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KPATKA XAPAKTEPUCTHKA

{ .
i JME HA JEKAPCTBEHUS POXYKT | JGOAROHUE Mo v
Homepon 400 mg/ml HHXKEKIMOHEH Pa3sTBOP

Iomeron 400 mg/ml solution for injection

2. KAYECTBEH H KOJIMYECTBEH CLCTAB
HoMepou MICkeKIHOHEH pasTBOp chAbpxa: fiomenpon (iomeprol)

Homepod 400 mg/ml HHIKEKIMOHEH pasTBOp ChABPXKa (xomayecTso/50 ml) 40,83 g HOoMenpod,
cpoTBETCTBam Ha 20 g Hox.

Momepon 400 mg/ml HHOKEKUHMOHCH pasTBOp ChAbpXKa (komauecTBo/100 ml) 81,65 g Homenpo,
cpoTBeTcTBall Ha 40 g Hox.

lomepon 400 mg/ml MIKEKIMOHEH pasTBOp CBABPXKa (xonuuecTeo/200 ml) 163,30 g Homenpor,
cpoTBeTCTBall Ha 80 g Hox.

3a MBJIHHASA CIUCHK HA TIOMOILHHTE BELISCTBA BHAKTE TOUKA 6.1.

3. JIEKAPCTBEHA ®OPMA

WHkeKLMOHEH pasTBOP 338 HHTPABacKy/IapHO M HHTPAKABHTAPHO NPUIOKEHHE

4., KJIHMHHAYHH JTAHHH
4.1 TepaneBTHUHRH NOKAZAHHII

Uomepou 400

HMuTpaserosHa yporpadus (Mpx Bb3pacTHY, BRIOUMHTEAHO U TE3H ¢ 616peann 3abonsaBanus UK anader),
KOMITFOTbPHA TOMOrpadus (TAN0), KOHBCHIIMOHAHA anriorpadui, HHTpAapTEpUAIHa AUrHTATHA
cy6TpaKkLHOHHA aHFHOrpagwus, aprHoKapAnorpadus (Npy Bb3pacTHH H B neaUATpUATa), KOHBEHUHOHATHA
CelleKTHBHA KOPOHAPHA apTeprorpadus, MHTEpBEHIMOHANRA KOPOHAPHA aprepuorpadus,

ductynorpadus, raaxrorpagus, naxpuonmcrorpadus, cuanorpadus.
To3u NeKkapcTBEH MPOAYKT € MpeAHasHayueH caMo 3 IHArHOCTHYHH LEITH.

4.2 JTo3upoBKA ¥ HAYHH HA NPH/I0KCHHE

IToxazanne Konnenrpaias IIpenopb4yHTEIHH A03K
| mg (1i0d)/mi
HuTpaBeHo3sa yporpagpus 250, 300, 350, 400 Beapacmuu; 50-150 ml

Hoeopoodent: 3 - 4,8 ml/kg




Ilepadepna ¢aedorpadun

200, 250, 300

Bwvapacmuu: 10 - 100 ml

Ho3ara MOXe f1a ¢e TTOBTOPH TIPH
Heo6xoMMOCT.®

(10 - 50 ml 3a ropHH KpaHHHLIK;
50 - 100 ml 3a AOTHH KpaAHHIH)

[ MuruTanma cy6TpakuuoHna
¢nedorpadus

200

Bvspacmuu: 10 - 100 ml

Tlo3aTa MOXKE ia Ce MOBTOPH NIPH
HeoGxoAMMOCT.®

(10 - 50 m] 3a ropHH KpaHHHIK;
50 - 100 ml 3a AOJIHH KpaHHHIH)

KT (riasa) 200, 250, 300 Buapacmuu: 50 - 200 ml
Heyahonown”®
KT (Tan0) 200, 250, 300, Buwspacmnu: 100 - 200 ml
350, 400 Heya/onowu®*
KasepHosorpagusd 200, 300 Bwspacmuu: 1o 100 mi
Huarpasenosna [, C. A. 250, 300, 350, 400 Brapactau 100 - 250 ml
[eyatonowu®©
KoHBeHIHOHAIHA aHTHOTpaHA
ApreprorpadHs Ha ropH” 300, 350 Buvapacmuu®
KpaHHHIH
ApTepHorpadHs Ha T3 H A0IHU 300, 350, 400 Buvapacmutl®
KpaHEHHIH
A6gomunanna aprepuorpagus 300, 350, 400 Bu3pacmuil®
| Aprepnorpadus Ha aopTa 300, 350 Buapacmuu®
aecHengeHc
IMyamouansa aETHOrpadHs 300, 350, 400 Bwapacmuu: Ao 170 ml
Mo3b4Ha aarvorpadgns 300, 350 Buwapacmnu: go 100 ml
Apreprorpadgys B IEAHATPHATA 300 Jeya®: no 130 ml°
HuTeDBeHIHOHATHA 300, 350, 400 Buvspacmnu®
Jleya®©

Hutpaaprepnaana J. C. A.

Mo3bnuHa

200, 300, 350

Bwapacmuu: 30 - 60 ml 3a 001L OrIen
5 - 10 ml 3a ceneKTHBHH HHXKCKLIHH

Heyalronows®°

TopaxkanHa

200, 300

20 - 25 ml (aopTa)
Jlo3ata MOXeE Ja ce IOBTOPH MpH

HeOOXOAMMOCT.
20 ml (6poHXxHaNHN apTEPHH )

AOpTHA Abra

200, 300, 350

Bwapacmnu®




Kopem 200, 250, 300 Buv3pacmuu®

Aoprorpadus 200, 300, 350 Bw3pacmnuu®

Tpancaymbanna aoprorpadns 200, 300 Bv3pacmuu®

Ileprdepna aprepHOrpadus 200, 250, 300 Buipacmnu: 5 - 10 ml 3a ceneKTHBHH
wExexuuy 1o 250 ml
Heyafonow®®

HNuTepBeHIHOHATHA 200, 300 Buipacmnu: 10 - 30 ml 3a ceneKTHBHH
niKeKuMy 1o 250 ml

, Heya/ionouw® ©

Anrnoxapanorpadns 300, 350, 400 BrapacTHi®
Hleya/ionown®: 3 - 5 ml/kg

KoHBEeHIHOHAJIHA CEIEKTHBHA 300, 350, 400 Buvspacmuu: 4 - 10 ml apTepHAIHO.

KopoHapHa apTeprOrpadus Jlo3aTta MOXe Aa CE NOBTOPH NMpH
HeOOXOAHMOCT.

E.P.X. 1L 200, 300 Buv3pacmuu: ao 100 ml

Xncrepocannurrorpadgus 200, 300, 350 Bwvspacmnu: fo 35 ml

ducrynorpadus 300, 350, 400 Bw3pacmuu: 1o 100 ml

JMuckorpagus 300 Bwspacmuu: 5o 4 ml

| Tanaxtorpadns 300, 350, 400 Bwapacmuu: 0,15 - 1,2 ml 32 prokekind
JNakpuonuacTorpagus 300, 350, 400 Buapacmuu: 2,5 - 8 ml 33 HHXKEKLIHA
Cranorpadusn 300, 350, 400 Buiapacmuu: 1 - 3 ml 3a HHXCKUAA

| Perporpagua xonanrnorpagmst 200, 300, 350 Buv3pacmuu: 10 60 ml

| Perporpaana ypereporpadus 200, 300 Buapacmnu: 20 - 100 ml
PeTporpaasaa nAeso- 200, 300 Bwspacmnuu: 10 - 20 ml 3a HHXEKUUS

_ypeTporpagns

a _ B 3aBUCHMOCT OT TETJIOTO H BL3PacTTa
6 _ na ye nagsumasa 250 ml. O6embT Ha €AMHHYHATA HHXKCKLMA 3aBHCH OT U3CieaBaHHsA Ch0B YUACTEK.

" _ na He Hajpumasa 350 ml
' — HoBopoAeHn Aeuna: 0-27 nun

A _ MaIkH Jeua: ot 28 aam Ao 12 mecena

¢ _ pr/IOYBA MATKH AN, Neia 1 oHomH: oT 1 roguHa fo 17 roankn

KT — koMmoTBpHa TOMOTrpagus

II. C. A. — IMrHTanHa Cy6TpaKIHoHHa aHTHOTpadHs
E. P. X. I1. — emiOCKONCKA peTporpajHa XOJNIAHIHO-NAHKpeaTorpadpus

[IpeanoKeHH OTHOCHO XPaHUTENHHA PEXHUM

AKO HE € YKa3aHO Jpyro OT j€Kaps, B ACHA Ha NPWIOKCHHCTO H

NoALbPXKA HOPMAJICH XPAHUTENEH PEXKHM. [Ipenu u ClieX HATPABACKYAAPHO npnno - ?—\ o7 .-: 51

KOHTPACTHH CPEACTBA € HEOOX0AMMO 21a C€ OCHIYPH aicKBaTCH npHeM Ha TeIHOCT]
[Tpu cxy4au Ha yporpadus u abnoMHHaIHA auruorpadns, AHATHOCTHIHATE PE3YJ)

yepBarTa Ca H3MpPa3sHEeHH OT (pekanHa MaTCpus H ras.




Hozupoeka

Obwu cvobpadicenus

KakTo Npe BCHYKH KOHTPACTHH BelllecTsa, TpabBa Aa ce ynorpedsBsa HaH-HUCKATa 1033, HeoDXoAuMa 3a
MoJMyuaBaHe Ha afeKBaTHa BU3yalIM3aLlHA.

KoMOuHamMaTa 1033 — KOHIEHTpallus Ha HOJ4, KOATO IIE CE H3T0N3B4, TpsiOBa Ja 6bJe BHIMATEIHO
MHAHBUAYaIM3HpaHa (Bx. Tabnuuara B Touka 4.2 Jlo3HpoBKa H HaWHH Ha MPHIIOKEHHE).

Hauun na npunoyceniie
HMnrTpasackynapHO IPHIOKEHHE

Korato e Bp3MOXHO, HHTPABACKYIapHOTO NPHIJIOKEHHE Ha KOHTPACTHOTO BELIECTBO TpsiOBa J1a ce
M3BEPIIBA NPH JICKALIO MONOKEHHES HA TAIHEHTA.

Heo6X0IMMO € NOBUIlIEHO BHUMAHNE 0 BpeMe Ha HIXKEKTHPAHETO Ha KOETO M 1a € KOHTPACTHO
BEIIECTRO, 3a 1a ¢ H30erHe eKcTpaBasanus,

Humpaserosna/undysuonna ypoepagus

W36panara jj03a MOXe Aa C€ MPHIIOKH KaTo Obp3a HIKEKIMA WM KaTo uH(]y3uA, Bb3 OCHOBA Ha
HeoOX0oAMMUSA B H3CJICIBaHE.

OU3HONOrHYHO cniabo KOHLEHTPHUpAaIllaTa CIOCOOHOCT Ha BCE OLIC HEIPCIHA He(poH Ha AETCKHUTE
6BOpElH H3NCKBA OTHOCHTEHO BHCOKH IO3H HA KOHTPACcTHH BELICCTEA. [Ipn uHTpaBeHO3HA yporpagus,
obmTe 1034 oT 150 ml npu Bu3pacTHH K 2,5 mi/Kg npy Manku Jeua Ha Bh3pacT Hajl | roxuHa, feua u
JOHOILM He TpAOBa Aa ce HazjsHuIaBar. [Ipy HHGY3HOHHA yporpadmus, xo3ara or 250 mi ne TpAOBa Aa C¢
HaABHIIIABA TPH BE3PaCcTHH.

BpeMeTo 3a H3BbPIIBAaHE Ha H3CJIC/[BAHETO 3aBHCH OT BPEMETO 32 uHxekTHpane/uady3us. [Ipn 6Bp30
HHKEKTHpaHEe B PAMKHTE Ha 1-2 MHHYTH, IT5PBATa CKCNO3HIHA TpsfiBa a ce U3BHPIUHA 3-3 MHUHYTH CIE]l
HAYAIOTO HA HHIKEKUMATA (mapeHxHMHia dasa), a Bropata cies 8-15 MUBYTH (exckperopHa ¢asa). [1pw
GaBHa HHAY3HA B paMKHTE Ha 3-5 MHHYTH, BpEMETO 3a CKCIIO3HINA Tps6Ba na 6bae 5-10 MUHYTH H 12-20
MHHYTH 33 IAPEHXKMHATA H eKCKpeTopHa (hasu, COTBETHO. BpeMeTo 3a eKCIOIUINA MONE 114 ce Y ABIDKH
B ciyuali Ha nexo 6s6peuro ypexaane. [Ipu Ta3u nomynauus ot NaHEHTH, HE TpabBa Ja ce HAABUIIABA
obmara xoza ot 200-350 mg L’kg 1.T. |

Drebozpagus

[ipu dneGorpadus no3ara 3a ropHy kpaiinuuy e 10-50 ml, a 33 101HA kpajiauni - 50 xo 100 ml.
KomOGunupanaTa ofiia 103a NpH noseue Ha Opoil MHKEKIHH 10 BPEME Ha deGorpadna ne TpsadBa aa
HansHmasa 250 ml. O6eMbT Ha e1MHUYHATA HHXKEKIHA 3aBUCH OT MOJJIEKAIHA Ha H3CHEBaHE ChJIOB
YYACTEK.

Crea npotieypaTa, BEHO3HATa cicTeMa TpAOBa Aa ce MPOMHE Ype3 HIKEKTHPaHe Ha HATPHEB XIOPH]
UMM 5% NeKCTpo3a, Pa3TBOPEHH BLB Boja. MacaupaHeTo H OBAHTAHETO ClioMarart 34 OYHMCTBaHE Ha
KOHTPACTHOTO BELUECTBO OT KpaHHHKA.

Kommomepna momozpagpus:

H3obpaszaeane Ha MO3BK
KOHTpPAacTHOTO YCHJIBAaHE Npy M300pa3ssaHe Ha MO3bKA 3aBHCH OT OTCBCTBUCTO Ha KPBBHO-MO3BYHA
Gapuepa MM CTENIeHTa Ha HEHHOTO pa3spyinasaHe. OOUKHOBEHO H300paXECHUATA CC 3aCHEMAT,

3amouBaiiky 2 MHHYTH ClieJl IPWIaraHe Ha KOHTPaCTHOTO BEMECTBO, HO BPEMETO 3
3aBHCHMMOCT OT BaCKYyJIApH3allMATa UM CTEIIEHTA Ha HApyIlicHHe Ha KPhBHO-M
OGHKHOBEHO ce mpuarar cpeaun 103u ot 50-100 ml.

BapHp4a, B
REP
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Heo6X0AMMHTE A03H KOHTPACTHO BELIECTBO M CKOPOCTTA M HAYHHHTE Ha NpHIokeHue (DomyceH,
HH(Y3HOHEH, MyATH(}A30B) 3aBUCAT OT NOAJECKAIIHTE HA H3CJICABAHE OPraHH, NOAJICKAIIUS Ha
JIMATHOCTHUHPaHE NPOGeM H, [10-CIEIIHATIHO, pasIHYHHTE BpEMEHA 3a CKaHHPAHS ¥ PCKOHCTPYKIIHA Ha
obpasa ot ynorpedsBanute ckeHepy. MHGY3MOHHUAT METOJ € 32 NPCANOUHTAHE IPH DaBHUTE CKEHEPH, A
HIDKCKIHOHHHAAT METOA, MPUACKEH kaTo 60Jyc — npH Obp3HTE CKEHEPH. [1pH OBp30 ¥300pa3ABalllUTe
TEXHHKM, KOUTO MOTAT 1a ¢e MOCTHTHAT ¢be cnupanHa KT, H3non3pailia ¢AHOCPE30Ba HIH MHOroCpe3oBa
TEXHHKA, Ce TIPEANOUHTA YoTpebaTa Ha CU/IOB HHXKEKTOp U Mpoc/ieAAsaHe Ha bonyca. [pu cnupanna KT,
He Tps0Ba Aa ce Haapuiasa obeMa ot 150 ml.

Kongenyuonanna anzuoepagus:

ITepupepna apmepuozpagpus

3a HEDKEKTHPaHe BhB (heMOpaHaTa apTephs MOXe Jia ce H3IO0N3Ba 103a OT 5 A0 20 ml, 3a UHXKEKTHpAHE B
aoprarta — 20 Ao 50 ml, a 3a usKekTHpaHe B aKCHIAPHATA/OAKIIOYHIHA GpaxnanHa aprepus — 3 10

15 ml. O6eMBT U CKOPOCTTA HA KOHTPACTHOTO MHXKEKTHpaHe TpsA0Ba a Cca MpONOpUHOHAIHH Ha
KpLBOTOKA NPE3 CHAOBETE OT HHTEPEC, H Ca CBbP3aHH ChC CHAOBHTE H NATONOIHYHY XapaKTCPUCTHKI Ha
cnenupUUHATE, TOAACKANIM HA W3cueBaHe chaose. He TpaOsa Aa c¢ HaIBHIIIABA obmara n03a or 250 ml
APy BB3pacTHH H 130 ml npu neauaTprHYHU MALHEHTH.

Aopmozpagus (apmepuozpagdpus na aopma oecyendenc)

3a BH3YAIH3ALHs HA 20PTAaTa H HelHUTE IMABHH KJIOHOBE, KOHTPACTHOTO BELIECTBO MOXE /ld €& BRBC/C
AHPEKTHO Upe3 HHTpaapTepHaHa HHXeKIus (METO Ha Seldinger).

3a BU3yaau3alKA Ha A0PTHATA Jbra, TOPAKANHATA a0pTa Ui abOMHMHATIHATA 20PTa, OOHKHOBEHO C€
nprnarar 20-50 ml. 3a aHeBpM3aMH, MOXE 1A ¢e MpHIararT 00eMUTE, §H3KK 1O TOpHATa FpaHKlia Ha
NaJICHUS AHAlla30H.

Cenexmuena abOOMUHAAHA apmepuozpagus

Busyanusanmsa Ha a6IOMHHATHHTE apTEPUH MOXKE Jla C& MOCTHIHE YPE3 CLICKTHBHA KaTeTEpU3aLua v
HHXEKTHpaHe B YepHOApoOHarTa, Lienuaiia HiH ME3CHTCPHAIHA apTCPHH.

3a ceIeKTHBHO HMIDKEKTHPAHE B HEJIHAYHHA CTBOJ TpAOBA Ja Ce MPUHIOXKAT 15-30 ml; 32 ME3CHTEPHAITHHTE
aprepus j0 20 ml; a 3a 6xOpednnTe apTepuy TpAOBa Ja C&€ HINO/3BA obeM ot 15 ml.

He 1ps0Ba fa ce HaapuuIaBa obmara qo3a oT 250 ml.

yamonanna anzuozpagus
Kom6uHHpaHaTa o6ma /103a 3a NoBeue Ha Opoi MHXEKIHH IIPH Iy IMOHAIIHA anrorpacdus He TpAOBa 1a

Hajgsumaea 170 ml.

Mo3svuna anzuozpagus

Besika OT HACTOAUIMTE TEXHUKY € MOAXOAALIA 32 PSHTTEHOJIOTHYHA BU3YyanH3allui Ha MO3BHHOTO
KpbBOCHabAABaHE ¢ HOMEMPOJ HHIKCKIIHOHEH PAasTBOP.

KaporuzaHarta i Beprefpaina aHruorpagus, H3BbpLICHA Ype3 CENCKTHBHA KaTeTECpU3ALHs, MOXKC aa
H3HCKBA TIOBTOPHY HHKEKTHPaHHUS Ha OTAENHH ofeMH oT 5-10 ml o MakcumaieH obem ot 100 ml mpu
Bb3PaCTHH.

Humpagenosna duzumanna cybmpaxyuonna anzuozpagus (HB-/1. C.A)
ApPTEPHOIrpaMH ¢ IMarHOCTHYHO Ka4eCTBO MOXKE Jla Ce IIoyHaT ClIeA no-¢iabo MHBA3MBHO HHTPABEHO3HO
NpHACKEHHE Ha HOMENPOI 9pe3 U3NONI3BAHE HAa IUTHTAJIHA cyOTpaKL¥OHHA ¥ KOMITIOTBPHO
H306pa3dBallia KOHTPACTHO ycuneHa TexHukH. [Tpy Tasu npoliefypa, KOHTPACTHOTO CPEACTBO MOXeE 2 Ce
HHXEKTHPa HHTPABEHO3HO, Upe3 LCHTPaieH Wk Mepr(epeH T0CThIL. HB-J1.C.A. e Hali-4¢ 3BaHa
33 M3CJIC/IBAHE HA CHPIIETO, BKJIIOUMTEIHO KOpPOHapHH Oaiinac MpHCaIKH, GenoxpoCHHTEARTEPUMS 1,
aprepunTe Ha OpaxnokedanHoTo KphBOOOpAILCHHE, 20PTHATA NIbI3, abnomMuHaIHaT
[NABHHA PA3KIOHEHHS, HIHAYHKTE APTEPHH ¥ APTEPUNTE HA KpPaHHULUTE. OO6ukHO
no3a ot 30-50 ml 3a npunoxkeHue B nepHepHa BeHa, TOpHaTa Mpa3na BCHa Uil
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oOMYaHO Upe3 MEXaHHYHO HHKEKTHPAHE, HO MIOHAKOTa H 1pe3 6bp30 MaHYaJIHO HH)XEKTHPAHCE.
[leproabT, 32 KOWTO KOHTPACTHOTO BEILECTBO C€ HAMHPA B KOHTAKT Che CTeHaTa Ha BeHaTa, MOXKe Aa ce
ChKpAaTH upe3 HkekTupane Ha 20-40 ml u30TOHHYEH pasTBOP Ha HATPHCB XJIOpH TIOA (popMmata Ha
HEMmoCPpeACTBEHO nocaeasatl 0omyc.

Humpaapmepuanna OUSumania cyompakxyuoHHa anzuoepagusa (HA-J{C.A.)

HMomenpon HHXEKIHOHEH PA3TBOP Ce NPeNophYBa 3a HHTPaapTepPHaNHO WHKCSKTHPAHE ¢ JUTHTANIHA
cy6TpakuMOHHa aHrHorpadus Ha riiaBara, LIRATA, KOpeMa, 616peunnuTe 1 nepudepHn CHAOBE. Kato odL10
npasuJio, uanonzsanute npu HA-JI.C.A. oGeM 1 KOHLEHTpAIKA Ca OKOJIO 50% HIH NO-MaJIKO OT TE3H,
yNnoTpeOABaHA NPH KOHBEHIIMOHAIHHUTE NPOUCAYPH. CKOpOCTTa Ha HIXKEKTHpaHe TpsA0Ba Aa 6bae
NpUGAM3HTENHO PaBHA HA CKOPOCTTA Ha KPBBOTOKA Npe3 NOJJICKAILHA Ha HHXeKTHpaHe ChJ.

Haii-yecTo M3MON3BaHHTe 00EMH 3a HXEKTHPAHE, MPUIaraHu AHPEKTHO WK Ype3 KAaTeThp, t4 KaKTo
cneasa:

Mo3B4YHH apTEpUH 5 - 10 ml 3a ceneKTHBHH HHKEKLIHH,
30 - 60 ml 3a o611 oryiex

BeprebGpanHH apTepHH 4 -8 ml

AopTa B KapOTHJHH apTepHH 20 -25 ml

[naBHH KIOHOBE Ha abOMHHATHATA a0pTa 2 - 20 ml

KoraTo e He0OXOAHMO, HEDKeKIMATe MoraT Aa ObAaT NOBTOPEHH. TIpu Ta3u mpoledypa odLaTa 1032 HE
TpaA6Ba Aa Hagermasa 250 ml.

Creq mpolieAypaTa ce M3HCKBa CIHPaHe HA KPBBOTCHCHHUETO HPe3 YIpaXHSIBAHE HA BHUMATENICH HATHCK,
[oC/IeABaH OT OTNeA M 06e3ABUKBAHE HA KpalHHHKA 32 HAKOJIKO Haca, 3a NpeAOTBPAaTABAHE Ha KPBBOUSIIHE
OT MACTOTO Ha apTepHaNHo Npoboxaane. JIBIKCHUATA Ha NANKCHTH, BKTIOYATENHO ABWAKCHHATA DU
[HIIAHE ¥ NperiTbilane, MoXe Ja 10BEAaT /10 HEPaBHAHO PErHCTPHPaHE, BOACHIO N0 HaMallABaHE
Ka4yecTBOTO Ha 00pa3za ¥ He-JHarHOCTHYHO Pa3yHUTAHE.

Anzuokapouozpaghus, eenmpuxyrozpagus, CeReKmusHa KOpoHapHa apmepuozpagius

O6uyalinaTa A03a 32 BeHTpHKyRorpadus e 20-50 ml, a 3a cenexTMBHA KOpOHApHA anruorpadus —

2-10 ml. He Tpa6Ba na ce HaaBuLIaBa o6 06eM oT 250 ml.

Korato ce NpUIaraT rofieMu eIvHHYHH 00CMH, KakTO MpH peHTpHKyAorpadua u aoprorpadns, ce
[penopb4Ba OCHTypABaHE Ha JOCTATHUHO BPEME MY HHIKEKLINUTE 33 OTIIyMsBaHe Ha Bh3MOKHH
XeMOAHHAMHYHH HAPYILCHHI.

JarbIKHTEITHH [IPEATIOCTABKH 34 M3ITBIHEHHE Ha IPoNeAypaTa Ca HATHHHC Ha CIeUaNH3upa Nepcotal,
npocaeassam EKI" anmapatr 1 anckpaTHo obopyABaHe 32 He3a0aBHa peaHHMAaIlHs ¥ KapAMOBEP3HO.
EnexTpoKapAHOrpaMHUTE H BUTAJIHUTE NpH3Hald rpa6Ba Ja ce IPOCHeAABaT PYTHHHO 10 BpEME Ha [i1aTa

npoiieaypa.

M MHTHLIA Ha BbB aHC

Apmpozpacpus, pucmynczpagus, ge3UKYR0ZPAPUA

3a peNOTBPATABAHE HA HHQEKUHs, CC H3UCKBA CTPUKTHA aceriTHuHA TexHuka. OOHKHOBEHO
apTporpadusTa c€ H3BBPIIBA N0/ TOKATHA aHCCTEIMA. HeobxoauaMo € fa ¢e npuaara (IyopOCKOnCKH
KOHTpOJI, 34 A2 C€ OCHTYPH MPaBUIIHO BHBEK/AHE Ha HIJIATA B CHHOBHANHOTO MPOCTPAHCTBO H
peA0TBpaTABAHE HA €KCTPAKANCy/1apHO HHKEKTHPAHE. AcrupaiysaTa Ha NPEKOMEPHOTO KONMUCCTBO
CHHOBMAHA TETHOCT 1e HaMaJTH GoJiKaTa NpH HHXEKTHPaHe K (e NPEJoTBpaTH paspex/IaHeTo Ha
KOHTPacTHOTO cpefcTso. I1o BpeMe Ha HIDKEKTHPAHETO HE Tpsa6Ba Aa ce YNPaKHABA IPEKOMEPHO
HaJIATaHe.

Busyanusaluia Ha CTABHHTE KyXHHH 1 MOBBPXHOCTH MOKE Aa CC NOCTHCHE Ype 5 i
KOHTpPAcTHO u3cneAsane. OOHKHOBEHO MO-MaJIKH ofeMH KOHTPacTHO BEIICCTBL
aprporpads Ha KOIAHOTO HITH PaMOTO, KOTaTo Ce M3BBPIIBAT NBOVMHH KOHTPHCRN
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pasnpbCKBaHE HA BELECTBOTO B LISUIOTO CTABHO MPOCTPAHCTBO CE M3MOI3EA TACHBHA HIIH aKTHBHA
MaHHNYanuA,

Endockoncka pempozpadna xorauzuo-nanxpeamozpagpus (E. P. X I1.)

[To Bpeme Ha E. P. X. I1. e Heo6xon1MM0 BHUMaHHE OTHOCHO HAJLATAHETO NPH HIDKCKTHPAHT U
HIDKeKTHpaHus o611 06eM, 3a 1a ce MHHUMHU3HPA PHCKa OT paspyLIHTENHO pa3yBaHE HHA HA
noJUIexKaNKTe Ha H3ceBaHe KkaHat. MakciManHara Ao3a 3a ynorpeba npu E. P. X.II. e 100 ml.

Xucmepocannunzozpagun
O6uuaiinara no3a ¢ 10-15 ml, npunarasa 6aBHO npe3 KaHwa, 6e3 MpEeKOMEPHO HaNATaHe. [Ipenopbusa
ce pMyopocKONCKO NPOCIEnIBaHE.

Pempozpadna yucmoypempozpadus/nuerozpagua/Xonanzuozpagpus

OT ChIIIECTBEHO 3HAYEHHE Ca CTEPHIIHHTE MPOLICAY PH.

Tsii KaTo PETPOTPaAHMTE TIPOLIEAYPH HIHCKBAT CIenMbHYSH HHCTPYMCHTAPHYM, IIPH MALKCHTH C 0CTPa
urdeKIHs Ha NoAeKallHs Ha H3C/e/IBaHe Opral € HeoOXx0AuMO CHOIONaBaKe Ha CIICHHATHH MPE/Tasii
mepkH. IIpy nucToyperporpaduyHi IPOLCAYPH € HEOOXOAHMO Ja C€ IPUIIOKH A0CTaTbHCH obeM oT
KOHTPACTHOTO BEILIECTBO, KOATO J1a 3aMbJIHA aAeKBaTHO NHKOYHHA MEXYD. HannnBaHeTo Ha Mexypa
TpsAGBa A CTAHE B PABHOBECHOTO CHCTOSHHE, TP YNPaXHABAHE HA [IOBALICHO BHUMAHHE 34 H30ArBaHe Ha
NpeKOMEPHO HasraHe.

4.3 IIporuBomoxkasaHus

Homenpon HHXeXIHOHEH pa3TBop He TPAOBa Aa ce NpHAara NpH NalHeHTH C H3BCCTHA
CBPBXUYBCTBHTE/HOCT KBM aKTMBHOTO BEUIECTBO HOMENPOI YIIH KbM HAKOE OT HOMOIIHATE BEILCCTEA.

4.4 Cnenmannu npegynpexaeHns B NpeANa3sHA MEPKH NpH ynoTpeda

OO01uH npeaynpexaeHHs
JIHarHOCTHYHY NMPONEIYPH, KOUTO BKIIOYBAT MPUIOXKEHHE HA KOCTO H Ja € peHTreH-HENPOITY CKITHBO

BEIECTBO, TPOBa ia CE IMPOBEXAAT IO/ PHKOBOICTBOTO Ha NIEPCOHAI ¢ HEOOXOAMOTO oOyueHHe U ChC
3aIBJIOOYEHO MO3HaBaHe Ha cnenudpryHara npoLeaypa, KoATo We C¢ H3BBPIIIBA.

HeoBX0IuMo € HAIMYKE Ha TIOAXO0AILA anapaTypa 3a CpaBsHe ¢ BCAKO YCIOXKHEHNE Ha Ipolieaypara,
KAKTO ¥ 34 CHEIIHO JICUeHHE Ha Texka PeaklHa KbM CaMOTO KOHTPacTHO BEIECTBO. ToBa BKIIO'BA, HO HE
ce OrpaHHuaBa Ko 06opyABaHe 3a CELIHK NIPOLIEKYPH B NEPCOHAN, 00YYEH B NPEAOCTABAHETO HA
’*HBOTONOMTBDXKALIM MEPKH U JeucHue Ha aHapunakcua. Criea napeHTeparHo NpUIoKCHHUE Ha POHTICH-
HENPOMYCKIHBO BEIIECTRO € HeoOX0/MMO HajlYie Ha KOMIICTEHTEH NEPCOHAT H CICIIHO o0opy/BaHe B
NpoABJLKEHHE Ha Hali-Manko 30 MHHYTH CII€/l Kpast Ha H3C/I€IBAHETO, 32 A1a C€ OCHIypH NeYEHHE Ha
€BEHTYATHO YCAOKHEHHE OT [POoLeypaTa, KAKTO H CMICHIHO JICUCHHE HA TEXKH OCTPH HIH 3a0aBeHH
peakUHH KbM KOHTPaCTHOTO BEIIECTBO.

Tpeasua BE3MOKHH CEPUO3HU HEXENaHH PeaKiliH, ynoTpedaTa Ha HOAUPaHH KOHTPACTHH BEIECTBA
Tps6Ea 12 ce OTPaHHYH CaMO A0 Cyuau, 33 KOHTO € MPelH3HpaHa HeOOXOAHMOCTTa OT
koHTpacTorpadcko micneasane. HeobxoaumocTTa TpAOBsa fa C¢ OLCHEHH Ha fazaTa Ha KIHWHUYHHA CTATYC
Ha TIalHEHTa, 0COBEHO FBE BPB3Ka ¢ aHaMHe3a 33 CBPbXYYBCTBHTENIHOCT KbM KOHTPACTHH BEIICCTBA H
NATONOTHYHH U3MEHEHHS Ha ChpAcYHO-ChAOBaTa, ObOpeUHaTa HIH K ITHUHO-YePHOAPOOHATA CHCTEMH.

TecTBaHe 34 CBPHEXYYBCTBHTEIHOCT

[Ipu NaUMeHTH ¢ NOXO3UPaHA WU H3BECTHA CBPBbXUYBCTBUTEIHOCT KbM KOHTPACTHH BEILECTBA, HE CE
OPENophYBa H3CACABAHE 38 YYBCTBUTENHOCT, ThH KaTO TEKKUTE HIIH daTanHu peakiiii KbM




IMammenTuTe TpAdBaA A2 ca gobpe XuApaTHpaHH, a BCAKAKBH 3HAUUMH HapYIIIeHHA Ha BOJHHS HIIH
eneKTponuTeH 6ananc Tpsbea aa ce KOpUrHpaT npeiy U cnel MHKEKTHPAHETO Ha KOHTPACcTHOTO
BemmecTso. [To-crneHanHo, ManuesTy ¢ TEXKO PYHKIHORANHO yBpexKaaHe Ha Ou6penuTe, UepHus apob

HJIH MHOKApPAA, MHEIIOMATo03a, HIIH APYTH [IapampoTeHHEMHY, CHPIOBHAHO-KETbYHA (OJIECT, 3aXapeH
auaber, MONKYpUs, OJIMIYpHs, XUITEpYPHKEMUS, KbpMaueTa, MaJIKH Jella, NalHeHTH B CTap4YeCKa Bb3pacT
H MALHEHTH ¢ TeXKO CHCTEMHO 3a60/sBane He TpabBa Ja ce uznarar Ha Aexuaparais. Heobxonumo e
NOBHIIEHO BHUMAaHKE MPK NAHECHTH Ha XUAPATALHA ¢ MOAIEKaIUH 3a00NsBaHus, KOHTO MOTaT Ja ce
BJIOUIAT OT IIPETOBAPBARETO ¢ TEYHOCTH, BKIIFOMHTENHO 3aCTONHA ChPAEYHA HEAOCTATHYHOCT.

Octpo Bh3nancHre WM yHpEeKnuA

HHxeKTHpaHETO Ha KOHTPACTHH BellleCTBa MPH PETPOTPaJHU U3CNEABaHHS Ha PENIPOAYKTHBHUTE bTHLIA
Tpa0Ba fa ce N30ATBa B CIYYAHTE HA OCTPC Bb3NAJICHHE HA TEHHATAIMHTE H H3BCCTHA WM NTOJI03UPaHa
OpeMEHHOCT.

IipoMyBaHe HA KATETPH

CBOHCTBO H8 HEHOHHHTE KOHTPACTHHU BEHIECTBA € U3KIIOUHUTENHO HHCKOTO 3acCATaHe HA HOPMATHHUTE
¢pu3HOoNOrHYHH PYHKIMH, B pesyaraT Ha TOBa, HeliOHHHUTE KOHTPACTHH BELLECTBA HMAT [0-CN1abo in vitro
aHTH-KOAryJIaHTHO JCHCTBUEC OT HOHHUTE KOHTPACTHHU BellecTBa. MeAHUMHCKHMAT NEPCOHAN], H3BBPILBANL
ChAOBH KaTeTEpH3a[UOHHK NPOLeAYPH, TpaOBa J1a € 3an103HaT ¢ TORA H A4 OTACAA CIISHHaNHO BHUIMAHHE
Ha aHrHorpad)ckaTa TeXHMKA H IPOMHBAHETO Ha KATETPUTE, 32 fa MHHHMH3HpA PHCKA OT CEBP3aHHTE C
npouexypara Tpom603a i eMOONH3LM, BKITIOYHTEIHO NPOMHBaHEe Ha KATETPHTE C (PH3HOJOTHYEH pa3TBop
" (ako e HeoOxoauMO ¢ nobaBeH XenapHH).

Habmo/i¢HHE HA MALHEHTA

HumpasacKynapHo RpuRcIcenue
C ornen Ha BE3MOXKHH YCJIOKHEHHs, NalUEHTHT TPAOBA Ja ce Habmozaea B IPOABJDKEHHE HA Hal-Maliko
60 MUHYTH CIIEA IPUSTOKCHHETO.

Hrmpaxasumapro unu 6eHMPUKYIAPHO NPURONCEHUE

He ce npenoppuBa AHPEKTHO HHTPAKABATAPHO UIIH BEHTPHKYIAPHO NPHIOKCHME 34 CTaHAAPTHA
peHTreHorpadua 6e3 KOMIMOTEPU3NPAHO YCHBAHE.

CnelnHaaHy nonyaalHi

HHeduampuuna nonynayus

MankuTe xena (Bb3pacT < 1 rouHa), 1 0cobeHO HOBOPOJASHHTE, €3 0COOEHO YyBCTBHTEIHH KbM
eACKTPONUTEH Juchananc 1 xeMoAHHAMHYHH npoMeHH. HeobxoauMo e Aa ce B3eme o] BHUMaHUue o
OTHOLLEHHE HA JO3HPOBKATA, KOATO LLE C& NpUaara, ASTaAHJIHTe Ha NpoleaypaTta ¥ CECTOAHUETO HA
nanueHTA.

XHNOTHPEOHANIHM HJIIH MPEXOOHO MOTHCKaHe HA MIHTOBHIHATA Xie3a MOXe Aa ce HaOinoJaBa ciel
H3Narane Ha HOOMpaHH KOHTpacTHH BemecTsa. CnelHaino BHHMaHKue TpsOBa aa ce oObpHe Ha
NeHaTPUYHH NAalHEHTH Noa 3 rofAUIlHA Bh3pacT, Thid KATO HHIHACHT ¢ HEAOCTaThYHAa aKTHBROCT HA
IIUTOBBIHATA XKJIE3a B HA4YAJIOTO Ha XKHUBOTA MOXKE Ja 6bA€ BpEICH 3a ABHraTeIHOTO, CITYXOBOTO H
KOTHHTHBHOTO Pa3sBHTHE H MOXKe J1a H3HCKBa NpexonHa T4-3aMecTHTeHA TepanuA. YecToTara Ha
XHNOTHPECOUJUIBM IIPH MANMEHTH HA BBH3PACT NM0L 3 rOAMHH, H3NIOKEHH Ha HOMHPaHH KOHTPacTHH
BetnecTBa € Mexay 1,3% u 15% B 3aBUCHMOCT OT BB3pacTTa Ha YHACTHHIIMTE U A03aTa HAa HOAWPAHOTO
KOHTPACTHO BEIIECTBO H ¢e HalJII01aBa NO-4eCTO IPH HOBOPOJAEHH H HEAOHOCEHH DebeTa. GyHKIHATA Ha
IMMTOBHAHATA Xe3a TpsaOBa aa ObpAe OLCHEHA MPH BCHUYKH NEAHATPHYHH MAllUCHTH HA
FOAUHHK CNeA eKCIIO3HIHA HA HOAUPAKU KOHTPACTHH BEUIECTBA. AKO C€ OTKPHE XM
TpAOBa Aa ce OOMHUCIH HeOOXOAUMOCTTA OT ICUCHHE U PYHKUHATA HA IIHTOBHIH
Ha0r0asa, J0KATO C& HOpMaJIH3Mpa.




Hayuenmu 8 cmapuecka 8v3pacm
TlalMEHTHTE B CTAPYECK BL3PACT €a C H3KIIOUMTEIEH PHCK 32 PA3BHTHE HA PEAKIMH NOPaIH HAMAICHHTC
GH3HONOTHYHHA (byHKUHMH, 0COGEHO KOTaTo CE MPUAaraT BHCOKH 03H Ha KOHTPacTHOTO BELICCTEO.

CapexuyscmeumenHocm KoM HOOUPAHU KOWMPACMHY Geecmaa, ARePSULHO npedpa3noaoICceHUe u
acmma

CepbX4yBCTBHTEIHOCT WM NIPE/IIECTBALLA AHAMHE3A 32 peaKHd KbM foaMpaHd KOHTPACcTHHM BELIECTRA
CBIIO YBEIHYABA PHCKA OT [IOBTOPHO Bh3HUKBAHE HA TEXKKA PeaKkiind KbM HelfOHHHTE BEIEeCTBA.
Bceobiio NpH3HaTo €, 4e HeXeNaHKUTe PeaKUHH KbM HOAHPaHHTE KOHTPACTHH BELIECTBA ¢4 MO-4€CTH NpH
MANMEHTH, HMALIH aHAMHE3a 33 anepru (KaTo: CEHHa XpeMa, OOpHB ¥ XpaHHTEITHA ajleprus).
[MauuenTATe, HIMON3BALIHM GeTa-anpeHepruuHy GA0KepH, 0cOBEHO NALHEHTHTE C aCTMA, MOXKE 1a UMaT
NO-HUCHK Ipar 3a GPOHXOCTA3BM H 1a pearupar 1no-ciabo Ha neycHue ¢ Oera-arOHHCTH M aZ[PEHAITHH,
KOETO MOJKe JIa HANIOXKHM ynotpedarta Ha no-BUCOKU J03H aApCHAIHH.

DYHKYUA HA WUMOBUOHAMA JICNE3A 1L Mecmose 3a PYHKYUA HA WUMOBUOHAMA HCNE3A

MaJIKOTO KOMHUECTBO HA cBoboieH HeopraHuyeH HoauA, MpHCHCTBAIN B KOHTPAaCTHATA CPE/la, MOXKC Ad
NpEAH3BHKA HAKOH e(eKTH BRpPXY (QyHKUHATE HA IMTOBH/HATA HKIIC3a. Te3u edekT ca 1Mo U3ABEHU NPH
NALHEHTH ¢ JATeHTEH WM H3paseH XUIIepTHPEOuan3bM HiH ryia. ChoOuana ce 32 XHNepTUPCOAHSEM
WA JOPH THPSOHAHH OypH cliesl npuiarane Ha HORUpaHH KOHTPACTHH BEILCCTBA.

Enyegpanonamus, npedusguxana om KOHmpacmnu éeujecmeaq

Crobmasa ce 3a ennedanonaTus npy ynorpebara Ha fioMenpodn (BX. TOYKa 4.8).

KonTpacTHaTa eHledanonaTia MoxKe /a ce MposBU CbC CHMIITOMH H ITpH3HALY Ha HEBPOJIOTHUHA
ricdyHKIHA KaTo riasoGonue, 3puTe/IHA HapyLICHHs, KOPOBa CIiCNOTa, 00BPKAaHOCT, IEPUOBE, 3aryba Ha
KOOpAHHALHA, XeMuIapesa, adasus, 3aryba Ha Cb3HAHKME, KOMa H MOIBHEH OTOK B paMKHTE Ha MAHYTH 10
yacoBe Cliel MPHIOKEHHETO Ha ifoMenpos 1 OOHKHOBEHO OTUIYMSABAT B PAMKHTE Ha JiHH.

TIpoAyXTHT TpA6Ba Aa ce U3ION3Ba C NOBUILICHO BHUMAHAE MPH MALNCHTH, MIPH KOHTO € HapyIlEeHa
Lie/I0CTTa Ha KPhBHO-MO3buHaTa 6apuepa (blood brain barrier, BBB), ko€TO MOTEHUHATHO BOAK A0
NOBKILIEHA MPoNyCKMBOCT npe3 BBB 3a koHTpacTHaTa MaTepHs M yBelH4aBa pucka ot eHLedanonaTHs.
[Ipn chMHEHHE 33 KOHTPacTHA cHledaionaTis, MPHIMKEHACTO Ha fiomenpon TpabBa Ja ce NpCyCTaHOBH
H Ja Ce 3alovyHe MOAXOAALIO JICYEHHE,

TeaicK1 KOJKCHU HEJCERARU PEAK YUY

Texkn koxnu peakiud (SCAR), sxmounrento Steven-Johnson (SJ S), TOKCHYHA eMMHAepMalHa
nexponnsa (TEN), ocTpa renepaiusnpaia CK3aHTEMaTo3Ha myCTyio3a (AGEP) u nexapcTBeHa peakilus ¢
eospHOGUIHA M CHCTEMHH cumritomMl (DRESS), konto Morar Aa OBAAT JKHUBOTO3ACTPALIABAIH UITH
thaTanuy, ca cho0IAaBaHK BBB BPb3Ka ¢ HHTPABACKY/IaPHOTO NPHAOKCHHE Ha HOAWpPaHH KOHTPACTHH
pemiccTBa (Bxk. Touka 4.8). Ilo BpeMe Ha NPUAOKEHHETO [TAUHCHTATE TpsAGBa Aa ObAaT UHGOPMHpaHH 32
APH3HAIMTE B CHMOTOMKTE M Xa 6baT HabmoaBaH! BHAMATEIHO 32 KOXHH peaKuHm. AKO ce MOsABSAT
PH3HALH U CUMIITOMH, MPERIIOJIarally Te3H peakilvH, Homepon Tpa6pa aa Gbae cIpaH He3abaBHO. AKO
NAIMEHTHT € PasBHI cepHosHa peaxius kato SIS, TEN, AGEP uny DRESS npu ynorpebara Ha
MomepoH, npunaraneTo My He TpAGBa /Ja ce Bb300HOBSBA NIPH TO3H MAHEHT B HATO CHH MOMCHL.

Bvbpeuno yepescoane
[Ipemuecteamo 6pOpeuHo yBpexkaaHe MOXe a PEAPA3noIoky KbM OCTPA OpOpedHa THCOYHKIHUS CAe

TIpHJIaraHe Ha KOHTPAcTHOTO BEIECTBO.

[IpeBaHTHBHHTE MEPKH BKJIFOUBAT:

- HOCHTHOHKAUHSA Ha MallUEHTH ¢ BUCOK PHCK;

- OCHT'YPABAHE HA AJEKBATHA XUAPATALMA NIPEAH NPUIOKEHAE Ha KOHTPACTHOTO
npeAnoYNTaHe HHTpaBeHO3Ha HH(Y3HA IPSAH H NO BpEME Ha MpoLe/ypaTa
KOHTPACTHOTO BELECTBO OT OBOpELUTE;




- u3GAreane, KOraTo € Bb3MOXKHO, Ha TIPHJIOKEHHETO HA He(PPOTOKCHUHH JIEKAPCTBA UITH TEXKH
XHPYpPIHYHY OnepaliHd U TipolieaypH, karo 650peuna aHrHOILIACTHKA, IOKATO KOHTPAaCTHHTE
BEIISCTBA He OBJAT H3UHMCTEHHU,

. OT/IaraHe Ha HOBO KOHTPACTHO M3cie[BaHe J0 Bh3CTaHOBsBaHe HA OROpeuHaTa QyHKIHA A0
NpeAXoXKIAlHTe H3CIeIBAaHCTO HHBA.

[TanueHTH Ha IHAMH3a MOTaT Ja MoJy4aBaT HOMENPOoJ HHXEKIHOHEH PasTBOD MPEH AHAH3ATA.

KoHTpacTHHTE BEIIECTBA MOTAT Aa MPHYHHAT IpeXoaHo Gp0pedno yBpeKaaHe, KoeTo MoXe ia
MpeAH3BHKA TAKTALKAO32 TPH MAlHEHTH ¢ AHabeT, NexyBaHu ¢ GHTyaHHaH (XK. To4ka 4.5).

Deoxpomoyimom

[TanHeHTHTE ¢ GEOXPOMOLIMTOM MOIaT Ja Pa3BHAT TEKKH, MOHAKOra HEBE3MOXKHH 34 OBJIAAABAHE
XHMEPTOHHYHRE KPU3H CJIeI HHTPABACKYJIApHO NPUIOKEHHE Ha KOHTPACTHH BElIECTBA N0 BPCME Ha
PEHTTEHONOTHYHH TIpolieAypH. [Ipy Te3y NAUMEHTH ce NpenopbYBa NpeMeanKalua ¢ 610KkepH Ha anda- u
OeTa-pelienTOpUTE NIPEAH HHTPAaapTEPHATHOTO HHKEKTHPAHE Ha KOHTPACTHOTO BEIIECTRO, I10]]
HabGnoAeHHETO HA JIEKap.

Puck om gv3nanenue u excmpasasayus
HoMmepoH e xunepocMoapeH. XUIepocMONapHUTE Pa3TBOPH 32 HHKCKLIME MOTaT Aa NPHYHHAT
yBpexJaHe Ha €HJIOTeNa | 110 TO3X HAYMH Ja YBEIHYaT PUCKA OT Bh3NIaNCHHE H CKCTPaBasalins.

Muacmenus cpasuc
[IpunoxeHneTo Ha fioaMpaHH KOHTPACTHH BELIECTBA MOXKE 2 BIOLIY NIPU3HALMTE H CHMIITOMHTE Ha
MHACTCHHA IPaBHC.

Cupoeyru 3aborsganus u 6e100pobHa Xunepmonust
[TpH malMERTH ¢ TEXKO ChpAEUHO 3ab0nsaBaHe B 0COOEHO NPH TE3H CHC ChPAIeYHA HELOCTATRYHOCT H
3a00/151BaHHA HA KOPOHAPHHTE apTepHH HMa MOBHIICH PHCK OT TEXKH PeaKlMu.

HuTpaBacKyapHOTO MPHJIOXKEHHE HA KOHTPACTHH BEMISCTBA MOXE J1a YCKOPDH Pa3sBHTHETO HA 6enoapoben
OTOK MpH NaUEeHTH ¢ H3ABCHA HJH Ha4yallHa CbpACUHHa HeAOCTATHBYHOCT, JOKATO [IPHUIICKCHHCTO Ha

KOHTPACTHH BeniecTsa npHd 6enopobHa XunepToHus ¥ 3a00/IBaHUA Ha ChPJICYHHTE KNanu MOKE 1a
AOBeJAE N0 H3Pa3eHH XeMOAMHAMHYHH TIPOMEHH.

Hespoaozuunu cumnmomu

Heobxoaumo ¢ ocobeHo BHUMaHKe NMPH HHTPABACKYJIAPHO NIPHICKEHUE HA KOHTPACTHH BCILIECTRE IIPH
[ALHEHTH ¢ OCTBD liepebpaneH HHPApKT, OCTHP HHTpaKpaHHAJIeH KPbBOU3NUB H ChCTOAHMS, BIUTHOYBALIH
yBpeAa Ha KphBHO-MO3bUYHATA Dapuepa, MO3bUEH OTOK H OCTpa ACMHETHHH3ALNA.

HanwuyeTo Ha MHTPAKPAHHANHY TYMOPH KM METACTa3H H AHAMHE3a 34 eNHJICIICHA MOKE 12 YBEIHTH
BEPOATHOCTTA OT Bb3HHKBAHE HA KOHBYJICHBHH I'bPYOBE.

HeBpojiorHiuANTEe CHMIITOMH, ABJDKAIIM CE HA AErCHEPATHBHH, HCXEMHMYHY, BE3NATHTEIHA HIIH
HEOMJIACTHYHM MO3BLYHO-CHJIOBH MATOJIOTHHY MOTaT Zja ¢e 000CTPAT OT NMPHIIOKCHUETO Ha KOHTPACTHU
BemiecTsa. Te3n MallHEHTH KMAT MOBHIIEH PUCK OT NPEXOAHM HEBPOJIOTRYHH yC/IOXKHCHHA.
HHTpaBacKy1apHOTO NPUJIOKEHHE HAa KOHTPAcTHH BEIIeCTBA MOXKE Ia MPHYHHH Ba30CNassM U
NocncABalla MO3bYHA HCXEMHUA.

Anxoxonuzom

KaxTo eKCnepHMEHTANHO, TaKa H KJIMHUYHO € A0KA3aHO, Y€ OCTPHAT H XPOHHYCH aJIKOXOIT3EM
yBEJMYABAT MPONMYCKIHBOCTTA HA KPbBHO-MO3BUHAaTa Oapuepa. Topa yiecHABa NPEMUHABAHECTO Ha
HoMUpaHUTe CPEACTBA B MO3bYHATA THKAH H BEPOATHO BoJH 1o Hapymienus B [{HC, UM
HeoGxoauMo € Ja ce YIpaXKHABA MOBHIIEHO BHUMAHHE IIPH aNKOXOIHIH, TOpay/EhiMU KHa ":I'-
HaMaJICH I'bPYOB IIpar. 43 T . {;j'g
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Ilpucmpacmsasane KoM Hapxomuyy/ rexapcmea
Heo6xomuMo € Ja ¢e ynpakHSIBa MOBHIICHO BHUMAHHE IIPH NALHEHTH, IPHCTPACTCHH KM HAPKOTHLH
WJIH APYTH, OTIIYCKaHH ChC HIH Oe3 pelenTa neKapeTsa, Iopajy B3MOKHOCTTA OT HAMAJICH IbpPYO0B Npar.

Tpesodiciu cbcmosHuA
H3pazenn cbeTOgHNUS Ha Bb30ya, TpEBOKHOCT H O0JIKa MOrar J1a NpeAH3BHKaAT HEXKeEaHy peakKliii HITH
A4 YCUIIAT PEaKL(HUTE, CBLP3aHH ¢ KOHTPACTHHTE BEILECTBA.

4.5 B3auMoaeiicTBHE ¢ APYrY JEKAPCTBEHHE NPOAYKTH H APYrH GOPMH HA B3aHMOeHCTBHE

JlekapcTBO-IEKAPCTBEHM B3aUMOACHCTBHA (€AHOBPEMEHHO IPHEMAHH JIEKAPCTBA)
OOMHCIETE NPEKPATABAHETO Ha JEUCHHETO ¢ IEKapCTBa, KOUTO MOHMKABAT Mpara Ha NmoJxy4vaBaHc Ha

NPHIATEK A0 24 Yyaca ciaea npolLeaypara 3a HHTPAaTeKaTHO NPHIIOKEHHE H NallHEHTU ¢ HapyWEeHHA Ha
KpbBHO-MO3buHaTa Gapuepa (Bx. Hepponoruuny cumnToMu B pazaen 4.4 va KXII).

3a /1a ce NpeAOTBPATH NOABATA Ha JIAKTATHA AlHA03a IPY MAlHEHTH ¢ JHA0ET, MONOKEHH Ha JIEYEHHKE C
NepopalHi aHTHINAOETHH CPECTRA OT Kaaca Ha 6uryanuaure (MeTGOpMHH), TE3M CpelcTBa TpAOBa Aa
OBAAT CIIPEHH [IPH CISAHHTE CHCHAPHU: IIPeAH HHTPAAPTEPHAIHO KOHTPACTHO NPHIIOXKEHHE C IbPBa
6b0peuna excrioznms;, npu nanuentd ¢ eGFR nox 30 ml/min/1,73m2, nomydaBalii HHTPaBEHO3HO
KOHTPACTHO BEILECTBO WM HATPAAPTEPHAIHO KOHTPACTHO BEIECTBO C €KCMO3HIIMA IPH BTOPO
npeMHHABaHeE npes 6BOpelTe; WM TPH MALMEHTH ¢ 0CTpo GOpeuHo yBpexkAaHe H Ce Bb300OHOBABA ClIEL
48 uaca, camo ako 6p0Opeunara hyHkuus He ce € IPOMEHHIIa 3HAYHTEIHO.

[Tono6HuTe Ha aneprus peakiHH KbM KOHTPACTHHTE BEIECTBA ¢a MO-YECTH H ce MaHH(ECTHPAT KaTo
KbCHH PEaKIHH NMPH MAIHEHTH JIEKYBaHH ¢ HMYHOMOZYJIATOPH, KaTo HHTepIeBKuH-2 (IL-2).

BaanMojelicTBig ¢ 1abopaTOpPHHUTE TECTOBE

Tecmoge 3a wyumoeuonama yrxyus

PesynraTuTe OT onpeAenssHeTo Ha OenTbUHO CBhP3aHuA HOM H H3CISABAHNATA 33 [IOCMAHE Ha
PaAHOAKTHBEH HOA, KOHTO 3aBUCAT OT OL[EHKHTE Ha KOJIHYECTBOTO oA, HAMA a OTpa3faBaT TOUHO
THpeonaHaTa GyHKUHA A0 16 JHU clie/] npHIoKEHHETO Ha HOAMPAHH KOHTPACTHH BemecTra. PesyaraTute
OT (PYHKIIMOHANHHTE H3C/ICABAHS Ha IIIHTOBHAHATA *Jle3a, oDayue, KOHTO HE 3aBUCAT OT OLIEHKHTE Ha
KOJIHYECTBOTO HOM, HANp. aHanu3 na noemanero Ha T3 ot cModia H ofimus WK cBofoieH TUPOKCHH (14)
He ce NMOBJIHABAT.

Beaxo nicnensade, koero 61 MODJIO a ce NOBIHMSe OT KOHTPACTHHTE BELISCTBa, TPAOBA J1a ce H3BBPIIH
NpeaAH NPHICKESHHETO HA KOHTPACTHOTO BEILIECTBO. Te3H JaHHH He ca O CBbpP3aHH C KIMHHUYHH
IPOABH.

JTabopamopru uscredearus

BHCOKHTE KOHLICHTPAllWK HA KOHTPAaCTHH BELIECTBA B CEpyMa H YPHHATa MOraT Ja OIopoYaT pe3yJITaTHTe
OT NafOpPaTOPHHTE H3CNEABAHUS 32 OMIMPYOHH, TPOTEHHH HIH HEOPraHHYHH BEIIECTBA (HANp. XKemi3o0,
Men, kanuwii u pocdar).

4.6 DepTHANTET, OPEeMEHHOCT H KbPMEHE

bpeMeHHOCT
[TpoyusaHMATa NPH KHBOTHH HE IMOKA3BAT TEPATOr¢HEH WM eMOPHOTOKCHYEH e(eKT ClIeH] MPUNOKEHUETO
Ha lioMenpo. KakTo W nipH Apyrute HeilOHHH KOHTPACTHH BELIECTBA, HAMA KOHTPOJHPAHU NPOYYBaHHA
npi GpeMeHHH KeHH, KOHTO /12 NMOATELPAST 6€30macHoCTTa Ha ynotpebata uM npH xopa. ThH kaTo
M3JlaraHeTo Ha oOoLYBaHe 110 BpeMe Ha OpeMeHHOCT TpaGBa Aa ce H30Area IpH BCHUKH ClIy4ay,
HE3aBHCHMO OT TOBa JAJIH Ce HIIH HE Ce NpHJIara KOHTPACTHO BeIIECTBO, I10N3aTa OZPEHIFCHOPEEC
M3cieaBaHe TPAOBa Aa Ce CHOTHECE BHUMATEIHO KbM Bh3MOKHHS PHCK.
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[Ips HOBOpOAECHH, KOUTO ca Ounu n3noxeHH Ha tomeprol BxTpeyTpodHO, ce npenopsuBa Npocie/isBaHe
Ha (GYHKLMATA HA LMTOBHAHATA KJe3a (BX. Touka 4.4).

KnpMmene

ﬁn,uupaﬂme KOHTPAaCTHH BEIlIECTBA C¢ eKCKPETHpAT ¢nado B KbPMATA H HE Ca TOKCHYHHM IPH XXHBOTHH
¢aieA nepopanto npunokeHue. Ot npuaoOUTHA J0cera OIHT, YBPEXKIaHETO HA KbpMa4eTo € MAJIKO
BEPOATHO.

He e neobxoauMo npeycTaHORARAHE HA KEPMEHETO,
4.7 Ed¢exTa Bbpxy cnoco0HOCTTA 32 mo{pHpaHe H padoTa ¢ MANIIHHHA
He ca u3BecTHH e(peKTH BBEPXY CIIOCOOHOCTTA 3a IIodupaHe H padboTa ¢ MallHHH.

4.8 Hexenann JeKapcTBeHH PeaKIHA

O061mu
[TpunoxkeHuero Ha HOOHPAHY KOHTPACTHH BEILIECTBA MOXKE J1a MPEAH3BHKA HEXKCIAHN JICKapCTBEHH

peakuui. OGHKHOBEHO Te Ca JIEKH 710 YMEPEHH H TIpeXoHH No chiHocTTa cd. CrobmasaHy ca, obave,
TEKKH H XKHBOTO3aCTPALIABAINM PeaKL{H, OHAKOra BOAEINH A0 CMBPT. B moBeyeTo Ciiy4aH, peakluuTe
BL3HMKBAT B PAMKHTE HA MHHYTH CheJl JO3MPAHETO, HO MOHSAKOra, peakiHHTe MOXe J1@ Bb3HHKHAT U 1O-
KbCHO.

Anabunakcus (ana@unakToRHA peakHs/peaKituy Ha CBPBXYYBCTBHTEJIHOCT) MOXE J1a CE IIPOABH €
pa3/IHYH¥ CHMITTOMH, KaTO Pa3sBUTHETO HA BCHYKH CHMIITOMH OT €IHH U CBII NAHCHT € PAIKO.
O6uuaitno, B paMKkuTe Ha 1 10 15 MUHYTH (HO PSAKO CHeJ IPOMEXKAYTHK OT 2 Yaca), MalHCHTHT CC
OINIaKBa OT aGHOPMHH YceliaHus, Bb30yAa, 3auepBsaBaHe, 4yBCTBO 32 FOPEIIMHA, YBEIHICHO MOTEHL,
3aMasgHOCT, YBEIIMUCHO CBI300TAENAHE, PHHHT, NAMMINTALHH, [IAPCCTE3UH, NPYPHTYC,
dapaHronapunreanta 60ika H CTAraHe B IbpHOTO, AUCharus, KauluLa, KAXaHe, ypTHKapHi, CPUTEM, JICK
NOKANM3MPAH e/IeM, AHTUOHEBPOTHYEH eIeM H AHCIHEs, AbIDKAINA Ce Ha eACcM Ha €3HKA H JIJapHHKCa W/ HNH
JAPHHTOCTIA3bM, TIPOABSBALL CE C XPHIITEHE H OPOHXOCIHATEM.

Cno6imaBaHi ca Chilo rajeHe, IOBPhUaHe, KopeMHa O0ka 1 AHApHA.

Tesu peakluy, KOMTO MOXKE J]a Rb3HHKHAT HE3aBHCUMO OT MPHICIKEHATA 032 HJIM [TbTA Ha BHBOHIK/IAHE,
MOTAT /i MIpeACTABIABAT IBEPBUTE IPHU3HALY HA LHPKYJIATOPEH KonaIc.

[IpHIOKEHHETO Ha KOHTPACTHOTO BelliecTBO TPsOBa Ja Ob/¢ He3aDaBHO NPEYCTaHOBEHO U, NPH
HeOOXOAUMOCT, CHEIIHO AA CE 3aMoYHe NOAXOAAIO CleH(PUYHO JCUCHHE Ype3 BEHOICH JOCTDII.

TeXKH peaki[uH, 3acCATalld ChPACUHO-ChL0BaTa CHCTEMA, KAaTO BasoAUNaTalK ¢ H3pa3cHa XUIIOTOHU,
TAXHKApAHA, NHCTHEA, Bb30ya, HaHo3a U 3aryba Ha Ch3HAHKE, IPOrpeCHpaly A0 AMXaTCNCH H/AIH
ChpHEUEH apecT, MOKe Aa A0BeaT 40 cMEPT. Teau chOUTHA MOXKeE A2 BE3HHKHAT MHOTO OBp30 M
M3UCKBAT LISIOCTHA M arpecHBHa KapAMOIyJIMOHAIHA peaHHMaIHA.

TIEPBHMHAAT LHPKYIATOPEH KOJIance MOXe 113 Bb3HHKHE KATO €AKHCTBEHATA W/HJIH MBPBOHAYA/IHa NPOsiBa
6e3 pecnHpaTOpHH CHMITOMH KJTH O€3 IPYTH OT [IOCOYCHHTE NO-TOpe NIPH3HALH HITH CHMIITOMH.
HexenanuTe peakiiHi, ChOOIIEHH B KIIMHAYHHTE NpoyyuBanus cpel 5 311 Bb3pacTHH MalMeHTH H OT
TIOCT-MapKeTHHTOBOTO HAONIOICHNE ca IPEACTABEHH B TA0IHI[UTE NO-A0MY N0 YECTOTA H Ca
knacupunppasi no MedDRA cucTeMO-OpraHHH KIacoBe,

[IpH BCAKO IPYNHPAHE B 3aBHCHMOCT OT YECTOTATA, HEKENARHUTE PEAKIHH ce H30pPOsBaT B HHIXOMALL pell
O OTHOLIEHHE Ha TAXHATA CEPHO3HOCT.

4.8.1 HHETpaBacKy/IapHO NPHIIOKEHHE
Bh3pacTHHTE MAUUESHTH, BKAOUYEHN B KIMHUYHH NPOYYBaHHA C HHTPABAaCKYNapHO
iomeripon ca 6uim 4 739.
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Bvapacmnuu

MeDRA-baza Hexeanu peakiHH
AAHHH HA CHCTEMO- | KiinHHYHM NpoyYBAHHSA IMocT-MAPKETHHIOBO
OpraHHH KJIacoBe gaboaenye
Yecn HeuecTH PeakH C HeH3BECTHA YeCTOTA™
110000 | (>1/1000p00 | (>1/10000 no
< 1/10) < 1/100) < 1/1 000)
HapyeHds Ha TpomGouuTONEHHA
KpBBTa K IMM(pHATa XeMOJUTHYHA aHeMHUs
CHCTEMA
Hapywenus Ha AnaHIaKTOH/IHA PEeaKIUs
| HMYHHATa CHCTEMA
EnaokpHHHH XunepTHpeOaAN3IEM
HapyICHHA
Tcuxuuinu F TpeBOXKHOCT
HApPYIICHUA | CrcrosHue Ha 0OBPKAHOCT
Hapyimienus Ha 3aMasHOCT [Ipecunkon KoMma
HEpBHATA CHCTEMA [ mapobonne IIpexoAcH KCXEMUYECH
IPHCTHIN
[Tapanm3a
Cunkon
KoHByICHH
3ary6a Ha Cb3HaHHE
HuzapTpus
ITapacTe3un
AMHeE3UA
CpHAHBOCT
HzBparteH BKYC
ExnedanonaTns,
npeau3BHKaHa OT KOHTPaCTHU
| BemecTBa ***
HapymeHud Ha ITpexoaHa CJIETIOTA
OYHKTE 3puTeHA HApYIICHAA
KOHIOHKTHBHT
VYBeNHUESHO ChJI30OTACIIAHE
OoTONCHA
CopIcuHH Bpagukapaus CobpRcYeH apecT
HapyLIEHHS Taxuxapans MuoxapaeH HH(apKT
Excrpacuctond | ChpAeHHA HEOCTATHHHOCT
AHTHHA NMEKTOPHC
ApHTMHAA
KamepHO WIH IPEACHPAHO
MBXKICHE
ATPHOBEHTPHKYIapeH 010K
Cp0BY HapylIECHHs XHMepTOHUs XUnoToHus 1{upKyIaTOpeH KOJNANC I
IOK
3auepBABaHE
brnegHOCY
[{nangge
Tpom¥
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KopoHapHa aprepHajiHa
embonus

Baszocnaspm****
HcxemMusa****
PecnimpaTophm, IicnHes JluxaTeNeH apecT
I'PB/IHH H OcThp pecnupaTOpeH JACTPEC
MCIHACTHHaNHHU CHHJPOM (OPLC)
HapyHICHHA BenoapobeH eneM
JlapuHreancH exem
dapuHreaieH ¢1em
BbpoHXO0CIIa3bM
ActMma
Kanuivna
JuckoM(opT BEB (papHHKCa
TIInckoM$OpT B IAPHMHKCA
PHHHMT
Tuchouus
| CToMAIIIHO-4pEBHH [loBpbIaHe Huapus
HapyLICHUS ['agene Kopemna 6onka
Xunepcekpeuns Ha CMOHKA
Jincoarua
YroneMsaBaHe Ha CMIOHYCHUTE
I X NEe3H
Hapymienua Ha Eputem Obpus OcTpa reHepaln3upana
KOXaTa H Y pTUKapus eK3aHTEMATO3Ha MyCTy03a
NOAKOXHATA THKAH IlpypHtyC AHrHoeJeM
YBenH4YeHO NOTCHE
CunapoM Ha CTHBBHC-
JI>KOHCBH
TokcHYHa enuepMalTHa
HEKPONH3a
Epurema Mmyantugopme
JlekapcTBEHA peakLMA C
cO3HHO(DUITHA H CHCTEMHH
CHMNTOMH
HapyiueHus Ha boika B repba ApTpairns
MYCKYJIHO-
CKEJIETHATA CHCTEMA
H CheAMHUTEIHATA
ThKaH
Hapyloenus Ha OcTpo 6B6peyHo
OBOpeuHTe U HapyleHue*****
NMHKOYHUATE NbTHILA
O6u Hapymenus 1 | Yyscreo 3a | I'pbada Oonka | ACTEHHS PeakiHg B MACTOTO Ha
edeKT HA MACTOTO | FOpelIHHa 3aTONJsiHE U Brpucanus MHKEeKTHpaHe™*
HA NPUICKEHHE GOnKa B IIupekcHs Hepa3nonoxeHue
MACTOTO Ha Kaxaa
HHKXEKTHpPaHE JlokanHa cTyYACHHHA
Hacaenpanusg YBenHyeH [Topumenue Ha ST cerMeHTa B
KpeaTHHUH B i :
KpPbBTa
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*T'bii KaTO peakuuuTe He ca Ouny HabmoJaBaHH 1O BpEME HA KIHHHYHHTE npoyyusaHus ¢ 4 739
ManHMenTH, Haii-nobparTa OLEHKA ¢ Ta3H, Ye TAXHOTO OTHOCHTENHO Bh3HHKBAHE ¢ paako (> 1/10 000 no

< 1/1 000).

Haii-nonxoaaumst TepmuH no MedDRA ¢ H3n0N3BaH 3a ONHCBAHE HA ONPENCCHA peaxius 4 HEHHUTE
CHUMIITOMH ¥ CBBP3AHUTE ChCTOSHHA,

**PearIIMUTE HA MACTOTO HA HHXeKTHpaHe ofxBamat 6oNka H TOAyBaHe Ha MACTOTO Ha MHKeKTHpaHe. B
6OMUMHCTBOTO OT CAYYaHTE TE CE Ab/KAT Ha €KCTpaBa3alins Ha KOHTPacTHOTO BelISCTBO. Te€3H peaKL{HN
ca oOn4aiHO MPEXOAHN M BOJAT OO BB3CTAHOBABAHE 6e3 nocneacTeus. Coo01aBaHH Cca CiydaH Ha
eXCTpaBa3allus ¢ Bh3MANCHHE, HEKPO32 Ha KOXAaTa H JOPH PasBATHE HA KOMNAPTMEHT CHHAPOM.

**+ ExnedanonarusTa MOXe JIa ce IPOABH CbC CHMIITOMH H ITpU3HALIH Ha HEBpPOJIOTHYHA AHCHYHKLHA
Kato rnapofoime, 3puTENIHA HApYIICHUs, KOpOBa CIICTOTa, 06BPKAHOCT, FBPUOBE, 3aryba Ha
KOOPAHHAIIHSA, XeMHIape3a, adasus, 3ary0a Ha Chb3HAHHE, KOMA H MOIBHCH OTOK.

*%¥*Ra30cMasbM U OC/eNBalla HexeMud ca HabMIoAAaBaHH O BPEME Ha HHTPaapTEPHATHUTE
HHXEKTHPaHHA Ha KOHTPACTHOTO BELLCCTBO, 110-CIICLUAHO CJIEA KOpOHApHa U Liepedpanta aHruorpadusi,
4ecTO MPOLEJYPHO CBBP3aHH H Bh3MOXKHO NPEAU3BHKAHH OT BbpXa Ha KaTeThpa WM NPEKOMEPHO
HANATaHE B KATeThpa.

*xx¥Moske Aa ce pasBHe IpexofHa OrOpeuHa HEAOCTATEYHOCT C OJIMTYpHA, POTCHHY PHS H
[OBHIIABAHE HA CEPYMHHS KpEaTHHHIH, 0cO0CHO PR NAIMEHTH C yBPEACHA 66peuHa dynknus. B ciyqan
HA EKCTPABA3AJIHO HHXEKTHPAHE B Pe/IKH Cy4an MOXe ia CC pa3BHe ThKAHHA peaKIy.

Heduampuunu nayuenmu

HMa orpaHudeH ONUT C NEAHATPHYHY NALHEHTH. BazaTa JaHHH HA KIUHWUYHH NIpOYy4BaHHs BbDXY
nepuaTpuaHarta 6eszonacHocT obxBama 167 nanieHTH.

[TpohuasT Ha Ge30MaCHOCT Ha HOMENPOJ € CXOACH P 1C11A K BB3paCTHH.

[IpexoneH XMIOTHPEOUTU3BM IIDH HOBOPO/IEHH,0C00€HO NIPH NPEXAEBPEMEHHO POLICHH HJIH HOBOPOLCHH
¢ Hucko Terio ¥ aena (0-3 roguHu), KoraTo ¢a H3joKCHH Ha iioMenpo.

4.8.2 Tpanoxkenne B TeJNECHHTE KyXHHH

CJiell HHKEKTHpaHe Ha HOAMpaHO KOHTPACTHO BELIECTBO B TEACCHATE KyXWHH, TO ce abcopbupa 0aBHO OT
yYyacThKa Ha NMPHJIKCHHE B CHCTEMHOTO KpBEBOOOpaNICHHE H NOCICABAINO CC H3YHCTBA Ype3
eTAMUHEHpaHE OT OBOpenuTe.

KppBHaTa aMH/Ia3a ce MOBHIIAaBa YECTO CIIEA eHA0CKOTICKA peTporpagHa XOJIaHTHO-TIAHKPEATOrpagus

(E. P. X. I1.). OnucaHyu ca MHOI'O Pe/IKH CiTy4an Ha NaHKpEATHT.

PeakuuKTe, CHOOIICHH TipH CITydaH Ha apTporpadus u ductynorpatdrs o6uuaifHo IPEACTaBAT MPOIBH Ha
npasHeHe, HaCIOAEHH BBPXY ChLIECTBYBAILO ThKAHHO BB3NANICHHE.

CHCTEMHATA CBPBXYYBCTBHTEITHOCT € PAMKA, Hajt-06 1o Jieka 1 noj fopMaTa Ha KOXKHH PEaKIIHH.
B13MOXKHOCTTA 34 PA3BHTHE HA TSKKH aHAGHIAKTOHIHH DEAKIIHH, obade, HE MOKE [a C€ H3KIIIOYH.
KaxTo u npH Apyry fioaupasu KOHTPaCcTHH BCINECTBA, GonKH B Tasza H (hHIHUECKO HEPA3HOIOKEHHC €
BB3MOYKHO 13 BB3HHKHAT CJIe[ XHCTEpPOCaNTTHArorpahus.

Crobmapase Ha MON03HPaHH HexenaHy peaKkilng
CpoGIIaBaHETO Ha MOAOZHPAHH HEKEJIaHH PEaKUHH CIIC] paspelllaBaHe 3a ynotpeba Ha ACKapCTBCHUA

NpOAYKT € BakHO. T0OBa N03BONABA /12 NIPOABIDKH Ha6MIOXEHHETO HA ChOTHOLIEHHETO N0/133/PHCK 32
fleKapcTREHMs MPOAYKT. OT MEIMIMHCKHTE CHELMATMCTH CE JW3UCKBA Jla ChoOINaBaT BCAKA NOAO3HUpaHa
HeKenaHa peakuus Ypes:

H3mbJIHETENHA arcHUHA 110 JIEKapCTBaTa
ya. ,.,Jlaman I'pye” Ne 8

1303 Codmus

Ten.: +359 2 8903417

yeGealiT: www.bda.bg

4,9 [IIpeno3mpane
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[Tpeo3UPaHETO MOXE a JOBEAE 10 KHBOTO3ACTpallaBaIlK HEXENAHH PeaKIny IJIABHO OT CTpaHa Ha
[y IMOHAJIHATA ¥ CBPAEYHO-CBI0BATA CHCTEMH. JICYEHHETO € HACOUCHO KbM AOZU(bPXKAHE Ha KHIHCHUTE
(QYHKIHH H CBOSBPEMEHHO IIPHIIAIaHE HA CHMITOMATHYHA Tepanhi. Homerpon He ce CBBpP3Ba C
NAa3MEHUTE WIH CEPYMHH NPOTEHHH H, CIICIOBATE/IHO, MOXKE A 6be OTCTPAaHEH Ype3 AHajusa.

Croitnoctute Ha LDsp (g fioa/kg) 3a iHoMenpos NpH XXKUBOTHH Ca:

HAHTpaBeHO3HO NPHIIOKCHHAE: 19,9 (19,3-20,5) (mu1ika)
14,5 (13,2-16,0) (m1bX)
> 12,5 (kyue)

HuTpanepuTOHEAHO NPHIIOKEHHE: 26,1 (13,1-29,2) (MH1LKa)
10 (8,9-11,3) (mrex)
MuTtpanepebpaito npHIOKEHUE: 1,3 (1,2-1,5) (Munika)
HMuTpauncTepHanHo NPUACKEHHE! > 1,2 (MIBX)
HHTpakapOTHAHO NIPUNTOKECHHE:! 5,8 (4,64-7,25) (nbX)

5, ®APMAKOJOIrMYHHU CBOHCTBA
5.1 @apMakoAHHAMHYHH CBOHCTBA
dapMakoTepaneBTHYHA rpyna: KoHTpacTHH BELIECTBa, ATC xon: VOSBABI0

{lomMepoH chOBPKaE KATO aKTHBHA CHCTABKA HOMEMPOJ, KOUTO € TpH-HOAHPaHO HEHOHHO KOHTPACTHO
BELIECTBO M C& M3MOJI3BA 33 PEHTICHOBH MU3CICABAHNA,

5.2 dapMAKOKHHETHYHH CBOHCTBA

dapMaKOKHHETHKATA, MOHOCHMOCTTa H IHATHOCTHIHATA epHKaCHOCT Ha HOMEMpPOJ B PA3TBODH,
chappxami fo 400 mg #ox/ml ca U3NUTaHU NP 3/IpaBH no6GpOBOMIA H MAUHEHTH C [TOKa3aHHA 33
yporpadus, anruorpadns, KT 4 nzcieapane Ha TEICCHUTE KyXHHH.

JIaGopaTOpHHTE NapaMETPH M XKHU3HCHHTE [I0KA3ATEIH HE NOKAZBAT KJIMHAYHO 3HAYMMH H3MEHCHHSL.
dapMaKOKMHETHKATA Ha HOMENpO, BbBEACH HHTPABaCKyIapHO, OTIHCaHa MpH¥ ABYKOMIIAPTUMEHTEH
mojet, okassa Gup3a hasa Ha pastpesieieHne | no-0aBHa ¢da3a na enumunupane. [Ipu 18 31paby
ROGPOBOJIIH, CPEAHUAT OMYKHEOT Ha (pa3aTa Ha pasnpe/CCHUC 1 Ha ¢azaTa Ha ETMMHUHUPAHE CA

choTBeTHO 23 £ 14 (5) min u 109 + 20 (s) min, ¢ 50% 6nOpevHa eKCKpeLHs 10 2 yaca ¢JIe] BhBCKIAHETO.
5.3 TlpeAKNHBHYHA JAHHH 33 6e300aCHOCT

Pesy ITaTHTE OT M3CTEABAHAATA MU TTbXOBE, MHIIKH H Ky'eTa [I0Ka3BaT,9e HAOMENpoIl IPUTekana 657pd
TOKCHUHOCT TIPH MHTPABEHO3HO HITH MHTPAApTEPHAIHO TIPHIOKEHNE, NOA00HA Ha Ta3H NPH APYTHTE He~
HOHHH KOHTPACTHH BeMiecTBa. CHCTEMHATA IOHOCHMOCT Clie/l TOBTOPHO HHTPaBEHOIHO MPUIIOKEHNE MpH
[LITbXOBE H KyueTa e 00pa. Cliell MHTPABEHO3HO IIPHIIOKEHHE MPH TUTBX0BE HOMETPOJI CE PasTpE/C/i
MECTy TIAIMATA 1 SKCTpANe/Ty JapHOTO IPOCTPaHCTRO. MoMenpoi He ce CBP3BA C MIAIMCHHTE GenThIIH.

He ce MeTabou3upa i c& eTMMHHIPa [OYTH H3LAIO 0T GbOpeLHTE. [Tpu nurbxoBe 94% OT NpUNOKEHATA
1033 C€ OTKPHBA HEMPOMEHEHE B YpHHATa B MbPBUTE 8 waca.

6. O®APMAITEBTHYHH JAHHU
6.1 ChouchbK Ha NOMOIIHHTE BELECTBA
PoMepoH HHKEKIHOHEH Pa3TBOP ChAbpPKA:
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TpoMeTamon,
XJIOpOBOAOPOAHA KHCEIMHA,
Boaa 3a HHXEKI[HH.

Homepon 400 cuabpxa (konuyectso/ 100 ml):
[ToMollIHH BeMIECTBA!

Tpomeramon 100 mg,

Xnoposogopoana kucenusa (d=1,18) 24 mg,
Bopna 3a uixkekiuy o 100 ml

6.2 HecLBMeCTHMOCTH

[Ipu nHnca Ha Npoy4BaHHs 3a HCCBBM SCTHMOCTH, TO3H JICKAPCTBEH NMPOAYKT HE TpAOBa 1a CC CMECBa C
JPYry neKapCTBEHH NPOAYKTH.

6.3 Cpox HA FOAHOCT

5 rogHHH

6.4 CnenHalHH YCJIOBHA Ha CbXpaHCHHE

Ila ce ¢bXpaHsiBa B KAPTOHEHATA ONAKOBKa, 33 Ja Ce NpeAnasy o1 ceemHAa. Jla ce cepxpaHsBa moa 30°C.
Makap ye UYBCTBHTENHOCTTA Ha HOMENPOJI KbM PCHTTCHOBHTE JTHHH © cnaba, Toil TpsOBa Aa ce CbXpaHsiBa
fajied OT M3TOYHHIHA Ha HoHH3mrpaiuy b4, KoHTpacTHHTE BEIIECTEA HE 4 npegrasHaueHn 3a
MHOTOKpaTHa ynorpeba. Kaydykosara 3amyiianka TpsaOBa Aa ce npobojie caMo BEAHBK. 3anymaljkara ce

npo6HBa ¢ NOAXOAAIIA KaHI0Na, ¢ KOATO C¢ aCTIipUpa pasTeopa B CHPHMHIIOBKATA, HEMOCPEACTBEHO MPE/H
ynotpeba. KonH4ecTBoTo Hen3no3BaH KOHTPacT TpaOBa Ja ce H3XBBPJIH.

6.5 Bnau curabPRAHAE HA ONAKOBKATA

HMomepon HIDKEKILHOHEH PasTBOP C& ChbXpaHABa B OyTHJIKH, HAIPABEHH OT CTHKJIO THII I mnu 1l
(Epponeiicka dhapmakornes). byTunkuTe ca 3aTBOPEHH € XaJI00yTHIIOBH 3ally IIANKH H ATy MHHHEBO-
NpOMUNCHOBH KaNadKH.

lomepon 400 Byrunku 50 ml, 100 ml, 200 ml
6.6 ChennaJHH NPEANA3HA MEPKH HPH H3XBB[NIHE # paboTa
Hama cnetHa HHi U3HCKBaHHA.

HeH3non3BaHusT NEKApCTBEH POAYKT HIlK OTNAXbYHHTE MaTepHaiH OT HETO TpsOBa Jia ce H3XBBPIIAT B
ChOTBETCTBHE ¢ MECTHHTE H3UCKBAHHS.

7. MPUTEKATEJI HA PASPELHIEHHETO 3A YIIOTPEBA

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

Htanus

8. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA
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Per. Ne 9700016

9, JIATA HA ITBPBO PA3PEIIABAHE/TIOAHOBABAHE HA PAIPEIIEHUETO 3A
YIIOTPEBA

Jata xa mepBo paspelasane: 31 anyapu 1997,
TlaTa Ha nocnegHo mogHoBaBane: 11 rom 2013 r.

10. JATA HA AKTYAJIM3BUPAHE HA TEKCTA.
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Hayuenmu e cmapuecka ev3pacm
[TaqHEHTHTE B CTAPYECKA BH3PACT €a ¢ H3KJIIOYHTENEH PHCK 3a Pa3sBUTHE HA PEAKIHH MOpaH HaMACHHUTC
GHIMONIOTMIHH (DYHKIHH, 0COOEHO KOraTo ¢e MpHAarat BACOKY J103H Ha KOHTPaCTHOTO BEICCTBO,

Cepbxuyecmeumenocm KoM HoOupanu KONMPACMHY GeUECBA, QIEP2UNHO NPEOPASRORONCERUE U
acmma

CBpbXYYBCTBHTEIHOCT WM TIPEUIECTBALIA aHAMHE34 34 peakind KbM HOAHpaHH KOHTPACTHH BEIICCTRA
CHIIO YBENHYABA PHCKA OT NOBTOPHO Bh3HHKBaHE HA TEXKA Peakilisd KbM HCHOHHHTE BEILICCTBA.
Bceoflo npH3HATO €, 4e HeXXEaHUTE peakiliy KbM HOoAMpaHHTe KOHTPACTHH BEILECTBA Ca NO-HCCTH TIPH
[AMeHTH, HMALK AHAMHE3a 3a aneprits (KaTo: CEHHA XpeMa, OOpHB H XpaHHTE)HA anepris).
[TanMeHTHTE, H3TOM3BAMM OeTa-aapeHepruyHy OIOKepH, 0CODEHO MMalHEHTUTE C aCcTMa, MOXE J1a HMaT
MO-HACHK NpAar 3a GPOHXOCNAIbM H 2 pearupar no-ciabo Ha fiedyeHue ¢ 6€Ta-aroHUCTH H AIPCHANIHH,
KOETO MOKE Zla HANOKH ynorpedaTa Ha No-BUCOKH A03H aJipeHAJINH.

PyHKYUL KA WUMOBUORAMA HCAE3A U MECHOBE 30 PYHKYUA HA UWIUIMOGBUORAMQ JCRE3A

MakoTo KOMHYECTBO Ha CBODOAEH HeoprasMdeH HOOuA, IPUCECTBALI B KOHTpacTHaTa Cpeia, MOKE 1a
[IpEAH3BHKA HAKOU edexTn BppXy QyHKIHATA Ha I{MTOBH/IHATA KIIC3a. Te3u edeKTH ca [0 H3ABCHH NpH
fAHEHTH ¢ JIaTeHTeH WK H3pa3cH XUIEPTHPEOHAN3bM WiH Tyma, CpoliaBa ce 32 XHIEPTHPEOJUIEM
HJIH AOPH THPEOHAHY GypH clie]l Ipuiarane Ha HOAHpaH¥ KOHTPACTHH BELICCTBA.

Enyeganonamus, npedussuxana om KOHmpacmuu eelgecmsa

Crobmasa ce 3a eHuedanonarhs rpn ynorpebara Ha HoMmenpon (Bx. Touka 4.8).

KonTpacTHata eHiedanonarus Moske fa Ce IPOsBH ChC CHMIITOMH 1 MPU3HALM HA HEBPOJIOTHHHA
auchyHKIHA KaTo rnaBobonue, 3pUTeHH HapylleHHs, KOpoBa ClenoTa, 06BpKaHOCT, I’bPUOBE, 3aryda Ha
KOOD/MHALHA, XEMHIIape3a, adasus, 3aryfa Ha Ch3HaHHE, KOMA H MO3BYEH OTOK B PAMKHTE Ha MUHYTH 1o
qaCOBE CHE/ MPHIOKEHHETO Ha ioMenpon ¥ 0OMKHOBEHO OTHIYMABAT B PAMKHTE Ha JIHH.

IMpoaykTsT TPAOEA Ja ce H3MO0/3BA ¢ IIOBHIUCHO BRUMAHHE NIPH NAIHCHTH, TIPH KOHTO © HapylleHa
[eOCTTa HA KPBBHO-MO3Bb4HaTa 6apuepa (blood brain barrier, BBB), koeTo noTeHIHAIHO BOAU 11O
MOBHILIEHA MPONYCKIXBOCT Mpe3 BBB 3a koxiTpacTHaTa MaTepHa H yBEIH4aBa pACKaA OT eHIle(paionaTH.
[IpH cCHMHEHHE 33 KOHTpacTHa eHlledanonaTus, NPRIOKEHHETO Ha HOMETIPOI TpsibBa [1a ce IPeyCTaHOBH
¥ J1a Ce 3anOo4He MOAXORAMIO JICUCHHE.

Texkn KOXKHH HEKEaHH peakiHH

Tesxkn koxun peaxuuu (SCAR), skmountenHo Steven-Johnson (SIS), Tokcu4Ha enHCPMAIHA
pexpomusa (TEN), ocTpa remepain3upaa eK3aHTEMAaTO3Ha Iy CcTyl103a (AGEP) n nexkapcTBeHa peakius ¢
cosuHopmMA H cucreMHn cumnromd (DRESS), kouto Morar 1a ObaaT KHWBOTO3aCTpaIlaBaIlH WIH
(haTaymH, ca ChoOLIaBaHH BB BPb3Ka ¢ HHTPABAaCKy TapHOTO NPHAOKCHHE Ha foAHpany KOHTPACTHH
seniecTsa (BXk. Touka 4.8). [To BpeMe Ha PUIOKEHHETO NALMEHTHTE TPAOBa 12 6baaT HHOOPMUPaHH 34
NPU3HALKTE U CUMITTOMHUTE U fia ObaaT HabmoaasaHi BHHMATEITHO 32 KOKHH PEaKiikh. AKO ce nosiBAT
MPH3HAIH ¥ CHMIITOMM, NPEANONaraiiy T¢3H peaKiiH, HomepoH Tpabsa na Gbae crpsH He3abaBHO. AKO
MalMeHTHT € PasBHIl cepHo3Ha peaxuus kato SJS, TEN, AGEP unn DRESS npu ynorpebara Ha
Homepon, npumaranero My He TpsGBa la ce Bb300HOBSBA [IPH TO3H NALKEHT B HHTO €IMH MOMCHT.

Bvbpeuno yapeocoare
TTpenwectpamo 6BOpeuHo yBpexkAaHe MOXe J1a IpeApa3snoNokl KbM 0CTpa OBOpeuHa JACHYHKIHS Clel
NpRJarase Ha KOHTPACTHOTO BEILECTRBO.

ITpeBaHTHBHHTE MEPKH BKJIIOYBAT:
- uaeHTHOhHKALHAA HA TAGUEHTH C BHCOK PHCK;
- OCHI'ypABAaHE Ha aISKBATHA XWUAPaTallHA NPEeAH NPUTOXKEHHE HA KOHTPACTHOTO

KOHTPACTHOTO BELIECTBO OT ObOpenuTe,




Ilayuenmu ¢ cmapuecka ev3pacm
[lan¥eRATHTE B CTAPUECKA BB3PACT Ca ¢ U3KMIOYHTENEH PHCK 32 PA3BUTHE H& PEaKIMH NIOpajd HaMAJICHHTC
¢du3noNoruYHl GYHKIHH, 0COOEHO KOraTo ce MPHJIaraT BHCOKH A031 Ha KOHTPACTHOTO BCILECTRO.

CapuxyyscmeumenHocm KoM oOUpaHU KOHMPACMHY 82UECMEa, anepeutiio NpeopasnonodCeHue U
acmma

CBpbX4YyBCTBHTEIHOCT HIIH NMPEAIICCTRBAIA AHAMHAE3A 32 PeaKLUA KbM HOAMPAHH KOHTPaCcTHY BEIICCTEA
CHUIO YBEIMYABA PHCKA OT MOBTOPHO BH3HUKBAHE HA TEXKA peaKiHi KbM HEHOHHHTE BEillECTBa.
Bceobmo npH3HaTo €, 4e HEXeNaHKuTe peakui KbM HOAHPaHHTE KOHTPACTHY BCILECTBA €2 NO-HCCTH TP
MALMEeHTH, HMallH aHAMHE3A 3a aneprus (KaTo: CEHHa XpeMa, OGpHB H XpaHHUTENHA aneprus).
[lanuenrTHTe, HAMON3BALH OeTa-aaApeHeprudHy GA0KepH, 0COOEHO MALMEHTHTE C aCTMa, MOXE Jd HMar
MO-HUCHK Tpar 3a GPOHXOCIA3LM H [a peardpar no-cjaabo Ha JeveHue ¢ OeTa-aroHKCTH 1 ApeHANHH,
KOETO MOXe [a HaloxH ynorpedara Ha 110-BHCOKH RO3H 3APCHANHH.

DyHKYUR HA WUMOBUOHAMA HCRE3A U Mecmoae 3a (PYHKYUA HA WUMOBUOHAMA JCie3ad

MankoTo KOJHYECTBO Ha cBoGO/IeH HeopraHHdeH HOoAHA, NPHChCTRAIN B KOHTPACTHATA Cpejia, MOXKE Ad
MPeAU3BHKA HAKOH e(peKTH BbpXy (PYyHKIHATA HA IIUTOBHAHATA JKIIC3a. Tesu edekTH ca No H3IBEHH IIPH
MaUACHTH C NaTeHTEH WM H3pa3eR XUIepPTUPEOAHIbM HiH Tyia. Crobilasa ce 32 XUNEPTHPEOIHIbM
Wy AI0pH THpeou HH GypH cliel puiaraHne Ha Hoaupasyu KOHTPACcTHH BCLICCTBA. |

Enyedanonamus, npedusgurana om KOHmMpAacmHtl 6eujecmsa

CrobniaBa ce 3a eHnedanonartus npu ynorpebara Ha fomenpon (BX. Touka 4.8).

KoHTpacTHaTa eHuedaonaTus MoXe Ja c¢ IPOsSBH ChC CHMIITOMH H MPH3HALH Ha HEBPOJIOTHYHA
ARCHYHKIHA KaTo raBofonne, 3pUTeHH HapyLICHH S, KOPOBA CICNOTa, 06bpKaHOCT, FbpY0BE, 3aryda Ha
KOOpJAMHAIHS, XeMunapesa, adasus, 3aryb6a Ha Ch3HaHHE, KOMa H MOIBUCH OTOK B PaMKHTC Ha MHHYTH 10
4acoBe Clel NPHIOKEHHETO Ha ioMenpos i OOHKHOBEHO OTUIYMABAT B PAMKHTE Ha 1HH.

I[TponyxThT TpAOBA A Ce U3MOINI3BA ¢ NMOBUIICHO BHUMAHHE [IPH ITALIMEHTH, NPH KOUTO € HapyILeHa
[efI0CTTa Ha KPBBHO-MO3byHaTa Gapuepa (blood brain barrier, BBB), k0€T0 OTEHIHAIHO BOAH 10
OBHIIIEHA NPONYCKINBOCT pe3 BBB 3a koHTpacTHaTa MaTepui H yBEIHHaBa PHCKA OT eHIedanonaTus.
[IpH ChbMHEHHE 33 KOHTpacTHA exHucdanonaTus, NpHIOKeHHETO Ha HOMETPOI TpsaGBa a cc NIPeyCTaHOBH
H A4 ce 3aloUyHe NOAXOAAILO JICUCHHE, |

TeXKH KOKHH HeXEIaHH PeaKIHH

Texxn koxnu peaxnun (SCAR), sxmountento Steven-Johnson (S] S), TOKCHYHa enuacpMaita
nekponusa (TEN), octpa renepannsupata eK3aHTEMaTO3Ha MyCTyJIo3a (AGEP) 1 nexapcTBEHa peakLus ¢
eosunodumasA H cucTeMan cumntomu (DRESS), koxTo MOrar Ja GpAaT XKUBOTO3ACTPALIABAIL T
daranuy, ca cho0LIABAHN BBB BPb3Ka ¢ HHTPABACKYIAPHOTO NPUIOKCHUE HA loaMpaHH KOHTPaCTHH
BellecTRa (BX. Touka 4.8). TIo BpeMe Ha NPHIOKEHHETO NalkeHTATe TPAOBA 1A ObaaT HHQOPMUPAHH 34
pH3HALMTE U CHMIITOMITE H Aa ObaaT HaOMOAaBaHY BHHMATENHO 33 KOKHH PCaKIia. AKO ¢€ NoABAT
NPU3HAIM W CHMIITOMH, NPEJIONaraiy Te31 PEaKiH, omepon Tpa6sa aa Gbae cnpsaH He3a0aBHO. AKO
MALHEHTDHT € PasBHII cepro3Ha peaxud kato SIS, TEN, AGEP unn DRESS npu ynotpedata Ha
Homepon, nmpunarareTo My He TpAOBa [ia ce Bb306HOBSABa PH TO3H MAIHEHT B HUTO CAHH MOMCRT.

Fubpevuno yepesicoane
Mpenmectraio 6p0pedHo yBpeXkaHe MOXe fa NPeApasnonoku KbM 0CTpa OnOpeuna AUCHYHKUHS CIEN
ipUJIaraHe Ha KOHTPaCTHOTO BEIIECTBO.

[TpepaHTHBHATE MEPKH BKTIOYBAT:

- HICHTH(PHKALHA HA NAlMENTH C BUCOK PHCK;

- OCHI'YpABAaHE Ha aICKBATHA XMPATALMA [IPEH MPUNOXKEHHE HA KOHTPACTHOPEABTL,
IpeAnoYHTAHE HHTPaBeHO3Ha HH(]Y3Hs MPEaH H NO BpEME Ha NPpOUENy AT/ 1 ip R
KOHTPACTHOTO BEILIECTBO OT OBOpeIUTE;




