KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

. N3MBJIHUTENHA ATEHLWR 110 NEKAPCTBATA

T e ——

1. UME HA JIEKAPCTBEHHUSA ITPOAYKT ‘ Kpamxa xapakmepucmuxa Ha npogykma - [TpUACKeHUE |
: KoM Pez. Ne LJZ&@O/Q

Homepon 400 mg/ml MHKEKLIMOHEH Pa3TBOP |

[omeron 400 mg/ml solution for injection | Pazpewerue Ne
| G/MA/MP - ;‘/‘3,5?2//5705 A5
'! _ { ) ' T ITIT
2. KAYECTBEH U KOJIMYECTBEH CHCTAB ﬁMJ.’-L Ao %.....ﬂ.ﬁ.;HZ:.ZUZB...

MoMepoH HHXEKLIMOHEH pa3TBOp ChAbpXka: oMernpoa (iomeprol)

Homepon 400 mg/ml MHXEKIHOHEH pPa3TBOP cpabpka (koaudectBo/50 ml) 40,83 g #tomenpou,
cpoTBeTcTBall Ha 20 g Hon.

Homepon 400 mg/ml umkeKkuMOHEH pasTBOp Chabpka (kommuectBo/100 ml) 81,65 ¢ iiomenpon,
cpoTBeTcTBall Ha 40 g hon.

Homeporn 400 mg/ml MHXEKLUHMOHEH pasTBOp ChAbpXKa (KoiuuecTBo/200 ml) 163,30 g #omenpou,
cboTBeTcTBall Ha 80 g o,

3a IMBbJIHUA CITUCHK Ha ITOMOIIIHUTE BEIIIECTBA BHXKTE TOUKA 6.1.

3. JIEKAPCTBEHA ®OPMA

MHXeKLHOHEH pa3TBOP 3a MHTPABACKYJIAPHO M MHTPAKABUTAPHO MIPUIIOKEHHE

4. KJIMHHYHHU JAHHH
4.1 TepaneBTHYHM NOKA3aAHHUHA

Homepon 400

MuTpaBeHo3Ha yporpadus (py Bb3paCTHH, BKIIOUUTEIHO U Te3U ¢ ObOpeyHH 3a001sIBaHus WK Auader),
KOMITIOTbPHA TOMOIrpagus (Ts/10), KOHBEHLIMOHAIHA aHTHOrpadus, HHTpaapTepHalHa JUICUTAIHA
CyOTpak1MOHHa aHruorpadus, anruokapauorpadus (Mpu Bb3pacTHHU U B ME€IUATPHATA), KOHBEHIIMOHAIHA
CEJIeKTMBHA KOpOHapHa apTeprorpadus, MHTEPBEHIIMOHAIHA KOPOHApPHA apTepHorpadusi,
¢ucrynorpadus, ranakrorpadus, Aakpuouucrorpadus, cuagorpadus.

To3su JICKAPCTBECH IIPOAYKT € MpE€AHA3HAUYCH CaMO 34 JTHAarHOCTHYHHU LICJIH.

4.2 J03MpOBKA M HAYHH HA NMPUI0KEHHE
Iloxa3zanue KoHuenTpaumsi [IpenopbYHTEHH 103H
mg (100)/ml
HUuTpaBeHo3Ha yporpadus 250, 300, 350, 400 Bwv3pacmmuu: 50-150 ml

Hosopooenu': 3 - 4,8 ml/kg
Kvpmauema (< 1 200una)’:

JHeya/ionowu’: 1 - 1,25 Y4\




Hepudepna Ppaeborpadpusn

200, 250, 300

Buv3pacmuu: 10 - 100 ml

Jo3aTa Moxe Aa ce IoBTOPH NPH
HeoOxoaumoct.®

(10 - 50 ml 3a ropuy KpaviHHLK;
50 - 100 ml 3a jonHY KpadHUIH)

Jurmranna cybTpaknnonHa 200 Bw3spacmnu: 10 - 100 ml
baeborpadus Jlo3ara MOXe Aa ce MOBTOPH IpH
Heo6xoqumocT.®
(10 - 50 m! 3a ropHu KpaitHULIK;
50 - 100 ml 3a 1oIHM KpaWHHUIH)
KT (rnasa) 200, 250, 300 Bvapacmnu: 50 - 200 ml
JHeyafronows® ©
KT (Tsuno) 200, 250, 300, Bvapacmnu: 100 - 200 ml
350, 400 Heyaronowi®
KasepHo3orpagns 200, 300 Bwv3pacmnu: no 100 ml
Hurpaseno3na /1. C, A, 250, 300, 350, 400 Bp3pactan 100 - 250 mi
Heyaionowiu®©
KoHBEeHIIHOHAJIHA aHTrHorpadus
AprepHorpadus HA rOpHH 300, 350 Bv3pacmnuu®
KpaHHHIH
ApTepuorpadus Ha TA3 H IOJHH 300, 350, 400 Buw3pacmunu®
KpaHHHIH
AGNOMUHAJIHA apTepuorpadus 300, 350, 400 Buvapacmu®
ApTteprorpadus Ha aopTa 300, 350 Bvapacmni®
JeCUeHAEeHC
HyimMonanHa anrHorpagun 300, 350, 400 Bv3pacmuu: no 170 ml
Mo3buHa aHrmorpagus 300, 350 Bw3pacmnu: no 100 ml
ApTepHorpadsd B NeAHATPHUATA 300 Heya®: no 130 mi*
HHTEpBEeHIHOHAIHA 300, 350, 400 Bov3pacmnu®
Heya*
Hurpaaprepxanna [, C. A.
Mo3runa 200, 300, 350 Bwipacmnu: 30 - 60 ml 3a ob111 ornen
5 - 10 ml 3a cenexTHBHN HHXEKIMH
Heya/ionowu®®
Topaxkanna 200, 300 20 - 25 ml (aopta)
Jlo3ata MOXKe 1A ce TOBTOPH TIpH
He0oOX0AUMOCT.
20 ml (6pouxnanuu ap*r?
AopTHa bTa 200, 300, 350 Buapacmui® ‘




KopeMm 200, 250, 300 Bv3pacmni®
Aoprorpagpus 200, 300, 350 Bv3pacmniu®
Tpancaymbanna aoprorpadus 200, 300 Bvapacmuul®
llepndepHa aprepuorpadusn 200, 250, 300 Bvapacmnu: 5 - 10 ml 3a cenekTuBHH
MHKEKUHH 30 250 ml
Heya/ionounsd ©
HAnrTepBeHIHOHAIHA 200, 300 Bvspacmnu: 10 - 30 ml 3a cenekTHBHH
MHAKEKLUHU a0 250 ml
] Heya/ronowu®*
AHrHoxkapamorpagpus 300, 350, 400 Bwapactuu®
Heyaronowu®: 3 - 5 ml/kg
KoHBEeHIIHOHANHA CEJICKTHBHA 300, 350, 400 Bwvspacmrnu: 4 - 10 ml aprepuanso.
KOpoOHapHa apTrepHOrpadus Jo3aTa MOXE Aa ce IOBTOPH NIPH
HE0OXOJUMOCT.
E.P. X II. 200, 300 Bvapacmuu: no 100 ml
Xucrepocainuurorpadpus 200, 300, 350 Bwv3pacmnu: 1o 35 ml
OucTyaorpadun 300, 350, 400 Bv3pacmnu. no 100 ml
Anckorpadus 300 Bv3zpacmnuu: no 4 ml
Tlanakrorpagus 300, 350, 400 Bvzpacmnu: 0,15 - 1,2 ml 3a nikexuna
Haxpronucrorpadus 300, 350, 400 Bwapacmnu: 2,5 - 8 ml 3a nHxexus
Cranorpadus 300, 350, 400 Bw3pacmnu: 1 - 3 ml 3a niokexims
' PeTporpanHa xoJaHruorpagns 200, 300, 350 Bvipacmuu: no 60 ml
Perporpansa ypereporpadus 200, 300 Bvspacmnu: 20 - 100 ml
Perporpaasa nueno- 200, 300 Bvapacmnu: 10 - 20 ml 32 unxekuns
_yperporpagns
® — B 3aBUCUMOCT OT TETIIOTO U BH3pacTTa
S — na ne HaaeMiasa 250 ml. O6eMbT Ha EAUHHYHATA MHXKEKUHS 3aBHCH OT U3CIEABAHUA CHAOR YUACTHK.
* _ na ge Hagsuiasa 350 ml
" — HoBOpOoAcHHM acua: 0-27 aHu
1

— MaJIKH aena: or 28 nuM 1o 12 Meceua

¢ — BKJIIOYBA MAJIKHU Aela, Acllda ¥ FOHOWH: oT 1 roauHa no 17 rogyHm

KT — xommoTbpHa TOMOIpadua

. C. A, — npururansa cyOTpakiiluoHHA aHTHoTpadus
E. P. X. Il. — eHAOCKONICKA pETPOrpanHa XoNnaHruo-naHkpearorpadpHs

[IpeaoxeHns OTHOCHO XPAHUTEIHHS DEXKUM

AKO HE € YKa3aHO ApYro OT J€Kaps, B I€HA Ha IPHWIOXKEHHUETO Ha KOHTPACTHOTO BElL|
NOAABPKAa HOPMaJleH XpaHUTeIIeH pexuM. [Ipean u ciex HETPaBacKyNapHO MPHIO
KOHTPACTHH CPEACTBA ¢ HEOOXOAMMO J1a C€ OCHT'YpH aACKBaTCH IPHEM Ha TequcmL
[Ipu cnyyau Ha yporpadus ¥ abaoMHHa/IHa aHrHorpadus, JMArHOCTHIHUTE Pe3YJIT

4yCpBdTa Ca H3IPA3HCHH OT CIJEI{HJ'IHEI MAaTCPHA H I'as.




Hozuposxa

Obwu cvobpaxcenun

Kakro nmpr BCHUKH KOHTPAaCTHH BelllecTBa, TpsabBa na ce ynoTpebsapa Hali-HUCKaTa 1033, HeoOxoauMa 3a
NoJAy4YaBaHe Ha aIeKBATHA BH3YaATH3AIHA.

Kombunaiusara 103a — KOHIECHTpaLMA Ha Hojla, KOATO LIE Ce M3no3Ba, Tpabea na Oble BHUMATEIIHO
HHAMBUMAYaNu3HpaHa (BX. Tabnuuara B Touka 4.2 J103¥poBka 1 HAYMH HA TIPWIOKEHHE).

Hauun na npunoxcerue

aBaCKYJIapHO NTPHIIOKEHHUE
KoraTo € Bb3MOXHO, HHTPaBacKyJ1apHOTO NMPUIOKEHHE HA KOHTPACTHOTO BELIECTBO TpsabBa Aa ce

HM3BBbPIILBA ITPH JICKAINO ITOJTOXCHHE Ha NalHCHTA.

Heobxonumo € roBHILIEHO BHHUMaHHUE 110 BpPEMC Ha HHOKCKTHPAHETO HA KOETO M Ja € KOHTPAaCTHO
BCHIECTBO, 34 14 CC n3berue CKCTpaBa3aL .

Humpagernosna/ungysuonna ypoepagus

H3bpanarta no3a MOXe Ra ce NPUIIOKM KaTto Obp3a HHDKEKIMA WM KaTo HH)Y3HA, Bb3 OCHOBA HA
HeoOX0AMMHA BH U3CTICIBAHE.

®u3nonornyHo ¢n1abo KOHLUEHTpHpaLaTa ClrocOOHOCT Ha Bee OLLE He3penaud HedpoH Ha AETCKUTE
OBOpeLtn H3MCKBA OTHOCHTEIHO BUCOKH IO3H Ha KOHTpacTHH BemecTBa. [Ipu uHTpaBeHO3Ha yporpadus,
obwure xo3u o1 150 ml npu pr3pacTiy U 2,5 mi/kg npu Manku aeua Ha Bb3pacT Haj | roxuHa, Aeua u
IOHOIUM HE TpAOBa Aa ce HansumasaT. [Ipu uHGysnonHa yporpadus, nosara or 250 ml ne TpsaOsa fa ce
HAJBHILIABA IIPH BB3PACTHH.

BpemeTo 3a H3BBPILBAHE HA M3CICABAHETO 3ABMCH OT BPEMETO 3a MHXeKTHpaHe/MHPy3ua. [Tpu 6up3o
HIDKEKTHPAHE B paMKHTE Ha 1-2 MHHYTH, ITbpBaTa €KCNo3u1Ma TpaOBa Aa ce H3BBPIIH 3-5 MUHYTH caen
HA4yaJ0TO Ha HIDKEKLHATA (MapeHXMMHa (pa3a), a BTopara cief 8-15 MuHyTH (ekckperopHa asa). [Ipu
baBHa HH(]Y3HA B paMKHTE Ha 3-5 MUHYTH, BpEMETO 3a eKkcno3vuus tpsadsa aa oOwae 5-10 MmunyTH 1 12-20
MHMHYTH 33 [TapEHXHMHAaTa X €KCKPETOpHa (pa3H, CEOTBETHO. BpeMeTo 3a €KCIIO3HLIMA MOXKE Aa €€ YIbJIXKH
B clTy4ai Ha nexo Oudpedno yepexaane. IIpu Tasu noirynauus oT nalHeHTH, He TpabBa 1a ce HaaBUIlIaBa
obmara no3a ot 200-350 mg I’kg T.T.

Prebocpagun

[Tpu pneborpacdus noszara 3a ropan kpaitnuuu € 10-50 ml, a 3a nonuu kpaituuLy - S0 go 100 mi.
KombunupaHata o0lia 103a npu noseue Ha Opoil HIDKEKUUH 110 BpeMe Ha ¢eborpadus He Tpabea na
Hagsuiiasa 250 ml. ObeMbT Ha eAMHAYHATA HIDKEKIIHA 3aBHCH OT IIOISKAIUS HA U3CNenBaHe ChIOB
YUacThK.

Cnen npouenyparta, BEHO3HaTa CHCTEMA TpAOBa 1A ce MPOMHE Upe3 HHXKEKTHPAHE Ha HATPHEB XJIOPU
w1 5% AeKcTpo3a, pa3TBOPEHH BBB BOAa. MacaKMpaHeTO U MOBANIaHETO CIIOMATAT 32 OYUCTBAHE Ha
KOHTPACTHOTO BELIECTBO OT KpalHHKa,

Komniomvpra momozpagus.

H3obpazssane Ha MO3bK
KonTpacTHOTO YCHIBaHe NpH H3oOpa3gBaHe Ha MO3bKa 32BHCH OT OTCBCTBHETO HA KPBBHO-MO3bYHA
Oapuepa iy cTeneHTa Ha HEMHOTO paspymuaBaHe. OOHKHOBEHO H300paKEeHHATA CE 3aCHEMaT, |
3anoyBalikv 2 MHHYTH CJIEA MPpWIAraHe Ha KOHTPACTHOTO BEIHECTBO, HO BPEMETO 32 CKaH upa, B

3aBHCHMOCT OT BacKyJapU3alMsITa WM CTENICHTA Ha HAPYIICHHE HA KPhbBHO-MO3bY
OOHMKHOBEHO ¢e npunarat ¢cpeaHy ao3M or 50-100 ml.

H3obpazssane na mano




Heobxoaumure 1034 KOHTPACTHO BEILIECTBO M CKOPOCTTA U HAYMHUTE HA ITpUNOXeHUe (bonycew,
MHY3IHOHEH, MyITHPA30B) 3aBUCAT OT IOAICHKALIUTE HA M3CACABaHE OPraHu, MoJexalus Ha
THATHOCTULIpaHe npodieM H, No-CreUaliHe, PA3IHYHITE BpEMEHA 3a CKAHUPaHE ¥ PEKOHCTPYKIIMSA Ha
obpa3a otr ynotpebspanuTe ckeHepH. MHDY3MOHHHAT METO € 3a IPEANOMHTAHE MpU OaBHHTE CKEHEPH, a
HIDKEKLIHOHHHMAT METO, IPUIOXKEH Karo 60myc — npu 6bp3ute ckenepu. [Ipu 66p30 u3obpazgpaniure |
TEXHMKH, KOMTO MOTaT Ja ce NOCTUrHaT ¢be cripanHa KT, uinonasaiia e1HOCPE30Ba WM MHOTOCPE30Ba
TE€XHHKa, Ce Npeanoyura ynorpebarta Ha CiiioB HHXEKTOp U npocnensBaHe Ha Gomyca. [Ipu cnupanna KT,
He TpAOBa Aa ce HaaBuiasa obema ot 150 ml.

Konsenyuonanna anzuocpagus:

IHepueprna apmepuozpacpus

3a HIDKEKTHPAHE BLB (heMOopanHaTa apTeprsa MOXe Ja ce M3N0I3Ba A03a OT 5 a0 20 ml, 3a uHKeKkTHpaHe B
aoprara — 20 a0 50 mli, a 3a HHXEKTHpaHE B aKCHJIApHATA/TIOAKIIOYHYHA OpaxuallHa aprepus — 5 110

15 ml. O6eMBT H CKOPOCTTA HA KOHTPACTHOTO MIDKEKTHpaHe TpAOBa Ja ca MPOINOPLMOHANIHM Ha
KPBbBOTOKa ITPE3 ChAOBETE OT HHTEPEC, M Ca CBBP3aHH ChC CHAOBHTE U [TATONOIMYHH XapaKTePHCTHKH Ha
cneuupuIHUTE, IOAIEKaUIM Ha u3cieasaHe cbaose. He Tpabpa na ce napsumaga oburata go3za or 250 mi-
npy Be3pacTHU U 130 ml npu neauaTpuyHu naijdeHTy.

Aopmozpagus (apmepuocpaghus na aopma 0ecyeHoeHc)

3a BH3yaqM3alMa Ha aopTaTta M HeHHHTE IJIABHU KIIOHOBE, KOHTPACTHOTO BEILECTBO MOXKE 1 CE BbBEE
IUPEKTHO Ype3 HHTpaapTepHaliHa HHXeKuua (MeToa Ha Seldinger).

3a pu3yajau3aliMag Ha AOpTHATa Tbra, TOpakajlHaTa aopTa WK abJoMUHANIHATA a0pTa, OOMKHOBEHO CE
npunarat 20-50 ml. 3a anespusmu, Moxe aa ce npanarat obemure, ONIM3KH IO ropHaTa I'paHMUIla Ha

JAAACHHA OHAIla30H.

CenexmusHa abo0oMuHaiHa apmepuozpagun

Busyanuzaiua Ha abIOMHHAIHKTE apTEPUH MOXE Ja C€ MOCTUIHE YPE3 CEIEKTHRHA KaTEeTEPH3ALHA U
HH)KEKTHpaHe B uepHoapobHaTa, LienrHavHa WIH ME3CHTEPHAIHA apTEPHH.

3a ceneKTHBHO HHXKEKTUPaHe B LieNHauHKA CTBOJ TpaOBa aa ce npuioxkart 15-30 ml; 3a MezenTepuannure
aprepuu 10 20 ml; a 3a 60peunuTe aprepun TpAOBaA Aa ce u3noa3sa odem ot 15 ml.

He Tpabra na ce Haasuaea obiarta fo3a ot 250 mil.

Ilyamonanna aneuozpagus
Kombunupasara obma no3a 3a nopeue Ha Opoit MHXKEKUMHU NPHU NYIMOHANHA aHTHoTpadua He TpaOBa na

Haasuiuasa 170 ml.

Mo3zvuna anzuozpagus

Beska OT HaCTOSIIUTE TEXHUKHK € IOAXOAALIE 38 PEHITEHOIOHYHA BU3yalHu3alMsa Ha MOYBbUYHOTO
KpBbBOCHAOAsBaHE C HOMENPON HIDKEKIHOHEH Pa3TBOP.

KaporusaHata u BepreOpanna anruorpadus, U3BbplIcHa Upe3 CEIEKTHBHA KaTeTepU3anns, MOXe Aa
M3UCKBA NOBTOPDHH MHXKEKTHPAHHUA Ha oTaenHy odemu ot 5-10 ml go makcumanen o6em ot 100 ml npu

BB3pAaCTHH.

Humpaserosna ouzumanna cybmpaxyuonna anzuozpagus (MB-11.C.A.)

ApTeprorpaMu ¢ AUArHOCTMYHO KAYE€CTBO MOXKE Ja Ce MOJy4aT Clel I0-c1ado HHBa3HBHO HHTPABEHO3HO
IIPHIOKEHUE HA HOMENPOII Upe3 M3NOJI3BaHEe HA JUTHTAIHA CYOTpakiIMOHHA H KOMIIOTHPHO
n300pa3zsBalila KOHTPACTHO yCHaeHa TeXHUKHU. [Ipu Ta3u npoueaypa, KOHTPACTHOTO CPEACTBO MOXKE 1a CE
HIDKEKTHpa UHTPaBEHO3HO, Ypes3 LieHTpasieH uiu nepugepeH noctoir. UB-J[.C.A. e naii-yecTo M3non3saHa
33 H3CJIEIBAHE HA ChPLETO, BKIOYHTEIHO KOPOHApHH Oainac npucaaky, benoapobuuTe aPTEPHM =y
apTepHUTe Ha BpaxHokePaNHOTO KpBBOOOpaWICHUE, A0PTHATA Abra, abHOMHHANHATA @ ﬂe%
I’IaBHH Pa3KIOHCHHMA, WIMAYHUTE apTEPUH U apTepUUTE HA KpaitHuuuTe, OOHKHOBE (@hpc’ﬁﬁﬁlna"-}
n03a ot 30-50 ml 3a npunoxenue B nepudepHa BEHA, TOPHATA NIPa3Ha BEHA WK 4 ogb » ACHPAYE,
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0OHUYaliHO Ype3 MEXaHUYHO HHIKEKTHpaHe, HO IOHAKOTA U upe3 6BbP30 MaHyaIHO HHXKEKTHPAaHE.
IleprHoasT, 32 KOHTO KOHTPAaCTHOTO BEIIECTBO C€ HAMMPA B KOHTAKT Ch¢ CTEHATa Ha BEHATA, MOXE a Ce
CBKpaTH 4pe3 mpkekTHpaHe Ha 20-40 ml u30TOHHYEH pa3TBOp Ha HATpHEB XJIOpKA nox ¢opmara Ha
HENOCPEACTBEHO NMOCi1eABaly 60IyC.

Hnumpaapmepuanna oueumanua cybmpaxyuorna anzuozpagus (HA-J.C.A.)

Homenpon MHXeKUHOHEH Pa3TBOP CE NPENOpbYBA 33 HHTPAAPTEPHATHO HIDKEKTHPAHE ¢ JUTHTAIHA
cybTpakuoHHa aHTHorpadus Ha riaBara, IKUATa, kopema, OnOpeunnTe u nepudepun cvaose. Kato o6mo
npasuno, ninon3isauure npu UA-JI.C.A. obem 1 KOoHLIEHTpalKA ca 0koi10 50% WM NMo-Malko OT Te3H,
ynoTpeOsaBady pH KOHBEHITMOHANHUTE npoueaypy. CKOpocTTa Ha HHXKEKTHpaHe TpabBa aa 6bae
NprOAM3IUTENIHO paBHA Ha CKOPOCTTA Ha KPBBOTOKA NIPE3 MOMNIEXKAIIUA Ha HHKEKTHPAHE Ch.

Hait-gecto H3non3BaHuTe 00eMH 33 HHDKEKTHpAHE, TIpUaraHd ANPEKTHO WM Ype3 KATeThP, ¢a KaKTo

CJICARA.

Mo3byuHH apTepHHK 5 - 10 ml 3a ceneKTHBHH HHXEKLIHH;
30 - 60 ml 3a 0611 ornen

Beprebpanuu aprepuu 4 - 8 ml

AopTa ¥ KApOTUAHH APTCPHH 20-25ml

I'naBHM KNOHOBE Ha abaoMuHanHaTa aopra 2-20ml

Koraro € He0OX0AMMO, HIDKEKLIMKUTE MOraT ja 6saar nosropeHu. [Ipu Ta3m nmpoueaypa obuara no3a He
tpabBa na Hagsuinaea 250 mi. |
Cnen npoueaypara ce M3HCKBA CIIHPaHE Ha KPhBOTEHEHHUETO YPE3 YIIPAKHABAHE HA BHHMATENEH HATHUCK,
MOCJIEABAH OT Orvie]l M 00e3/BIKBaHe Ha KpaHHUKa 3a HAKOJIKO 4aca, 3a IPEAOTBPATABAHE HA KPHBOH3IIHUB
OT MACTOTO Ha apTepHaliHO npoboxaaHe. [[BiKeHHsTa Ha IAMEHTA, BKIIOUMTEHO IBHKEHHATA ITPH
JHMHIAHE H IIPETIbIIAHE, MOXE [a AOBEAAT A0 HEMIPABUIHO PErUCTPHpaHe, BOACILO 0 HAMAJISIBAHE
KauyecTBOTO Ha 06pa3a ¥ He-AMarHOCTHYHO pa3yHTaHe.

Arnzuoxapouozpadus, eenmpuryrozpagus, cerexmusHa KopoHapHa apmepuozpagus

O6uuaitHata no3a 3a BenTpukynorpadus € 20-50 ml, a 3a cenekTUBHA KOPOHAPHA aHrHOrpadus —
2-10 ml. He Tpabsa aa ce Haasumasa o6t 06eM ot 250 ml.

Korato ce npunaraT roneMu eIMHHIHYA 00eMHU, KaKTO ITPU BEHTPHKYAorpadus u aoprorpadus, ce
MIPETIOPBYBA OCHTYPABAHE Ha JOCTATBYHO BPEME MEXIY HHXKEKIMHUTE 33 OTIIYMABAHE HA BLIMOXKHH

XE€MOJAHHaMHYHH HapyILIEeHU.
3aXLIDKMTENIHH [IPEANOCTABKH 338 H3NbIHEHNE Ha NPOLEAypaTa ca Hallu4YKe Ha CreUHAU3UpaH EPCOHA,

npocneaapail EKI™ anapar u anexeatHo 06opyapaHe 3a HezabaBHa peaHMManUst H KapAUOBEP3HO.
EnexTpoxkapaxorpaMHTe H BHTAIHMTE NPU3HALM TpAOBa Ja ce NpOocneAdBaT PYTHHHO N0 BPEME Ha LAIaTa

mpoLlenypa.

Lpyry opTHINA HA BEBEXKAGHE

Apmpozpaghus, pucmynozpagus, sesuxyrozpagus

3a npenoTBpaTaBaHe Ha HHOEKIMA, C€ UBHCKBA CTPUKTHA aCeNTHYHA TeXHUKa. OGUKHOBEHO
apTporpausiTa c€ M3BhpILBA NOA OKaNHa aHecTe3us. HeoOxonumo e aa ce mpuniara Gryopockoncku
KOHTPOII, 33 Ia C€ OCHT'YPH MPAaBUJIHO BbBEXKIAHE HA MITIATA B CHHOBHAIHOTO NIPOCTPAHCTBO U
NPEeIOTBPATBAHE HA EKCTPAKANCYTAPHO MEDKEKTHpaHEe. ACIMpaluATa Ha MPEKOMEPHOTO KOJIHYECTBO
CHHOBHAJIH& TEYHOCT L€ HaMaIH DONKaTa NpH HHXEKTHPAHE H Lle NIPeJOTBPaTH PaspeKIaHETO Ha
KOHTPAaCTHOTO CpeACTBO. Ilo Bpeme Ha MHXKEKTUPAHETO He TpAOBa Aa ce ynpaXHABA MPEKOMEPHO

HaJlAraHe. T

Busyanuszanusa Ha CTABHUTE KYXUMHH M [IOBBPXHOCTH MOXE J1a C€ IIOCTHUIHE 4YPes e
KOHTPACTHO u3caenpaHe. OOMKHOBEHO N0-MaNKH 00eMH KOHTPaCTHO BELIECTBO CE
apTporpagHsa Ha KOLIHOTO MM PAMOTO, KOTaTO C¢ U3BLPIIBAT ABOHHH KOHTPACTHH
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pa3NpbCKBAaHE HA BELIECTBOTO B LIAJOTO CTABHO NIPOCTPAHCTBO C€ U3IION3BA MACUBHA WJIM AKTHRHA
MaHHITY/IaLHs.

Enoocxoncka pempozpadna xoranzuo-nankpeamoepagus (E. P. X I1.)

[1Io Bpeme Ha E. P. X. I1. ¢ Heob6x0a1MMO BHHMaHHE OTHOCHO HANATAHETO NPH HIDKEKTHPAHE
MIDKEKTHpaHUA oLl 00eM, 3a xa ce MUHMMH3Upa PUCKA OT Pa3pyIIMTENHO pa3JyBaHe HHA Ha
NnojJieXallMTe Ha M3CaeaBaHe KaHand. MakcumanHara 103a 3a ynorpeba nmpu E. P, X, I1. € 100 ml.

Xucmepocamunzozpagus
Obuyaiinara no3a ¢ 10-15 ml, npunarana 6asHo npe3 kaHiona, 6€3 npekoMepHO Halsraue. [Ipernoppusa

ce QIyOopOCKOIICKO MpOCeAsBaHe.

Pempoczpaona yucmoypempozpagus/nuenozpagus/xoranauozpagus

OT CBIIECTBCHO 3HAYCHHUE CA CTEPUWIHHTE IMPOLICAYPH.

ToH kaTo peTporpalHHUTE NPOLEAYPH H3UCKBAT CTIEH(PHYEH UHCTPYMEHTAPUYM, NIPH [IALIHEHTH ¢ OCTpPa
HMHGEKLHA HA ITOAIeXKALUA Ha H3CNeaBaHe opraH € HeoOxoaumo cbrOI01aBaHe HA CHEIMATHH NpeAasHy
mepkH. IIpy uucroyperporpapuyHy npoLeaypH € HeoOX0AUMO Aa CE€ NMPHJIOKH AOCTAThYEH 00em OT
KOHTPaCTHOTO BELIECTBO, KOMTO Ia 3alTh/IHM afeKBaTHO NMUKOYHMA MeXyp. HanbipaneTo Ha Mexypa
TpabBa Aa cTaHe B paBHOBECHOTO CHCTOAHHE, TIPH YIIPAOKHABAHE Ha MOBHILIEHO BHUMaHUeE 3a U30sArBaHE Ha
MPEKOMEPHO HAJIATAHE.

4.3 TIpoTHBONOKA3aHNA

HoMmenpon vHXeKUMOHEH pa3TBOP He TpAOBa [a ce PUIara npy NaLMeHTH ¢ H3BeCTHA
CBPbXYYBCTBUTEIHOCT KbM aKTUBHOTO BELLUECTBO HOMETIPOJ MAKM KbM HAKOE OT MOMOLIHHTE BEIIECTRA.,

4.4 CroeuManHH nNpeaynpexIeHHs H MpeanazHH MepKH npH ynoTpeba

Ob1uM NpeaAYIPEKICHUA
JIHarHOCTHYHH TIPOLENYPH, KOHTO BKJIIOUBAT ITPHIIOKEHHUE HA KOSTO U A € PEHTTEH-HEIPOITYCKIHBO

BEILECTBO, TPIOBA fa CE€ MMPOBEXAAT 10 PHKOBOACTBOTO Ha NEPCOHAN ¢ HEOOX0AUMOTO 00YYeHMe U ChC
3aAJI00YEHO [IO3HABAHE Ha CIIEUU(PHYHATA [TPOLEAYPa, KOSTO 1LE Ce H3BbPLIBA.

Heobxoaumo € HanduMe Ha NOAXOoAALIa anapaTypa 3a CpaBAHE ¢ BCAKO YCIOXKHEHHE Ha NpOLIEAypara,
KaKTO M 338 CIIEIUHO JICUCHHUE Ha TEXKA peakildd KbM CaMOTO KOHTPACTHO BelIECTBO. 1 0Ba BKJIIOYRA, HO HE -
ce orpaHu4asa a0 000pyIBaHe 3a CHEUIHH NIPOLIEAYPH H NIEpCOHA, 00yYeH B NPEAOCTABAHETO Ha
’KMBOTOIIOAXBPIKALIY MEPKH H JICYCHHME Ha aHadmiakcus. Cen napeHTepalHO PUIOKEHHE HAa PEHTTEH-
HETIPOITyCKIMBO BEIIECTBO € HEOOXOAMMO HATMYKE Ha KOMIIETEHTEH NIEPCOHAN M CITELIHO 000pYyABaHE B
NIPOAB/DKEHHE Ha Hal~-Manko 30 MMHYTH CI€A Kpasi Ha M3CJIEABAHETO, 34 Ja Ce& OCUT'YPH JICUEHHE Ha
€BEHTYAJIHO YCJIOXKHEHHE OT NPOUEAYpaTa, KAKTO U CICIIHO JICYCHHUE Ha TEXKH OCTPH WK 3abaBeHn
peaxLMy KbM KOHTPACTHOTO BEIECTBO.

[Ipensna BB3IMOXKHU CEPHO3HH HEXENaHU peakUuy, yrorpedara Ha HoaupaHH KOHTPACTHH BEIECTBA
TPAOBa N1a C€ OrpaHMYHM CaMO IO C/IYYay, 32 KOUTO € MpeLu3upala Heo0X0AHMOCTTa OT
KOHTpacTorpadcko uscneasane. Heobxomumoctra Tpadea na ce olieHeHy Ha 0a3ata Ha KIMHUYHUS CTaTyC
Ha [1alMEHTa, 0COOEHO BLB Bpb3Ka C aHAMHE3a 34 CBPbXYYBCTBUTEIHOCT KbM KOHTPACTHH BEILIECTBA
NaTonoOru4yHY U3MEHEHHU Ha ChpJEYHO-ChAOBaTa, ObOpeYHaTa WIN ¥ITBUHO-4epHOAPOOHATA CHCTEMH.

TecTBaHE 33 CBPBLXYYBCTBUTEIHOCT
IIpy manueHTH ¢ NOJO3UpaHa WIIH U3BECTHA CBPbXYYBCTBUTETHOCT KbM KOHTPACTHH BEILIECTRY
NpenopsYBa U3CNEABaHE 34 YYBCTBHTEIHOCT, Thil KATO TEXKHTE HIIH (DaTATHH peaKil l@h"'

KOHTPACTHHMTE BELLECTBa HE MOraT Ja ObaT NpOrHO3HpaHHU OT TECTOBETE 33 YYBCTB

XUApaTalns




[TarmenTrTe TpAdBa Ja ca nobpe xuapaTUpaHH, a BCAKAKBY 3HAYMMH HAPYIIEHUS HA BOOHHUS HIIY
eNeKTponuTeH banaxc Tpabea fa ce KOpUTHpAT NPEIH U Clie] HIDKEKTUPAHETO Ha KOHTPaCTHOTO
BewecTno. Ilo-cnennanyto, DalyeHTH ¢ TEXKO QYHKUMOHAIHO YBpexAaHe Ha Ob0pennTe, yepHua Apos
WIH MHOKapAa, MHEIOMaTOo3a, WY APYIH NNapanpoTEeHHEMHH, CHPIOBHIHO-KIEThYHA OotecT, 3axapeH
AHA0ET, MONNYPHA, ONUTypHs, XHITEPYPUKEMHUS, KbPMaueTa, MAJIKH ACLA, ALUEHTH B CTAPYECKA Bh3pacT
M [TALMEHTH ¢ TEXKO CHCTEMHO 3abonaBane He TpabBa na ce H3narat Ha aexuaparauua. Heobxomumo e
[IOBHUICHO BHHMAHHE IPH NAUMEHTH Ha XHUAPATALIMA ¢ MoaJIexainy 3abonsBanys, KOHTO MOrar Ja ce
BJIOILLIAT OT IPETOBAPBAHETO ¢ TEYHOCTH, BKIOYNTENHO 3aCTOMHA ChPASYHA HEAOCTATHYHOCT.

QQ[QD BB3NAJICHUC UITH HH@C[@LIH_H

HNHxeKTHpaHeTO Ha KOHTPACTHH BELIECTRa IPU PETPOrpaaHy H3CHEIBaHHA Ha PEIPOAYKTUBHUTE ITbTUILA
TpOBa Ja ce u304rsa B CIy4yanTe Ha OCTPO BH3NAICHHE HA TCHHTAMUTE M M3BECTHA WIH MOJO3HPaAHA
OpeMeHHOCT.

[IpomMuBaHe Ha KaTeTpH

CBOMCTBO Ha HEHOHHHTE KOHTPACTHH BEIECTBA € U3KIIOYUTEIHO HUCKOTO 33CATAHE HA HOPMATHUTE
¢H3HONOrHYHH QyHKLMU. B pe3yirraT Ha TOBa, HEHOHHMTE KOHTPACTHH BELIECTBA UMAT no-cnabo in vitro
aHTH-KOAryJaHTHO ACHCTBHE OT HOHHHTE KOHTPACTHH BELIECTBA. MeqUIMHCKUAT NEepCOHAN, H3BBPILIBALL
CBHJ0OBM KaTeTEpPH3allMOHHU MTPOLEAYPH, TpAOBa 1a € 3a1103HAT ¢ TOBA U JIa OTAENS CNELMAIHO BHUMaHHE
Ha aHrdorpa)CKara TEXHHKA 1 NPOMHBAHETO HA KATETPHUTE, 38 a MUHUMU3UPA PHCKA OT CBbP3aHUTE C
npoueaypara TpoM003a B eMOOIU3EM, BIIIOUHMTENIHO MPOMUBAHE Ha KaTeTpUTE ¢ (PU3HOJIOTHYEH PA3TBOP -
(axo € HeoOxoauMO ¢ A00aBeH XenapHH).

HabmioxeHue HA malyeHTa

Humpaeackyaapro npunooicenue .
C orzen Ha Bb3MOXKHH YCIIOKHEHHUS, NALMEHTHT TPAOBa Aa ce HaOMonaBa B MPOABIDKEHHE HA HA-MaJIKO

60 MUHYTH CIIEX NPHIOKECHHETO.

Hrumpaxkasumapro unu 6eHMPUKyaAapHo RPULONCeRUe
He ce mpenopbuBa JUPEKTHO UHTPAKABUTAPHO WIM BEHTPUKYNAPHO NPIIOKEHUE 34 CTAHAAPTHA
peHtTeHOrpadua 6€3 KOMMOTHEPU3IMPAHO YCHIIBAHE.

CrnenHaiHy DonvJiakun

Ileduampuuna nonynrayus

Manxure nena (Bb3pact < | roguxa), B 0cobeHO HOBOPOIAEHHTE, ¢a 0COOCHO YYBCTBUTENHH KBM
eIEKTPOJIMTEH aucbanaHc U xeMoaruHaMH4IHK mpoMeHH. Heobxoaumo e aa ce B3eMe noa BHUMaHHE TI0
OTHOLICHHME Ha AO3MPOBKATa, KOATO ILE C€ HpUilara, AETAKWINTE Ha NPOLICAYpaTa H ChCTOSHHETO HA
MalKeHTA.

XHIIOTHPEOUIU3IBM WITH MTPEXOAHO NOTUCKAHE Ha IMUTOBHAHATA XJIe3a MOXe [a € HaO/IioaaBsa cnel
U3narade Ha HoaMpaHHU KOHTPACTHH BemecTBa. CricuHanHo BHMMaHue TpaOBa aa ce obbpHe Ha
NeAUaTpUYHU MMAlMEHTH oA 3 roAMIIHA Bb3PACT, Thil KATO MHUHMAEHT C HEAOCTAThYHA AKTUBHOCT Ha
LIMTOBHAHATA AUIE3a B HAYATIOTO Ha KHUBOTA MOXKE Aa Obae BpeJieH 32 ABUTaTEIHOTO, CIYXOBOTO H
KOTHMTHMBHOTO Pa3BHTHE H MOXE Aa U3UCKBa npexoaHa T4-zamecturenda tepanus. Yecrorara Ha
XUIIOTHPEOUANIBM NIPH MALMEHTH Ha BB3PacT NoJ 3 FOAUHH, HITOXKEHH Ha HOAUPAHH KOHTPACTHH
BellecTBa € Mexay 1,3% u 15% B 3aBHCHMOCT OT Bb3pacTTa Ha yYacTHHIIMTE U [103aTa Ha HOAUPAHOTO
KOHTPaCTHO BEILLECTBO M ce Habtonasa ro-4ecTo IpyU HOBOPOACHH M HemoHoceHH Gebera. dJyHKulgﬁﬁ,ﬁa
IUMTOBUIHATA XJIe3a TpAORa na Oblie olleHeHa NPH BCHYKM NEAHATPHUYHH TIALIMEHTH Ha BBHIRACL T “’
FOAMHH CJie] €KCIIO3HIMA Ha HOAMPaHH KOHTPACTHH BELIECCTBA. AKO Ce OTKPHE XUIIOTHP My N
TpsbBa 1a ce 0OMHUCIH HEOOXOAMMOCTTA OT JIeUcHHE H PYHKIMATA HA [ITUTOBHAHATA HagiNa
HabnoJaBa, A0KaTO C€ HOpMAJIH3Upa.




Iayuenmu 8 cmapuecka év3pacm
[TaupeHTHUTE B CT2PYECKA Bb3PAcT €a C MIKIIOYHTEICH PHCK 33 PA3BUTHE HA PEAaKLMH [TIOPAaAM HamaleHUTe
QH3UOTOTHYHU (PYHKLMU, OCOOCHO KOraTo C€ NpujaraT BUCOKH A03M Ha KOHTPACTHOTO BELLECTRBO.

Cepvxuygcmeumennocm KoM HOOUPAHY KOHMPACIHY 8EWECMEA, AREPLUNHO NPEOPATNORONCEHUE U
acmma

CBpBbXYYBCTBUTENHOCT HIIH [TPEUIECTBAINA AHAMHE3a 32 PeaklHA KbM HOAMpaHH KOHTPACTHM BEIIECTBA
CBIIO YBEJIMYaBa PUCKa OT ITIOBTOPHO BH3HUKBAHE HA TEXKKA peaKlMi KbM HEHOHHHTE BEILECTRA.
BceoOb1o MpU3HAaTO €, Ye HEXKENAHMTE PeaKUHH KbM HOAHPaHUTE KOHTPAaCTHH BELECTBA Ca 110-4E€CTH NPH
natMeHTH, HMAalll aHaMHesa 3a aleprud (KaTo: CEHHa Xpema, oOpUB M XpaHUTENIHA aleprus).
[laumenTrTe, H3NON3BALIK OeTa-aAPEHEPrUIHU ONOKEPH, 0COGEHO0 NaIMEHTHTE ¢ ACTMA, MOXE 1A HMaT
II0-HHCBK Mpar 33 OpOHXOCNa3bM ¥ Aa pearupar no-cnabo Ha nevueHue ¢ HeTa-arOHHCTH M AAPEHAIIMH,
KOETO MOXE Ja HANOXM yIoTpebara Ha no-BUCOKH JO3H aJpeHATMH.

Dyuxyus Ha WUMOBUOHAMA JCAE3a U Mecmoege 3a (DYHKYUA HA WumoeuoRama Jcaesa

MaykoTo KONHUECTBO HA CBOOOACH HEOPraHHYEH HOANA, NPHCHCTBAL B KOHTPACTHATA CPeia, MOXE Aa
Npen3BUKa HAKOH e(PeKTH BEPXY GYHKUMATA Ha IIUTOBUAHATA XJe3a. Te3n edexTu ca No u3sBEeHH NpH
NALMEHTH C JJATEHTEH WM M3paseH XMIEPTHPEOUIN3IbM MM rymma. Crobluasa ce 3a XUIepTHPEOAN3IBM
WK AOPU THPEOUIHU OypH Cliel Npwiarale Ha HoaMpaHn KOHTPAaCcTHH BeElLeCTBA.

Enyegaronamus, npedusguxara om KoHmpacmuu eelyjecmea

Crobuiapa ce 3a eHuedanonatia npu ynorpedara Ha ioMenpon (Bx. Touka 4.8).

KonTpacTHaTa eHlle(aTonaTHs MOXKE Aa CE MPOABY ChC CUMNTOMM U NPH3HALM HA HEBPOJOTHYHA
AUCHYHKIMA KaTo T1aBobonne, 3pUTEIHY HapyIneHHs, KOPOBa CIenoTa, 00bpKaHOCT, MbpuoBe, 3aryba Ha
KOOpJHHaLMA, XeMHIIapesa, agasud, 3aryda Ha Ch3HaHHE, KOMA H MO3BUEH OTOK B PAMKHTE Ha MUHYTH 10
YaCOBE CJIe NPWIOKEHHETO Ha HOMENPOJI U OOMKHOBEHO OTIIYMABAT B PAMKHTE Ha JHHU. |
[IpoaykThT TpaOBa Ja ce U3M0/3Ba C MOBHIIEHO BHUMAaHHE [IPH NALWEHTH, NPH KOWTO € HapyllieHa
LIeJIOCTTA HAa KPhBHO-MO3R4HATa bapuepa (blood brain barrier, BBB), koeTo notenumanso soau oo
NOoBHILIEHa NMPONYCKIHBOCT npe3 BBB 3a xonTpacTHaTa MaTepHs ¥ yBennM4aBa pHCKa OT eHIe(hanonaTHs.
[Ipu cxMHEHME 33 KOHTPAcTHA eHIledalonaTHs, MPIIOKEHHETO Ha HoMenpo TpsbBa Ja ce peycTaHOBH
H [1a c€ 3al104He NMOAXOIAIIO JeYCHHE.

TeXKH KOXHH HEXETAHU PEaKIIH

Texxu xoxHHu peakiuH (SCAR), swnounrenno Steven-Johnson (SJS), Tokcruna enuaepManna
Hekpoausa (TEN), ocTpa reHepannsHpaHa ex3aHTemMaTo3Ha nycryo3a (AGEP) n nekapcTeeHa peakiius ¢
eo3nHO(HIHA M cucteMHH cUMIIToMM (DRESS), kouto morar na 6paaT »KMBOTO3aCTpAIlIaBalllH HIIH
(haTayHH, ca ChOOIIAaBaHH BbB BPb3Ka C HHTPABACKYJIAPHOTO NPHIOKEHHE HA HOOMPAHH KOHTPACTHH
BelecTBa (BXK. Touka 4.8). ITo BpeMe Ha npuioxeHHeTO NalHeHTUTE TPAOBa Aa ObAaT HHGOPMHUpPaHH 33
MPH3HALMTE H CHMIITOMHUTE U fa ObaaT HaOI0JaBaHH BHUMATEIHO 32 KOXHH peaki[MH. AKO C€ MTOABAT
TIPU3HALY M CUMITTOMH, [IpeAnosarally Te3d peakuuy, Homepou Tpa6sa na 6bae cipsH He3abaBHO. AKO
NAMEHTHT € pa3Bui cepro3Ha peakuua karo SJS, TEN, AGEP unu DRESS npu ynorpefara Ha
Homepon, npunaraneTo My He TpsS6Ba Ja ce Bb30OHOBABA IIPM TO3M NALMEHT B HUTO €IMH MOMEHT.

Bbvbpeuno yspeoscoare |
[Ipemmecrsaio 6L0peyHO yBpeKAaHE MOXKE Aa NPEAPA3NOIIOKH KbM ocTpa Ob0peuna quchyHxuus cuen -
NpwjiaraHe Ha KOHTPaCTHOTO BELIECTBO.

[IpeBaHTHBHHTE MEPKH BKIIFOYBAT:

- HICHTH(PUKAIHAA HA TALHEHTH C BUCOK PHCK;

- OCHIypsIBaHE Ha a/ICKBAaTHA XUJpaTAalys MPEAH NPUIOKEHHE Ha KOHTD
NPEANIOYHTAHE HHTPABEHO3HA UH(PY3UA IIPEAH U 10 BpEME Ha NPOLEAYD
KOHTPacTHOTO BEUWIECTBO OT OBOpeLuTe; '.




- M30ATBaHE, KOTaTo € Bh3MOXHO, Ha MPWIONKEHHETO Ha He()POTOKCHYHH IEKAPCTBA WIH TEXKH
XUPYPIHYHH ONEPALMH H IPOLENYPH, KaTo OBOpeuHa aHrHOIIACTHKA, TOKATO KOHTPACTHUTE
BEILECTBA HE ObJAT HIYUCTECHH;

- OTJ]araHe Ha HOBO KOHTPacTHO M3C/IEABaHE JO BE3CTAHOBsIBaHe HAa ObOpeuHaTa dyHKLUA A0
NPEAXOXKAALINTE H3CNAEABAHETO HUBA.

[NaumenTr HA AMATM3a MOTAT /A NMOTYYaBaT HOMENPOJ MHIKEKLIHOHEH Pa3TBOP MPEAH JHATH3ATA.

KoHTpacTHHTe BellleCTBa MOTAT Aa IPUYHHAT MPEeX0ORHO OBOPEUHO yBpEKaaHe, KOSTO MOXKE Aa
Mpeanu3BHKa JakTaluKA03a IPM MalMeHTH ¢ AHabeT, NeKyBauu ¢ OUryanuaM (Bx. Touka 4.5).

Deoxpomoyumom

[NTauuenTHTE ¢ HPEOXPOMOLIMTOM MOraT Ad Pa3BHAT TEXKKH, MIOHAKOra HEBB3MOXKHH 33 OBJIAAIBAHE
XHIIEPTOHHYIHM KPH3H CJIEA HHTPABACKYIAPHO MIPWIOKEHHE HA KOHTPACTHH BELIECTBA 110 BPEME Ha
PEHTT¢HONOTHYHH nipouexypH. IIpy Te3u naumenTH ce npenopbyBa MpeMeaukauins ¢ 61okepy Ha anda- u
OeTa-peLienTopuTe Npeay MHTPAaPTEPHATHOTO HHKEKTUPAHE HAa KOHTPACTHOTO BELIECTBO, IO |
HaOMIOAEHHUETO Ha JIeKap.

Puck om gv3nanenue u excmpasazayun
HomepoH e XHIIEpOCMOJIapeH. XHUNEepOoCMOIapHUTE PAa3TBOPH 33 MIDKEKIHH MOTaT A3 MPUYHHAT
YBpEKAaHE Ha eHA0TENA U 10 TO3M HAYMH Ja YBEIHYAT PHUCKA OT Bh3MalIEHHE H €KCTPaBa3aLiyA.

Muacmenus 2pasuc
[IpunoxeHneTo Ha HOMUPAaHU KOHTPACTHM BEILECTBA MOKE Aa BIIOLIM MPU3HALIUTE U CUMIITOMUTE HA
MHACTEHHA I'PABHC.

Cuvpleunu 3abonssanus u 6enodpobua xunepmonus

[Ipu naupeHTH ¢ TEXKO ChPAEHHO 3a60/1Bale U OCOOEHO IIPH TE3H ChC ChPACYHA HEAOCTATBUHOCT U
3a00/1BAHKA HA KOPOHAPHUTE apTEPUM MMa MTOBUIIEH PHCK OT TEXKHU PEAKIIHH.

HHTpaBacKy1apHOTO NMPHJIOKEHHE HA KOHTPACTHH BELIIECTBA MOXE N3 YCKOPH Pa3BUTHETO Ha benoapoben
OTOK ITPH NMAUUEHTH C UIABCHA WM HAYaIHA ChPICYHA HEAOCTATHYHOCT, JOKATO MIPUIOKEHUETO Ha |
KOHTPAaCTHH BELICCTBA NpH bemoapobHa xunepTonus u 3a00N9BaHKs Ha CHPACYHMUTE KIanK MOXKE 13
JOBEJE NO U3pa3eHH XEMOIUHAMHUYHH ITPOMEHH.

Heesponozuunu cumnmomu

Heobxoaumo ¢ 0cobeHO BHMMaHHE NPU MHTPABAaCKy/IapPHO NPHAOKEHHE HAa KOHTPACTHH BELIECTBA IIPH
NaLMEHTH C OCTHD liepedpanieH HH(apKT, OCTHP UHTPaKpaHHAJIEH KPHBOU3IHMB U ChCTOSHHSA, BKIKOYBALIH
yBpeAa Ha KpBBHO-MO3BbYHaTa Oapuepa, MO3BUEH OTOK K OCTPa IEMHUEIHHU3ALMA.

Hanuunero Ha MHTPaKpaHHMAIHK TYMODH H/IH MET4CTA34 U AHAMHE3A 33 EMUJIEIICHT MOXKE Jia YBETHYH
BEPOATHOCTTA OT Bb3HHKBAHE Ha KOHBYJICHBHHM I'bDUOBE.

HeBponornyHure CUMITOMM, IBJIKALLUM CE€ HA ACTEHEPATUBHY, UCXEMUYHYU, BB3NATHTEIHH WX
HEOILTaCTHYHH MO3BYHO-CH/OBH MATONOIHH MOraT Ja ¢¢ 000CTPAT OT NPHICKEHHUETO HA KOHTPACTHH
BEILECTBA. Te3d NAUMEHTH MMAT MOBUIIEH PHMCK OT NPEXOAHH HEBPONOTHUHH YCIOKHEHMA.
HMHTpaBacKynapHOTO MPHIOKEHHE HA KOHTPACTHH BEIECTBA MOXe A MPUYHMHY Ba30CNA3EBM H
nocneaBaua Mo3b4Ha HCXEMHUSL,

Anxoxonuzvm
KakTo €KCTIEpUMEHTAIHO, TakKa U KJIMHUHMHO € IOKA3aHOo, Y€ OCTPHAT U XPOHHYEH AIKOX
yBEIH4yaBaT MpONyCKIMBOCTTA Ha KPBBHO-MO3bYHATa Oapuepa. ToBa ynecHsABa nmpeMM
HoaMpaHUTE CPEICTBA B MO3IbYHATA THKAH M BEPOATHO BOAM A0 Hapymenus B [THC.
Heo0xoauMo € Ia ce yNpaxxHABa NOBULIEHO BHUMAHHE NPH AJIKOXOJIKLIM, TOPAJH Bb
HaMaJICH 'bPYOB IIpar.
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IIpucmpacmsasare KoM Hapkomuyu/texapemea
HeobxonumMo € Aa ce YNpaXKHABa MOBUIIEHO BHUMAHUE [TPH NAUMEHTH, IPUCTPACTCHU KbM HAPKOTHIIH
WM JPYTH, OTIIYCKaHH Che Wi 6e3 penenTa aexkapeTsa, nopaay Bb3MOXKHOCTT2 OT HaMalleH I'bpYoB Ipar.

TpesooicHu CoCMOSHUA
Hapasenn chCTOSHUA Ha BB30YAa, TPEBOXKHOCT U HOJIKA MOTaT 21a MPeIM3BUKAT HEXKENAHH PEaKMH HIIH
12 YCHIIAT peaKLMHTe, CBbP3aHU C KOHTPACTHUTE BEIIECTBA,

4.5 B3anmoaeiicTBHE ¢ APYIH JeKAPCTBEHH MPOAYKTH H APYrH GOopMH Ha B3IaHMOIEHCTBHE

exa -IEKapCTBEHH B3aMMONEUCTRBHS (€IHOBPEMEHHO NIPUEMaHH JEKa
Q6MuciIeTe IPEKPATABAHETO Ha JICUEHHETO C JIEKAPCTBA, KOMTO IIOHIKABAT Npara Ha IOJy4aBaHe Ha
MPUNAABK A0 24 4aca clelt NpoLeAypaTa 3a MHTPaTEKTHO NPHIOKEHKE ¥ NALMEHTH C HApYLICHHS Ha
KpBBHO-MO3buHaTa Gapuepa (Bx. Hepomornunu cumnroMu B pasnen 4.4 na KXII).
3a 1a ce MpeAOTBPATH NOABaTa Ha JAKTaTHA aliA03a NPH NALKMEHTH ¢ A1abeT, MOAIOKEHH Ha IeYeHHe C
repopaliHy aHTHAMaleTHY CPEACTBA OT Kiaca Ha GuryaHuante (MetopMuH), TE3U CPeACcTBa TPiOBa Aa
6BAAT CIIPEHH NPH CINEAHUTE CLICHAPHM: NPEAN HHTPAAPTEPHATHO KOHTPACTHO TIPHIIOKEHHE ¢ IThpBa
6B6peuna ekcnozuums; npu nanueHty ¢ €GFR moa 30 mi/min/1,73m2, noay4asaiid HHTPABEHO3HO
KOHTPACTHO BEILECTBO WM MHTPAAPTEPHATHO KOHTPACTHO BELIECTBO € EKCIO3MLUA NNPH BTOPO
npeMHHaBaHe npe3 GuOpeLnTe; WM NPH NaLHEHTH ¢ ocTpo GB6peuHo yBpexaane u ce Bb300HOBABA ClieAl
48 yaca, camo ako Ob6peyHaTa GyHKIMA HE C& € IPOMEHHIIA SHAYHUTETHO.,
Toao6HHTE Ha aleprus peakUuHH KbM KOHTPaCcTHHMTE BELIECTBA Ca MO-YECTH ¥ C€ MAHU(ECTHPAT KaTo
KBCHH PEaKlMM [P MALMEHTH JIEKyBaHH C MMYHOMO/IYTATOPH, KaTo HHTEpAeBKUH-2 (IL-2).

BiauMoaeiicTBus ¢ J1abopaTOPHUTE TECTOBE

Tecmose 3a wumosuoHama QyHKyus

PesynTaTuTe OT ONpeaeNaHeTo Ha 6e1ThYHO CBBP3aHuA HOJ ¥ H3C/ICABAHKATA 328 IOCMAHE HA
PASHOAKTHBEH H0J, KOUTO 3aBUCAT OT OLUEHKUTE HA KONUYECTBOTO HOA, HAMA Ja OTpa3siBaT TOYHO
THpeouaHaTa QyHKuns a0 16 AHH clen MPUIIOKEHHETO HA HOANPaHH KOHTPACTHH BEILECTBA. Pesynrarure
0T QYHKIMOHAIHHUTE U3CIIEBaHUA HA IIUTOBUHATA XKJ1€3a, 00aue, KOUTO HE 3aBHCAT OT OLICHKUTE Ha
KOJIMYECTBOTO MOA, Hanp. aHany3 Ha moeManero Ha T3 ot cMona ¥ obuius Wi cB000EH THPOKCHH (T4)
He C€ ITOBNHABAT.

Beaxo wicieaBaHe, KoeTo 6 MOIVIO Aa ¢e TOBNHAE OT KOHTPACTHUTE BEILIECTBA, TPAOBA [a ce H3BBPILN
IIpeqy MPUWIOKEHHETO Ha KOHTPACTHOTO BELIECTBO. T€3U NaHHH HE ca OWiIM CBbP3aHH C KIIHHUYHH

IIPOSABH.

Jlabopamopru u3creosanus

BucoKkuTe KOHLIEHTPAIMM HAa KOHTPACTHY BELIECTBA B CEpPyMa H YPMHATa MOraT [a OTIOPO4AT Pe3yJITaTHTe
OT 1a6OPaTOPHHUTE M3CIEABAHKA 338 CHIMPYOHH, IPOTENHHU WM HEOPraHHYHY BELLECTBA (HAamp. XKeq30,
MER, Kanuuii u gocar).

4.6 @PepruauTer, 6peMeHHOCT H KbPMEHE

bpeMeHHOCT
[MpoyuBaHMsATA MPH XHUBOTHA HE NMOKA3BAT TEPATOreHEH WM eMOPHOTOKCHYEH eQeKT CIIEZ NPUIIOKEHHETO

Ha fiomenpoi. KakTo u ipu apyrure HeHOHHH KOHTPAacTHH BELIECTBa, HAMA KOHTpOJ]Hp&HHHp

uscneasaHe Tpa06Ba a ce ChOTHECE BHUMATEIHO KbM Bb3MOXHHA PHCK.
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Ilpu HOBOpOAEHH, KOUTO Ca OUIM M30KEHH Ha 10meprol BeTpeyTpobHO, ce npenopsuBa NPoCcieIaBaHe
Ha QYHKLHATA Ha LIMTOBUIHATA XJle3a (BXK. Touka 4.4).

Kxpmene

Honupauure KOHTPACTHH BELUECTBA CE eKCKPETUpAT cabo B KbpMaTa U He ¢4 TOKCHYHH NPH XHBOTHH
ClIe]l IEPOPATHO NPHWIOKEHHE. OT MPUACOHTHS JOCEra ONUT, YBPEXKAAHETO HA KbPMAUYETO € MATTKO
BEPOATHO.

He e HeoOx0aHMO NpeyCcTaHOBABAHE HA KbPMEHETO.
4.7 KEdextH Bopxy cnocofHocTTa 32 IIopHpaHe H pafoTa ¢ MALIHHH
He ca u3BecTHH epeKTH BEPXY criocoOHOCTTA 32 odKpane ¥ paboTa ¢ MaLIHHH,

4.8 Hexenand NexapcTBeHH PEeAKIIAM

O6mn
[IpunoxkeHHeTO Ha HOAMpaHU KOHTPACTHH BEILECTBA MOXKeE /1 IPEAU3BHKA HEXKeaHH NeKapCTBEHM

peaxiuy. OGHUKHOBEHO TE Ca JIEKH A0 YMEPEHH M NPEXOAHH Mo ChIHOCTTa ci. ChobinaBanu ca, obave,
TEKKH M KNBOTO3aCTPAIIABALLM PEAKIIMHM, [IOHAKOra BOJEILHM A0 cMbpT. B moBeueTo ciyuau, peakumure
BB3HHKBAT B PAMKHTE Ha MHHYTH CJIed JO3HPAHETO, HO MOHAKOra, peaklMHTe MOXKE Aa Bb3HHKHAT U [10-
KBCHO.

Anadunaxcus (aHaQHIAKTOM/IHE PEaKLMA/PeaKkLMy Ha CBPbXYyBCTBUTEAHOCT) MOKE [Ia CE IPOSABH C
Pa3IMYHA CHMIITOMH, KaTO Pa3BMTHETO HAa BCUYKH CHMIITOMM OT €1MH U CBIII [TALIMEHT € PAJIKO.
O6nuaiiHo, B paMkuTe Ha 1 10 15 MUHYTH (HO PAAKO Clex MPOMEXIYTEK OT 2 4aca), MalUEHTbT Ce
OIU1aKBa OT aDHOPMHH yCelaHua, Bb30yaa, 3auepBABaHe, YyBCTBO 3a MOPEIMHA, YBEIHUYCHO MOTEHE,
3aMasHOCT, YBEIH4€HO ChII300TACNAHE, PUHHT, NANTUTALHH, NAPECTE3HH, IPYPHTYC,
(apuHToapuHreanHa 0onka ¥ CTAraHe B rbPIOTO, OUCGArud, KallnHLa, KHXaHe, YPTUKAPHS, epUTEM, JIEK
JIOKANU3UPAH €1€M, aHTHOHEBPOTHYEH €AEM M JUCIIHES, IB/DKALLIA Ce HA €M Ha €3UKA U JJAPUHKCA WHWIK
JIAPHHIOCTIa3bM, NPOABABAIL CE€ C XPUIITEHE U OPOHXOCTIA3bM.

Crobuasasy ca CbllIO ragcHe, NOBpPbILAHE, KOPEMHA 60NIKa U aHapus.

Te3u peakuuy, KOUTO MOXKE Ja B3HUKHAT HE3aBHCHMO OT IPIIOXKEHATA [1032 MM IThTA Ha BHBEXK/AHE,
MOraT Jia NpeACTaBIABAT TbPBUTE NPHU3HALIM Ha HUPKYJIATOPEH KOMAIIC.

[TpunoXkeHHETO Ha KOHTPACTHOTO BELLECTBO TPsabBa Aa Obae He3abaBHO MPEYCTAHOBEHO M, NpH
HEeoOXOMMMOCT, CIEIIHO A3 Ce 3aII04He MOAXOMAIIO CNeU(HYHO JICYEHHE Ype3 BEHO3EH JOCThIL.
Texxu peaknuu, 3acArainy CbpAEYHO-CHAOBATA CHCTEMA, KATO BA3OJUIATALIAA C H3PA3EHa XUIIOTOHMUS,
TaXHKapAud, AUCIIHed, Bb30ya, LMaHo3a U 3aryda Ha Cb3HaHME, IIPOrpecHpally 10 AUXaTeneH W iwm
ChpIACYEH apecT, MOXKe Jla JOBEAAT R0 CMbPT. Tedu chbOMTUS MOXe Aa Bb3HMKHAT MHOTO 6bp30 H
H3HCKBAT LAJIOCTHA H arpEeCHBHa KapAMOIMYIMOHAIIHA PeaHUMalyA.

[TEpBHYHMAT LUMPKYIATOPEH KOIANC MOXKE 1a Bb3HMKHE KaTO eAMHCTBEHATA /UM ITLPBOHAYANIHA NPOABA -
0€3 pecnupaTOpHU CUMITTOMH UK 6e3 APYTH OT NOCOYEHUTE NMO-rope MPU3HALM WIH CHMITTOMH.
Hexenanure peaxkuu, cLobluenH B KIMHHYHUTE NpoyuBanus cpea 5 311 Bp3pacTHM NalMEHTH M OT
IOCT-MAPKETHHIOBOTO HAOMIOAEHNUE ca NPEICTaABeHU B TAONIMLMTE 10-40JTy 110 YECTOTA U ca
xknacuduimpanu no MedDRA cucTeMo-opraHHU KI1acoBe.

[Ipu BCako rpynupaHe B 3aBUCHMOCT OT YECTOTATA, HEXKEJIAHHTE PEAKUMM Ce M3GPOABAT B HU3XOAAL Pe]
IO OTHOILICHHNE Ha TAXHATA CEPHO3HOCT. -

4.8.1 HuTpaBacKky.JapHo NpHJIOKEHHe

Br3pacTHHTE NAUKEHTH, BKIIOYEHU B KIIMHUYHH IPOYMBaHUA ¢ HHTPABACKyIap
Homenpon ca buwn 4 739.
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Bwapacmnu

MeDRA-bGa3a
A8HHH HA CHCTEMO-

OPraHHH KJIACOBE

HexelaHH peaxnun

KJAMHMYHH APOYYBAHHSA

IHocT-MapKEeTHHIOBO
Habnonenue

Heuectn
(> 1/1 000 po
< 1/100)

YeceTH
(> 1/100 no
< 1/10)

PenkH
(> 1/10 000 no
< 1/1 000)

C Hen3BecTHA YecToTa*

Hapyuienud Ha
KpBbBTa M TUM(HATA
CHCTEMa

TpoMbouuronenus
XeMOMUTHYHA aHEMUA

Hapyuienns Ha
HMYHHaTa CHCTEMa

AHadunakrouaHa peakums

EHRoxkpuHHH
HapyluIeHHUA

XHUIEPTHPEOANIBM

INcuxuuun

TpeBokHOCT
CneTosgHHE Ha OOBPKAHOCT

 HAPYIIECHHA
HapyrieHns Ha

HEpBHATa CHCTCMa

3aMasgHOCT
I'nasobonue

[Ipecunxoi

Koma

[IpexoeH ucxeMuueH
[PUCTHII

[lapanu3sa

CuHion

KoHByncun

3ary6a Ha ch3HaHHe
Auzaptpus

[lapacTesuu

AMHE3H

CBLHIMBOCT

H3BpaTeH BKYC
Exnedanonarus,
NPEIN3BHUKAHA OT KOHTPACTHH
BeLICCTBA ** ¥ '

Hapyienus va
O4YHUTE

[Ipexonna ciaenora
3pUTEAHH HAPYIIECHUs
KOHIOHKTUBHT

YBEMUUECHO ChI300TACILIHE
doToncHus

CepaeyuHn
HapyLIEeHUA

bpaaukapans
Taxukapaus
Excrpacucronu

CobpzeueH apect
MuokapaeH uHpapKT

CobpacyHa HENOCTATHYHOCT
AHI'MHA MEKTOPHC

ApUTMHA

KamMepHO WM peachpaHo
MBXEHE -
ATpUOBEHTPHKYApEH ONOK

Cpa0BH HapyLieHHs

XHUNepTOHNA

XUINMOTOHUA

[{upkynaTopeH Konanc uim
LLIOK
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KopoHapHa apTepuanHa
eMOomMs

Basocnaspm* ***
Hexemug™ > **
PecnupaTopHH, HucnHes JluxaTeneH apect
I'PBIHH U OcTbp pecnUpaTOPEH JUCTPEC
MeIHaCTHHATHH cuaapom (OPJIC)
HapylneHus benoxpoben exem
JlapuHreancH eaeM
dapuHreaneH eneMm
bpouxocnazsm
AcTMa
Kamnuna
HuckomdpopT BLB hapHHKCa
Huckomdbopr B napuHKca
PuHUT
Huchorus
CToMaImHO-4YpEBHU [IoBpBinane Hnapus
HapYHICHHUA ["anene Kopemna 6onka
XHUMNepceKpeLna Ha CIHOHKA
Hucgarus
YroneMmsaBaHe Ha CIFOHYEHHTE
KJIE3U |
Hapymenus Ha Eputem O6pus Octpa reHepanusnpana
KOXATA U YpTukapus €K3aHTEMATO3HAa MyCTY03a
MOAKOXHATA ThKaH [Ipypuryc AHrHOEAEM
YBEIHYEHO TOTEHE
CunapoM Ha CTUBBHC-
I KOHCBH
TokcuuHa enuacpManHa
HEKpOJn3ia
Epurema myntugopme
JlekapCTBEHA peakius ¢
€03HHOQWINA U CUCTEMHH
CHMIITOMH
Hapymenua Ha bonka B repba ApTpanrns
MYCKYJIHO-
CKeJIeTHATa CUCTEMA
M CheAMHUTE/IHATA
ThKaH
Hapymenus Ha Ocrpo 6B6peuno
OBbpenuTe H HapyLLUeHHe* ¥ ¥ **
IUKOYHHUTE ITHTHIIA
O6mu Hapymesus ¥ | UyBcTBO 3a I'ppana 6bonka | Acredns Peakiisa B MACTOTO Ha
e(eKTH Ha MACTOTO | ropelInHa 3aromnnaHe u Brpucanus MHXEKTUpaHe**
Ha MPHIOXKCHHE 00Jika B [Tupexcus Hepasnonoxenue
MACTOTO Ha XKaxna a
HH)KEKTHpaHe JlokanHa cryaciumpd El s, S
Hacnenpauus YBenuucH [ToBuluen !"  cepme
KPEaTHHHH B 4 T e REE
KpPBBTA
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*Thit KaTO peakMUTE He ca O HabmoaaBaHU MO BpeEME Ha KIMHUYHUTE npoyyBaHusa ¢ 4 739
NALMeHTH, Hail-1o0paTa OlieHKa € Ta3H, Y€ TAXHOTO OTHOCHTEIIHO Bh3HUKBaHE € paaxo (> 1/10 000 mo

< 1/1 000).

Has-noaxoaauiuaTt TepMyH 1o MedDRA e u3Mnoi3BaH 3a ONUCBAaHE HA ONPEAENeHA peaxiiuig B HeHHHTE
CHMITTOMM M CBBP3aHHTE ChCTOAHHA.

**PeakiMuTe HA MACTOTO Ha HEDKEKTUpaHe oOxBamat Oonka 4 NoAyBaHe HA MACTOTO HA MHXXEKTHpaHe. B -
6OMIIMHCTBOTO OT CIYYaHuTe TE C€ AWDKAT Ha EKCTpaBa3allia Ha KOHTPACTHOTO BEUISCTBO. 1€3H peakiinu
ca 06u4aiiHO IMPEXOAHU U BOAAT AO Bb3cTaHOBABaHE Oe3 nocneacTend, ChoblaBanu ca ciaydad Ha
€KCTpaBa3alMs ¢ Bb3MAICHHE, HEKP03a Ha KOXKATA U JOPH Pa3sBUTHUE Ha KOMIIAPTMEHT CHHIPOM.

*** Enuedanonaruara MOXeE Ja C€ MPOSBH ChC CHMIITOMH M IPU3HAL4 HA HEBPOJIOrH4HA JUCOHYHKLINA
KaTo rixaBobonye, 3pUTEIIHK HapyUIEHHUs, KOPOBa Clenota, 00bpKaHOCT, FbPUYOBeE, 3aryba Ha
KOOpAMHALIUA, XEMHNIape3a, adasns, 3aryba Ha Chb3HaHHE, KOMa M MO3bYEH OTOK.

**¥*BaszocnassM M nocneasaila ucxeMus ca HabnonaBaHy o BpeMe Ha MHTPAAPTCPUATIHHTE
MHXKEKTHPAHKS Ha KOHTPACTHOTO BEUIECTBO, MTO-CITELMANHO ClIel KOpOHapHa U nepebpanna anruorpadus,
4eCTO MPOLEAYPHO CBBP3aHHN M BB3MOXKHO ITPEIU3BHKAHH OT BbPXa HAa KaTeThPa WIH NPEKOMEPHO
Ha/IAraHe B KaTEThpA.

*xxx*Moxe na ce pa3pue npexoaHa 6p0peyHa HEAOCTATHUHOCT ¢ OIMIYPHSA, IPOTEHHYPHA H
NOBUILIABAHE Ha CEPYMHMS KpeaTHHHH, OCOOEHO ITpM NALMEHTH ¢ yBpeleHa 6n6pedna pyHkuma. B cayuai
HA €KCTPaBa3aHO HIDKEKTHPAHE B PEIKH CIIydau MOXKE Ha C€ pa3BUe ThbKaHHA PeaKius.

Ieouampuunu nayuenmu

HMa orpaHuyeH OMUT ¢ NeRMATPHUHH NanueHTH. bazaTa JaHHM HA KIMHHYHHU MPOYYBAHUS BBPXY
neanaTpuyHara besonacHocT o0xBama 167 nmauueHTH.

[podwrst Ha Ge30MacHOCT Ha HOMETIPON € CXOIEH NPU JeLa U Bb3PacTHH.

[pexoneH XHUIIOTHPEOUIMIBM NIPH HOBOPOZEHH,0C00€HO TIPH NMPEKACBPEMEHHO POJICHH WIX HOBOPOAECHH
¢ HHCKO Terno u aeua (0-3 rognHu), Koraro ca U3N0XKEeH! Ha HoMenpoll.

4.8.2 IIpuioxkeHHe B TeJIECHHTE KYXHHH

Cnen HXEKTHpaHe Ha HOOKHPAHO KOHTPACTHO BEIUECTBO B TEIECHHTE KYXHHH, TO ¢e abcopOupa 6aBHO oT
ydacTbKa Ha MPWIOKEHHE B CHCTEMHOTO KPBBOOODAIEHHE K MOCICABALIO CE€ H3UHUCTBA Upe3
eIMMHHUpaHe oT 6nbpenuTe.

KpbpBHaTa aMHiIa3a ce NOBHINABA YECTO CIIEH CHAOCKOIICKA pETPOTpaJHa X0JIaHr Ho-aHkpeaTorpad s

(E. P. X. I1.). OnucaHu ca MHOTrO peIKH Clyday Ha NAHKPEeaTHT. |
PeakiuTte, ChOOIEHH ITPH cIy4Yad Ha apTrporpadus u puctynorpadpus obuyaiHo NpeACTABAT IIPOABH Ha
Apa3HeHe, HACTIOXKEHN BEPXY ChINECTBYBAILO THKAHHO Bb3NAICHHE,

CrcreMHaTa CBPbXYYBCTBUTEIHOCT € pAfKa, Hai-00mo jieka ¥ 11oa GopMaTa Ha KOXKHM PEAKI[UH.
BB3MOXKHOCTTA 33 Pa3BUTHE HA TEXKKHM aHAQHIAKTOWIHH peakilny, obaue, HE MOXKe A Ce M3KIIIOUH.
Kakto 1 npu apyru HoaupaHy KOHTPACTHU BellecTBa, OONKM B Taza U PH3HYECCKO HEPA3MON0XKEHHE €
BB3MOKHO @ BE3HHUKHAT CIIE XMCTEPOCAITMHIorpapus.

Q‘LQ@&B&HG Ha NOJO03IHDAHH HEKCIIAHH DCAKIIHH

Cpo0LIapaHeTo Ha NOAO3IHPAHU HEKENIaHHU PeaKkLiMM CIel paspellaBaHe 3a yroTpeda Ha JexkapcTBeHHA
IIPOAYKT € BaXKHO. TOBa NO3B0JIABA Aa MPOIBL/DKM HaOMIOACHUETO HA CHOTHOILLIEHUETO MOJI3a/PHCK 34
JIEKapCTBEHHSA NPpoAYyKT. OT MEAMIIMHCKUTE CIICLIHAIIMCTH CE H3MCKBA 13 ChoOLIaBaT BCAKa NOJO3IHpaHa
HeKeJlaHa peaKiMs upes:
HA3mbiaHUTENHA areH1Ms 0 JeKapCcTRara
yn. ,.Jlamsau I'pye” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeOcaliT: www.bda.bg

4.9 Ilpeno3upane
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[Ipeno3upareTo MoXe Ja JOBEAE 4O XHUBOTO3ACTPAIIABAILM HEXEJIAHH PEeakLMy IJIaBHO OT CTPaHa Ha
MyJIMOHAJIHATA ¥ ChPACYHO-CHAOBATA CUCTEMH. JICUEHHETO € HACOMEHO KbM MOATbPXKAHE HA KUIHEHUTE
(YHKLIHH M CBOEBPEMEHHO MIPHIIAraHe Ha CHMITTOMATHuHa Tepamua. MoMenpon ne ce cebp3sa ¢
IUIA3MEHHTE WX CEPYMHH NIPOTEHHHU H, Ce0BaTeHO, MOXe 1a Opae OTCTpaHeH upe3 AManM3a.

CroitnocTute Ha LDso (g Hoa/kg) 3a HOMENPOJ NIPH XKUBOTHHU Ca:

HUHTpaBeHO3HO IPHIOKCHHE: 19,9 (19,3-20,5) (Mumxa)
14,5 (13,2-16,0) (rwrbX)
> 12,5 (xyue)

HUuTpanepUTOHEATHO IPWIOKEHUE: 26,1 (13,1-29,2) (Mu1ka)
10 (8,9-11,3) (mex)

HUHaTpanepedpanHo IPUIOXKEHHE! 1,3 (1,2-1,5) (mMuka)

HUHTpanucTepHANHO MPUIOKEHUE! > 1,2 (mabXx)

HHETpakapOTHAHO IPHIOKEHUE! 5,8 (4,64-7,25) (nmpx)

5. @®APMAKOJIOIHYHH CBOHCTBA
5.1 @apMaKoAHHAMHYHH CBOHCTBA
dapMakoTepaneBTudHa rpyna; Kourpactau Bewectsa, ATC koa: VO8BABI0

Homepon chabpxa KaTo aKTHBHA CHCTABKA HOMEIpOI, KOHTO € TPH-HONMpPaHO HEHOHHO KOHTPACTHO
BEILECTBO M CE M3ION3BA 32 PEHTIEHOBH U3CIIEBaHMA.

5.2 PapMaKOKHHETHYHH CBOHCYBA

®apMaKOKMHETHKATa, IOHOCUMOCTTA ¥ AMArHOCTUYHATA eQHKACHOCT Ha HOMENPOJI B Pa3TBOPH,
chabpxkamy 10 400 mg iton/ml ca u3anuTanu npu 3apasu OOPOBOIM K ITALHEHTH C [IOKA3aHHUA 34
yporpadus, asruorpadus, KT u uscnenpaHe Ha TENECHHUTE KYXHHH.

JlabopaTopHHTE NMapaMETPH U KUIHEHHUTE NOKA3ATENMN HE NOKA3BAT KIWHHYHO 3HAYHMH M3MEHEHUA.
QapMakOKHHETHKaTa Ha KOMENPOJI, BbBEACH UHTPABacCKyJIApHO, OMMMCAHA NPH JBYKOMIIAPTHMEHTEH
MOJE, oKa3sa Obp3a dasa Ha pasnpeaciacHue U nNo-6aBHa (a3a Ha enumuuupane. [Ipu 18 3apasu
DoOpOBOILIH, CPeAHNAT MIOJIYKHMBOT Ha ¢as3aTa Ha pasnpeacneHue U Ha a3ara Ha eJIMMHHUpaHE ca

¢bOTBeTHO 23 £ 14 (s) min 1 109 + 20 (s) min, ¢ 50% 6x6peuHa ekckpelra 40 2 Yaca cliel BbBEKIAHETO.
5.3 IIpeaxnuHuudn nanHn 3a fezonacHoct

Pesynrature OT K3CNEBAHNATA [TPH ILTBXOBE, MUILIKH U Ky4eTa [I0KA3BaT, Y€ HOMEIPOoJ PHTEXABA OCTPa
TOKCUYHOCT IPH HHTPABEHO3HO MM MHTPAapTEPHANIHO NPUIOKEHHE, TOA00HA Ha Ta3u NIPH APYTHUTE He-
HOHHM KOHTpacTHH BellecTBa. CHCTEMHATA MOHOCHMMOCT CNEJ IOBTOPHO MHTPABEHO3HO NPUIOKEHHE IIPH
IUTbXOBE U KydeTa € 1o0pa. Crie MHTpaBeHO3HO NPUIOKEHUE TP ILTHXOBE HOMEMPOJI ce pasnpeneis

MeXIy TUIa3MaTa M eKCTPallETyIapHOTO MpocTpaHcTBo. MoMenpon He ce cBEP3Ba ¢ IUTa3MeHHTe GEThLIH.

He ce merabonusupa 4 c€ eNUMUHHPA NOUTH H3LIo 01 6B0peumTe. Ilpu msxoBe 94% OT npmwiIoKeHaTa
033 Ce OTKpUBa HEMMPOMEHECHA B YPHUHATa B IIbpBHUTE 8 Haca.

6. OCAPMANNEBRTHYHH JAHHHA
6.1 CnMchbK HA NOMOILIHHTE BelllecTBa
ﬁomepon UHXEKIMOHEH Pa3TBOP ChAbLPHKA:
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Tpomeramon,
XnopoBOAOPOAHA KHCEIMHA,
Bopaa 3a HHXKEKIHH.

Homepor 400 crappixa (komudectso/100 ml):

[ToMoOLIHH BElLECTBa:

Tpomeramon 100 mg,

XnopooaoponHa kucenuna (d=1,18) 24 mg,
Bona 3a nrxexuun a0 100 ml

6.2 HecbBMeCTHMOCTH

[Ipu nunca Ha Npoy4YBaHUs 3a HECHBMECTUMOCTH, TO3H JIEKAPCTBEH NIPOAYKT HE TpAOBa A3 ce CMecBa ¢
IOPYTH JEKAPCTBEHM IPOIYKTH.

6.3 Cpox Ha rogHocrt

5 roaunau
6.4 ChneuHanHM YCI0BHA Ha CHXpAHEHHE

Ja ce cpXpaHsaBa B KapTOHEHATa ONAKOBKa, 33 Ja ce MPEeAnasy oT CBeTAHHA. [a ce cpxpanasa noa 30°C.
Makap ue YyBCTBUTENHOCTTA Ha HOMENPOI KbM PEHTTCHOBHTE JIbUM € c1aba, Tol TpsabBa ga ce chbxpaHABa
laned oT M3TOYHULM Ha MOHM3HpalllU Tb4Yd. KOHTPACTHUTE BEIIECTBA HE Ca NIPEAHA3SHAYEHH 32
MHOroxpatHa ynorpeba. Kayuyykonara 3anyuanka rpgabpa aa ce npobone caMo BeAHbXK. 3amyllaiKara ce
npobuea ¢ noaxonsila KaHioJa, ¢ KOATO Ce acHpUpa pa3TBOpa B CNIPHHLIOBKATA, HENOCPEACTBEHO NPENK
ynorpeba. KonHuecTBOTO HEU3MON3BaH KOHTPACT TpAbBa fa ce M3XBbJIH. -

6.5 BuaH cbabpkKaHHe HA ONIAKOBKATA

ﬁomepou HIDKEKITHOHEH Pa3TBOP C¢ CbXpaHABa B OYTWIKHU, HanpaseHu OT CThKI0 THI I unwu 11
(EBponeiicka ¢papmaxonesn). byrunkure ca 3aTBOpeHH ¢ XanoOyTWIOBH 3aITYIIAIKHA M aJIYMHHHEBO-
IIPONHJICHOBH KallauKH.

Homepor 400 Byrwixu 50 ml, 100 mi, 200 ml
6.6 ChnenHaJHH NpeanasHH MepPKH NPH H3XBLP/AAHE H padoTa

ITpean ynotpebara Ha IPOJYKTA CE€ YBEPETE, Y€ HUKOM OT KOMITOHEHTUTE Ha IThPBUYHATA ONAKOBKA HE €
nospeneH. He usnonisaitre npoaykra, ako € ¢ IPOMEHEH LIBAT, ChIbPXKA YaCTULIU WM aKO ITbPBHYHATA
OTIAKOBKA € MOBPEACHA.

HensnomssaHuaT T1€KapCTBEH NMPOAYKT WiIH OTNAABYHUTE MATEPHAIH OT HETO TPAOBA Aa ce H3XBLPAAT B
CBOTBETCTBHE C MECTHUTE H3UCKBAHMA.

7. HNPHTEXATEJI HA PAZPELHIEHHETO 3A YIIOTPEBA

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

Hramusa
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8. HOMEP(A) HA PAZPEIHIEHHETO 3A YIIOTPEBA

Per. Ne 9700016

9. JATA HA IBPBO PA3PEHIABAHE/MIOJAHOBSIBAHE HA PA3PEINEHHETO 3A
YIIOTPEEBA

Hata Ha mbpB0 paspewaBane: 31 suyapu 1997 r.
JlaTa Ha nocnenHo noanoBssaue: 11 omm 2013 .

10. JOATA HA AKTYAJ/IM3ZUPAHE HA TEKCTA
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