KPATKA XAPAKTEPHCTHK

1. MME HA JIEKAPCTBEHUA NPOAYKT

Homepon 400 mg/m! HHXEKIHOHEH Pa3sTBOP
Tomeron 400 mg/ml solution for injection

2. KAYECTBEH U KOJIMYECTBEH CBhCTAB

W3NLAKWTENHA ATEHUMA N0 AEKAPCTBATA

Kparmka xapakmapucmuia Ha npogyxma - Mpunoxerue 1
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HoMepon mmxexnnoseH pasTBop Chiaspka: Homenpon (iomeprol)

Homepon 400 mg/ml umKeKUMOHeH pasTBOp ChAbPKA (komwuectso/S0ml) 40,83 g iomenpon,

cboTReTCTBaIN Ha 20 g ffoxX,

Homepon 400 mg/ml wuHxeKUMOHEH Da3TBOp ChABPXKA (koMmuecTso/100ml) 81,65g Homenpon,

choTBeTcTBAIL Ha 40 g fioa,

HMomepor 400 mg/m] HHIXeKUMOHEH pasTBOp ChAspka (xonnuectso/200ml) 163,30 g #Homenpon,

cpoteeTcTBall Ha 80 g Hion,

3a nBJIHHA ¢IHCBK HA TOMOLIHHTE BEIIECTBA BHAKTS TO4YKA 6.1.

3. JIEKAPCTBEHA ®OPMA

HHXEKLHOHEH PA3TBOP 33 HHTPABACKYIApPHO H HHTPAKaBUTAPHO MPHITOKEHHE

4. KJIMHHYHH JAHHHK
4,1 TepaneBTHUHU NOKa3laHUA

Homepon 400

HHTpapeHoana yporpadus (Ipu BH3pACTHH, BKIIOUHTETHO K Te3H ¢ 610petnn 3abonABaHAA KK Zuaber),
KOMMIOTBPHA TOMOTpadus (TAn0), KOHBEHIIMOHATHA aHrHOTPadks, HHTpAapTepHaNHa NUFHTANHA
CyOTpakUMOHHA aHrKorpadHs, aHrRokapaAHOTpa¢HA (NPH BEIPACTHU H B NEeARATPUAITA), KOHBEHLHOHANHA
CeNeKTUBHA KOPOHAPHA apTepHorpadus, HHTEpBeHIHOHAHA KOPOHapHa apTepHorpadus,
ducTynorpagus, ranaxtorpadus, NakpHoUMCTOrpadus, cHaTorpags.

Tozu JIeKapCTBEH NMPOAYKT € NIPCAHA3HAYCH CaMo 33 TMarHoCTHUYHYH LECIH.

4.2 Jo3upoBKa ¥ HAYMHH HA NPHJIOKEHHE

Tloxalahue

KoHuenTpains
mg (Hod)/mi

IpenopLYHTEIHN NO3H

HuTpareno3na yporpadus

250, 300, 350, 400

Buvspacmnu: 50-150 ml
Hosopodenit: 3 - 4,8 mi/kg

Kvpmauema (< 1 200una)’; =
2,5 - 4 ml/kg A g -
Heyaronouns’: 1 - 1 %,



Nepudepna dpaeGorpadnn 200, 250, 300 Buvapacmnu: 10 - 100 ml
Hozara MOXKe Aa ce IOBTOPH IIpH
Heobxonumoct.?
(10 - 50 m! 3a roprH KpaltHHIH;
50 - 100 ml 3a goymHM kpafHALM)
Jdurnranna cySTpakuHoHHA 200 Bo3pacmuu: 10 - 100 ml
daeborpadun Jo3ara MOxe 14 ce IOBTOPM NIpH
HeobxoaumocT.®
(10 - 50 ml 3a ropHu kpaliHpLy;
50 - 100 m! 32 aonHM KpaAHHIM)
KT (rnasa) 200, 250, 300 Buwspacmmnu: 50 - 200 ml
Heyalhonow®*
KT (Tsan0) 200, 250, 300, Buwapacmuu:, 100 - 200 m]
350, 400 eya/ionott © :
Kagpepuozorpapus 200, 300 Bwvapacmuu: po 100 ml
HuTpasenozna [l C. A. 250, 300, 350, 400 Bw3pactan 100 - 250 ml
Heyatonoun®®
KonpeHOHOHAJIHA aRTHOrpadus
ApTepHorpadus HA rOpHH 300, 350 Bwvapacmmuu®
KpaifHHIH
Aprepuorpadms Ha Ta3 H A0JHA 300, 350, 400 Buvspacmml®
Kpaitnuny
AfaomuHanna aprepHorpagna 300, 350, 400 Buwspacmuu®
Aprepuorpadus Ha aopTa 300, 350 Buvspacmmid®
AecHEeHIeHe
TMynmonanna anrnorpadpus 300, 350, 400 Buzpacmuu: a0 170 ml
Mo3buna anrdorpagus 300, 350 Buvspacmuu: zo 100 m)
ApTtepuorpadus B NeuaTpUATA 360 Heya®: no 130 mi*

HuTepBediionanta

300, 350, 400

Buspacmnu®
ﬂeyal €

Hnrpaaprepuangna A, C, A.

Mosnuna

200, 300, 350

Buipacmuu: 30 - 60 ml 3a o6y ornen,
5 - 10 ml 3a cenekKTHBHM WHXEKLIAH
Heyalionowu*©

TopakaiHa

200, 300

20 - 25 m] (aopra)

Jl03aTa MOXe Ja ce DOBTOPH [pH
HeoOX0IHMOCT,

20 ml (GpoxxnanHn apTepHH)

AopTHa pLra

200, 300, 350

Buespacmuu®




Kopem 200, 250, 300 Buvapacmuu®

Aoprorpadus 200, 300, 350 Buvspacmuy®

Tpancaymbarna aoprorpadus 200, 300 Buvspacmu®

Ilepudepua aprepuorpadpus 200, 250, 300 Buapacmuu: 5 - 10 ml 3a cenekTHBHH
HEDKeKIHH Ko 250 ml
Heyalonow®®

HHTepBeHIIHOHATHA 200, 300 Buvspacmru: 10 - 30 ml 32 ceneKTHBHH
HHKexuy 1o 250 ml
Heyalonowu*©

ARrHokapgaorpadus 300, 350, 400 Brnapactan®

Heyalonowa®: 3 - 5 mlkg

KonBeHIHOHAJHA Ce1eKTHBHA
KOpoHapua apTepHorpadus

300, 350, 400

Bwapacmuu: 4 - 10 ml aprepyanno.
Ho3ara MOXe jJaa c& MOBTOpH IPH
HeoOXOIHMOCT.

yperporpadgus

E.P.X.IIL 200, 300 Buvapacmuu: no 100 ml
Xucrepocaanuurorpadun 200, 300, 350 Bu3pacmuu: 1o 35 ml
®ncrynorpadms 300, 350, 400 Bwspacmuu: 1o 100 ml

HMuackorpadus 300 Bwspacmuu: 1o 4 mi

TanakTorpadns 300, 350, 400 Buwapacmnu: 0,15 - 1,2 ml 3a uHxexuns
Jaxpuonucrorpatdhun 300, 350, 400 Byv3pacmnu: 2,5 - 8 ml 3a unkex1ms
Cuanorpadmus 300, 350, 400 Bovapacmnu: 1 - 3 ml 32 HHxeKIHA
Perporpagna xoJakruorpagus 204, 300, 350 Buwspacmuu: ao 60 ml

Perporpaana ypereporpadus 200, 300 Buwapacmnu: 20 - 100 ml

Perporpaana nueno- 200, 300 Buvspacmuuy: 10 - 20 mi 3a uHXKeKONA

— B 3aBUCHMOCT OT TEMJIOTO H BB3PAcTTa
— ;a He HaABHiuasa 250 ml. O6eMBT HA €AMHNYHATA HFDKEKIHA 3aBICH OT M3CEIBABHS CBAOB Y4aCThK.

a

[

* - 51a He Haapuuasa 350 ml

' — yoBoponeHH jeua: 0-27 nHU
a
[

— MankH aena: ot 28 ouu no 12 Mecena

— BKJIKOUEA MAJTKH Jiella, Aela ¥ FOHOWIH: oT | roauda 10 17 roguHu

KT - koMmoThpHa ToMorpadus

J. C. A. — aurATansa cyGTpakuuoHHa aHrHorpagus
E. P. X. Il. - eHa0CKONCKa PETPOrPANHA XONAHTHO-NaHKpeaTorpagus

HQGQHO)KEHHH OTHOCHO XpaHHTEIHHS PEXUM

AKo He € yKa3aHO APYro OT JeKap4, B AeHA Ha MPHIOKESHHETO Ha KOHTPACTHOTO BELIECTBO MOXKE
MOAIBPIKE HOPMANIEH XpaHUTeneH pexkuM. IIpeny u crel MHTpaBackyiapHO NPHIOKEHHE H
KOHTPACTHH CPeNcTRA & HeoGXOAMMO JIa C& OCHIYPH ANCKBATEH IPHEeM HA TEYHOCTH.

[pu cayyau Ha yporpadus 1 aGAOMHHANHA aHTHOTpadHs, AMATHOCTHYHUHTE Pe3ynTaTH

yepsaTa €a H3NPa3HeHy oT (eKanHa MaTepus H ras,




Hozuposra

Obwu cvobpaxcenun

KaxTo npy BCHYKH KOHTPACTHH BEIECTBA, TPAOBa 1a ce ynoTpebaBa Hal-HUCKaTa 1038, HeOOX0AKMA 32
noiy4yaBaHe Ha aZieKRaTHA BU3yaH3alMs.

KomOHHaUHATa 1032 — KOHIEHTpalHA Ha HoJa, KOATO Iile ce u3non3sa, Tpabsa na 6bae BHHMATEIHO
HMHIMBHIyamM3upana (Bx. Tabmuuara B Touka 4.2 JIo3MpoBKa H HAYHH HA NPHIIOKEHHE).

Haqun na npunosiceriue
HMHTpaBacKkyaapHo MPHIOKEHNE

Korato e Bb3MOKHO, HHTPABACKYIAPHOTO NPHIOKEHHE Ha KOHTPACTHOTO BEllICCTBO TpAGBa ja ce
H3BBPINBA [IPY JIeKalllo NOAOXKEHHE Ha NallieHTa.

HeobXxoauMo ¢ NOBRINIEHO BHUMAHNE MO BPEME HA HHKEKTHPAHETO HA KOETO H 11a € KOHTPacTHO
BELUECTBO, 3a Ja ce n30erue excTpaBasanu”,

Hnmpagerosna/ungysuonna ypozpagus

H36panata o33 MOXKe [a ce MpHIoKH kaTo 6bp3a MHKEKIHU HITH KaTo HHGY3KS, Bb3 OCHOBA Ha
HeoGXOoMMHUA BH] HACASABAHE.

Dusuonornuno caabo KOHUEHTPHpALIATa CIOCOGHOCT Ha BCe OLle He3pelusa HedpoH Ha AETCKUTE
6sOpel H3UCKBA OTHOCHTENHO BUCOKH 03 Ha KOHTPACTHH BelllecTsa. IIpi MHTpaBeHO3Ha yporpadus,
ofmure f03u ot 150 ml npu Be3pacTrHY H 2,5 ml/kg nmpu Manky Aena Ha BH3pacT Han 1 roauMa, deua u
1OHOIIM He TpsfBa Ja ce Hanpuurasart. [Ipy wadysnonna yporpadus, gosara ot 250 ml He TpadBa aa ce
HAZBMILIABA TIPH BB3PACTHH.

BpemeTo 3a H3BBPUIBAHE HA N3CNESIBAHETO 3aBHCH OT BPEMETO 33 HHXeKTHpaHe/HHys3us. [Ipu Obp3o
HHXEKTHPAHE B paMKUTe Ha 1-2 MUHYTH, TbPBaTa eKCMO3KIMA TPA6BA 1a e HIBBPIH 3-5 MUHYTH CHEN
HAYAJIOTO Ha HHXKeKIusTa (apeHXHMHa da3a), a BTopara cnex 8-15 MunyTH {(exckperopHa dasa). IIpy
faBHa MHGY3UA B PAMKUTE HA 3-5 MHHYTH, BpEMETO 3a eKCro3nnus TpabBsa na obae 5-10 munyth u 12-20
MUHYTH 32 NAPEHXHMHATA H €KCKPETOpHA a3y, CLOTBETHO. BpeMeTo 3a eKCTIO3HIEHS MOXE Aa ¢ Y ABIDKH
B crlyuadi Ha Jeko GhOpeuno yepexaane. [Ipn Ta3d nomyaaiua OT NaUHEHTH, He TpAOBa Ja Ce HAIBUILABA
oBmara po3a ot 200-350 mg kg 1.1,

Dnebozpaghun

TIpu dneGorpadus Aosata 3a ropuy Kpaituumy e 10-50 ml, a 3a nonnn kpaitunuuy - 50 no 100 ml.
KomBunupanara ofina Jo3a npn noseue Ha Gpoki HIDKEKUHH 10 BpeMe Ha dneSorpagus He Tpsdsa 1a
Hagsuinaga 250 ml. ObeMBT Ha eIHHHYHATA HIDKEKIHA 3aBHCH OT [IOANEKALIRA HA H3CI¢]BaHe CBAOR
Y4acTEK.

Cnea npoLeRypaTa, BEeHORHATA CHCTeMa TPsGBa Ja ce NPOMHE Ype3 HHKEKTHPAHE Ha HATPHEE XMOPHI
1y 5% JeKCTPo33, Pa3TBOPEHH BHEB BOAa. MacaKMpaHeTO U MOBAKWIaHETO CioMarar 3a 04HCTBaHe Ha
KOHTPacTHOTO BELIECTBO OT KpaliHuka,

Komniomvpra momozpagus.

H3oBpazasane Ha MO3oK

KOHTPacTHOTO yCHIIBaHE MPH H300pa3sBaHe HA MO3BKA 3aBHCH OT OTCHCTBHETO HA KPBRHO-MO3ZB4YHA
Gapuepa WIH CTENEHTA HA HeliHOTO paspyluaade. OOHKHOBEHO H30OPAKECHUSATA CE 3ACHEMAT,
3anoupaiikd 2 MUHYTH CjeJ IpuNaraie Ha KOHTPACTHOTO BELIECTBO, HO BpEMETO 33 CKaHNpaHe Bapupa, B
3aBHCHMOCT OT BACKYJIADH3ALMATA WK CTCIIEHTA HA HAPYUICHHE HA KPbBHO-MO3BYHATA Gapy
OBGHKHOBEHO C& TPHIAaraT cpeasu A03u ot 50-100 mi. v@%\”’!ﬂ o 2
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HeoGxoniMiTe 1030 KOHTPACTHO BELISCTBO H CKOPOCTTA H Ha4yHHHTE Ha npunoxenye (Oonycen,
HH$Y3HOHEH, MYJITH(}230B) 3aBHCAT OT NONEKALIATE HA H3CEBaHEe OPraHH, NOANEKalNA Ha
JMArHOCTHIIMpaHe NpobneM M, MO-CNENHATHO, PA3THYHHTE BpEMEHA 38 CKAHUPAHE W PEKOHCTPYKLIHA Ha
o0pa3a ot ynotpedsBannTe ckenepu. HHpYIMOHHUAT METOJ, € 3a NIPEANOMKTAHE NpH GaBHATE CKEHEPH, a
HHXXEKHOHHHAT METOJ, NPHJIOKEH kaTo 6oy — npd ObpauTe ckeHepy. [1pu 6pp30 u3oGpazssaluTe
TEXHHKH, KOHTO MOTAT Aa C€ MOCTHTHAT ¢h¢ ciipaiHa KT, #3110/13Ba1a eqHOCPE30Ba HIM MHOTOCpe30Ba
TeXHiKa, ce IpeanoYHTa ynorpebara Ha CHIIOB HIDKEKTOp M mpocieasrane Ha bonyca. [Tpu cnupanna KT,
He TpsaGBa 1a ce HaaBHnapa oGema ot 150 ml.

Kousenyuonamma anzuoepagus:

llepughepra apmepuospagpua

3a MIKeKTHpaHe BB leMOpanHaTa apTepHs MOXe Ja Ce H3I0N3Ba Ko3a oT 5 Ao 20 ml, 3a AHXEKTHPaHe B
aoprata — 20 go 50 ml, a 32 MEKeKTHpaHe B aKCHIIApHATA/MOAKMIOYHYHA OpaxnanHa aprepus — 5 10

15 ml. OGeMBT M CKOPOCTTA Ha KOHTPACTHOTO MHXKEKTHPaHe TPAOBa Aa ca NPONOPLIHOHANKH Ha
KPBBOTOKA NIPE3 CHAOBETE OT HHTEPEC, H Ca CRBP3IAHH CEC ChAOBHTE H IIaTOJOTHYHH XapaKTePHCTHKH Ha
criettrdHuHATe, TONISKAMH HA HicaeaBane craoBe. He Tpa6Ba fa ce Hansuiasa ofmara A03a oT 250 ml
npy Be3pacThy B 30 ml npn neguaTpUYHK NallHEHTH.

Aopmozpagua (apmepuozpagus va acpma decyenoenc)

3a BU3yanu3auMa Ha 20pTaTa H HEHHHTE [ABHH KIOHOBE, KOHTPACTHOTO BEIIECTBO MOXe Ja CE BBBEAS
AUPEKTHO Ype3 HHTpaapTepraliHa umkexuns (Metoll Ha Seldinger).

3a pH3yanH3anus Ha aOPTHATA Xbra, TOpakaliHaTa a0pTa Wi abA0MUHAAHATA a0PTa, OOHKHOBEHO CE
npunarat 20-50 ml. 3a aHeRpHU3IMH, MOXe fa ce npaaarar ofemuTe, OIU3KH A0 rOpHaTa rpaHHNa Ha
NaneHus JUanaloH.

Cenexmitena aBOOMUNATRA APMEPUOZPAPUS

Brsyanusaums Ha abI0MHHATHITE apTepUN MOMKE /la CE MOCTHIHE UPE3 CEMEXTHRHA KATEeTEPH3ans U
HHXEKTHpaHe B YepHOJpobHaTa, NelMadyHa M ME3CHTEepHaIHa apTepHH.

3a CEeNeKTMBHO MHKEKTHpaHe B nelHa4HUA CTBOJ TpAOBa Aa ce npuioxar 15-30 mi; 3a Me3eHTepranHuTe
aprepun 210 20 ml; a 3a 6uOpeunnTe apTepHH TpAGBA I3 ce H3rionssa obemM oT 15 ml.

He tpafiea a ce HagsHinasa o6mata gosa ot 250 ml.

Ilyamonanna anzuozpagus
KoMGuunpanara ofuia 1o3a 3a mopeve Ha Gpoit HHKEKIHH NPY My IMOHANHA aHTHOrpagHs He TPAOBa Aa
naxpumaga 170 mi,

Mo3zvuna anzuozpaus

Besika OT HACTOAIMTE TEXHUKH € MOAXOAANIA 33 PEHTTCHONOIHYHA BU3yAnH3anis Ha MO3bYHOTO
KpbBOcHabABaHe ¢ HOMENpPON HHKEKUHOHEH pa3TBOp.

Kaportunuata u seprebpaiua aHrsorpadus, A3BEpUIcHa Upe3 CeEKTHBHA KaTeTepH3aUMa, MOXe 1a
M3UCKBA MOBTOPHH HHXEKTHPAHHA HA oTaenHy obemu ot 5-10 m] no mMakcumanen o6em ot 100 ml npu
Bb3pacTHY.

Humpagenosna duzumanna cybmpaxyuonna aneuozpagus (HB-[.C.4.)
ApTeprorpamMH ¢ IMarHOCTHYHO KAYeCTRO MOJKE A C€ MOAyYaT ClIeA no-clabo HHBa3HBHO HHTPABEHO3HO
[pHUIOKEHHE HA HOMETPON Ype3 H3NO/3BAaHE HA ANTHTANHA CyOTPAaKUNOHHA H KOMIIKOTLPHO

n300pa3gBaiia KOHTPACTHO YCU/IEHA TeXHHKH. [IpH Tasn npollefypa, KOHTPACTHOTO CPEICTBO MOXKE Aa Ce
MHKEKTHPa HHTPAaBEHO3HO, Upe3 UeHTpasieH WM nepiudeper focren. MB-J1.C.A. e Hali-yecTo M3non3sala
33 M3CNEBaHe Ha ChPLETO, BKIIIOYHTENHO KopoHapHH Gafinac nmpucanky, GenonpoSHuTe apte

CIABHH PasK/IOHEHUSA, WTHAYHHTE aDPTEPHY M apTepulTe Ha kpaitnunute. OBUKHOBEHO
zo3a ot 30-50 ml 3a npunoxeHue B epidepHa BEHA, FOPHATA NPa3Ha BEHA WIH JACH
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obuyaiino Ype3 MEXaHHYHO HHKEKTHPAHE, HO MIOHAKOra ¥ upe3 GbP30 MAHYATHO MHKEKTHPAHE.
TlepuonsT, 32 KOATO KOHTPACTHOTO BEIIECTBO C& HAMKPA B KOHTAKT ChC CTEHATA HA BEHATA, MOXe JIa ¢e
CBKPATH 4pe3 HIKekTHpane Ha 20-40 m] n3oToHuyeH pazTeop Ha HATPHEB XNOPHA noj $opMaTa Ha
HENocpeAcTBeHo nocneasaly bonyc.

Humpaapmepuainag ouzumanna cybmpaxyuonna ancuozpapus (HA-JC.A)

OMENPOJT HIDKEKIIMOHEH Pa3TBOp ¢e MPEnopbYBa 33 MHTPAAPTEPHAITHO HIDKEKTHpaHe ¢ IUIHTATHA
cy6TpakuHONHa aBrdorpadHa Ha riapara, WHAra, kopeMma, Os0peynnre # neprpepun criaose. Kato obmo
npaeuno, uinonzsanute npa HA-J[.C.A. ofeM H KORIEHTpalHA ¢a 0xono 50% HIH No-Mallko OT Tead,
ynotpebsBaHH NPH KOHBEHIHOHAIHUTE NpoUeAypH. CKOPOCTTa Ha HHXEKTHpaHe Tpabsa a Obae
npuGM3UTEIHO PABHA Ha CKOPOCTTa Ha KPBHBOTOKA IPe3 NOANEKALINS Ha HIDKEKTHPAHE ChL.

Hati-vecto n3non3aannte o0eMH 33 HIDKEKTHpPaHe, NPHIAraHH JUPEKTHO KITH 4Pe3 KaTeThp, C2 KaKTOo
cnenpa:

Mo3tusn apTepHu 5 - 10 ml 3a ceneXTHBHY HHMKEKIIHH,
30 - 60 mi 3a ofw orex

Beprebpanuu aprepun 4-8ml

AopTa 0 KapoTHIHH apTEpHH 20-25ml

I'naBHU KJIOHORE HA abJOMHHANHATA A0pT4a 2-20ml

Koraro ¢ BeofxonmmMo, HHKEKUMHTE Morat Aa 6baaT nosropety. [Ipn Ta3u nporenypa obiaTa nosa e
TpafBa Ja Hagsuiaga 250 ml,

Cnep npoueaypata ce M3HCKBa CIHPAHE Ha KPbBOTEHEHHETO Ype3 YIpaKHABAHE HA BHHMATENEH HaTHCK,
NOCNIEABAH OT orne 4 o0e3BHKBaHe Ha KpaliHHKa 33 HAKONKO 9Yaca, 33 MPeJOTBPaTABAHE HA KPbBOH3AHB
OT MACTOTO Ha apTepHalHo NpoboxkaaHe. JIBHKEHHATA Ha ALKEHTA, BRIIOYHTEIHO ABHXECHHUATA TIPH
AWILAHE H MPErThIUAHE, MOXKE Ja NOBEJAT O HEMPABKIHO PErHCTPHpAaHe, BOACLIO 0 HAMAJABaHe
KayecTBOTO Ha 00pasa H He-AMArHOCTHYHO Pa3uHTaHE,

Anzuoxapouozpagun, senmpuxyrozpagus, cerexmusna xopoHapHa apmepuozpadus

Obuuaiinara no3a 3a seHTpuKynorpadus e 20-50 ml, a 3a cenekruBHA KOPOHApPHA AHTHOTpaduA —

2-10 ml. He Tps0Ba 32 ce Hansuinaea obums obem or 250 ml.

Korato ce npunarat rosieMd €IHHR4YHH 06eMH, KaKTO [IPH BEHTPHKY norpadus u aoprorpadus, ce
RpenopwvUBa OCHTYPABAHE HA AOCTATEYHO BPEME MEXTY HHXEKIHHATE 33 OTIIYMSBaHE HAa Bh3MOXKHH
XEMOAHHAMHYHH HapyllieHus.

3amB/KHTENRH NPEANOCTABKH 3a H3Mb/IHEHHE Ha IIPOUENYPATA Ca HATHYHE HA CIeHANH3UpaH NepeoHan,
npocnegssainy EKI™ anapar 1 agexBarHo oSopyaBase 3a HeaabasHa peaHHMalus B KapAHOBEP3HO.
EnexTpokapanorpaMuTe # BHTATHHTE IPH3HAIH TPAOBA Ra ce NPOCASAIBAT PYTHHHO N0 BpeMe Ha LsJ1aTa
npouenypa.

Jpyr MBTUILA HY BEREKIAHE

Apmpozpaus, ucmynozpagpus, eesuxyrozpagus

3a npeAoTBpaTABAHE HA KHGEKIIHS, C& HIUCKBA CTPHKTHA acelTHYHA TeXHHKA. QOGHKHOBEHO
apTporpadmsaTa ce H3BbpIIBA 0]l NoKanHa aHecTe3ns. HeobxoamMo e aa ce npunara Guyopockoncky
KOHTPOJ, 32 Ja CE& OCHIYpH NPaBHIHO BEBeXIAHE Ha UIIIATa B CHHORHAIHOTO [TPOCTPAHCTRO H
TIPEAOTBPATABAHE HA EKCTPAKANCYNAPHO HEIDKEKTHPaHe. ACIHMPALMATA HA IPEKOMEPHOTO KONHYECTBO
CHHOBHA/IHA TEYHOCT e HaMany 0oKaTa NpH HHKEKTHPaHe U IIe NpeSOTBPATH Pa3spekIaneTo Ha
KOHTPAcTHOTO cpeAcTrO. [To BpeMe Ha MHXEKTUPAHeTO He TpsAGBa Aa ce YIpaXkKHABA [IPEKOMEPHO
HansraHe.

Busyanu3auns Ha cTaBHHTE KyXHHH H TIOBRBPXHOCTH MOXKE /3 C¢ MIOCTHTHE YPe3 AMHH
KOHTPacTHO M3cnenpane. OOMKHOBEHO No-Malku 00eMH KOHTPACTHO BEUIECTRO CE TIp
apTporpadHs Ha KOJITHOTO HIIH PAMOTO, KOTATO Ce H3BbPIUBAT ABOHHN KOHTPACTHH
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PasNpBCKBAHE HA BELLECTROTO B AUIOTO CTABHO MPOCTPEHCTBO CE MAMON3BA NACHBHA HIIM AKTHBHA
MaHUMY/IAlHA.

Endocxoncra pempozpadna xonarzuo-nankpeamozpagusn (E. P. X. I1.)

o speme na E. P. X. I1. e HeoOxoaumo BHHMaHUE OTHOCHO HAJITAHETO NIPH MHXKEKTHPAHE H
dHKexTupanns ofm obem, 3a la ce MUHHMH3Hpa PUCKA OT PazpyIMTENHO PA3AYBaHE HHSA HA
noAnekalliyre Ha u3cieApaHe kanand, MakcuMannara 1o3a 3a ynorpeba npu E. P, X. I1. e 100 ml.

Xucmepocamunzozpagus
OGuyaiinara n03a ¢ 10-15 ml, npunaraia 6apHO npes kaHiona, 663 npekoMepHo Hawrane. [Ipenopsusa
ce GayopocKoncko MmpocneAsBaHe.

Pempozpadna yucmoypempozpagus/nuerozpagui/xoranzuozpagus

OT CBIUECTBEHO 3HAUCHHE ¢a CTePUITHITE POLENYPH. :

Tl kato perporpalHuTe NPOLEAYPH H3HCKBAT ClieH]pHYeH HHCTPYMEHTAPHYM, NPH NALIMEHTH C OCTpa
HEGEKIHSA Ha NOEXKAIAA Ha M3CCIBaHE OPraH € HeoOX0AUMO CHONIOqaBate Ha CIIEUHATHY MpeAMNasHu
mepk. [Tpu nuctoypetporpaduaay npoueayps e HeoOXOAHMO 13 ¢ MPHIOKH JOCTATRYEH 06eM OT
KOHTPaCTHOTO BEIECTBO, KOHTO 1a 3aImp/IHH aNeKBATHO NHKOYHHA MeXyp. HanmbjiBaHeTO HA MeXypa
TpsOBa Ja CTaHE B paBHOBECHOTO ChCTOAHME, MPH YIPaXKHsABAHE Ha IIOBHILIEHO BHUMAHHE 3a u304rBaHe Ha
TIPEKOMEPHO HANAraHe.

4.3 IIporuBonokazanHs

ﬁOMCHPOJI HHXCKIHOHCH pa3TBOp HE Tpnﬁna Ja C€ mpunara npH mandeHTH ¢ H3BECTHA
CBPBXYYBCTBHTCIHOCT KBM AKTHBHOTO BEIIECTBO ﬁOMeHPOH HJIH KBM HAKOC OT IOMOWHHTE BCIICCTBA.

44 CpenuajHn npenynpeskaeHUs H NPEANa3HA MePKH NPH ynoTpeba

00w mpenynpexaecHus
JHArHOCTHYHH MPOLELYPH, KOUTO BKMIOYBAT MPHIOKEHHE Ha KOETO H A2 € PEHTIeR-HENpONyCK/HBO

BeLIeCTBO, TpAOBA Ja C& NMPOBEKAAT [10]] PEKOBOACTBOTO HA NEPCOHAN ¢ HeoGXOAUMOTO 06YUYeHHE B ChC
3aa50604€H0 NTO3HABaHE Ha cnenn(HYHaTa IPOLeNypa, KOATO Ll Ce H3BBPLIBA,

Heo6xoaumo € HanMuKe Ha MOAXOINA anapaTypa 3a CIpaBsHe ¢ BCAKO YCNOXKHEHHE Ha MpoLedypaTa,
KaKTO H 33 CNIELIHO JICYEHHNE HA TeKKA peakiys KbM CaMOTO KOHTPACTHO BemecTBO. ToBa BKIKOYBA, HO HE
ce orpaHHuaBa o o60pyABAHE 3a CNEUIHH NPOLEAYPH H NepcoHa, 06YUEeH B NpeoCTABARETO Ha
KHBOTONOATLPXKANA MEPKH H NIeucHKe Ha aHa(uaakcua. Cnej napeATepanHo NPHIOKEHHE HA PEHTTEH-
HEIPONMYCKAHBO BELIECTBO € HEOGXOAHMO HAMHHE HAa KOMIETEHTEH NIEPCOHAN H ClIeHo obopyBaHe B
NPOABIKEHNE HA Hal-MaTko 30 MHHYTH Clle] Kpas Ha H3CJCABAHETO, 33 [1a C€ OCUTYDH JIEUCHUE Ha
€BEHTYAJIHO YCIKHEHHUE OT NIPOLEAYPaTa, KAaKTO H CIICIIHO ICYSHHEe Ha TEXKH OCTPH M 3a6aBeHK
peakuuy KbM KOHTPACTHOTO BEIIECTBO.

Tlpensu/ BE3MOXHH CEPHO3HH HEXENaHH peakuuy, ynoTpedaTa Ha HONMpaHH KOHTPACTHH BEIIECTBA
TpAGBa Ja ce OrpaHMH4H CaMo J0 CJIyHaH, 3@ KOMTO € NpelH3upana HeobXoIHMOCTTa OT
koHTpacTorpadceko nicneapae. HeoGxonumocTTa TpsaGBA na ce oleHeHy Ha $a3aTa Ha KIMHHYHUA CTATYC
Ha NALHEeHTa, OCOOEHO BBB BPE3Ka C AHaMHE3a 32 CBPBXYYBCTBHTEITHOCT KM KOHTPACTHH BEIECTBA
TIaTONOrHYHH H3MEHEHMA Ha ChpAeYHO-CbA0BATA, OGROpeYHaTa HIH KIBYHO-YSPHOAPOOHATA CHCTEMH.

TecTBaHE 38 CBPBXUYBCTBHTENIHOCT
IIpx nauMeHTH ¢ NOAO3HPaHA HIH H3BECTHA CBPhXYYBCTBHTETHOCT KbM KOHTPACTHH BELECTBA, HE ce
NpEnopbYBa H3CAeABAHE 33 UYBCTBHTENHOCT, ThH KATO TEKKHTE WITH QaTaTHU PEaKiidd KM
KOHTpPACTHHTE BEUECTBA HE MOTaT A2 GbJIaT TIPOTHO3HPAHH OT TECTOBETE 3a MYBCTBHTEH

Xuaparanus



amuenTute TpAOEA A3 ca JoOpe XUAPATHPAHH, @ BCAKAKBH 3HAUWMH HapYIIEHHS HA BOAHHSA WIH
enexkTponuTer GanaHc TpAOBA Aa ¢¢ KODHTHPAT NMPEAH H Clie/l HHXKEKTHPAHETO Ha KOHTPACTHOTO
BewmecTio. [To-creunanto, naluenTH ¢ TEXKO GyHKUHOHANHO yBpeRlane Ha Op0pelnTe, yepHus Kpob
WM MHOKApZIa, MHETOMATO3a, MK APYTH NapanpoTeHHEMIH, ChPIIOBHAHO-KIEThYHa GO/eCT, 3aXapeH
AuabeT, NONHYPHA, ONUTYPUSA, XHIIEPYPHKEMHA, KbPMAdeTa, MAJIKH JI€ua, MalHeHTH B CTapyecka B3pact
W NaUMEHTH ¢ TEXKO CHCTEMHO 3afonarane He TpabBa 1a ce HajaraT Ha aexunapatauds. Heobxommmo e
NOBHILEHO BHRMAHNE MpPH NAUKEHTH Ha XUAPATALHS C HOAJeKaiH 3a00nABaHUA, KOHTO MOTAT Ja ¢¢
BJIOLIAT OT NPEeTOBAPBAHETO ¢ TEYHOCTH, BRAIDYHTEIIHO 3aCTOHHA ChPAEYHA HENOCTATHYHOCT.

OcTpo Bp30aNeHHES HIN HHOECKINS

VxexTUpaHeTo Ha KOHTPACTHH BELIECTRA NPH PETPOTPajHH H3CIEABAHHA HA PENPOJYKTHBHUTE IHTHILA
Tps6Ba na ce N36ArBa B CITy4auTe HA OCTPO BLINANEHHE Ha FeHATAHHETE M H3BECTHA HIIM NOLO3HPAHA
OpeMeHHOCT.

IIpoMHEBaHe HA KATETPH

CroifcTRO Ha HelfOHHATE KOHTPACTHH BEILECTBA € H3KAIYHTETHO HUCKOTO 3aCATaHe HA HOPMAIHHTE
u3nonornuny GyHKUMH. B pe3ynrtar Ha TOBa, HelloHHUTE KOHTPACTHH BEWIECTBA UMAT (0-c1abo i vitro
AHTH-KOATYJAHTHO JeHCTBME OT HOHHHUTE KOHTPACTHHM BelUeCTBA. MeAHUMHCKHAT nepcoHa, W3BbpIIBal
CBJIOBH KaTeTepH3aLMOHHH POLeAyPH, TPAOBA fa € 3aM03HAT C TOB& H /id OTAC/A COeLHANHO BHIMaHHE
Ha aHTHOTrpad)cKaTa TEXHHKa M MPOMHBAKETO Ha KATETPHTE, 38 a MMHHMH3MPa PHCKA OT CEBP3AHUTE C
mpoueAypata TpoMGo3a o eMOOTH3BM, BRIIOYHTEIRO NPOMHBAHE HA KATETPUTE ¢ (pU3HONOTHYSH PasTBOP
(axo e Heob6x0aMMO ¢ no0aBeH XeTapun).

Ha6moaesie Ha maNUeHTa

Humpasackyrapno npunodicenue
C orJieA Ha BR3MOXKHH YCIOKHEHHA, NAUHEHTHT TPpA0Ba Aa cc HabmojaBa B NpOAB/DKEHHE HA Hal-MaKko
60 MHHYTH ClIe]] TPHIOKEHHETO.

HumparasumapHo unu 8eHmMpuxyaapHo nPULoxceHye
He ce npenopsysa JHPEKTHO HHTPAKaBATAPHO WM BEHTPHKYNApHO NPUIIOKEHHE 3a CTAHKAPTHA
penrrenorpadus 6e3 KOMIIOTEPH3UPAHO yCHIBaHE.

CretHaJIHE DONYJIauiu

Teduampuuria nonyrayun

Mankute gena (pB3pact < 1 ronuHa), 1 ocofeHo HOBOPOICHHTE, Ca 0CO0EHO TyBCTBUTENHH KbM
enexTposuTeH AucOananc u xeMoMHaMUuHK npoMenn. HeoOxoqumo ¢ fia ce B3eMe n0jl BHUMAaHHE 110
OTHOLIEHHE Ha JORMPOBKATA, KOATO lle Ce NpHara, ieTaliiuTe Ha NPOLEAYpaTa H CECTOAHUETO HA
mauneHTa,

[pu nena cnep npunarane Ha HOAMpaHM KOHTPACTHH BEWIECTBA ce Ha0MONABA NPEX0IHO NOTHCKAHE HA
LM TOBMAHATA €32 UM XHIOTHPEOHAN3bM, ToBa ce HabroaBa 110-4€CTO NPH HOBOPOACHU H
HeJloHOceHH BebeTa cnell MMarHOCTHYHA MPOTISAYPa, KAKTo H ClIeA POIEAYPH, CHBP3aHH € H3NON3BAHETO
Ha N0-BUCOKH 103, TIpu obrbusaHe Ha MAKaTa, HOBOPOAESHHTE ChINO MOTAT Aa ObAaT u3/1okeHH, [1pH
HOBOPOJEHH, 0COBEHO HEAOHOCEHH Jela, KOWTO ca BUIH M3NOXKEHH Ha HOMENpPO, WM Ypes MalikaTa 1o
BpeMe Ha GPEMEHHOCT, WiTH B HCOHATAHUA EPHOL, C€ MPEnopLYBa Aa ¢¢ Habmoasa GyHKIHSTa HA
ILMTOBHIHATA Ne3a. AKO ce YCTAHOBM XHIOTHPEOHIAHIBM, TpaAOBa fa ce 0OOMHUCIH HEODX0AHMOCTTa OT
NevYeHHe | Aa Ce IpoCIeiaBa prHKHH}ITa Ha [IHTOBHAHATA MXJE33, JOKATO C¢ HOpMAaTU3nupa.

Hayuewmu 8 crmapuecka 8u3pacm
[TauueHTUTE B CTAPYECKA BBIPACT €A C HIKMOYHTENEH PHCK 33 PA3BHTHE HA peaKlin , %
huzuonornuny GyHkIyH, ocobeHo KOraTo ¢e IPHIaraT BACOKH 031 Ha KOHTPACcTH FROT S
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Cepoxyyscmeumentacn KoM G0OUDARN KORMPACMHY 6EWECN8q, arePUtHO RPEOPASHONONCEHE U
acmma

CepBX4YyBCTBHTENHOCT HIM NpeAniecTBallia aHAMHE3a 32 PEaKLHA KbM HONHpaHy KOHTPACTHH BEIlECTBA
CBILO YBENHYABA PHCKA OT MOBTOPHO BH3HHKBAHE Ha TEKKa peakuus KbM HCHOHHHTE BEINECTBA.
BceoGuio npusHaTo e, Ue HeXeMaHuTe peakuyH KbM HoAHpaHHTE KOHTPACTHE BEINECTBA Ca NO-4YECTH NPH
NalHeHTH, KMAllK aHaMHe3a 3a aleprid (Karto: ceHHa XpeMa, oOpHB H XpaHUTEeNHa aneprud).
TTanHeHTHTe, H3MOA3BaK GeTa~-aRpeHepruuny 610xepH, 0cobeHO NalHEHTHTE C ACTMa, MOXKE J1a HMAT
MO-HUCHK Mpar 3a GPOHXOCTAZbM M Jia pearnpar no-cnabo Ha nedenue ¢ 6era-aroHHCTH H aIpeHaNHH,
KOETO MOYKE JIa HANIOXKH ynoTpelara Ha 1o-BUCOKH A03H AAPEHATHH.

DyHryus Ha WUMOSUOHAMA JHCAE3A U MecInoae 3a GYHKYUA HA WUMOBUOHAMA MCAe3q

MankoTo KonH4ecTBO Ha CBOGOACH HEOPraHW4EH HORUA, NPHCHCTRALL B KOHTPACTHATA CPEAa, MOXKE 13
npear3ByKa HAKOH edeKTH FhpXY (QYHKIHATA HA TUMTOBHAHATA XTe3a: Te3u edeKTH ca 10 U3iABEHH IPH
MALMEHTH ChC NATEHTEH MITH U3Pa3eH XHNEepTHPeouauzsM WK ryima. Crofimasa ce 3a THpeouiHH Oypu
chell NpuiaraHe Ha HoTMpaHH KOHTPACTHH BEINECTBA.

Enyepanonamus, npedusgukana om KOHMPacmuu eeecmsa

Crobinzapa ce 3a eHOedanonaTys npH ynorpedara Ha lomenpon (Bx. Touka 4.8).

KoutpacTtHata enuedanonaTia Moxe 1a ce MPoABH ChC CHMITTOMH U TIPH3HALM Ha HEBPOJIOTHYHA
nuchyHKLMA KATO rIaBoBONHe, 3PATENHH HAPYIeHUA, KOpOBa CenoTa, 00bpKaHoCT, IbpuoBe, 3aryba Ha
KoopaHHAUHA, XeMHTIApe2a, a(oazm[, 3ary6a Ha CB3HAHHE, KOMAa H MO3BYMEeH OTOK B paMKHUTE Ha MHHYTH 10
4acoBe CNej MPUIOkKEeHHETOo Ha HoMenpon ¥ oOMXHOBEHO OTIIYMABAT B PAMKUTE HA AHH.

MpoaykThT TpaAGBa A& CE H3MO/3Ba C TOBHINEHO BHAMAHHE IIPH NAlHENTH, IPH KOHTO € HapylIeHa
HeNOCTTa Ha KPhBHO-MO3buHaTa Gapuepa (blood brain barrier, BBB), koeTo noteniiuanto Boa# 10
NOBKILEHA MPONycKIHBOCT [ipe3 BBB 3a KoHTpacTHaTa MaTEpHA H yBENNYaBa PHCKA OT SHICPATONATHA.
ITpr csMHeHME 32 KOHTPACTHA eHue(anonaThs, NPHICKERUETO Ka HoMerpon TpAGRa Aa ce NpeycTaHoBy
H fia ce 3aMovHe OAXOAAILO ACUSHHE.

Bvopeuno yepexcoane
TpemmecTeamo 616peuno yspexkaane Moxe Ja NPEAPA3NONOKH KbM ocTpa On0petna AucdyHKuKA Clies
IpuiaraHe Ha KOHTPAacTHOTO BEIECTBO.

TlpeBaHTHBHHTE MEPKHN BK/IIOYBAT:

- HACHTHOHKALHA Ha TTAHEHTH C BUCOK PHUCK;

- OCHrypABaHe Ha afieKBaTHA XHAPATallNs PeJH NPHIOKEHHE Ha KOHTPacTHOTO BEILECTRO, 3a
NpeANnoYHTaHe HATPABEHOIHA HHGY3HA NPEAY H [0 BPeME Hd POLIERYPATE H O OTAS/IAHETO HA
KOHTPACTHOTO BelecTBO OT OBOpelHTe;

- U36ArBaHe, KOraTo € BE3MOKHO, Ha MPANIKEHACTO HA HEDPOTOKCUYHH JIEKAPCTBa HITH TEKKH
XHPYPrHYHY OIIEPALIMH H TPOLEAYPH, KaTo 6b0petiHa aHTHONIACTHKA, LOKATO KOHTPACTHATE
pelljecTBa He OBIAT UIUKUCTEHH;

- OT/araHe Ha HOBO KOHTPACTHO M3C/eIsane J0 Bb3CcTaHOBABaHE HA ObOpeyHaTa dhyHKIMA 10
APEAXOKNALIHTE H3CNEABAHETO HHBA,

TIalMeHTH Ha JUATN3a MOTAT /1A OJTYyUaBaT HOMENPO HIKEKLHOHEH PasTBOP MPEAH AHATH3ATA.

KoHTpacTHUTE BewiecTBA MOraT 1a IPHYMHAT NpexoHo 060peuno yRpex1ane, KoeTo MokKe Aa
NpeAM3IBHKa NAKTALMA03a MPU NALHEHTH ¢ JiHaber, 1exysann ¢ buryanuiu (Bx. T04ka 4.5).

Peoxpormotjimom
TanuenthTe ¢ PeOXPOMOLHTOM MOTAT /13 PA3BHAT TEXKKH, NOHAKOra HEBb3MOKHH 3
XMIEPTOHHYHH KPH3H CE HHTPABaCKYAapHO MPUNOKEHHE HA KOHTPACTHU BEILe
PEHTreHONOTHYHY NpoLenypH. [Ipy Te3u NalieHTH ce NPenopEYBa NPeMeAHKAL
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GeTa-peLienTOpHTE Npeld MHTPAapPTEPHANHOTO HIDKEKTHPaHe Ha KOHTPACTHOTO BELIECTBO, MO
HaGaIOAeHASTO Ha JIeKap.

Puck om gv3nanerue u excCmpasasayun
Homepon e xunepocmonapeH. XunepocMOoNapHUTE pasTBOPH 38 HHKEKIMM MOTAT i IPHYMHST
yBpexXane Ha eHJ0Te/a H MO TO3H HA4HH A8 YBEAHYAT PHCKA OT Bb3HAICHHE M eKCTPaBa3alMs.

Muacmenus epasuc
TIpunojkeHHeTo HA HOXHMPaHH KOHTPACTHH BEILIECTBA MOXKE JA BIOLIK NPH3HAIMTE M CUMITTOMHTE HA
MUACTEHHA [PaBHC.

Copoeunu 3a6ona8anus u 6ero0potHa Xunepmonus

IIpu NauueHTH ¢ TEXKO CHPACYHO 3abosBaHe i 0COGEHO MPH Te3H CbC ChpeYHa HEAOCTATHYHOCT H
3a60/19BaHHA KA KOPOHAPHHTE apTEPHU HMa TIORHMILEH PHCK OT TEXKH PEaKiuy.

UnTpaBackynapHOTO NPHIOKEHHE Ha KOHTPACTHH BEILECTBA MOXe Na YCKOPH PasBUTHETO Ha Benoapoben
OTOK NPH NALKEHTH C H3ABEHa WIIH Ha4YaNHa ChpAeYHa HEOCTATHIHOCT, IOKATO MPHIMKEHHETO Ha
KOHTPACTHH BellecTBa NpH GenoApobHa XHTEPTOHUS ¥ 3a00/BAHKA HA ChPACYHHTE KIallH MOXe 13
AOBefie O H2Pa3cHH XeMOJIHHAMHYHH POMEHH.

Heaponozuunu cumnmomu

Heobxoaumo e ocoGeHo BHAMAaHVE NPH HHTPABACKyNapHO IPHIMKSHHE Ha KOHTPACTHH BELIECTRA NPH
NaiHesTH ¢ OCTHP LepeGpaNeH HH(ApPKT, OCTEP HHTPaKpaHHUAIEH KPHBOMIIIHE M CHCTOSHUA, BKIIOYBAIH
yBpeAa Ha KPBBHO-MO3EYHATa GapHepa, MO3BYEH OTOK H OCTPa JeMHeTHHH3ALHA.

HarWuueTo Ha HHTPAKPaHHANHH TYMOPH MIIH METACTA3M M AHAMHE3A 32 e[IHJICTICHA MOXKe Ja YBEIHUH
BEPOATHOCTTA OT PL3HAKBAHE Ha KOHBYJICHBHH I'bPI0BE.

HeBpoNoruuHATE CHMIITOMM, TBJDKALIH CE HA IETEHEPATHBHH, MCXEMUYHE, BE3NATHTEHH HIIH
HeoMIACTHYHH MO3BLYHO-CHIOBH TATOJOMHH MOTaT A2 ce 000CTPAT OT NPHIIOKEHHETO HA KOHTPACTHH
pewectsa. Tesd MaUUHEHTH KMAT MOBHIICH PHCK OT NPEXOXHH HEBPOJIOrHYHH YCI0KHEHUA,
HnTpaBackynapHOTO NPHIOKEHHE HA KOHTPACTHH BEIECTBA MOXKE Jla IPHYMHK Ba30CTIa3EkM H
nocnensama MO3bYHA HCXEMHMSL.

Anxoxonuzvm

KaKTo excrepHMEHTAITHO, Taka H KIIMHKYHO € JOKA3aHO, 1€ OCTPHAT H XPOHHYEH ANKOXOAHIBM
YBENTHYABAT MPONYCKIMBOCTTA HA KPEBHO-MO3BUHATA Gapuepa. Toba yIecHABA NTPEMEHABAHETO Ha
HonHpaHHTE cpelicTBa B MOILYHATA THKAH H BEpPOATHO BoaM N0 HapyiueHus s LTHC.

HeobxoauMo e Aa ¢e ynpaXkKnasa [IOBULIEHO BHHMAHHE NP aJIKOXOMHIIH, AOPAIH BB3MOXHOCTTA OT
HaMaNleH [BPYOB ITpar.

IIpuempacmsigane KoM HADKOMUKL NERAPCTNEA
HeobXoaBMo € fa ce YIpaxHABa NOBHIICHO BHUMAHHE PH NalMEHTH, IPHCTPACTEHH KbM HAPKOTHIHN
UIH APYTH, OTIYCKAHH CBC WAH 6e3 pellenTa NeKapcTsa, Mopa/id Bb3MONKHOCTTa OT HaMaleH ThPYOB Npar.

Tpesoxciu CoemoaHus
Hapaseny CbCTOAHUS Ha Bh30Y1a, TPEBOXKHOCT ¥ O0Jka MOraT Ja TIipeAU3BHKAT HEMENAHH PEAKLUK KK
1A yCHJIAT PeaklHUTe, CRhP3aHH C KOHTPACTHUTE BEIIECTBA.

4.5 BzaumojelcTBHE C APYT'H JIEKAPCTBCHM MPOAYKTH H APYTH GOpPMH Ha B3aumodeHcTBHe

.TIBKEIDCTBO-J‘ICK&_DCTBEHH B3AUMOJCHCTRHA (Q.H.HOEDCMBHHO NPUEMAHH nexapc*raa)
OO6MHCIIETE IPEKPATABAHETO HA IEYEHHETO C ICKApCTBa, KOWTO MOHWKARAT Mpara Ha 1oy
NPHIAKBK A0 24 Yaca ciejl POLERYPaTa 32 HHTPATEKATHO NPHICKEHUE H NALHEHTH C
KpbBHO-MOYbYHaTa Gapuepa (Bk. HeBponoruuau cumnToMu B pasaen 4.4 va KXII).
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Hannunero Ha 6s6peyns npobneMy nNpu nauyenTH ¢ ualbeT e eIHH OT PHCKOBHTE (akTOpH,
npeapasnonaray keM GbOpeuto yBpexaHe clie]l IpUiaraHe Ha KOHTPacTHO BeliecTBO. Brbpeunoro
YBpeXIaHe MOXe J1a MPeAN3BHKA NaKTAlHACRa IIPH AnabeTduH ¢ 660peunn npobneMH, NeKyBaHn ¢
Guryanuan (MeThopMuUH). 3a ka ce MpeqoTBpaTy NOABATA Ha IAKTAaTHA aliH03a MPU TE3H MAUMEHTH,
OpueMbT Ha MeTdhopMuH TpsGea Aa Gbae cnpan 10 BpeMe Ha M 48 Yaca npe Iy NPHIAraHeTo Ha
KOHTpACTHATa CPEa ¥ Ja ¢e BB3CTAHOBH cnej 48 yaca, CaMo aKo CePYMHHAT KPEATHHHH € HETPOMEHEH,
{Bx. TOuKa 4.4).

TIpy NAUMEHTH, IPHETH [0 CACUIHOCT, YHATO 6BOpeuHa PYHKINS & HIH HapyLIEHA HITH HeM3C/IeABaHa,
nexapsT TpsOBa Aa NpeueH: ChOTHOLIEHHETO PHCK/TION3a OT H3CEABARETO C KOHTPACTHO BEILECTBO H Ja
B3€Me npeanasuu Mepku. MerdopMHHbT TpaGea 1a 6bAe CHPAH OT MOMEHTA Ha Ipunarate Ha
KOHTpacTHO cpeAcTso. Cnen nponeRypaTa, NAuKeHTsT Tpabea Ja ObAe MpocieAsBaH 3a IPU3HAUN Ha
Mieyna anuaosa. Metgopmun Tpabsa na ce 3anodne 0THOBO 48 yaca cien NpHIOKEHHETO HA
KOHTPaCTHOTO BEIIECTBO, aKO CTOMHOCTTA Ha CepyMHHA KpeaTHHHH/M3MHCICHATA CKOPOCT Ha
raoMepynxara puntpanns (eGFR) e HenpoMeHeHa cipAMo HHBOTO Tipean o0pasHOTO H3CNE/BAHE.
IMaupentute ¢ HopManHa GrGpeuna GyHKIMA MOraT 43 MPoALIDKAT A4 NPHEMAT METHOPMHH NO -
obnyaliHus HaYHH.

ITonobuuTe Ha aneprus peakud KbM KOHTPACTHHTE BEIECTBA €A N10-YeCTH U ce MaHudecTHpaT kato
KBCHH PEaKLMH NPH NALHUEHTH JIEKYBaHH ¢ HMyHOMOIY TaTOPH, KATO HHTEPIeBKHH-2 (1L-2).

BzaumoaeicTBHA ¢ 1a00PATOPHATE TECTOBE

Tecmose 3a wumosuonama QyHxyus

PesyntaruTe 0T ONpeRenAHeTo Ha OeNTHUHO CBBP3aHNs HOM ¥ U3CEABAHHUATA 32 T0EMaHe Ha
PaaMoOaKTHBEH HoJ1, KOUTO 33BHCAT OT OLIEHKHTE Ha KOJHYECTBOTO #OA, HAMA Aa OTpas3sBatT TOYHO
THpeouaHAaTa GyHKUMA 10 16 JHK cnel IPHIOKEHAETO Ha HOXMpaHH KOHTPACTHY BellecTsa. PesynraTute
OT QYHKIMOHANHNTE U3C/EIBAHUA HA MIMTOBH/HATA KIE3a, 00aue, KOUTO HE 3aBUCAT OT OLCHKHTE HA
KOJTMMECTBOTO 01, HATIP. aHAM3 Ha MoeMaHeto Ha T3 oT cMonma 1 ofwws niH ceoboaeH THPOKCHH (T4)
He Ce TIOBMUABAT.

Besko uacaeapane, KoeTo 6 MOTIO 4a ¢ NOBJIHAE OT KOHTPACTHUTE BEILECTRA, TPAOBA Ja Ce U3BBPLUM
NpefH NPHJIOKEHHETO Ha KOHTPAaCTHOTO BelecTBO. Tesu AaHHH HE ¢a GWTH CBBP3AHH C KIIHHMYHH
MpOoABH.

JlabopamopHu uscaedsarus

BuCOKHTE XOHLEHTPALIHH HA XOHTPACTHH BEIECTBA B CEPyMa ¥ yPHHATA MOraT Ja Onopoyar pesysTaTure
oT nabopaTopHUTE MaCTeNBaHHUA 32 GUIHPYOHH, IPOTEHHH KM HEOPraHUHHK BelllecTBa (HATIP. XKeMna30,
Mea, kanuuit u pocgar).

4.6 DepTHAHTET, GPEMEHHOCT U KbpMeue

BpeMeHHoCcT
[Tpoy'BaHHATA IPH KHUBOTHH HE [OKA3BAT TepaTOreHeH HIH eMGpHOTOKCHYEH edeKT CleR NPHIOKENHETO

Ha fiomenpon. KakTo ¥ npd ApyruTte HefioHHY KOHTPACTHH BELLECTRa, HAMA KOHTPOJIHPaHH NIPOYYBaHHiS
npy GpeMEHHH KeHH, KOWTO A MOATBBPAAT Ge30TIacHOCTTa Ha yNioTpebaTa nM npu xopa. Thi xato
Wanarakero Ha obnpusaHe no BpeMe Ha GpemMeHHOCT TpAOBa 2 ce u30ArBa MpH BCHUKH CllyyaH,
HEe3aBHCHMO OT TOBa JIANH ce MM He c¢ Npuiara KOHTPacTHO BeleCTRO, [10J]3aTa OT PEHTIeHOBOTO
n3cnenBaHe TpAOBA 1A C€ CHOTHECE BHHMATEIIHO KbM BBIMOMKHHS PHCK.

Ipn HoBOpOEHH, KOWTO ca GHTH M3NoKeHk Ha iomeprol BbTpPeyTPOGHO, Ce MpenopbUBa NpodieNaBane
Ha QYHKUMATA Ha WHTOBMAHATA XKie3a (B, Touka 4.4).

Knpmene
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HoaupaHHTe KOHTPACTHH BELIECTBA CE EKCKPETHpaT c1al0 B KEPMAaTa K He ¢a TOKCHYHH MPH XHBOTHH
clle nepopanHo npuiokenne. OT NPHAOOGHTHA AOCETa OIIHT, YBPEXKAAHETO HA KPMAYETO € MAJIKO
BEPOSTHO.

He e Heo0xoauMo MpeycTaHORABAHE HA KEPMEHETO.
4,7 Edexrd sbpxy cnocobrocTTa 33 modupane u pabora ¢ MAMIHHH
He ca n3BecTHH epexTH BBPXY crloco0HOCTTA 3a WodHpaHe ¥ paboTa ¢ MAIHHH.

4.8 Hexenanu NexapcTBeHH peakilHH

O6un o o
TTprnoskenueTo Ha HOaMpany KOHTPACTHH BEIUECTBA MOXe Ja NIPEAH3BHKA HEXKENAHH JEKapCTBEHH

peakiii. OGMKHOBEHO TE Ca NeKH 10 yMEPEHH H MPEXOJHH MO ChIIHOCTTA cH. ChobuasaHH ca, obaue,
TEKKH H XKUBOTO3ACTpALUARaUIH PeaKUHH, JIOHAKOTA BOACUIH IO CMBPT. B nopeueTo Cly4daH, peakKlUHHuTe
BB3HHKBAT B PAMKHTE HA MHHYTH CIIEA JO3HPAHETO, HO NIOHAKOTA, PEAKIHHTE MOXE Aa BB3HAKHAT H Mo~
KBCHO.

Anadunakcus (aHapnIaKTONAHA peaKIus/PEakLHH Ha CEBPbXYYBCTBUTEIHOCT) MOXE J1a ¢ POsABH C
pasnuyYHY CUMITOMH, KATO PA3BUTHETO HA BCHIKH CHMATOMH OT €[IHK H CBIL NALMEHT € PAAKO.
O6uu2iiHo, B paMKHTe Ha 1 10 15 MUHYTH (HO PAJIKO cNefl TPOMEXAYTHK OT 2 Yaca), ALHEHTT e
OTIaKkBa OT aGHOPMHH yCellaHus, Bp30Yy/a, 3auepBsiBaHeE, 4yBCTBO 32 NOPEIUMHA, YBEIHYEHO NOTEHE,
3AMasHOCT, YBENM4EHO CHI300TALIAHE, PHHUT, MATNUTALMH, TAPECTEIHH, MPYPHTYC,
dapuHronapunreania 6onka  CTAraHe B IbPAOTO, Aucharus, Kaliiia, KAXaHe, ypTHKapHs, epuTeM, aek
JNOKATTM3UPAH €eM, BHTHOHEBPOTHYEH SeM H JIMCNHES, AB/DKAIIA CE Ha €/IEM HA 3MKA U JIaPMHKCA H/iIH
NIAPUHTOCNIA3bM, NPOABSBALL CE C XPHIITEHE H GPOHXOCTIAZHM.

Cpo061IAaRaHH Ca CHIIO rajeHe, MOBpbIlaHe, KopeMHa 00MXa 1 AHADHSL

Tesu peakunu, KOUTO MOXE A BL3HHKHAT HE3aBHCHMO OT NPHIOKEHATA K032 M BTH HA BhBEKAAHE,
MOTaT a NpeACTaBNABAT MHPBHTE MPH3HANM HA HHPKYIATOPEH KOJIANG.

TIpUNOKEHHETO HAa KOHTPACTHOTO BEILECTRBO TpAOBa Aa Obje He3abaBHO IPEYCTAHOBEHO H, IPH
HEOBXOAMMOCT, CMIELIHO JIa ¢e 3aIIOYHE MOAXOAMUO crneludHYHO JICHEHHE 9Pe3 BEHO3eH JOCTRII.

Tesxxy peaxuuy, 3acAraly CupAcHHO-CHA0BATA CHCTEMA, KATO BA3OMHIATALHA C H3PA3eHa XHITOTOHMA,
TaxuKapaAns, JUCTIHes, Bb30ya, Manosa M 3aryba Ha Ch3HAHAE, NPOTPECHPAIIN 10 AMXATENCH Winu
ChpAeUeH apecT, MoXe 2 ROBEJAT A0 CMBPT, TesH ChGHTHA MOKe A3 BhIHHKHAT MHOTO GBP30 H
H3HCKRAT IUIOCTHA W arpeCHBHA KapAHONYIMOHAJIHA PEAHHMAIIHA.

ITopBUYHHAT WHPKYTATOPEH KOJIAIIC MOXKE 4 BB3HAKHE KaTO CAMHCTBEHATA H/NNK IEPBOHAYANHA N1POABA
Ge3 pecUpaTOpPHH CHMIITOMK HJIH §€3 APYTH OT OCOYEHHTE MO-rope NPHU3HALHN HITH CHMOTOMH.
Hesxenarute peakuuy, cx06MeHy B KIHHAYHATE Npoyypanys cpell 5 311 pB3pacTHH MAUHEHTH H OT
NOCT-MAPKETHHIOBOTO HabmoaeH e ca NpeCTABEHH B TabnHLlkTe NMO-I0JY MO YSCTOTA ¥ Ca
gaacuduuupany no MedDRA cuereMo-opralHM XJacoBe,

TIpu BCsKo rPYNUpaHe B 3aBUCHMOCT OT HECTOTATA, HEXKENAHHTE PEAKIUH ce H3GPOABAT B HU3XOAAI pel
[0 OTHOMIEHHE Ha TAXHATA CEPHO3HOCT.

4.8.1 HWurpaBacKyjiapHO MPHIOKEHHE
Bh3pacTHUTe NAuHeHTH, BKIFOUEHH B KIMHMYHH (POYYBaHHs ¢ WHTPABACKYIapHO NIPHIIOKEHHE Ha
Homenpon ca 6unu 4 739.

Buspacmuu

MeDRA-(a3a Hexenaun peakinHy
JAHHH HA ¢cHeTreMO- | KTPHHYAH NPOyYBAHHSA
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OPraHHH KAACOBE

Habnalogenne

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

Heuectn
(= 1/1 000 oo
< 1/100)

Peaxn
(> 1/10 000 a0
< 1/1 000)

C HeH3BECTHA 4eCcTOTA™

Hapymenus Ha
KpBBTa H THM(HaTa
CHCTEMA

TpombouyTonenus
XeMOAHTHYHE aHEeMHA

Hapywienus Ha
HMYHHATA CHCTEMa

AnadHnaxTonIHA peakuus

Tlenxyunu
HapyUeHHA

TpepoxkHoCT
CueTosune Ha OOBPKAHOCT

Hapyuienus Ha
HEepPBHATA CHCTEMA

3amasHOCT
I'nasobomie

TIpecuHKon

Koma

IpexoieH HCXeMHYEH
ApHCTBI

Iapanusa

Cuuxon

Koneyncun

3ary6a na ce3HaHue
Ouzaprpus
IMapacresuun

AMHE3nA

CBHIMBOCT

H3BpareH BKYC
Enxuedanonatus,
NpeAH3BHKAHA OT KOHTPACTHH
BelIECTRA ****

Hapymenns xna
OYMHTE

IMpexonna cnenota
3puTenHy HapyLIeHHS
Kouonktuenr

VBEeMHYSHO ChA300TICNAHE
doToncus

Crpreuns
HapyLeHus

Bpanukapaus
Taxuxapaus
EkcTpacHCTOMH

CrupaeyeH apect
Muokapned HHQapKT
Cuupgpom Ha
Kynuc/Kounis/**
Cobp/ieyHa HeJOCTATEYHOCT
AHCHHA [IEKTOPHE
ApHTMHS

KaMepHo HIH NpeiChpIHD
MBIKIACHE
ATpHOBEHTPHKYNapeH 610K
1IuaHo3a

CbaoBH HapyLIEHHUA

XuItepToHns

XUnoToHuA

LupkynaTopeH KoJame Wik
LIOK

3auepesipane

BrnegHocT

PecnupatopHH,
IPLAHH H
MeJuacTHHaIHH
HApYLIEHHA

JucnHes

Huxatenen apect
QcTbp pecnUpaTopeH AHCTpec
curapoM (OPJIC

Jlapunreane e
d)apm{rea.n o,

bpoHXxocngj
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AcTtMa

Kamiidua

HuckoMpopT BB dapaHKca
JuckombopT B JlapuHKkca
PunuT

Huchonng
CromalHo-4peBEHH ITospemane Juapus
HApYy[DICHHS CaneHe Kopemua Gonka
Xunepcekperna Ha CIIOHKA
Hucarus
YroneMABaHe Ha CIHOHYEHHTE
HIEIN
Hapymenus Ha Eputem - | Obpus OcTpa reHepanusupaHa
KOXKaTa 0 YpTHKapHs eK3aHTEMATO3HA MyCTyN03a
TOAKOKHATA TBKAH TlpypHTyC AHruoenem
YBenuueHo MoTeHe
HapymieHus Ha Bonxasrepba | ApTpanrug
MYCKYIHO-
CKeNeTHATa CHCTEMa
¥ CheIHHUTENHATA
THKaH
Hapymenus Ha OcTtpo 6B6peuHo HapyLIEHHE
onbpeunTe 1
[IMKOYHATE MHTHINA
O6nm Hapywienns 1 | YyBCTBO 32 I'poana 6onka | AcTenus Peakius B MACTOTO Ha
edexTH Ha MACTOTO | TOpELIHHA 3aronngse u BTpucanus HHKEKTHpaHe* **
Ha NPHJIOXKEHNE fonka B TTupekcua Hepasnonoxenne
MACTOTO HA Kaxna
HMHKEKTHpAHE JlokanHa cTyAeHHHa
Hzcnenpaaus YeenuueH ToBuinexne HA ST cerMeHTa B
KpeaTHHHH B eNeKTPOKApAHOrpaMara
KpBBT2 ABHOpMHA
eJIeKTpoKaparorpaMa

*Tril KaTO peakIuuTe He ca 6| HabMogaBasyl 110 BpeMe Ha KIMHHYHUTE IpoyuBans ¢ 4 739
NalUueHTH, Hali-To6paTa OLEHKA € T43H, Y€ TAXHOTO OTHOCHTENHO Bh3HUKBAHE € PAIKO (> 1/10 000 no

< 1/1 000).

Hati-noaxoasuuat tepMun no MedDRA e uanon3eaH 33 ONHCBAHE HA ONPEIEACHA PEAKLUA H HeliHHTe

CHMITOMH H CBBP3AHUTE CHCTOAHHA.

** ANeprHYeH OCTHP KOPOHAPEH CHHAPOM
***PeakKTE HA MACTOTO HA HHXKEKTHpaHe obxBamar GoJika ¥ 10JlyBaHe Ha MACTOTO HA HHKEKTUPAHE.
B GoNMHCTBOTO OT CIYYAHTE Te CE ALDKAT Ha eKCTPaBa3allvs Ha KOHTPACTHOTO BEllecTBO. Tesn
peaKiuuy ca o6H4aiHO NPeXOAHH H BOMAT JI0 BB3CTaHOBABAHE 6e3 nocnecTsus. CvobulaBan# ca cityyan
HA eKCTpaBa3aliMs ¢ BbanalieHHie, HeKPo3a Ha KOXKAaTa H AOPH Pa3BUTHE HA KOMIIAPTMEHT CHHIPOM.

*#*%* EupiedhanonaTiaTa MOKE Aa e TIPOSBH ChC CHMITOMH H MPH3HAIH Ha HEBPOROTHYHA JUCQYHKIHA
KaTo FNaBoGoHe, 3PHTENHH HAPYILEHHS, KOPOBA CllenoTa, o0bpKaHoCT, Mbp4oBe, 3aryba Ha
KOOpJAHHALIMs, XEMHTIape3a, ajazud, 3ary6a Ha Cb3HAHHE, KOMA H MO3BUCH OTOK.

TpomG03a Ha KOPOHAPHUTE APTEPHH H eMOONTHA Ha KOPOHAPHHTE aPTEPHH ca ChODLICHH KaTo
YCIIOMHEHUE HAa MPOUEAYPHTE Ha KOPOHAPHA KaTETEpH3alNA.

BazocmassM H TOCASBAILA HCXEMHA Ca HaOMoAaBaHH NO BPEME HA HHTPAAPTEPHANHHTE HH
Ha KOHTPACTHOTO BELUECTBO, TO-CHelHARHO ¢flefl kKopoHapHa H Lepefpanta aHTHOTpa
MpoLEAYPHO CBBP3aNH H Bb3MOXHO NPEAMIBHKAHM OT BbPXa HA KaTeThpa HIH Npe

KaTeTbpa.
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Kakro npu apyrure HoZHpaHH KGHTPacTHH BEIIECTBA, MHOIO PEAKH CIy4aH Ha MyKOKYTAHHY CHHADOMH,
BKJIFOMHTENHO CHHAPOM Ha Stevens-Johnson, TOKCHYHA enMaepMaTHa Hekpoaksa (cuHapoM Ha Lyell) u
noauMoptheH epuTEM ca co01IaBaHH Chejl IPHIATaHeTo Ha HoMenporn.

IMeduampuunu nayuenmu

MMa orpandyen ofHT ¢ neAHaTPHYHH NaiueHTH. baszata JauHK Ha KNHHHYHY [POYUBAHMA BLPXY
neanHarpuvHara 0esonacHocT 00xBama 167 nauHeHTH.

[Tpo¢ueT Ha GesonmacHOCT Ha HOMENPOI € CXOICSH MPH JAelld H BB3PACTHH.

[Ipu npunarade Ha HoMemnpoa Moxe Jia ce HaboAasa npexoaeH XHIOTHPEONAH3EM NMPH HOBOPOACHH H
0coGeHO NpH HeTOHOCEHH MIIM HOBOPOAEHH ¢ HUCKO TErJIO.

4.8.2 IIpunoxkeHHe B TeJeCHHTe KyXHHH

Cnen MHXexTHpaHe Ha HOIMMPaHo KOHTPACTHO BEUIECTBO B TENECHUTE KyXuHH, To ¢ce abcopbupa 6asHO OT
YYaCTBKA Ha NIPUIOXKEHHe B CHCTEMHOTO KpEBooOpallieHue i MOCIeABalllo ¢e H34HCTBA Ypes
eNMHMMHHMPAHE oT OpbpenuTe.

KprBeaTta aMuasa ce MOBUIIABA 4€CTO Clie]] eHIOCKONCKA PpeTporpaHa XonaHruo-natskpearorpadus

(E. P. X. I1.}. Onucanu ca MHOTO peIKH C/Iy4aH Ha IaHKpEaTHT.

Peakuuure, choOIIEHH MPH CITydyau Ha apTporpadus u ucTynorpadus oOuvaiiio NPeACTABAT NPOSBH HA
Apa3HEHE, HACNOKERH BEPXY CBHIIECTBYBAI0 TEKaHHO BB3NaNeHHe.

CHcTeMHaTa CBPBXYYBCTBUTENIHOCT € pAIKa, Hal-061L0 Jeka ¥ noa dopMaTa Ha KOXKHH PEaKiiyu.
BB3MOXHOCTTA 33 PA3BUTHE HA TEKKH aHAQUNAKTOHHY peaxiiuy, ofaue, HE MOXe A2 CE HIKIIOUH.
KakTo ¥ npu ApyTH HoanpaHH KOHTPACTHH BewlecTBa, GOJKH B Ta3a M QU3HUECKO HEPA3NOJIOKEHHE €
BBE3MOXKHO 2 BL3HHKHAT CNIE/l XHCTEPOCAITHHTOTpadsL.

CrpobL1aBane Ha MOAO3NPAHU HEKENaHH PeaKiHH
CpobiaBaneTo HA MOAO3MPAHH HEXKENAHH PEaKIHK ClCH pa3pelaBane 3a ynotpeba Ha NeKapCTBeHHS

npoAyKT € paxno. Topa M03BONIABA 12 POJBIKH HaOMONCKHETO HA CHOTHOIIGHHETO NON3a/PHCK 32
NIEKapCTBEHHA NPOAYKT., OT MeAHIHHCKUTE CIIEHUMANNCTH ¢¢ H3HCKBA A Cho0laBar Bedka Nof03UpaHa
HEXeNAHA PeaKiua Ypes:

HanwnuuTtenna areHuus Mo NexapeTeara

yn. ,Jlaman ['pyes” Ne 8

1303 Codms

Ten.: +359 2 8903417

ye6ealit: www.bda.bg

4.9 TIIpegosupane

Ipeno3npaHeTo MOXe Ja IOBEAE 10 XHBOTO3ACTPALIABAIK HeKeNaHH peakiuy [MIaBHO OT CTPaHa Ha
MyNMOHANHATA U CBPIEYHO-CHIORATA CHCTEMH. JIeHEHHETO € HACOoUeHO KBbM NOANBPKARE Ha KU3HCHATE
(pyHKUMH ¥ CBOEBPEMEHHO MpHJaraHe Ha CUMIITOMATHYHA Tepanus. Homenpon ne ce cenp3pa ¢

Ta3MEHNTE UIH CEPYMHH [IPOTEHHH H, CIEROBATENHO, MOKe 1a 6b/1¢ OTCTpaHeH Ype3 AHATH3A.

Croiinoctute Ha LDso (g Hon/kg) 3a HoMenpos npH JKHBOTHH ca.

HuTpaBeHO3HO NPUNOKEHHE: 19,9 (19,3-20,5) (Mu1Ka)
14,5 (13,2-16,0) (urbx)
> 12,5 (xyue)

HuTpanepuToHeanHo NPHIIOKEHHE! 26,1 (13,1-29,2) (Mumuka)
10 (8,9-11,3) (mmx)

HuTtpauepeGpanHo npUaoKeH#He: 1,3 (1,2-1,5) (MuuIka)

UHTpauucTepHATHO IPHIIOKEHHE! > 1,2 (ex)

HHTpakapoTHAHO (PHAOKEHHE:! 5,8 (4,64-7,25) (mbX)
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5.  ®APMAKOJIOI'HYHH CBOMCTBA
51 DapmakogMHAMHYHH cBoHCTBA
dapmakoTtepanerTuHa rpyna: Konrpactun semiectsa, ATC xon: VOSABIO

HMoMepon cpTbpka KaTO aKTHBHA CHCTaBKA HOMENPOI, KOUTO € TpH-HOAKPaHO HEOHHO KOHTPACTHO
BEIIECTRO H C¢ HINON3BA 33 PEHITEHOBH HIC/IENBaHAA.

5.2 (apMaKOKHHETHYHH CBOiiCcTRa

dapMaKOKHHETHKATA, IOHOCHMOCTTA H HATHOCTHYHATA e(PUKACHOCT Ha HOMENpPOJ B pasTBOPH,
ceabpxkamu a0 400 mg #on/ml ca H3NHUTAHY NpPH 3ApaBH KOOPOBOJLH ¥ NMALMEHTH C MOKA3AHAS 33
yporpadma, anrnorpadus, KT u usciensane Ha TeECHHTE KyXHHH.

JlabopaTOpHuUTe IapaMETPH H XHU3HSHHTE N0KAa3aTeNH He [TOKA3BaT KIHHHYHO 3HAYHMH HIMCHEHHA.
QapMaXOKHHETAKATA HA HOMENpoIl, BEBEAIEH HHTPABACKYNAPHO, ONTHCAHA NPH IBYKOMIAPTHMEHTEH
Mozien, Nokassa 6bp3a aza Ha pasnpenencHue ¥ No-6aBHa (asa Ha enumunnpane. [lpu 18 3apasu
10GpoBOALH, CPETHHSAT NONYKUBOT Ha {azara Ha pasnpesieiecHHe # HA (a3ara Ha eIAMHHHPaHE ca
cboTBETHO 23 t 14 (s) min u 109 + 20 (s) min, ¢ 50% 6B6peuna exckpenns 10 2 4aca ciell BhBEXKAAHETO.

5.3 IIpeakJHHMYHH JaHHK 32 OesonacHocT

PeaynraTiTe OT H3CNEABaKUATA ITPH ILIbXOBE, MULIKH H Ky4eTa NoKa3saT,ue fiomMenpon NPUTEexkaBa 0CTpa
TOKCHYHOCT APY HHTPABEHOZHO HIIH HHTPAAPTEPHANHO PUWIOXKEHHE, NoJ06HA Ha Ta3u NpH APYTHTE He-
HOHHHM KOHTpacTHY BewlecTBa. CUCTEMHATA NOHOCHMOCT Clie/l TOBTOPHO HHTPaBEHO3HO NPUAOKEHUE TIPU
ITbXOBE H KydyeTa e no0pa. Cliell HHTPaBEHOZHO NPMUIOKEHHE IIPH MIBXORE AOMENPON ce pasTpeRens
MEX/y NINIA3MaTa H eKCTPALlETy 1apHOTO NPOCTPAHCTBO. HMomemnpon He ce cBBP3Ba ¢ MNTa3MEHHTE GEATHIH.
He ce meTabonmusupa 1 ce eNHMUHHPa TOUTH H3UANo oT Gubpenute. Ilpu mrkxose 94% oOT npuickeHaTa
[03a ce OTKPHBA HETIPOMeHEeHa B YPUHATA B IspBUTE 8 yaca.

6. ®APMANEBTHYHH JAHHH

6.1 CnHcbK HA NOMOIHHTE BellecTBa
Homepon MIKEKGHOHEH pasTBOp CHABDHA:
Tpometamon,

XnopoBoAopOAHA KHCENHHA,

Bojga 33 MHXKEKITUH.

Homepon 400 coappixa (komuectso/100 ml):
[Tomouiny peilecTsa:

Tpomeramon 160 mg,

XnopoeonopoaHa kucennda (d=1,18) 24 mg,

Bona 3a nHxekunu ao 100 ml

6.2 HecLBMECTHMOCTH

APYTH AEKAPCTBEHN NPOAYKTH.
6.3 Cpox na roasocrt
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5 ronuny

6.4 Crenualnu ycA0BHS Ha ChXPaHeHHe

Jla ce chXpaHsBa B KAPTOHEHATA OMAKOBKA, 3a J1a Ce MpeAnasu oT ceeTauHa. Ma ce chxpanana noa 30°C.

Makap ye 4yBCTBHTEAHOCTTA Ha HoMenpos KbM PeHTreHOBHTe b4 ¢ cnaba, Toii Tpabea na ce chxpaHspa

Janeq OT U3TOYHHIM Ha Houu3upamy 1p4u. KoHTpacTHHTE BellecTRa He ¢a NPENHA3HAYEHH 3a

MHOrokpaTHa ynorpe6a. KayJykosata 3anyiuanka tpadea fa ce npofoae caMo BeAHEXK. 3anyuiajikara ce

npoGHBa ¢ NOAXOAALE KAHIONA, ¢ KOATO CE aCMHpHpA Pa3TBOPa B CIIPHHIOBKATA, HENIOCPEACTBEHO NpeaH

yrorpeba. KomiuecTBoTo HEH3MON3BaH KOHTPACT TpA0Ba 11a Ce H3XBBPIH.

6.5 Bugu chAbpKaHMe HA ONAKORKATA

HoMepon MHKEKIIMOHEH Pa3TROP C& CHXPAHSBA B AMITyJIH iy GYTHIIKH, HAPABEHH OT CTHKNO THI | WiiK

11 (Eeponeticka dapmakores). By THIKHTE ca 3aTBOPEHH ¢ XanoGyTHIOBH 3aIy1alky H aTyMHHHEBO-

MPONHICHOBH KanavKH.

Homepon 400 ByTunkx 50 ml, 100 ml, 200 ml

6.6 Cnenuania npeinasHI MEPKH NPH M3XBhpiAHe H pabora

Hsama crienianiy H3HCKBaHHA.

HeH3nonspaHuaT NexapeTseH NPOXYKT HIH OTOATBYHHTE MAaTEPHAITH OT HEro TpAbsa Ja Ce U3XBBPIAT B

ChOTBETCTBHE C MECTHHUTE H3HCKBAHHA.

7. HPUTEXATEJ HA PAZPEHIEHUETO 3A YIIOTPEBA

Bracco Imaging S.p.A.

Via Egidio Folli, 50

20134 Milano

Hranus

8. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

Per., Ne 9700016

9. JIATA HA ITHEPBO PASPEIMABAHE/MTOAHOBABAHE HA PA3PEHIEHHETO 3A
YIIOTPEBA

Iara na MepBo paspewsasane: 31 sHyapd 1997 r.

Jlata Ha mocneaHo noaHossiBaxe: 11 rond 2013 r.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

04/2022
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