH. CKOpPOCTTa Ha HEXEKTHPaHe TpIOBa na Gure
npuGIM3NTENHO paBHa HA CKOPOCTTA HA XPBBOTOKA NPe3 NOANEXKAIMA Ha HHXEKTHPAHE CBhJ.

Haii-uecTo H3ANOI3BAKHTE 00EMH 32 HHAKEKTUPAHE, NPUIAraHH JHPEKTHO HTH 4PE3 KaTeThp, Ca KaKTo
cnepBa:

MOo3L4HHE apTepuH 5 - 10 ml 3a ceeKTUBHH KHXEKIHH;
30 - 60 ml 3a ob1 ornen

BeptebpanHy apTepuy 4-8ml

AopTa ¥ KapOTHIHH apTEPHH 20-25ml

T'naBHu KNOHOBe HA a0 AOMHHAIHATA 20T 2-20ml

Korato e Heo6x0nuMo, HHKEKUMHTE Morar ga 6saar nostopeny. Ilpx Tasu npouenypa obmara 1032 He
TpaAGBa fa Hageuiuaka 250 mi.

Cnep npolieAypata ce H3HCKBA CIUPaHe Ha KPBBOTEYCHHETO Ype3 YIpaKHABAHE Ha BHHMATEICH HAaTHCK,
nocieABay ot ornel ¥ o0e3BHKBaNe Ha KpaiHHKa 32 HAKONKO Yaca, 33 IPEAOTBPATABAHE HA KPHBOHATHE
OT MACTOTO HA apTepHanto npoGoxaane. JBHXKEHHAT2 HA MALHEHTA, BKIIOYHATEHO KBHKCHHSTA NPH
Aulllade H NperThLlane, MOXKe 11a JOBEAAT A0 HENPABHIIHO PErHCTPHpPAHE, BOAECLIIO N0 HAMANABaHe
KayecTBOTO Ha 00pasa U He-FHArHOCTHYHO PasYHTAaHE.

Anzuoxapduozpapus, senmpuxyrozpadus, cerekmusHa KOpPOHapra apmepuozpadus

O6uyaitnaTa Go3a 3a BeHTpUKyIorpadug e 20-50 m), a 3a cesexTHRAA KopoRapHa anruorpadus — 2-10 ml.
He TtpaGsa aa ce HageHapa obwins obem ot 250 ml.

Korato ¢e mpuiarar roeMu eIdHHUHY 06eMu, KaKTO MIPH BERTpUKyTorpadus ¥ aoprorpadus, ce
NpenopbyYBa OCHTYPABAHE Ha NOCTATRYHO BPEME MEKIY HIDKSKLMHTE 32 OTIIYMSABAHE Ha BBIMOXHH
XeMOAMHAMUYHH Hapy LICHHA.

3aaLIKHTEHE IPEANOCTABKA 32 H3TbIHEHHE HA TIPOUEYPATa CA HATYYKME Ha CICUHANN3HPAH NIEPCOHAal,
npocaeassaul EKT™ anapar i anexsaTHo ofopyapaye 32 He3a0aBHa peaHUMaNMs U KapIOBEP3HO.
EnexTpokapAHOTPaMHTE H BHTAIHATE NpH3HaLy Tpa0Ba Ja Ce NpOCNeasBaT PYTHHHO 10 BPEME Ha IiAnaTa

npoueaypa.

EQ!FH MLTHIIA HA BHBEKAHE




Apmpozpacpua, ucmyrozpaghus, sesuxyrozpapus
3a npenorspaTasaHe Ha HMHGEKIHA, ce H3UCKBA CTPHKTHA aceNTHUHA TeXHHKA. O0HKHOBEHO
apTporpagmsiTa ce H3BBPLIBA NOI TOKANHA aHectesus. Heo6XoAHMO € na ce npHitara QayopocKONnckH
. KOHTpOJ, 38 J]a C€ OCHIyPH NPaBHJIHO BLBEXJaHE HA HIVIaTa B CHHOBHAIHOTO TIPOCTPAHCTBO U
TIpeAOTBPATABAHE HA EKCTPAKANCYAAPHO HHXKeKTHPaHe. ACHHPAaUHATA Ha MPEKOMEPHOTO KONUYECTBO
CHHOBHMAJTHA TEYHOCT 1€ Hamany GoNKaTa [iph MIKeKTHPaHe U LUe PEOTBPATH PaspexNaHeTo Ha
KOHTPAcTHOTO c¢peAcTBo. [To BpemMe Ha HHXEKTHpaHeTo He TpAbBa [1a ce YIPAKHABA IPEKOMEPHO
HaJIATaHe.

Busyanuzaums Ha CTaBHHTE KYXUHH M HOBBPXHOCTH MOKE /Ia C€ TIOCTHTHE Ype3 eAMHHYHO HIH ABOHHO
KOHTpacTHO H3cneaBaHe. O0HKHOBEHO MO-MATKH 00eMH KOHTPACTHO BEIECTBO CE NPHIIAraT MpH
apTporpaus Ha KONAHOTO MM PAMOTO, KOTATO CE H3BbPLIBAT ABOHHH KOHTPACTHH H3CEABaHHA. 32
PasnpECKBaHE Ha BELIECTROTO B LANIOTO CTABHO NPOCTPAHCTBO €& H3IT0NI3BA NacHBHA HJIH AKTHBHA
MaHHIyAaLHA. :

Endockoncxa pempozpaona xoranzuo-nankpeamozpagus (E. P. X. IT)

Mo speme Ha E. P. X. I1. € HeoOxoAMMO BHUMAHHE OTHOCHO HAJSITAHETO NPH HH)KEKTHPAHE
HHXKEKTHpaHua o611 06eM, 3a /1a ce MUHHMH3MPA PHCKa OT PaspyILHTEIIHO PasAyBaHe HHA Ha
NOATEKAIINTE HA M3CTEABAaNE KaHany., MakcuMaliiaTa Ao3a 3a ynorpeba npu E. P. X. I1. e 100 ml.

Xucmepocamurzozpagua
O6uvaitaaTa foza e 10-15 ml, npunarana Gasxo npe3 Kantona, 6e3 npexoMepHo Hanaraxe. Ilpenoprura ce
GTyOpOCKONCKO NPOCAEAABAHE.

Pempozpaona yucmoypempozpaghus/nuerozpagus/xonanauozpagus

OT CHIIECTBEHO 3HAYCHHE Ca CTEPUITHHTE NMPOUSAYPH.

ToH kaTo peTporpagHuTe NPOLEAYPH H3HCKBAT CTEMdHYeH MHCTPYMEHTAPHYM, PH [TALMEHTH ¢ 0CTPa
undeKuns Ha TOANEKAIMS Ha H3CAEBAHE OpraH ¢ HeobXxouMo crbioaBane Ha CnelMaTHH MPena3Hu
mepkH. [Tpu yucToyperporpaduyHn NpoueIypu € ReodXoMMMO Aa ce NPHIOKH J0CTaThyYeH 00eM oT
KOHTPACTHOTO BEILECTBO, KOATO /12 3aITbJIHH aIEKBATHO MUKOYHHA MeXyp. Hamsisaneto Ha Mexypa TpalBa
A4 CTAHE B PABHOBECHOTO CHCTORHUE, NPH YNPaKHABAHE Ha OBHIEHO BHUMaHUe 33 H30ArpaHe Ha
NpeKOMEPHO HATATAHE.

43 JIiporwsonokasanus

Homenposn MmkeKLHOHEH pa3TBop He TpaGBa 4a ce npHJiara MPH NaKHeHTH ¢ H3BECTHA
CBPBXYYBCTBMTENHOCT KbM AKTHBHOTO BEILECTBO HOMETIPON WM KBM HKOE OT MOMOUIHWTE BEUIECTRA.

4.4 ChenManny npenynpexIeHHs H NpeAna3sHH MEPKH NpH ynoTpeba

OO0 mpefympeKIeHHs
JIH&I‘HOCTI{I‘-[HH rlpoueny PH, KOHTO BEKITIOYBAT NPHNIOKCHUE HAaKoeTOH flac pemremnenponycmﬂso

BELLECTBO, TpAGBa fa ce NIPOBEXAT Mo PHKOBOACTBOTO HA IEPCOHAN ¢ HE0OX0AUMOTO 00YUCHHUE U CBC
331B/160UEHO [03HABAHE HA CrelHpHYHATA POLEeIYPa, KOATO LIE Ce H3BBPLIBA.

Heo0xoauMo € Ranyuye Ha MOAXO/MLia allapaTypa 3a CNpaBsHe ¢ BCAKO YCIOKHEHUE HA npolenypara,
KaKTO W 33 CNENIHO JleYeHNWe Ha TeXKa peaklus KbM CAMOTO KOHTPACTHO BelecTs0, Tosa BKMOYBA, HO He
ce orpanuyapa 10 o6opyaBase 3a CEWHH TPoLelyph 1 iiepcora, o6y4eH B MPEIOCTABAHETO Ha
*HMBOTOMOLIBLPKAIM MEPKH | fleucHue Ha aHadunakcus. Cre napeHTEpaAIHO NPHIOKSHHUE Ha PEHTTEH-
HENpPOIYCKIHBO BEIUECTRO € HeoOX0auMO HamuuHe Ha KOMIIETEHTEH NIEPCOHAN H CewHo 000py ABaHe B
MPOJbmKeHHEe Ha Hak-Manmko 30 MHHYTH CJISA Kpas Ha HICIEBAHETO, 32 Ja ce OCHIyDH JieugHue Ha

peakuHi KbM KOHTPaCTHOTO BELIECTBO.



Mpensua BEIMOMXKHHA CEPHO3HA HEXKEJIAHH peaKiyy, ynorpedaTa Ha HoaupaHH KOHTPACTHH BEMIECTBA
TpsOBa JJa ce OTpaHHYM CaMo IO CIytaH, 3a KOHTO € IpeLH3HpaHa HEOOXORHMOCTTa OT KOHTPacTorpadeko
nacnensane. HeobxommumoctTa TpsGsa 1a ce oueHeHH Ha Ga3aTa Ha KIMHUYHHA CTATYC Ha NAlMEHTa,
0CobeHO BBB BpB3Ka ¢ aHAMHE3a 33 CBPLXUYBCTBHTENHOCT KbM KOHTPACTHH BELECTBA H NATOJIOTHIHH
H3IMEHeHHs Ha CLPAeYHO-ChA0BaTa, ObOpeTHaTa UM KIThYHO-IePHOAPOOHATA CHCTEMH.

TecTBaHe 38 CBPLXYYBCTBHTENHOCT

ITpH MAUKERTH ¢ MOXO3NpAHA KM H3BECTHA CBPEXMYBCTBUTEIHOCT KbM KOHTPACTHH BEILIECTBA, HE CE
NpenoprYBa H3CJAEABAHE 33 UyBCTBHTEIHOCT, Thil KATo TEXKNTE UM (QaTaNHK peakliy KbM KOHTPACTHATE
BENIECTBA HE MOTAT Aa OBJIAT NPOrHO3HPaHH OT TECTOBETE 3a UyBCTBUTEIHOCT.

Xuaparanums

MauuenThTe Tp:AGBA Aa ca Ao0pe XUAPATHPAHH, & BCAKAKBH 3HAYMMHK HapyLIeHHs Ha BOAHHS HIIK
eNeKTpoMnTEH Gananc TpabGBa Aa ce KOPHTHPAT MPEAH H CleJl HIKEKTHPAHETO Ha KOHTPACTHOTO BEIECTRO.
IMo-cnenHaNHo, NaHeHTH ¢ TeXKC GYHKIMOHAAHO YBpeXXAaHe Ha OB0penmTe, YepHus IpoG wid
MHOKap/a, MHENIOMATO3a, WK APYTH MapanpoTEHHEMHH, ChPIOBHAHO-KIETEYHA GonecT, 3aXapeH auaber,
IOy PUA, OTHTYDHA, XHIIEPYPHKEMHUS, KhPMAUeTa, MATKY JIelia, alHeHTH B CTapyecKa Bb3pacT H
MalMeHTH C TEXKO CHCTEMHO 3a0onsaBaHe He TpalBa Aa ce u3narar Ha fexuaparanus. HeobxoanuMo e
MOBHLIEHO BHHMAaHKE IPH MAUHEHTH HAa XMAPaTalLHs ¢ NOAIeKamM 3300/19BaHUs, KOUTO MOTAT Ja ce
BJIOIIAT OT NPETOBapBaHETO € TEYHOCTH, BKMIOYATENHO 34CTOHHA Chp/IeYHa HENOCTATEYHOCT.

OcTpo Bh3naneHue uiH pHGEKHUs

HrxexkTupaleTo Ha KOHTPACTHH BEISCTBA NIPH PETPOrpafHH M3CIEABAHMSA HA PENPOAYKTHBHHTE WBTUIIA
Tpsifipa na ce u30ArEa B CNyvauWTe Ha OCTPO BH3NANCHHE HAa FTEHHTANHMHTE H U3BECTHA MM MIOA03MpaHa
OpeMeHHOCT.

IlpoMuBane ua KaTeTpH
CroficTBO HA HEeHOHHWTe KOHTPACTHH BEILECTBA € M3K/IIOUHTENIHO HRCKOTO 3aCAraHe Ha HOPMalHHTe

dusnonoryuny dyskwin. B pesyntat Ha TOBA, HeliOHHHTE KOHTPACTHY BELIECTBA MMaT no-cnabo in vitro
AHTH-KOATYNaHTHO AEHCTBHE OT IOHHHTE KOHTPACTHH BELIECTBA. MeIHUMHCKHMST NEPCOHAI, W3BLPILIBALL
CBLAOBR KaTETEPU3aUHOHKEH NpoLelypH, Tps0Ba fa € 3a7103HAT ¢ TOBA H J& OTAENSA CIICUMATIHO BHUMAHHE Ha
aHrHorpadckaTa TeXHuKa H IPOMHBAHETO HA KAaTETPATE, 33 1a MUHHMH3UPA PHCKA OT CBbP3aHuTe ¢
npoleRypaTa TpoM603a ¥ eMGONN2EM, BIIOUNTEIHO IPOMHABAHE HA KATETPHTE C GH3MONOrHUEH PasTBOD
(axo € HeoGxoanMo ¢ 106aBEH XENapuH),

Habnropenue Ha nayuHeHTa

HumpasackynapHo npunoNcenue
C ories Ha BL3MOKHH YCIOWHEHHSA, MAHEHTHT Tpabpa na ce Habnojasa B NPONBIDKEHUE HA HAN-MAJIKO
60 MHHYTH Chel NPWIOKEHUETO,

Hnmpaxaeumapuo HAU gEHMPUKYRADPHO RPUNOJICERUE
He ce npenopbuBa AHPEKTHO WHTPAKABHTAPHO WM BEHTPHKYAAPHO NPHJIOKEHHE 32 CTAHAAPTHA
perTrenorpadus 6e3 KOMIIIOTBPHIUPAHO YCHIBAHE,

CreunaJHy monynanin

Heouampuuna nonyaayusa
ManxuTe ena (Bb3pacT < 1 rofmua), ¥ 0co6eHO HOBOPOAEHUTE, €& 0COOEHO YYBCTBHTENHH KbM
eNeKTPONHuTEH ArcOalanc 1 xeMoaUHAMIYHH npoMens. Heobxoanmo e fia ce BaeMe mo,

HAIHCHTA.



Ilpu feua cnex npunarade Ha oAMPAHH KOHTPACTHY BEIECTBA ¢ Habnonasa NpexoaHo NOTUCKAHE Ha
IUTOBHIHATA XJIe3a MIIH XANOTHPEoHIA3sM. ToBa ce Halmonasa Mo-4ecTo APH HOBOPOJCHH K
HefloHOCeHH OebeTa CleR AMarHoCTHYHA NPOLIEAYPa, KAKTO M Clell MPOLEAYPH, CEbP3aHH ¢ H3NON3BAHETO
Ha no-BHCOKH f03H. [Ipy ofnbysaHe Ha MalikaTa, HOBOPOJNEHHTE CbLUO MOTAT Aa ObaaT uanoxeHu. Ilpu
HOBOPOJAEHH, 0cODEHO HEAOHOCEHH Jena, KOUTO ca Gy u3noxkenn Ha fomenpos, UM upes Maiikara 1o
BpeMe Ha OPEMEHHOCT, HITM B HEOHATAIHKA NEPHOA, ce NPENophYBa Ja ce Habmonasa QyHKIHATA Ha
INHTOBHHATA XKIe3a. AKO c& YCTAHOBH XMIOTHpEOHAU3bM, TpabBa 1a ce 0OMHCITH HeobGXoAHMOCTTa OT
TedeHHe H Aa Ce NpocneAasa (yHKIIHATA Ha LMTOBHHATA KII€34, NOKATO Ce HOPMAJIU3Hpa.

Hayueumu e cmapuecka evapacm
[TaunenTuTe B cTapuecka Bb3pact ca ¢ H3KIOYUTEICH DHCK 34 Pa3BHTHE HA PEaKLUU ITOpajyu HAMAJICHHTE
GH3HONOrHIHM QYRKIHH, 0CODEHO KOraTo ce IIPUJIAraT BUCOKH J03M HAa KOHTPACTHOTO BEUIECTRO,

Cepuxsygecmaumeniocnt KbM HOQUPAHE KORMPACIIRE 8EHECMEa, AREPIUNHO NPEOPATNORDNCEHNE U ACMMA
CBpEX4YBCTBHTENIHOCT MITH IPEAINECTBAINA AHAMHE3a 32 peakiud KbM HonupaHH KOHTPACTHH BELECTBA
CBILO YBE/TMYABA PHCKA OT MOBTOPHO BR3HHKBAHE HA TE/KKA PCaKuHA KbM HEfOHHHTE BELIeCcTBa,

BeeobIo NpH3HATO €, UE HeXeNaHATE PeakiMi KbM HoMMpPaHHTE KOHTPACTHH BElIIECTRA ¢a [I0-YECTH NPH
MalMeHTH, HMAIllH AHAMHE3a 3a aJIeprud (KaTo: CCHHa XPeMa, OOPHB M XPaHHTENHA alleprs).

IanuenTTe, M3NOA3BAILH OeTa-apeHeprudHy O10KepH, 0c00CHO MAMEHTHTE ¢ aCTMA, MOTaT [a HMAT [0~
HHCEK NIpar 3a OpoHXOCNazeM M Ja pearupat no-cnafo Ha aeveHne ¢ 6eTa-arOHHUCTH B apeHaNlH, KOETo
MOXe 12 HaJIOXKH yrnoTpebara Ha O-BHCOKH A03H aApeHATHH.,

DyuKyua HA WUMOBUOHAMA JHCAE3A 1 MECIMOGE 3a DYHKYUA HA WumosudHama xciesqa MalkoTo
KONM4ECTBO Ha cBo0OACH HeopraHWYeH HOoauA, IPHCECTBAI B KOHTPACTHATA Cpeia, MOXKE Aa MpeAR3BHKA
HAKOH eeKTH BBPXY QYHKUKATA HA IUTOBHIHATA JKIIE3a: TE3H ePEKTH Ca M0 H3ABEHH MPH MALKEHTH Che
NaTEeHTEH MM H3PA3eH XHNEPTHPEOMIHIEM WK ryima. Crobnasa ce 2a THpeoHaAHH GypH clep npuiarage
Ha HonupaHH KOHTPACTHH BELLECTBA,

Enyeganonamus, npedussuxana om KoHmpacmnu eewecmaa

Crolinasa ce 3a eHedasonaTrd npu ynotpebara Ha oMenpoi (BK. Touka 4.8).

Konrpacrnara eHUuedanonatua Moxe Ja ce IPOSABH ChC CUMITOMH B NIPH3HALH HA HEBPONOTHYHA
JHChYHKUHA KaTO rnaBobonue, 3pUTeNnHN HapyLLIEeHHs, KOpoBa ClenoTa, 0bpKaHoCT, rLpYoBe, 3aryba Ha
KOOpAHHaUHA, XeMHNapesa, ada3nd, 3aryba Ha Ch3IHaHAE, KOMa H MOSBYEH OTOK B PAMKMTE HA MUHYTH JIO
Yyacope CIel NPHIcKEHNETo Ha HoMenpol  O0UKHOBEHO OTUIYMABAT B PAMKMTE HA IHH.

IMpoxykTeT TpAOBA Aa ce H3NO3BA ¢ MOBHIUEHO RHHMAaHHE TPH MAUMEHTH, IPH KOUTO € HapyiuleHa
LIENOCTTa Ha KpeBHO-MOzBuHATa Oapuepa (biood brain barrier, BBB), koeTo TOTEHIUHAIHO BOXH KO
NOBHIIEHA NPONMYCKIABOCT ipe3 BBB 3a KOHTpacTHATa MaTephs H YBEMYaBa PUCKA OT eHuedanonaTus.
Tlpu CbMHEHHE 32 KOWTPacTHA eHledanonaTHs, NPUIOKEHHETO Ha HoMeTipon TpabBa Aa ce NpeyCTaHOBH i
Ia Ce 3aMoYHE MOAXOMALD IEUeHHE,

Bvépeuno yepesicoane
IpeamecTpalie 6E6peuHO yBpexIaHe MOXKE Ja NPEAPANON0KH KBM 0cTpa GhGpedHa THchyHKIHA cries
npunaraHe Ha KOHTPACTHOTO BEILECTRO.

[IpeBaHTMBHUTE MEPKH BKIIOYBAT:

- HACHTHGOHKALMA HA TALHEHTH ¢ BUCOK PHCK;

- OCHTYDSBAHE Ha AZIEKBATHA XHIPATALMSA IPEAN IIPHI0KESHHE Ha KOHTPACTHOTO BEillECTBO, 3a
IpeANOUYHTaHEe HHTPABEHO3HA HH(Y3HS MIpelt U No BpeMe Ha NpoLieypaTa U 10 OTAENAHETO Ha
KOHTPAacTHOTO BeleCTBO OT OBOpennTe;

- H308TBAKE, KOTaTO e BE3MOKHO, Ha MPHIIOKEHNETO Ha He)POTOKCUYHH JTeKapC;
XHPYDPIHYHH OOEpaudy H IpoLelypH, Karo Hu0peyna aHrHoIacTHKa, NOKAT
BEILeCTBA HE ObAAT H3UHCTEHH;




- OTNaTaHe Ha HOBO KOHTPACTHO M3CNEABAHE A0 Bh3CTAHOBABaHe HA GBOpeuHara QyHKUHA 0
NpeAXOXKAAIINTE HICNEABARETO HHBA.

TlanMeHTH Ha AMaTH3a Morar Aa NoJyvasat ﬁomenpon HHXEKIHOHEH pa3TBOPD NPCAH AHAIH3ATA.

KoHTtpacTHHTE BewmecTRa MOTaT Aa MPHYMHAT npexoaro On0peuno yRpexaaHe, KOeTO MOXE Ia
npeau3BHKa NAKTALH03a IPH NAUKEHTH ¢ AuabeT, feKyBaHu ¢ OHryaHHau (BX. Touka 4.5).

Deoxpomoymom

TlayueHTHTE ¢ (heOXPOMOLIMTOM MOTAT 1A PAIBUAT TEXKH, MOHAKOra HEBRBIMOKHHM 34 OBJIAASBAHE
XHIEPTOHUYHH KPU3H ClIe] HHTPABaCcKyNapHO NPHNoXEHHE HA KOHTPACTHH BEILECTBA 110 BpeMe Ha
PEHTreHONOrHYHH npolenypH. [Tpd TesH nmauneHTH ce Npenopeka npeMenukanus ¢ 6mokepu Ha anda- |
6era-petientopure npeau HHTpaapTepna.rmoro HHH(BKTHpaHC Ha KOHTPAacTHOTO BELIECTBO, 1107
HabnroeHHETO Ha neKap.

Puck om ev3nanenue u excmpasazayus
Homepok e xunepocmonapes. XHIEPOCMONAPHUTE PARTBOPH 33 HHIKEKLIMH MOTAT Ja MPHYHHAT YBPEXKAaHE
Ha €HJOTENA H 10 TO3M HAYHH 4 YBEIMYAT PHCKA OT Bb3NAICHHE H CKCTPABA3ANHA.

Muacmenus zpasuc
[TpunoxenneTo Ha HOAHMPaHH KOHTPACTHH BEILECTBA MOXE A2 BIOIIH IPH3HALMTE H CHMITOMHTE HA
MUACTEHHS [PABHC.

Cupoeuny 3abonasanus u 6enodpobra xunepmoHus

Ipu nauuenTy ¢ TEXKO cBpASYHO 3a00NsABaHe # OCOGEHO NPH TE3H CBC ChPAEHHA HEAOCTATHYHOCT H
3a6o/ABAHHA HA KOPOHAPHHTE APTEPHH UMA MOBHILEH PHCK OT TEXKKH PeakLiuH.

HutpasackynapHoTO NPHIOKEHHE HA KOHTPACTHH BELIECTBA MOXE J1a YCKOPH Pa3BUTHETO Ha GenoapobeH
OTOK IIPY MAlKEHTH ¢ H3TBEHA MK HAYallHa ChpACYHa HEAOCTATLYHOCT, JOKATO [IPHIOKEHHETO HA
KOHTPACTHH BelllecTBa npH 6enoapobHa XANepToHNa H 3a6019BaHUA HA CHPACYHUTE KIIAIH MOoXE 12
JAOBEAE X0 H3pa3eHH XEMOAHHAMHYHH [POMEHH.

Hesponozuunu cumnmomu

Heobxonumo e ocofeHo BHUMaHHE [ipH HHTPaBACKyIapHO IPUIOKEHHE HA KOHTPACTHH BELLIECTBA MPH
TNANUEeHTH ¢ OCThp LepebpaneH HHAPKT, OCTHP NHTPAKPAHHANEH KPBEOKIIHNB H CHCTOSHHS, BKIIOYBAIIK
yBpeaa Ha KPbBHO-MOIbYHATA GapHepa, MOSBYEH OTOK H OCTPA ASMHENHHH3ALHA.

Hanuunero Ha HHTpaKpaHHAJIHH TYMOPH HJIH METACTa3d ¥ AaHAMHE3A 32 eNHJICTICHA MOXe 1A YBeNH4H
BEPOATHOCTTA OT Bh3HMKBAHE Ha KOHBYIICHEHK bpyOBE.

HesponornisuTe CHMITOMMU, SBIDKAIIN CE HA JeT¢HEPaTHBHH, HCXEMHYHH, BL3NANMHTEIHA KIH
HEOMNACTHYHN MO3BYHO-CBAOBH [IATONOTHH MOraT Aa c€ 000CTPAT OT MPUAOKEHHETO HA KOHTPACTHH
peulecTsa. Tes3H nalMeHTH KMaT OBHIIIEH PHCK OT NPeXONHH HEBPOJIOTHYHH YCIKHEHHA.

HHTpaBaCKyﬂapHOTO TNIPHTIOKECHNE HA KOHTPaCcTHH BENICCTRBA MOXKE Ja MPUYWHU Bas0OCMaleM H NocieaBalia
MOXBb4YHA HCXEMUA.

Anxoxonuzem
KaxTo excriepMeHTANHO, TAKa H KIHHAYHO € ROKA3aHO, Y¢ OCTPUAT H XPOHHYEH ANKOXONMHILM
¥BENMYABAT NPONYCKIMBOCTTA HAa KPEBHO-MO3B4HATA Oaprepa. Topa yNecHABA NpeMHHABAHETO HA
HoaupaHHTe CPEACTBA B MO3BYHATA THKAH H BEPOATHO BOAK A0 HapyweHus 8 LHC,

HeobxonuMo e na ce ynpakHgBa NOBUIIEHO BHUMAHHE NPH aJIKOXOJHLIH, OPaaH Bh3MOKHOCTTA OT
HamMaseH I'bpYOoB npar.
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Ipucmpacmseane koM Hapxomuyu/lexapcmea
Heofxonumo € A2 ce ynpaxHsea MOBHINEHO BHUMAHKE TPH MAUHEHTH, TPUCTPACTEHH KbM HApKOTHIIA HIIH
APYCH, OTHYCKAHK CHC UK Ge3 pelenTa NekapeTsa, OPasd Bh3MOKHOCTTA OT HaManeH MbpYos npar.

Tpegoxchu cvCmosiHun
HapaseHu ChCTOAHHA Ha B30y /4, TPEBOKHOCT H 00NKa MOTAT A3 APEAM3BHKAT HeXKelaHH PeakiMy HIY Aa
YCUIIAT peaKHHTe, CBBP2aHH ¢ KOHTPACTHHTE BEUIECTBA.

4.5 BaaumoneiicTeHe ¢ APYrH JIeKAPCTBeHH NPOJYKTH H ApPYrd GOopMp HA B3aHMOJeiicTBHe

JIeKaQCTBO-HGKEQCTBCHH BBaHMDgCﬁCTBHﬂ (eAHOBPEMEHHO NPHEMAaHH nexagcma!

O6MHCIIeTe MPEKPATABAHETO HA TEYEHHETO C JEKApCTBa, KOHTO NOHHKABAT NIPAra Ha NOJTyYaBaHe Ha
npunansk o 24 vaca cael MpoueAypara 33 HHTPaTeKATHO IPHICKEHHE H TaUHEHTH ¢ HapyIIeHHS Ha
KpbBHO-MO3BuHATA Gapuepa (Bx. Herposoruunu cuMnToMH B paspen 4.4 sa KXII).

Hanuusero #Ha 666peyHn npobaemMu npH NaUHEHTH ¢ fuabeT € eAUH 0T PHCKOBUTE (HaKTOpH,
npeapasnoaarai kM 6s6peuno yBpexate ciell pHAaraHe HA KOHTPAacTHO BeulecTBO. BrGpeuHoTo
yBpeXAaHe MOXeE 11 MpeAH3BHKA JIaKTallHg03a nph anabetHuH ¢ 60peund npobaemy, NEKYBaHH ¢
OuryaHugu (MeThopMEH). 3a Aa ce NpeaOTBPATH N0ABATA Ha JIAKTATHA allHA034 NPH TE3H NMALHEeHTH,
TIPHEMEBT Ha MeThopMun TpaORa A2 Oble CIIpaH no BpeMe Ha WiH 48 yaca nmpeau pHIAraHeTo Ha
KOHTPACTHATA Cpelia 1 [a ce BB3CTaHOBH cJiefl 48 uaca, caMo ako CePYMHHAT KPEATHHHH € HENPOMEHEH.
(BX. TouKa 4.4).

[Ipy NanveHTH, APHETH MO CeHHOCT, 4KATo 6uOpeuna yHKIMA e Wik HapyIeHa TN HeH3cleapata,
TnekapaT TpA6Ba a HpeLieHH ChOTHOMEHHETO PUCK/TION3a OT H3C/IEABAHETO C KOHTPACTHO BEILECTBO | 42
B3EMe TpeAnasHu Mepku. MeThopMuHBT Tpabea fa 6b1e CNPAH OT MOMEHTA Ha IIPH/Iarale Ha KOHTPacTHO
¢penctBo. Crien mpoueaypara, MauHeHThT Tpabsa Aa ObAe MPOCeAABaH 3a IpU3HALN Ha MIIeYHA aluiosa.
Metdopmun TpaGRa 1a ce 3amouHe oTHOBO 48 daca cie/l NPHIIOKEHHETO HA KOHTPACTHOTO BELLECTBO, 2KO
CTOIMHOCTTA HA CEPYMHHS KpeaTHHHH/H3YHCNeHaTa CKOPOCT Ha TioMepyaHaTa Guntpanus (eGFR) e
HeIpOMEeHEeHa CIIPAMO HHBOTO npeaH o6pa3sHoTOo H3CHeNBaHe.

MayuenTute ¢ HOpManHa GbGpetHa GyHKIMA MOTAT Ja NPONBIDKAT A3 MPHEMAT METHOPMHUH No
obHuaitHNA HAYHH,

[Mono6uuTe Ha aNeprus peakLy KbM KOHTPACTHHTE BEILECTBA Ca MO-YECTH M ¢¢ MaHudecTHpaT Kato
KBCHH PEeakLUM MIPH MALMEHTH JIEKYBaHH C HMyHOMOJYJIATOPH, KAaTO HHTEPJICBKHH-2 (IL-2).

BaauMoneicTBHA ¢ TaGOpaTOPHHTE TECTOBE

Tecmoge 3a wUMOBUOHAMA PYHKYUA

PeaynraTTe OT ONpepensHeTo Ha GeNTHUHO CBEP3aHus HOA H H3CNEABAHKATA 32 IOCMAHE Ha
panuoaKTHBEH o1, KOMTO 32BHCAT OT OLICHKHTE HA KONUYECTBOTO MO, HAMA Ja OTpa3ABaT TOYHO
THpeoraHaTa dyuruus 10 16 IHH clel MpHNoXEeHHETo Ha HOTHPAHH KOHTPACTHH BELISCTRA. PesynTaTute
OT PyHKLHOHANHWTE W3CTEABAHNA Ha IWTOBAARATA XKIe3a, 06aue, KOUTO HE 3ABHCAT OT OLIEHKHTE Ha
KONMYECTBOTO 10, HAIP. aHAAK3 HA MoeMaHeTo HAa T3 oT cMoJta H obius unH cBoGoeH THpoKCHH (T4)
He Ce TIOBNHABAT.

Bcsko H3cnenBane, KoeTo 61 MOTIo Aa ¢é MOBNHAE OT KOHTPACTHHTE BellecTsa, Tps6ba a ce H3BbPLIY
TIpeIH IPHIOKEHHETO HAa KOHTPACTHOTO BEIECTBO. Te3y JaHHH He ¢a OHITH CBBP3aHH C KITMHAYHH MPOSBH.

Jlabopamopru uscaeosarun _
BHCOKHTE KOHLEHTpaI[HH Ha KOHTPACTHH BEILIECTBA B CEpyMa M YPHHATA MOTAT & OIOPOYAT pesyNTaTHTe

MeJ, Kaunii u docdar).
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4.6 ®@epTuanTeT, GpeMEHHOCT H KbPMeEHE

Bpemeunoct
[MpoyusanusTa Np# JKMBOTHA HE NOKA3BAT TEPATOreHEH HIH eMOPHOTOKCHICH eEKT CJIe MPHIOKEHHETO

Ha fiomMenpos. KakTo u npu ApyraTe HeHOHHH KOHTPACTHH BELIECTBA, HAMA KOHTPOIHPaHH NPOYyYBAHHS
npH GpeMeHHH XeHH, KOHTO Na MOATREPAAT Ge3onacHocTTa Ha ymoTpebara HM nph Xopa. Thi kato
H37IaraHeTo Ha obreyYBaHe Mo BpeMe Ha GpeMeHHOCT TpAOEa a ce HIBATBA MPH BCHUKH Cllyday,
HE3aBHCHMO OT TOBA JAJH C¢ MJTH He C¢ NpH/ara KOHTPACTHO BelIecTRO, NOM3ATA OT PEHITEHOBOTO
u3cneapane TpsOsa Aa ce ChOTHECE BHHMATETHO KbM Bh3MOKHUA PHCK.

IMpr HOBOPOAEHH, KOUTO ¢a SMAK U3NOKEHH Ha iomeprol RETPeyTPobHO, Ce NpenopryUBa NPOCICAABaHE Ha
$yRKUMATa HA NIMTOBMIHATa %Jie3a (B, Touka 4.4).

Kbpmene
I‘/’Io;mpann're.xompamﬂn BEMIECTRA Ce EKCKPETHPAT ¢/1ab0 B KbPMATA H HE CA TOKCHYHH NPH JKWBOTHH

che nepopaiko npunoxkenue. Ot IPUIOOHTHA OCET OIHT, YBPEKIAHETO HA KbPMAUETO € MAIKO
BEPOATHO.

He e Heo0XOARMO NPEYCTaHOBABAHE Ha KhPMEHETO,
4.7 EdexTu BLpXy cnocobHoCTTA 32 Woddpane H pafoTa ¢ MALIHHH
He ca vizBecTHH edeKTH BuPXY cMOCOOHOCTTA 3a wodHpaHe H paboTa ¢ MauIHHU.

4.8 HexelaHH JeKAPCTBERH PEAKIIHM

O0mn

TIpunoskeHKETo Ha HONHPaHH KOHTPACTHH BEILECTBA MOXE Ja PEIH3BHKA HEXENAHH] JIEKAPCTEEHH
peaxund, OGHKHOBEHO Te ca JIEKH 10 YMEPEHH H NPEXOIHH Mo ChmHoCTTa cH. CrolLuanany ca, obave,
TEXKH ¥ KHBOTO3acTpAILABAIIM PEAKIHH, MOHIKOTa BOAEIIA IO CMEPT. B mogedeTo cnyuan, peakuuuTe
BBL3HHKBAT B PAMKHTE HA MUHYTH CJIE/l IO3UPAHETO, HO NOHAKOra, PEaKUHHTE MOXES 13 Bb3BAKHAT ¥ 10~
KBCHO.

Anadunaxcys (anaduiakTonina peaxuus/peakitii Ha CBPBXUYBCTBHTENTHOCT) MOXeE J1a CE IPOABH ¢
pa3HYHK CHMIATOMH, KaTo Pa3BHTHETO HA BCHYKH CHMIITOMH OT €IHH H CBII| NAallEHT € PAIKO. O6uuaitzo,
B pamkuTe Ha 1 0 15 MHHYTH (HO PAAKO /e[l IPOMEXAYTEK OT 2 Yaca), NAMEHTDT Ce ONIaKBa 0T
aGHODMHH yCelllaHuA, Bs30yJa, 3auepBABaHe, IyBCTRO 3a FOpellMH2, YBeNIHHEHO IOTEHE, 3AMAAHOCT,
YBEJTHUEHO CHIBOOTAENANE, PHHHT, NANTHTALMH, 1aDECTe3uH, NPYpUTYC, GapHHronapuHreanta Gonka u
CTATAHE B FEPIOTO, AHCGhArHA, KAWTHLE, KHXAHE, YPTHKAPHS, epUTeM, ICK NOKANHINPan eNeM,
AHTHOHERPOTHYEH €IEM X NHCHHES, ABIDKALIA C& Ha CEM HA E3WKA W JIAPUHKCA W/RITH JapHHTOCTIAZEM,
TPOABABAIN ¢ © XpHTlITene B OpoHXOCHashM.

CrofILaBaHA ca CLUIO ralleHe, MOBPBIIaHe, KopeMHa §OKa H AHAPHA.

Te3u peakiyy, KOHTO MOYXe 12 B3HUKHAT HE33BHCHMO OT MPUIIOXKEHATA 1032 HI BT HA BEECKAHE,
Morar Ja pEeICTARNABAT MbPBHTE NPH3HALK Ha LHPKYJIATOPEH KOMATIC,

TTpuoxeHHeTo HA KOHTPACTHOTO BEIIecTBO TpA6Ba 1a 6b/le He3a0aBHO MPEYCTAHOBEHO H, TPH
HeoBXOIMMOCT, CHEIIHO Ja Ce 3a04He MOAXOAAL0 cneudduuHo NeUeHUe Ype3 BeHO3eH AOCTRIL

TexKH peaxiliy, 3acAIalli CHPACUHO-CHOBATA CHCTEMA, KaTO Ba30AWNNATAINA C H3Ppa3eHa XATIOTOHHS,
TaXuKAPAUS, IUCHHes, Pp30yAa, 1Mano3a v 3aryGa Ha chb3Hanue, NPOTPECHPAILM 0 AUXATECNEH H/HITH
CHPACUEH APECT, MOXE 112 IOBEIAT A0 CMEPT. Te3H cuGUTHA MOXKe A2 BB3HHKHAT MHOTO G530 H H3HCKBAT
LWAJIOCTHA H ArpecHBHA KapAHOMYJIMOHA/IHA peaHHMALIHA,

ITpBHYHUAT UUPKYIATOPEH KOJAIC MOKE 1 BE3HHKHE KaTo €THHCTBEHATA H/HJTH TEPBOH
6e3 pecnHpaToOpHH CHMIITOMH HJiH 6€3 APYTH OT OCOYEHHTE MO-Tope NPH3HALH Ui C
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Hexenanute peakuu, ChoGINEHH B KIHHUYHKTE NpoyYsannd cpel 5 311 Bp3pacTHH MALHEHTH M OT HOCT-
MAapKETHHTOBOTO HAOMOAEHHE ¢a MPEACTAREHY B TROIULKTE NO-J0AY IO YECTOTA H c& KAACHQHLUHPAHH 10
MedDRA ciicTeMo-0pTaHHY KJIACOBE.
Tpr BCAKO rPyNUpaHe B 3aBHCHMOCT OT YECTOTATA, HEXETAHHTE PeakiuuK Ce H30POABAT B HH3XOAAIL Pex
110 OTHOIIEHHE HA TAXHATA CEPHO3HOCT.

4.8.1 WnrpasackynrapHo npnjoxenne
Bu3pacTHuTe NAUKEHTH, BKIIOUCHY B KNMHHYHH TIPOYYBAHHA ¢ HHTPABACKYNAPHO NPUITIOKEHME Ha

tiomenrpon ca 6unn 4 739.

Buvapacmuu

MeDRA-(aza gausu
HA CHCTEMO-OPTaHHHA
KAacoBe

Hexkenann peaxiun

KnHunua npoyYBanss

HocT-MapKeTHHIOBO
vabmonenne

Hewectn
> 1/1 000 no
< 1/100)

YecTn
(> 1/100 po
< 1/10)

Pearn

(= 1710 000 g0
< 1/1 000)

C HeMIBECTHA YeCTOTAR*

Hapymennsa Ha kpoeTa
U uMHaTa CHeTeMa

TpombouuToneHHS
XeMonuTHIHa aHEMHA

Hapyenug Ha
HMYHHaTa CHCTeMa

AnadunaxTodHa peakii

[Terxuvy HapylueHus

TpesoxKHOCT
Crerosnue na obBpkaHocT

Hapywerus Ha
HepBHATa CHCTEMA

3amaaHocT
[nasofonue

Ipecuuxon

Koma

TIpexoneH HexeMuved
TpUCTBIL

IMapamu3a

Cunxon

KoHByJICHH

3aryda Ha ch3Hanne
Huzaprpus
INapacTesuu

AMBe3Hs

CHHAKBOCT

H3sepaten BKyc
Ennedanonarus,
NPEAH3BAKAHA OT KOHTPACTHH
BEIHECTRa ¥+

Hapywenns ga ouyTe

[Tpexopua cnenota
3pHTENHH HAPYLICHUS
KoHIOHKTHBUT

VBennueno cCeN300TASANS
PoToncus

CrpaeqHy HapyileHUs

Bpanuxapnua
Taxukapaus
ExcTpacHcTony

CupaeyeH apect

Muoxapnen unapkr
Cunapom Ha Kynuc/Kounis/**
CrpleuHa HeZOCTaTBLHHOCT
AHNruHa nekTopHc

ApHTMHS
KamepHo unn
MBXKIEHE
ATprosen
[Tnanoza
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CnaoBu HapynieHUs XHunepToHas XunoToHns [IHpKy taTopeH KOMance Uik
10K
3ayepBsBaHe
Brennocr
PecnupatopHR, rpbIHH Hucnaes Huxarenen apect
H MEIHACTRHAIHI QcThbp pecriipaTopeH aMcTpec
HapylieHus curapom (OPHC)
Benonpoben enemM
JlapHHreaneH eaeM
dapHHreaien eaeM
Bpoaxocna3sM
ActMma
Kammiua
HuckomdopT BeB GapHHKca
HuckoMopT B TapuAKca
Punut
Huchonus
CroMalllHO-YPEBHH Iloppwimane Huapus
HapyIIeHUs Tapene Kopemna bonka
Xunepcekpellus HA CRIOHKA
JHcharus
YronemapaHe HA CIIOHUEHHTE
KIIE3H
HapymeHus Ha koxkarTa Epurem Ofpus OcTpa renepansupana
H MOJKOXHATA ThKaH Vpruxapus EK3aHTEMATO3HA Ny CTYNN03a
Ipypuryc AnrvoeneM
VBenuueHo noTens
Hapyienus Ha bonka B repba | Aprpanrus
MYCKYTHO-CKENETHATA
CHCTEMA ¥
ChEANHATENHATA THKAH
Hapyuienns na Octpo 6B0peyHO HapyLICHWE
6ubpenure n
TIAKOYHATE OBTHINA
Ob1wy HapynieHHs U Yyscreo 3a | ['ppana Oonka | AcTeHHH Peakuus B MACTOTO Ha
edexTH HAa MACTOTO HA | TOpelIHHa | 3aToIuIsHe H Brpucanna HHXKEKTHpaHEe***
NpHIJIOKEHHE Ho/ka B TTupexcus Hepaznonoxenue
MACTOTO Ha Kaxna
HIDKEKTHpaHe JlokanHa cTyAeHHHA
H3acneaanus VeenuueH Hoeuinenne Ha ST cermMeHTa B
KpeaTHHHH B eNeKTpoKaparorpamara
KPbLBTa AfHopMHa
eNIeKkTpoKapaHorpamMa J

*Tpif KaTO peaKUHATE He ca GHIM HAOMoNaBaHH 110 BpeMe HA KIMHHYHATE NpoyYBaHHd ¢ 4 739 nauuenT,
Haii-no6parta OLIEHKa € TA3H, Ye TAXHOTO OTHOCHTE/HO Bh3HHKBaHE € pagxo (> 1/10 000 xo < 1/1 000),
Hait-noaxoasAwmuar Tepmus no MedDRA e H3n0N3BaH 33 ONMCBAaHE HA onpeieneta peakuns 0 HeHHUTE
CHMIITOMH H CBBP3aHHTE CBCTOAHHA.
** AneprudeH oCThP KOPOHAPEH CHHAPOM

***PeakIMUTE Ha MACTOTO HA HHKeKTHpaHe ofXBaluar 60/ka i NOAYBaHe Ha MACTOT
SOMMHHCTBOTO OT CJIYY4aHTe TE C& TBJDKAT HA eKCTPaBa3allus Ha KOHTPAaCTHOTO BE
ca 06HuUaiiHO NPEXOIHH U BOIAT A0 BhicTaroBsBaHe 6e3 nocnencteus. Crobuwasay
CKCTpaBasalUMa ¢ Be3MAJICHHE, HEKPO3a Ha KOXAaTa H AOPH PAa3BHTHE Ha xoMnapTMy

14




*+#% EnnedanonaTuaTa MOXKeE fa C€ NpOABH ChC CHMITTOMH H TIPH3HALH HA HEBPOJOTHYHA AHCGYHKLHA
KaTo r1aBoboue, 3pUTENHH HapylWUeHus, KOpPOBa clienoTa, 00bLpkaHOCT, MbpUOBe, 3aryba Ha KOOpPAHHALINA,
xeMHnapesa, adasni, 3aryba Ha Cb3HaHHE, KOMa H MO3BYEH OTOK.

Tpom6o3a Ha KOPOHAPHUTE apTepHH 1 eMOOJIHA HAa KOPOHAPHUTE apTepHH ca ChoDLIEHH KATO YCIOKHEHHE
Ha MpOLEAYPHTE Ha KOPOHAPHA KATE€TepH3aliui.

BazocnaseM H NOCHCABAILA HCXCMHA Ca HEGJIIO,II&BaHH 10 BpemMe Ha HHTPAaPTCPHATHHTE HHKCKTHPAHHA
Ha KOHTPACTHOTO BEIIIECTBO, NO-CIMIEUHANIHO ClleJl KOpOHAapHa K lepebpaina aHrHorpabus, 4ecTo
NPOLENYPHO CBBP3aHK M BR3MOXKHO NPEeJH3BHKAHH OT BBPXa Ha KATETbPA HJIH NPEKOMEPHO HAIATAHE B
KaTeThpa.

Kaxro npy apyrure HonHupaHH KOHTPacTHH BEIECTBa, MHOTO PEIIKH ClTyval Ha MYKOKYTAHHH CHHIIPOMH,
BKMIOYHTENHO CHHAPOM Ha Stevens-Johnson, TOKCH4YHA eNUACPMATHA HEKPOJIH3a (CHHIpOoM Ha Lyell) u
nonuMopgeH epuTeM ca CHOGILARAHH Ce PUIAaraHeTo Ha HoMenpol.

IMeduampuynn nayuenmu

Hma orpaHudeH OMHT C neJHATPHYHY MalUeHTH. BazaTa faHHH HA KJIIMHHYHM [IPOYYBAHHA BEPXY
nenuaTpyHukaTa GezonacuocT obxeama 167 naudeHTH.

TMpodursT Ha Ge30NacHOCT HAa KOMETIPOJI € CXOIeH TIpH Aelia i 8h3PACTHH.

IIpu npraaraHe Ha HoMenpon MOXe na ce Hab/mojJaBa MPexoeH XHNOTHPEOHU3bM NIPH HOBOPOIEHH H
ocofeHo NpH HeTOHOCEHH MM HOBOPOJAEHH ¢ HHCKO TETJIO.

4.8.2 IlpuaoxeHne B TeIeCHHTE KyXHHH

Cren WHKEKTHpaHe Ha HOIMpaHo KOHTPACTHO BEIIECTBO B TEMECHNTE KYXHWHH, TO ¢& abcopbupa 6aBHO OT
yHacThKa Ha IpUNIOKEHHE B CHCTEMHOTO KprBOOGpallieH e | NIOCITEABAIO Ce M3YUCTBa Ype3 eIAMUHNpaHe
ot 6u6pennTe.

KpbBHATa aMHJIa3a CE TIOBHILABA YECTO CIIEA €HILOCKOIICKA PeTPOrpajiHa XoNaHTHO-TIaHKpeaTorpadus

(E. P. X. TL). Onucany ca MHOTO PeJKH CITydad Ha NaHKPEATUT.

Peakuuyre, chOOILEHH NpH CNTyMaH Ha apTporpadus ¥ GpUcTynorpadHs 0GHYaiHO HpeCTaBIT MPOABH Ha
IpasHeHe, HACIOKEHH BppXY ChIIECTBYBAIIC ThKaHHO Bh3NANCHHUE.

CHCTEMHATa CBPBXUYBCTBHTENHOCT € PAIKa, Hali-061110 Neka i noj popmaTa Ha KOXKHK PEakiuH,
BB3MOXKHOCTTA 38 PA3BUTHE HA TEXKKU aHAQMIAXTOMIHH peakuyH, obaye, He MOXKe [1a C¢ 3KITIOUH,
Kaicro W nipu apyrH HORApaHH KOHTPACTHH BEIecTBa, GOJMIKM B Ta3a H (DH3NYECKO HEPA3NONOKEHHE e
BB3MOMKHO J1a Bb3HHKHAT CJIe]] XHCTEpOCANNHHIOrpadus.

CroGmiaBaHe Ha MOAQ3IHPAHY HEXENAHH PEaKIHK

Cro6IaBaHeTo Ha IOAO3UPAHH HeXENaHH peakuuu ciell paspeniaBase 3a ynotpeba Ha neKApCTBEHUA
TIPOAYKT € BaxHO. TOBa NO3BOJABA Ja MPOABIIKH HAaOMOACRHETO Ha CHOTHOWIEHHETO NOJI3a/PHCK 3a
NeKapcTBERus NPOIYKT, OT MEIHIMHCKKTE CIENHANHCTH C& H3HCKRA /12 CHOOILABAT Besika NIO/IO3HpAHA
HeXeNaHa peakius upes:

HanpnanTenHa areHI|s no 1eKapeTBaTa

yi. Jlaman [pye” Ne 8

1303 Codmn

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

4.9 TIIpeposupane

TTpeno3upaHeTO MOXKE Aa JOBEIE A0 XKHUBOTO3ACTPAIIABAIIH HEXENaHH PEaKUHH TMaBHO OT CTpaHa Ha
[y IMOHAHATA H CEPACYHO-CBA0BATA CHCTEMH. JIeueHHETO € HACOYEHO KbM ROANbLPKAHE Baies:
(YHKIMU H CBOSBPEMEHHO NPHIaTaHe Ha CHMIITOMATHYHA TEPanus. Homenpon we ce gpfizp

N/a3MEHNTE KM CEPYMHH IIPOTEMHH H, CIEHOBATEIHO, MOXKe fa 6bje OTcTpanen upgd ad
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CrotinoctiTe Ha LDso (g Hoa/kg) 3a liomenpon npH *HBOTHH ca:

HHTpaBeRO3HO NPHIIOKEHHE! 19,9 (19,3-20,5) (muinka)
14,5 (13,2-16,0) (rurex)
> 12,5 (xyue)

HHTpanepHTOHEATHO IPHIOKEHHE: 26,1 (13,1-29,2) (Mu1IKa)
10 (8,9-11,3) (nrex)

HurpanepebpanHo NpHAOKEHHE: 1,3 (1,2-1,5) (Muuka)

HuTpauncrepHanHo npuIoKeHHe: > 1,2 (mrbx)

HurpakapOTHAHO NPUIIOKEHHE:! 5,8 (4,64-7,25) (rureX)

5. ®APMAKOJIOrMYHU CBOHCTBA
5.1 <DapmakoaHHAMHYHH CBOjicTBa
dapmakoTepanesTyyHa rpyna; Kourpactau semectsa, ATC xox: VOSAB10

HPomepoH cbaBpika KaTo aKTHBHA CHLCTABKA HOMenpos, KofTo e TpH-HOANPaHO HelfOHHO KOHTPACTHO
BELLECTRO H €€ H3MONA3BA 34 PEHTreHOBH H3C/ICIBaHHA,

5.2 @apMAKOKHHETHYHH cBoficTBa

(DapMaKOKHHETHKATA, TOHOCHMOCTTA # INArHOCTHYHATA €(UKAcHOCT Ha JOMenpoI B pa3TBODH,
chbappxamy 10 400 mg Hoa/ml ca W3NHTAHH IPK 3ApaBM J0GPOBONLM H NALIHEHTH C MOKA3aHAA 38
yporpadws, auriuorpadus, KT u uzcneasane Ha TENECHUTE KyXHHH.

JIaGopaTopHHTE MapaMeTPH U XHU3HEHHTE NTOKA3aTENH HE TMOKA3BAT KIMHUYHO 3HAUYHMH H3MEHEHHA.
DapMakOKHHETHKATa Ha HOMENpoJI, BEBeEH HHTPaBacKyIapPHO, ONUCAHa NPH JBYKOMNAPTHMEHTEH
MOJeJ, oKa3Ba Ghp3a (haza Ha pasmipeneneHHe H 10-GasHa dasa Ha eaumunHpane. [1pu 18 3apasu
HOGPOBOJTILH, CPEHHAT TIOTYKUBOT Ha azata Ha pasipeAe/eHne ¥ a (a3aTa Ha eJIHMUHHPaHE ca
CBHOTBETHO 23 + 14 (s) min u 109 + 20 (s) min, ¢ 50% 6b6peyHa exckpenys A0 2 yaca CEJ BLBEK/AHETO.

5.3 IlpelkNuuHYHH JaHHH 3a Ge3onacHoCT

PesyaTaTiTe OT H3CNEABAHAATA MPH ILTBXOBE, MUIIKH H KyYeTa N0ka3Bat,4¢ HoMenpon NpHTexasa 0cTpa
TOKCHYHOCT NPH MHTPABEHOZHO KITH MHTPAAPTEPHAIHO NPHIOKEHHE, T0A00HA Ha Ta3U NPYU APYrHTe He-
HOHHH KOHTPACTHH BemiecTsa. CHCTEMHATA MOHOCHMOCT CfIE/l IOBTOPHO HHTPABEHO3HO TIPHNIOKEHHE TIPH
[LTBXOBE M KyueTa € no6pa. Cliel MHTpaBeHO3HO IPUIOKEHHE [IPH NILXOBE HomenpoX ce pasnpeaens
MEXTy TIIa2MaTa i eKCTPALeyIapHOTO IPOCTPAHCTRO. Homenpon me ce cBbp3Ra ¢ nIa3MeHuTE GeITHLA.
He ce MeTaGonuaypa K ce EMTUMHHKPA TOVTH H3UAN0 oT Gubpeimte. [Ipn nmxose 94% ot MpuiiokeHaTa
1033 ¢€ OTKPHMBA HEMpPOMEHEeHa B ypHHATa B MhpsuTe § daca.

6. ©OAPMAIEBTUYHH JAHHH
6.1 CnacbK Ha NOMOIUIHHTE BEIECTEA
HoMepon HEXEKIMOHEH PA3TBOp ChLIbXKA:
Tpomeramor,

X iopoBofopofHa KHCEIHHA,

Boaa 3a HHXKEKLHM,

Fomepon 350 chabpxa (komuuectro/ 100 ml):
TMoMouIHY BelleCTRA:
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Tpomeramon 100 mg,
Xnopoeogopoana kucenuna (d=1,18) 24 mg,
Bopga za umkexqun g0 100 ml

6.2 Hec¢hbBMeCTHMOCTH

INpu nunca Ha MpoyYBaHHA 33 HECHBMECTHMOCTH, TO3H IEKapCTBEH MPOLYKT He TpAGBA Ja C& CMECBa C
APYTH JCKAPCTBEHM NPOLYKTH.

6.3 Cpok Ha rogHocT

5 roaMuu

6.4 CnenHa/JHH YCJIOBHA HA CbXpaHeHue

Jla ce chxpaHsBa B KAPTOHEHATA ONAKOBKa, 34 Aa C€ NpeaNasH oT ceeriuHa. Jla ce cbxpanasa nox 30°C.
Maxkap 4e YyBCTBHTETHOCTTA Ha HOMENPON KbM PEHTTCHOBHTE JIbYH € cnaba, ToH Tpa6ea 1a ce chXpaHsBa
AANEYE 0T KITOUHHUM Ha HoHW3upainy moud. KOHTPACTHATE BEIIGCTRA HE Ca NpeANa3Haucty 3a
MHOTOKpaTHa yrotpe6a. Kayuykosara sanyiaika Tpa0sa Ja ce npoboae camo BeOHBXK. 3alyiiankara ce
npoGHBa ¢ IOAXOAIA KAHIONA, C KOATO C€ aCHpPHPa pasTBOpa B CHIPHHIOBKATA, HEMOCPEACTBEHO NpeaH
ynorpefa. KonuuecTBoTo HEH3NO3BaH KOHTPACT TPAOBa 12 ce M3XBBPIIH.

6.5 BuaH chOBPKAaHNME HA ONAKOBKATA

}iomepon nkekuMOHEN Pa3TBOD Ce CHXPAHABA B aMTY/IH WM GYTHIKH, HANpaBeHH OT CTHKIO THN 1 WK 11
(Emponeiicka ¢apmaxones). ByTHIIKHTE ¢a 3aTBOPEHH ¢ XanoOyYTHIOBH 2anyWiajiki 1 ay MUHHEBO-
[PONUNEHOBH KANAYKH,

Homepon 350 Bytwixn 50 ml, 160 ml, 200 ml unu 500 ml

6.6 CnenuMadHn NpeANasHN MEPKH NMpH H3XBbpJsine H paboTa

Hsama cneudaiHH H3HCKBAHHA,

HewznonisaHRAT NeKapeTBeH MPOAYKT WK OTIANbYHKTE MATEPHANY OT HETO TPAOBA Na Ce MIXBBPIAT B
CBOTRETCTBHE ¢ MECTHHTE H3HCKBAHHA.

7. TPUTEXATEJ HA PASPEIIEHHETO 3A YIIOTPEBA

Bracco Imaging S.p.A.
Via Egidio Folli, 50
20134 Milano

Wranus

8. HOMEP(A) HA PASPEIIEHWETO 3A YIIOTPEBA

Per. Ne 9700013
\

9, JATA HA ITbPBO PA3PEIIIABAHE/MIOOZHOBABAHE HA PA3PEIIE
YIIOTPEBA

Jara Ha nupBO paspewasane: 31 suyapu 1997 r.
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Jara na nocliegHo noauoespase: 11 omm 2013 1.

10. JATA HA AKTYAJIM3HUPAHE HA TEKCTA

04/2022
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