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1. UME HA JIEKAPCTBEHMUSAA ITPOJIYKT p(,
/30276

KontaMeauna Mox 350 mg I/ml uHkekuMoHeH pa3rBop |
ContaMedia Ioh 350 mg I/ml solution for injection ;—O/J pe | 7 -10- 207

p KAYECTBEH U KOJIMUECTBEH ChCTAB

" AKTMBHO BELLECTBO KoHueHTpauus Cbﬂb}j}'{a“”e salml I
Hoxekcon (lohexol (INN)) 350 mg I/ml 755 mg ekBuB. 350 mg 1l

Noxekcos € HEHOHHO, MOHOMEPHO, TPUHOAWPAHO, BOJAHOPA3TBOPUMO PEHTICHOKOHTPACTHO CPE/ICTBO.
KonrtaMeauna Mox B koHuentpaunu ot 140 mg I/ml € u30TOHHYEH ¢ KpbBTa U ThKaHHATa TEYHOCT.

CToiHOCTUTE Ha ocMoslapuTeTa U BUCKo3uTeTa Ha KonrtaMeauna Mox ca, kakTo crnespa:

Konuenrpauus Ocmonapurer* Buckosuret (mPa-s)
OSITI/kg HZO EODC - 37nc g
2 ¥l & B - B B
350 mg I/ml 0,78 e 10,6 -

¥*BbB BOJIEH pa3TBOP Ha HOXEKCOJI

3a M'bJIHUA CITUCHK HA MOMOLLHUTE BEUIECTBA, BUIKTE TOUKA 6.1.

3. JIEKAPCTBEHA ®OPMA

MUHKeKIIMOHEH pa3TBOp.
KonraMeaua Mox ce npeiara noa opmara Ha rotos 3a ynorpeda, OMcTsp, O€31BETEH J10

OJIEJI0JKBIIT CTEPHIIEH BOJIEH Pa3TBOP.

4. KJIMHUYHUAU IAHHH

4.1 TepaneBTHYHH NOKA3AHHSI

To3u nexkapcTBEH MNPOAYKT € Mpe/IHa3HAYeH caMo 3a JIHarHOCTHYHH LICJTH.,

PeHTreHOKOHTPACTHO BELECTBO 3a NPUJIOKEHHE MPH B3PacTHH M Jiella 3a yporpadus, duicdorpadus,
L.v. DSA (aururanna cyorpakumonna aurvorpadus), CT, aprepuorpadus, kapanoanrnorpadus u 1.a.
DSA. Muenorpadus. 3a npuioKeHHe B TEJICCHUTE KYXUHHU: apTporpadusi, €HIOCKOINCKa peTporpajHa
nankpeatorpadus (ERP)/ennockoncka perporpaana xonanrvo-nankpearorpadus (ERCP),

xepHuorpadus, xucrtepocannuurorpadus, cuanorpadus v u3ciie/iBaHe Ha CTOMAlHO-4YPEBHHUS TPAKT.

4.2 Jlo3upoBKa H HAYHUH HA NPHJIOKEHHE
Jlo3aTa 3aBMCH OT THNA HA U3CJICABAHETO U U3NoJI3BaHaTa TeXHUKa. OOUKHOBEHO Ce rnpuiiaraT CbUIUTE

HOJIHK KOHLIEHTpALMK U O0EMH KAaKTO MPU APYIUTE HOJIHA PEHTICHOBU KOHTPACTH CPe/ICTBA B
TEKylllaTa NnpakTHKa.

KakTto Mpyu ApYrure KOHTPAaCTHH CPCACTBA € HeOOXO0/IMMO OCHUI'ypsBaHC Ha JIOCTATbYHO XH]IPY
Ha natueHTa rnpeau U cjiejl npujaraHe Ha KOHTpPpacTHO CPCACTBO.

3a MHTPABEHO3HO, HHTPAapTEPHAIHO U HHTPATEKAJIHO NMPHIIOKEHHE W TTPHIIOKCHHUE B TE/I
KYXHHH.




CneanuTe A03UPOBKH MOTaT [a NMOCAYXKAT KaTO YKa3atue:

YKazaHua npyd UHTPABEHO3HO MPUIOKEHHE

CeJIEKTHBHA KOpOHApHa

[Tokazanus Konuexnrpauug OtGem 3a0enexKa
Yporpadun
Bb3PACTHH: 300 mg I/ml 40-80 ml
nam 350 mg I/ml 40-80 m!
neua <7 kg 240 mg /m!| nnn 300 4 ml/kg T.M
mg i/ml 3 ml/kg T.M
aeua > 7 kg 240 mg I/ van 300 mg | 3 ml/kg T.M
I/m; 2 ml/kg T.m
Daeborpadnus uau 240 mg I/ml 20-100 ml/ na kpax
(xpak) unun 300 mg I/ml
DSA (Iunruranna 140 mg I/m! o 3 ml/kg T.m,
cyoTpaKnsonua
AHTHOrpagus) 300 mg /m! 20-60 mi/uix.
Bb3PACTHH. wnu 350 mg I/m] 20-60 m{/umx.
Actia. 140 mgl/ml 3aBHCH OT BB3PacTTa,
TErM0TO U
NaTOJIOTHATA
CT ycunsane
Bb3PACTHH: 140 mg I/ml 100-400 m
uau 240 mg I/mi 100-250 m
uau 300 mg [/m} 100-200 m
v 350 mg I/ml 100-150 m
YKazaHue 3a UHTPaapTepUaTHe NpHIOKEHHE
HoxkazaHus KoHueHTpauusa Obem 3abenexka
Aprepuorpadgun
Csoaopa aoptorpadus 300 mg I/'m 30-40 ml/ nHx.
CEeNICKTHBHA LepeOpasiHa 300 mg I/m 5-10 ml/ nHx.
aoprorpadus 350 mg [/m 40-60 ml/ unx.
(pemopaliHa 300 mg I/m 30-50 ml/ uux.
unu 350 mg I/ml
APYyTH 300 mg |/ml 3aBWUCH OT BMJA HA
H3C1e/1BAHETO
Kapanoaurnorpadus
Bb3PACTHHU:
NABa Kamepa U 350 mg I/ml] 30-60 ml/unx.
WHIKEKTHpAHE B OCHOBATa
Ha aoprara
350 mg I/ml] 4-8 ml/unx,




aprepuorpadus
300 mg I/ml 3aBHCH OT Bb3pACTTa,
Aeua. unn 350 mg I/ml TEFNOTO H NATONOrHATA
(makc. 8 ml/kg T.M.)
Jdururanna
cyOTpaKuHOHHA
anruorpagus 140 mg I/ml 4-10 ml/mmk.
unu 240 mg 1/m] 1-15 ml/unx.
Bh3pacThHH. unu 300 mg I/m] 1-15 ml/unx.
140 mg I/ml 3aBUCH OT BB3pacTTa,
TErj0TO W NIATOJNIOrMATa
neua:

YKa3aHue Npy UHTPATEKAIHO NPHIOMKEHHE:!

[Tokazanus Kounuenrpanus KoandecTBo 3abenexka
JlymbanHa 1 Topakanna 180 mg I/ml 10-15 ml
muenorpadua (MymO0anHo | ynu 240 mg I/ml 8-12m!
HHIKEKTUpaHe)
Llepsukanta 240 mg I/ml 10-12 ml
Muesorpagua (mymoaHo unu 300 mg I/mi 7-10 ml
HMHXKEKTHpaHe)
240 mg [/ml 6-10 ml
LlepukanHa
muenorpadus (natepanio | WM 300 mg [/m] 6-8 ml
LIEPBUKANHO
HHXKEKTHPaHe) 180 mg I/m! 5-15 m}
unu 240 mg I/m! 4-12 ml
CT uucrepuorpagng
(nymOBaJiHO WHIKEKTHpaHE)
Muenorpaduu 8
neaAnaTpuaTa 180 mg [/ml 2-6 ml
<2 roauHu 180 mg I/ml 4-8 ml
2-6 To/IMHN 180 mg l/ml 6-12 ml
> 6 rOAMHYU

3a cBexkaaHe 1O MMHHMYM Ha BB3MOXKHHTE HEXeJlaHW peakuuu obulata ao3a ot 3 g Hoa He Tpadsa na

Obae fpesULLIaBaHA.

YKazaHue npy 0pUIOKEHHE B TEECHUTE KYXHHH

[Toxazanus Konnenrpanusg Koanuecrso 3abenexKa
240 mg I/ml 5-20 ml

ApTporpadus uan 300 mg I/'ml 5-15 ml
wnu 350 mg 1/ml 5-10 ml

ERP/ERCP 240 mg I/m] 20-50 ml

XepHuorpadius 240 mg I/ml 30 ml

Xucrepocannuurorpagus 240 mg I/m| 15-50 ml
nav 300 mg I/m| 15-25 ml




Cuanorpadus 240 mg I/ml| 0,5-2 ml
unn 300 mg I/ml 0,5-2 ml

Uiscneasade Ha cromalnvo- | 180 mg i/ml 10-200 ml

YpEBHHUA TPAKT win 350 mg I/ml 10-20 ml

4.3 IlporuBonoKkazaHHUA

CBpbX4yBCTBUTEJIHOCT KbM aKTHRHOTO BELLECTBO WIIH KbM HAKOE OT JIOMOLIIHHTE BeLLECTBa.
[TposBEeHa THPEOTOKCHKO3A.

4.4 CpoeuvalHun HPEeAYNPEX/JACHHS H NIPEeANa3HH MEPKH NPH ynoTpeba

O6wu npeanasHy MepkH 3a ynotpeba Ha HEHOHHW MOHOMEPHH KOHTPACTHH CPeACTBA.

CapvxuyacmeumeaHocm

AHaMHE3aTa 3a HATHUWE Ha aneprus, aCTMa HIH HEXeNaHy peakllid KbM HOJAHH KOHTPacTHH
cpeficTBa Hanara HeoOXoAMMOCTTa OT CNELMAIIHO BHUMaHWE. BCAKO NpUnoKeHne Ha KOHTPacTHH
cpeacTBa TpAORa, jJa ce npeauiecTsa ot noapodHa aHaMHes3a NMpH MALKMEHTH C aJIepr1tHa A1aresa,
KaTo NMPH NMALMUEHTH C U3BECTHA CBPBbXYYBCTBHTE/IHOCT €€ H3HCKBA MHOIMO CTPHKTHA OLEHKA Ha
nokazaHusTa. Moxe fa ce 0OMHC/IM NPHUNATraHETO Ha NpeMearKaliug ¢ KOPTUKOCTEPONAM Uik Hy n H
AHTArOHWUCTH TIPY NMALUEHTH C PUCK OT HETIOHOCHMOCT, BBLITPEKH YE€ T MOXKE 1a HE NPCAOTBPATAT
N0sBaTa HA aHAQUIAKTHUEH LIOK, KaTO B AEHCTBUTENHOCT MOXE 1a C€ MAaCKUPpAT HavyaHHUTE
cumntomH. [lpu nanmeHTH ¢ SpOHXKANHA ACTMA PUCKBT OT OPOHXOCNA3BLM € [1IOBUILECH.

PUCKBT OT CEPHO3HU PEaKLIMK, CBbP3aHH C MPHNOKEHWETO HA HOXEKCON, CE CHWTA 33 Malbk. Bbnpeku
TOBA WOAHUTE KOHTPACTHH CPEACTBA MOTAT Ja NPOBOKUPAT CEPHO3HH, XHBOTO3ACTPALLIABALIM,
datanHy anapuiakTUUHH/ aHahUNAKTOWIHU PEAKLIMH HIW APYTH NPOABU HA CBPhXUYBCTBUTEHOCT.
He3aBHCHMO OT KONUYECTBOTO H HAYKHA Ha NMPUINOXKEHHE, CHMITOMU KaTO aHIHOEAEM, KOHIOHKTHBHT,
KalLAWLE, CbpOeX, PHHHUT, KHXaHE U YPTUKapHa, MOXKE 1@ ¢a NnoKa3aTe/HH 3a pa3BUTHETO Ha CepUO3Ha
aHaPUNAKTOWAHA peakilua, U3UCKBaLLA JiedyeHne. ETo 3au10 ¢ HE0DX0ANMO MpeaBapUTeTHO
ocurypasaHe Ha CbOTBETHH JIEKapCcTBa, anapaTtypa 3a He3abaBHO JieHeHHUe, ONUTEH U 00y4eH nepeoHall
B C/ly4al Ha rMosBa Ha CepHO3HM peakumu. TIpr onacHOCT OT NosBaTa Ha LWOK, PHUJIATZHETO HA
KOHTPACTHOTO cpeacTBO Tpabea HezabaBHO Aa 6bae NPeyCTaHOBEHO, a B ClyHaH Ha HeoDXoauMOoCT
Tpa6Ba Ia 3ano4He HHTPABEHO3HOTO NpHAaraHe Ha cneuudruuHo neyenue. [lpenoppusa ce BHHaru na
ce M3Mnon3ea abOKaT WK KaTeThp 3a ObpP3 HHTPABEHO3EH AOCTDBN MPE3 UANOTO BPEME HA PCHTICHOBATA

npoueaypa.

[TaunenTuTe, 3non3sawiy deta-aapeHepruyHKu BJ10KepH, 0CODEHO NALKMEHTH C aCTMa, MOTaT a UMar
NO-HUCHK Mpar Ha OPOHX0CMa3bM M Ja ca MO-MaNIKO YYBCTBUTENHY HA JIGYEHUETO C B-aroHUCTH H
aJipeHaNiH, KOETO MOXKe Ja HaJIOMH M3TOM3BAHETO HA 110-BUCOKH 103H. Te3n nauneHTH Moxe Chllo
72 UMAT aTHIUYHA CHMINITOMH Ha aHaPUNaKCHA, KOMTO ITOrpetilHO Aa O0bAAaT HHTEPNPETUPAHH KATO
BarycoBa peakuus.

O6MKHOBEHO peaKLMUTE Ha CBPbXHYBCTBHTEIHOCT 3a04BaT ¢ JIEKW TMXATE/THH HIIK KOXNCHH
CUMMTOMHM, KaTO JEKO 3aTPYAHEHNE Ha JUIIAHETO, 3aHEPBABAHE HA KoXKaTa (€pHTEMa), YPTHKapHs,
chpOEXK HITH OTOK Ha JHUETO. TEXKHTE peaklli KaTto aHrnoenem, cybriaotucen otok, OpoHxuaseH
crnasbM ¥ LOK ¢a peaxu. Te3n peakunu 0OUKHOBEHO Ce NOABABAT B pAMKUTE Ha €AUH Yac ¢hich
Nnpu/laraHeTo Ha KOHTPACTHOTO CPEACTBO. B pelku cnyvan, CBpbXHYBCTBHUTC/IHOCT MOXeE 18 Bb3HHKHE
M NO-KBLCHO (CNE YaCOBE UK IHH), HO TE3W PEaKLIMU PRAKO ca XKUBOTO3AcTpallaBallly v 3aciarar

NPpCAUMHO KOXKaTa.

Bpeme 3a nabnionenue
Criesl npuUnaraHeTo Ha KOHTPAacTHOTO CPEACTBO NALMEHTHT Tpabea na 6bae nabaronas
30 MHHYTH CNea NOCHEAHOTO HHKEKTHpAHE, ThbH KaTO NOBEYETO OT CCPHO3IHUTE HEXE
noABsBAaT Mpe3 To3u neproa. [launeHTsT Tpabsa Aa ocTaHe B OONHKHYHA 00cTaHOBKA
3aIL/DKHTETHO B PEHTTEHOBO OTACNEHHE) 33 €AHH Hac CNejl MocaeHaTa HHIKEKUNA
B PEHTTeHOBOTO OTAENCHHE, NPH NOABA HA HAKAKBH CHMITTOMM.




Koaceyronamus

CepHrosHu, paako datanHu, TpoM60eMO0AHYHH CHOMTHA, NPHUNHABALLH MUOKAPAEH HHDAPKT H
HHCYNT, ¢a OKJIa/1BAaHK MO BPEME Ha AaHTMOKapAHOrpaCKH NPoUEAYPH ¢ HOHHH U HEHOHHH
KOHTpacTHHM BellecTea. KoraTto ce W3BbpLUIBAT NPOLELYPH 3a CHA0BA KaTeTepU3auMs, TpabBa aa ce
o6bpHE CrielManio BHUMaHUE Ha aHrHorpad)ckaTa TEXHUKA U HECTO 1a C€ MPOMHBA KATETbPbT (Hanp.:
¢ XenapHHU3upaH PU3MONOrMHeH pa3TBOp), 3a Aa ¢e CBE/E 10 MUHUMYM pHCKa OT CBbP3aHa C
npoueaypara TpoM003a U emOonHs.

KaterbpHaTa aHruorpadys ¢ KOHTPACTHU CPEACTBA, KPHE PUCK OT MossaTa Ha TpoMbeMbonnuHu
¢bOMTHA. [To BpeMe Ha KaTeTepHiayuaTa TpaOBa 1a ce UMa NPEABUA, Y€ OCBEH KOHTPACTHOTO
CPEACTBO MHOXKECTBO APYrH (PaKTOPK MOraT Ja NOBIMAAT HA Pa3BUTUETO Ha TPOMOOEMOOIUHHHUTE
cbOuTHa. ToBa ca: NPOABIKHTENHOCTTA HA U3CNEABAHETO, OPOs MHIKEKUMH, THINA HA KaTeThpa U
MaTepHana Ha CNPUHUOBKATa, CHIBTCTBALUUTE 3a00NABAHUA HA NAIKEHTA H IPHEMAHHUTE NleKapcTBa.
U3cneasaHero TpAOBa n1a Tpae Bb3MOMKHO Ha-KPATKO.

Heobxoaumo € MoBHLICHO BHUMAHUE NPH MNALHEHTH ¢ XOMOLMCTHHYPHA (PUCK OT
TpomboeMboIN3IBLM),

HelioHHHTE KOHTPACTHU CPEACTBA MHXMOMpPAT KoaryaauuaTa Ha KpbBTa B M0-Majika CTeneH in viiro B
CpaBHEHUE C HOHHHTE KOHTPACTHH CPEACTRA.

Xuopamayus

JlocTatbuHa xyuaparaums TpadBa Aa ObAe OCUTypeEHa NMPEdH Y Cliea NPUNAraHeTo Ha KOHTPacTHOTO
cpeactBo. [TpH HeoOxoanMocCT nauMeHTHT TpaOBa na Obe XHApaTHPaH HHTPABEHO3HO, 10 NBJIKOTO
OTAENAHE HA KOHTPACTa OT opraHu3Ma. ToBa Baxk¥ 0COOEHO 3a MaLUKUEHTHTE C IHC- H
napanpoTeHHEMHH, KaTO MYJITHILIEH MHESIOM, 3axapen auader, 6uOpeuHa AucdyHKLMA,
XHIEPYPHKEMMUA, & TAKA CHLIO M 32 KbPMAYETa, MAIKH A€lla, NALIMEHTH B CTAPUECKa Bb3pacT MK
NaLrdeHTH B 010 oOLO cbeTossHKe. [IpH PUCKOBU NAUMEHTH, BOAHHAT WU €JEKTPONNTEH MEeTAabOJINIDM
TpabBa fa 6b1aT KOHTPONMPAHU, KaTO € HeODXOAWMO W OBJlaIABaHE HA HUCKHTE HMBA Ha CCPYMCH
kanuuii. [Topaay pyuck OT aexuaparauus, npeau3BUKaHa OT AXYPETHLM, 38 OrpaHH4aBaHe Ha PUCKA OT
ocTpo 6BOpeuHo yepexaaHe, Ha IMbPBO MACTO € HEOOXOAUMO OCHLLUECTBABAHETO HA BOJIHA U
€JICKTPOJIUTHA pexuaparauus.

Copoeuno-yupKyaanopuu peakryuu

HeoGXxoaMMo € NOBUILERO BHUMAHKE NPH NALMEHTH C TEXKO chbpaeHHO 3adonaBaHe, ChpaeUHo-
LHPKYyNnaTopro 3abonasane ¥ 6enoipobHa xunepToHua, ThH KaTo Te MOraT j1a pasBuaT
XeMOAWHAMHYHY NPOMEHK UNIK apUTMHHU. TOBa ce OTHaca 0COOEHO cnea MHTPAKOPOHaPHO, NIABO U
NSCHO KAMEPHO MPHIIOKEHHNE HA KOHTPACTHOTO CPEACTRO (BXK. CbLIO TOYka 4.8).

[TauMeHTHTE CHC ChpACHHA HEJOCTATHUHOCT, TEKKA KOPOHApHa 60A€eCT Ha CbPLETO, HECTAOUIHA
aHTMHA NEKTopHC, 3a00oNaBaHUA HA KNaNKUTe, NpeAllecTBaly MH(pAPKT Ha MUOKapaa, KOpoHapeH
Oalinac W OenoapobHa xunepToHUs ca 0cobeHO NpeapasNoONIOKEHH KbM ChPACUHHU PeakUHy,

[TpH nauMeHTH B CTApHECKa Bb3PAcT U TAKWBA CbC ChlIECTBYBALLM CbPAEYHH 3a00NaBaHUsA, peakHUTe
C UCXEMHUUHHM 1poMeHn B EKIT™ 1 apuTMuH ca no-4ecTy.

[Ipn nauueHTH CbC CHpACHHA HEJOCTATHHHOCT, BLTPECHAOBO HHXEKTUPAHE Ha2 KOHTPAaCTHO CPEACTBO
MOJKE /12 10BeAE A0 nosAgaTa Ha HenoapoleH OToK,

Hapywenus om cmpana va LTHC
[TauneHTHTE ¢ OocTpa LiepedpasiHa NaTOAOrHA, TYMOPY WK laHHH 32 eNUJIENCHa ca NpeapasnofiokeHu
KbM ApUNanbuM (FbpYoBe) K NoAnexkat Ha ocodeHa rpuka. ANKOXONHUHWTE W MPUCTPACTEHUTE KbM

JIEKapCTRa ChLIO MMAT MOBULLEH PUCK OT MPUNALABbUH H HEBPOMOIHYHW PEAKLIHH. '

Toyka 4.8). KoHrpacrHara eHuedanonaTus MoXe [a ce NPOABH CbC CUMINTOMH W T1p
HEBPONOTHYHA ANCPYHKLIMA KaTO raBobonne, 3pUTENHH HApYLIEHHWs, KOpoBa ciaeng
rLpUOBE, 3aryda Ha KoOpAvHaLMs, XeMunapesa, apasus, 3aryda Ha Cb3HaHHE, KOMa

Crobwasa ce 3a eHuedanonatus npu ynotpedarta Ha KOHTPACTHH BELIECTBA, KATO H 7




Cumriromute 0OOMKHOBEHO CE NOABSBAT B PAMKHTE HA MHHYTH [0 4acoBe Cliell NPUNOXKEHHETO Ha
HoxeKkcon U 0OHKHOBEHO OTIUYMABAT B PAMKHTE Ha AHH.

dakTopuTe, KOUTO NOBULLABAT NPONMYCKIMBOCTTA HA KPLBHO-MO3bUHATA DapHepa, iie YNeCHAT
IPEMHHABAHETO HA KOHTPACTHU BEILECTBA B MO3bYHATA ThKaH W MOTaT jia IOBCAAT /10 Bh3MOXKHH
peakuuu Ha LIHC, Hanpumep enuedanonatua. [Ipenopbusa ¢c€ NoBHUUICHO BHUMAHKE B Cilyvai Ha
BHTPECHACBO MPUIOKEHHE MPHU MALIMEHTH C OCTPa MO3BYHA UCXeMUA (MH(APKT) UK OCTHP
BhTPEUEPENeH KPbBOU3IMB, KAKTO U MPH NALUMUCHTY Che 3a00N15BaHWSE, NPUYKHABALLA HapYyLICHUe 112
KpbBHO-MO3bUHATA Bapuepa U NpU NAUUEHTH C MO3BHEH OTOK, OCTPa AEMUCTIUHH3ALHS UMK
HanpeJHaJla MO3bYHA aTEPOCKIEpPO3a.

[Tpy nopo3perre 3a KOHTPACTHa eHuUE(aTonaTHs, NPUNOKEHHETO Ha Hoxekcon TpadBa aa ce
npeycrTaHoBU M TpAOBa Aa ce 3anovHe NoaAXoaaulo jiewenne. HeBpoNnorHYHUTE CHMNTOMH, NPHYHHEHH
OT METACTA3H, ASMEHEPATUBHH WM BB3INATMTENTHH NPOLECH MOXKE 8 Ob/1aT 3aCHNIEHH OT MPUNATraHeTO
Ha KOHTPACTHOTO BellecTBo. [lauueHTUTE CbC CUMNTOMATUYHH MO3BUHOCHAOBH 3a001BaHN,
npekapaH UHCYJT UK HYECTH NPEXCAHU HCXEMHYHH aTaKH €a C NOBHULIEH PHUCK OT KOHTPACT-
WHAYLUWPaHH HEBPONOrMUYHH YCJIOMXHEHHWSA ClIE] HHTPAAPTEPHANTHO HHXKEKTHpane. MHTpaapTepraiHoTo
WHXXEKTUPAHE Ha KOHTPACTHO CPeICTBO MOXE /1a NpeN3BHKa Ba30CNa3bm, BOAEL A0 HEHOMEH Ha

LiepeOpanHa UCXeMHs,

[Tpy HaAKoM naudeHTU cnea Myuenorpadus ca Hab0AaBaHW NMPOSBU HA BPEMEHHO HamalieHHe Ha
CIIyXa WIH AOPM FAYXOTA, KOMTO C€ AbJIKAT HA NOHW)KABAHE HANIAMZHETO HA NUKBOPA NpH ymbajiva

MyHKLHA.

bvbpeunu peaxyuu

[punaraHeTo Ha HOJAHW KOHTPACTHH CPEACTBA MOXE /1a IPHUHHH [IOBUILIABAHE H& CEPYMHUS KPCATHH
W ocTpo OBLOpeHHO yBpexAaHe. 3a NpeloTBpaTABAHE HA TE3U CHCTOAHHUA B PE3Y/TAT HA NPHIIATAHCTO
lia KOHTPACTHUTE CPeACTBa € HEOOXOAUMO CNEUHANHO BHUMAHHKE NPKH NALUKCHTH ChC ChLIECTBYBALLLO
O1pOpeuHo yBpexaaHe 1 3axapeH auaber, Thit KaTo Te ca B puckoBa rpyna. [lpyru npeapasnonarauu
thakTopy ca npeaxoaHa 6bOpeHHa HeaOCTATLYHOCT B PE3YJITAT Ha NpWaraHe Ha KOHTPACTHO
cpeAcTBO, aHaMHe3a 3a ObOpeuHo 3abonsrane, Bb3pacT Haa 60 roanHn, AexuapaTalus, HarnpeaHana
ATEpOCK/Iep03a, NeKOMIMEHCUPaHa CbpAeHHa HEIOCTATBYHOCT, IIPUJIAraHeTo Ha BUCOKH JI03H
KOHTPACTHH CPE/ICTBA U MHOMOKPATHO HHKEKTUPAHE, MPAKO MPUIOKEHHE HA KOHTPACTHOTO CPE/ICTBO
B 6bOpeyuHaTa apTepHa, AONBIHHUTEIHOTO W3fAaraHe Ha He(hPOTOKCHHH, TEKKA H XPOHHUHA
XUMEPTOHHUSA, XUNEPYPHUKEMHU S, NAPATTPOTEUHEMHS (MUENOMATO3a Y MAKPOrA00Y/THHEMHA Ha
Waldenstrom nnasMouUUTOM) WK AUCTIPOTEHHEMHUH,

[[peBAHTUBHUTE MEPKH BKJIIOUBAT:!

. OnpepensHe Ha NALUMEHTHUTE ¢ BUCOK PHCK;

. OcurypsiBaHe Ha NOAXOAAWA XUApaTalns. AKO € He0OX0AUMO, Ype3 NOLAbpKALLA
HHTpaBEHO3HA HH(Y3HA ripedd 3aNOo4BAaHE HA NPoLEAYpaTa A0 M3YUCTBAHE HA KOHTPACTHOTO
cpejcTBO upes obOpeunTe;

. H3baresaHe 1oNbARUTENHO HATOBapBaHe HA OBOpeLUTE C HE(POTOKCHYUHH JIEKAPCTBA,
[epopanHu xoneuucTorpadmuHy CpeacTsa, apTepyuaiHO KJIaMnupaHe, aHrHomnnacTika Ha
OGbOpeuHaTa apTepus WK rofiiMa XMpypruiia UHTEPBEHIIUS, I0KATO KOHTPACTHOTO CPE/ICTRO
He Ob1e eKCKpEeTHPAaHO;

. HamansagaHne Ha no3ata /10 Bb3MOXXHHUA MUHUMYM;

. OtnaraHe Ha NOBTOPHO M3CNE/BAHE C KOHTPACTHO CPelCTBO, okaTo 6hOpeuHaTa hyHKUUA HE
Bb3CTAHOBH HUBOTO CH NPEAU KICIEABAHETO.

[laiiMeHTUTE HA XeMOAUAJIM3a MOTaT a NPUEMaT KOHTPACTHH CPEACTBA [1PU PEHTIEHOrpaCKu
npoueaypu. He e HeobxoauMo cboOpasgBaHe HAa BPEMETO 38 HHXKEKTUPaHE HA KOHTPACTHOTO

CPEACTBO ¢ XeMOAHAM3HATA NIpOoLeaypa.

TTayuenmu ¢ ouabem, npuemanyu menopmus
ChblUeCTBYBA PUCK OT Pa3BMTHETO Ha JAKTaTHA allK103a MPU NPHJIAraHeTo Ha HORHUP
CPEACTBA Ha NaUHMEHTH ¢ guabeT, NEKyBaHH ¢ METGOPMUH, OCODEHO TaKKBa ¢ yBpe

dyHkuua. 3a Aa c€ HaMalK PUCKBT OT NIAKTaTHA allu03a NP Tas3Ku rpyna nauneHTy
npean BLTPECHAOBOTO NpUIaraHe Ha HOAWPAHOTO KOHTPACTHO CPeAcTBo aa Obae U3



Ha CEPYMHHA KpeaTHHWH U ja ObaaT npeanpHeTH CIEAHKTE NPEANa3Hi MEPKH DK CAEIHNTE
obcrogaTencTnaa:

. [TaumeHTn ¢ eGFR (M3uvciena ckopocT Ha romepynna Gpuatpauns) paseH WK 1o-roisM ot 60
mbL/min/1,73 m2 (CKD | u 2) Morar aa npoab/KaT Aa NpUeMaT MeT(PopMHuE HOpMaITHO.

° [Taumentn ¢ eGFR 30-59 mL/min/1,73 m2 (CKD 3):

- TaumeHTH, NOJYHABAaUIHW HHTPABEHO3HO KOHTpacTHO BewecTso ¢ €GRFE pasen unv no-ronsm
ot 45 mL/min /1,73 m2, MoraT Aa npoab/bkaT Aa npyUemMaT MeT(OPMHH HOPMAJTHO;

- [1pn maumeHTH, NONYHYaBallK HHTPAAPTEPHAITHO KOHTPACTHO BELLECTBO, U TE3M, NOJyyaBalllu
WHTpaBeHO3HO KOHTpacTHO BewwecTso ¢ €GFR mexay 30 v 44 ml/min/1,73 m2,
MeThOpMHHDBLT TpaAGBa Aa ce npeyctaHoBH 48 vaca npean KOHTPACTHOTO BEILECTBO W TpsOBa
na ce Bb300HOBHW caMo 48 vaca ciea KOHTPACTHOTO BCLIECTBO, ako ObOpeunata pyHKuUMuATA
He ce e BJoLInNA.

» [Tpu naunentu ¢ eGFR noa 30 mL/min/1,73 m2 (CKD 4 v 5) vnu ¢ unTepKypeHTHO
3ab0nsA8aHe, IPUUNHABALNIO HAMANEHA YEPHOAPOOHa QYHKUNSA WKW XHUITOKCHA, METPOPMHH €

NpoTHRONOKAa3aH, TpsabBa Aa ce U3bAreaT HOANPAHKH KOHTPACTHH BELLIECTRA.

. [Tpy criewHy nauMeHTy, npu Kouto 6bOpeuHaTa PyHKUNA € YBPEACHA WK HECU3BECTHA,
NEKApAT IPELEHABA PUCKA H N0J13aTa OT U3C/IEABAHE C KOHTPACTHO BELLECTBO. METHOPMHHBLT
TpsabBa Aa Obae cnpaH OT MOMEHTA Ha NpUJIaraHe Ha KOHTPacTHOTO BellecTo, Cnea

npoleaypaTa nauMeHTLT TpabBa na ce HabnloJaBa 3a NPU3HALK Ha NAKTaTHA allu/i03a.
[TpuemsbT Ha MeTdopmMuH TpabBa aa ce Bb30O0HOBH 48 Yaca ¢lie KOHTPACTHOTO BELIECTBO, aKO

cepyMHusaT KpeaTHHUH/eGFR e HenmpomMeHeH cnpaMo HABOTO nNpean o0pazHaTa AMArHOCTHKA.

[Hayuenmu ¢ Hapywenye kaxmo Ha yeprodpobuama, maxa u 1ia 6vbpevnama @Gynkyus
OcoBeHO BHUMAHHE CE H3UCKBA KbM NMALMEHTH C TEXXKMW HAPYLLEHUA KaKTO Ha ObOpeuHaTa, Taka v Ha

yepHoApoOHaTa GpYHKUMA, THii KaTO NPH TAX OTAEAAHETO HA KOHTPACTHOTO CPEACTBO MOXeE Na Objle
FHAYUTENHO 3a0aBEHO.

Muacmenusa 2paguc
[IpunaraHeTo Ha HOAHHK KOHTPACTHW CPEACTBA MOXE /1a BIOLIH CUMITTOMWTE HAa MWACTEHHA IpaBHcC.

Peoxpomoyumom
[Mpn nauneHTH ¢ PeoXpOMOLIUTOM, NOMIOKEHHN HA HHTEPBEHLIMOHAIHH NpoueaypH, Tpabaa a ce
npuiaokat anda-onokepu 3a NnpeaoTBpaTABAHE HA XHUNEPTOHHYHA KPH3a,

Hapywenue va hynxyuama Ha iyumoguonama xciesda
[lopanu HATHMYUETO Ha CBOGOAEH MO B Pa3TBOPUTE M AOMBIHHTEIHOTO OCBOOOMAABAHE HA WO NpH
npoueca Ha acionupaHe HoAHWTE KOHTPACTHU CPEACTRA MOBAUIBAT QYHKLUATA HA LWUTOBKIHATA
swesa. ToBa Moxe 1a JI0BeJle 10 NOSBATa Ha XHINEePTUPEOHAHIBM WK 1I0PH THPEOTOKCHYHA KPHU3a
Npy NpeApasnofoKeHK naiueHTy. [launmeHTure ¢ nNpoasey, HO BCE OlE HEAHATHOCTHUMPAH
XWNEePTHPEOHIN3bM ca B pUcK. I1pu naumMeHTH ¢ JaTEHTEH XHNEPTUPEOUAU3BM (HAND. HOAYNApHA
rywa) ¥ nauueHTUTe ¢ GyHKUMOHaNIHA aBTOHOMUA (YECTO TOBA Ca NALMEHTH B CTApUecKa Bb3PACT,
0co0eHO B peruoHH ¢ oaeH AedHUNT) € HEOOXOAWMO NpeaH NPOBEX/1aHe Ha U3CICABAHETO Jia Ce
Hanpaeu oUeHKa Ha HYHKUMUATA HA LIMTOBKH/HATA JI€3a TPH CbMHEIHNC 3a 110J00HH ChCTORHKA.
[Ipeay npunaraHeTo Ha HOAHW KOHTPACTHH CPEACTBA TpAOBA Aa MMaA CHIYPHOCT, Y€ NALUMEHTHT HAMA
na 6bae nojslarad Ha CKaHupaHe Ha LLUTOBKAHATA XKJ1e3a WM M3CeABaHUA Ha THpeouaHaTa PyHKUMA
KIH JieyeHHe ¢ PadHOAKTHUBEH KO, ThH KATO MPHJIAraHeTo Ha HOAHH KOHTPAcTHH CPe/ICTBA,
HE3aBHCUMO OT HaYHHA HAa NPHNOIKEHHUE, OKA3BA BIKAHHKE BbPXY XOPMOHAIHATA OLUEHKA H
YCBOSIBAHETO Ha WO/l OT LIIWTOBUAHATA MKJI1€3a WKW METACTA3UTC MIPH PaK Ha ILHTOBUAHATA JKNE3a, 10
HOpPMalH3HpaHe Ha OTAENSHETO Ha HoJa NOCPEeACTBOM ypHuHaTa. Buxre cbuio Touka 4.5,

TecToBe 3a hYHKLMATA HA LUNTORKAHATA #1€3d, NOKA3BALUK XUTTOTHPEOJAN3IBM HUITH
MOTUCKAHE HA LKUTOBK/HATA U1€34a, ¢a AOKNAJABAHH Clel NPUACKEHHE HA HOA-CB
KOHTPACTHH BELECTBA NPU Bb3PACTHH W MEeAHATPUYHHU NALWEHTH, BKJIFOYHUTENHO O
naliMeHTH ca O1iIM NeKyBaHMW 32 XHNOTHpeoan3bM. BuxkTe cbino pazaena ,lleanar




CoecmosHua Ha mpeeoicHocnl
B ciyuai Ha 3HaYMTE/IHA TPEBOMHOCT € Bb3MOXKHO NPUNAradHETO Ha CCIATHBHH CPEACTBA.

CopnoguoHO-KIembYHA AHeMUS
KoHTpacTHUTE CpeACcTBa MOXKE 1A MPOBOKWPAT NOABaTa Ha ChPMNOBKAHO-KJICTHYHA aHEMUS NPH

XOMO3WUIOTHH HHAMBHIIH MO OTHOLIEHHWE HA reHa 3a CbNPOBHAHO-KIETbYHA aHEMHSA, B CIYHaH HA
WHTPAaREHO3HO M UHTpaapTepHalHO WHXKEKTHPAHKE.

Honvanumenru puckosu (haxmop
[lpy nauMeHTHTE ¢ aBTOUMYHHU 3a00I19BaHH1A ca HAbII0IaBaAHK CyHan Ha TEXKKK BaCKYJIUTH HilH

CHHIAPOMH, NoaoOHU Ha cuHApoMa Ha Stevens-Johnson.

TexkuTe CbAOBH U HEBPONOrUUHH 3ab0NIIBaHUS, OCOOEHO MPHU NALMEHTH B CTapYecKa Bb3pacT, ca
PUCKOBH (paKTOpH 32 MosABaTa Ha peakUHH KbM KOHTPACTHUTE CPEACTBRA.

Exempaesazayus
ExcTpaBa3zalmns Ha KOHTPacTHOTO CPEACTBO OOMKHOBEHO Bb3HHKBA PSAKO, KaTO HalIKLIE Ca OTOK,

nokanHa 60nka ¥ epUTEM, KOUTO 0OHKHOBEHO H3ue3rat Oe3 nocneacTeue. Bbhnpeku tosa ca
Ha0AKAABAHK CJIYHAH HA Bb3NaleHWe U JOPH HEKPO3a Ha TbKaHWTe. KaTo pyTHHHA MApKa ce
NpenopL4Ba MOBAHIAHE Y WICTYASBAHE HA 3ACETHATOTO MACTO. XHPYPrudia 1EKOMIPECHA MOXKE Jla €
HeoOxoanma B cnydal Ha obpa3yBaHe Ha XeMaToM.

UHTpaTeKanHO NMpUIoKeHHe

Cnea Muenorpadus nauvedTsT Tpabsa aa 6bae B MOKOH, ¢ NOBAKIrHaTa rnasa v rpbaeH kolb (20°) 3a
| uac. Crex TOBA NALMUEHTHTE MOTraT BHUMATENHO J1a CE JIBMIKAT, HO HABEX/AHETO Hano 1y TpabBa aa
6bae n3bareano. ['nasaTa ¥ rpbaHuaT Kow TpadRa aa 6baaT NOBAWIHATKM Npe3 ITbpBUTE 6 Haca,
ocTaBadkH Ha nerno. [launeHTHTE, NpHU KOMTO KMA ChbMHEHHE KW Npe/paso/ioKeHOCT KbM MbPYOBE
(HUCBK Npar 3a NMoABa Ha rbpyose), Tpsbra aa 6bvAaT HabnroAaBaHU N0 BPEME HA TO3H NEPHO/L.
AMOynaTopHHTE nauneHT He TpsaGBa Aa 6bAAT OCTaBAHHW CHBCEM CaMH Npe3 NbpBUTE 24 yaca,

Llepebpanna aprepuorpadus
[IpK nauMeHTH ¢ HanpeaHana aTepockepo3a, TexKa XUNEPTOHNA, CbpAeyHa ACKOMIIEH CaLM4,

HanpeaHana Bb3pacT W npeawecrsalla uepedpanna Tpombo3a nid eMOOIM3BM H MUI'PEHA, ChPAEHHO-
CbAOBHTE peakUK KaTo Opasukapina v NMOBULWEHO WK NOHHXEHO KPBBHO HaJAraHe MOXe /1a Ce
NOABAT MO-4YECTO.

ApTtepyorpagdus
Bte BpBh3ka ¢ npuilaradaTa npoueaypa € Bb3IMOXKHO HapaHsIBaHETO HA apTepHdA, BEHA, aopTa #
CbCEAHUTE OPTaHH, MICBPOLICHTE3a, PETPONEPHMTOHEANHO KbpBEHE, HApaHsiBaHe Ha rPbhOHAYHHMA MO3BK

W CUMITTOMM Ha Naparierus.

[TeanaTpruHa nonyJjauus
CneunanHo BHUMaHHE TpsaOea aa ce 00bpHE Ha NEAUATPUYHU NAUUEHTH 10 3-TOAMWILIHA BL3PACT, ThH
KaTo cyuaiiHa He0CTaTbuHa aKTUBHOCT HA LIMTOBMAHATA XUI€3a B paHHAa Bb3pacT MOxe Aa Obae
BPEAHA 3a ABUraTENHOTO, CIYXOBOTO H KOFHHTHBHOTO Pa3BHTHE U MOXKE /12 H3UCKBA NpexoaHa 14
3aMECTUTENTHA Tepanus. YecToTara Ha XUNOTUPEOHIUIBM NPH NALMENTH Ha Bb3PACT NMOJ 3 NOAMHH,
M3OMEHH Ha HOA-ChABPMKALLM KOHTPACTHH BelllecTBa, ce chobluasa mexay 1,3% u 15% 8
3aBHCUMOCT OT Bb3pacTTa Ha NALMEHTUTE U 103aTa Ha HOA-CHABPIKALLOTO KOHTPACTHO CPEACTBO U CE
HaOntonaBa NO-4eCTO MPH HOBOPOAEHHU U HEAOHOCEHH KbpMaueTa. HOBOPOAECHHUTE ChLLIO MOraT Aa
6bAAT W3N0XKEHH Ypes MaiikaTa no speMe Ha OpeMeHHocT. DYyHKUMATA HA UIMTOBW/IHATA JKie3a TpaOBa
na Obae U3cNeABaHa NPY BCHUYKK NEeJAUaTPUUHH MALKEHTH Ha BL3pacT o4 3 roAXHNA Cea H3argk
HOA-ChABPIKALIM KOHTPACTHH BELLECTBA. AKO C€ OTKPUE XHNIOTHPEOHAN3BM, TPAOBA A
HeoDX0AMMOCTTA OT NeYeHHe M (hyHKLHMATA Ha LIIMTOBUAHATA Me3a Tpa0Ba Aa ce Npocsy
HopManu3upaHe. BrxTe cbhlno Touka 4.6.

HeobxonrMMo € oCHrypaBaHeTo Ha aJeKBaTHa XUAPATALIUA NPCAU K CACA IPUIIaraHeTo
KOHTPaCTHOTO CPEACTBO, 0COBEHO MpH KbpMaueTa 1 Manku aeua. [lpuemsT Ha Hegpo
nekapcTea Tpabsa na Onae npeycraHoseH. CBbp3aHaTa ¢ Bb3pacTTa MOHHIKEHA CKOPOC




FAOMEpY/IHa (PUITPALIKS TIPH KbpMaUeTa MOXKE CbLIO Ja JoBeae A0 3a0aBAHE €KCKPELMATA Ha
KOHTPACTHH CPEACTBA.

KbpMmaueraTa (Rb3pact noa | roadHa) U ocobeno KOBOPOAECHHUTE ca NPEApa3fioNoKEHHU KbM
€NEKTPONATHH HAPYLUEHUS U XEMOAHHAMHWYHHU NPOMEHHU.

4.5 BsaumoaeicTBHE ¢ IPYI'H JIEKAPCTBEHH NPOAYKTH U IPYIrH pOPMH HA B3aUMO/ICHCTBHE

[IprnaraHeTo Ha HOAUPAHW KOHTPACTHH CPEACTBA MOXKE Aa AOBEAC 110 NMPEXOAHO HAPYLUIECHHE Ha
ObOpeuHaTa yHKUMA U TOBA MOXKE 1@ YCKOPH NOABATA HA JIAKTATHA alK103a NpK AUabETULIH, KOHTO
ripyeMaT MeTdopmuH (Bx. Touka 4.4 CrieunanHy npeaynpex/ieHusa u npeanasHi MepKH npu

ynotpeba).

[lauMeHTH, JIEKYBAHH ¢ MHTEPIIEBKHH-2 W HHTEPDEPOHH NPEAK NO-MANKO OT ABE CEAMMLMH, ca
CBBP3aHM ¢ NOBHILEH PUCK OT 320aBEeH TN peakUH (EpUTEM, TPUNO-NOA0DOHU CUMNTOMH WIIH KOXKHH

peakLuun).

EaHospemeHnHaTa ynoTtpeba Ha HAKOW HEBPOJIENTHUN WK TPUHLMKIWUHHA aHTHACNPECAHTH MOXKE 1A
NOHHWXXHM Npara 3a NosBa Ha rbPUOBE, KOETO J1a MOBHILH PHCKA OT KOHTPAcT-HHAYUHKPaHW NPUCTBITN

(rbpuoee).

Jleuenuero ¢ B-OnoKepy MOXeE 1a MOHWXXK Npara 3a NOABaTa Ha PeakUHKU HA CBPbXUYBCTBHTENHOCT,
KOETO OT CBOA CTPaHa Hafara NMpUiaraieTo Ha Nno-BUCOKHK /103U [3-alOHUCTH NPU JICYSHHUETO Ha
pEAKUHH Ha CBPbXYYBCTBHUTEHOCT.

Bera-6nokepute, Ba30aKTUBHUTE BELUECTBA, MHXHOUTOPUTE Ha aHTMOTEH3UH-KOHBEPTHPALLHS €H3UM U
AHTANOHUCTHUTE HA AHIHOTEH3IMHOBUTE PELENTOPH MOXKE 1a MOHMWXKAT EPHKACHOCTTA HA ChPASUYHO-
CbAOBUTE KOMIIEHCATOPHH MEXaHWU3MH NPH NPOMEHH HA KPBBHOTO HafisraHe.

Bcuukn HOOHW KOHTPACTHH BELLIECTBA MOTAT /1a (IOBAUSIAT BbPXY TECTOBE 3a OMPEAE/IAHE Ha
TUPOUIHATA QYHKLHSA, IOPAAX TOBa HOR-CBBP3BALIHUAT KaNaUMTET HA LIKWTOBH/IHATA 2KJ/1€3a MOXKeE /12
ObAe HAaMaTeH 3a HAKOJIIKO CEAMMLIH.

Bucokure KOHLEHTpaLUMHK HA KOHTPACTHO CPEACTRO B CEpyMa U YPHUHATA MOraT /1a Bb3ACHCTBAT BbpPXY
nabopaTopHu TecToBe 3a OUANPYOHH, NPOTEHHH WIN HEOPraHHYHK BELECTRA (HaNp. XENA30, Mell,
kanunii u pocdop). CaenoratenHo TE3U BEWECTRA HE TPAOBA Aa OBAAT H3C/ICABAHH B €HS Cllell
peHTreHOBaTa npoueaypa.

4.6 DepTHIHTET, OPEeMEHHOCT H KbPMEHE

DepTUNUTET
OueHKaTa Ha €KCNEPUMEHTANHUTE NPOY4HBAHHA NPH XKUBOTHH, HE 1NOKA3BAT JUPEKTHH H HHAHPEKTHH

yBpexXaauv ehekTy BbpXY pPenpo/yKTHBHOCTTA, Pa3BUTHETO HA eMOpHuoHa 1 (eTyca,
OpeMeHHOCTTa K NEPHU- U TTOCTHATANHOTO pa3BHTHE.

bpemeHHOCT
bezonacHocTTa Ha HioxeKcos No Bpeme Ha OpeMEHHOCT MPH XopaTa He € YCTaHOBEHa.

Bunaru korato € Bb3MOXKHO, PEHTIeHOBOTO W3C/IeABaHe Mo Bpeme na OpeMeHHOCT TpsibBa Aa ce
W36area, KaTo NOJM3AaTa OT PEHTIEHOBOTO U3c/eIBaHe ChC M 0€3 KOHTPACTHO BELLECTBO TpAbRa
BHMMATENHO Ja Ob/ie NpeLeHeHa cnpsaMo Bb3MOXKHHUA pHck. Moxekcon He TpabBa aa ce npunara

HeoOxonuMmo oT aekap. OcBeH M30Arsave uznaraHeTo Ha oBabuBaHe, NpH OliEHKa Ha Py
TpabBa Aa C€ MMa NPeaBKA HYBCTBUTEIHOCTTA Ha LIMTOBH/IHATA XKJle3a Ha 171044 KbM 4

[1pu HOBOpOAEHM, KOUTO ca OUNY U3NOKEHHN HA HOA-CHAbPXKALLK KOHTPACTHH BELLEC \
BLTPeyTPoOHO, Ce NMpenopbUBa NpocNeAsBaHE Ha PYHKUMATA HA LIMTOBH/IHATA HU1€3a \§
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KbpMeHe

KOHTpacTHHTE CpeacTBa ce OTACAT B MHOMO MaJika CTCMEH B KbpMaTa fpH YOBCKA, KaTo MUHUMaNHH
xkonnuectsa ce abcopbupar B uepsara. KbpMeHETO MOXKE /1a NTPO/ABL/DKH HOPMAJIHO CIIE/L pHarate na
HOAHO KOHTPACTHO CPe/CTRO RbpXy Maikara. KonnuecTBOTO Ha OTAC/IEHUSA B KbpMATa HOXEKCO 34
rnepuos oT 24 vaca cnel MikekThpaneto € 0,5% oT aganTupaHaTa KbM TEJICCHOTO TEM10 4034 O
BpeMe Ha npoyysaHe. KoauuecTBOTO Ha NPUETHA ¢ KbPMAaTa HOXEKCOJ 0T KbpMAaUeTo fpe3 NbpBUTE
24 yaca OT UHXEKTHpaHeTo cboTBeTCeTBA caMo Ha 0,2% oT neanaTpvuHaTa no3a.

4.7 EdexTn BbpXy cnocoOHOCTTA 32 WodHpaHe n padoTa ¢ MANTHHHK

He ca u3BecTHH epekTuTe BHPXY crI0cOOHOCTTA 3a Wodrpane viv padoTta ¢ mawmHA. Bhnpeku Tosa,
MOpajH PUCK OT pEaKLMK, He ce Npenopbysa wodHpaHe vk padbota ¢ MallMHK €HH 4ac Clea
MOCNEAHOTO UHXKEKTUPAHE WK 24 yaca cliel MHTpaTeKaiHa npoueaypa (Bx. Touka 4.4).

HeobxoauMa € HHAMBHAYAIHA NPEUEHKA NPH HAJIMYKETO HA NEPCUCTHPAILN CUMITTOMU CJIC/L
Muenorpadus.

4.8 Hexenauu NeKAPCTBCHH PEAKUHH

O6uiK (BaNWAHK 38 BCUYKH W3NOA3BAHW HOAHW KOHTPACTHH CPEACTBA)

[Mo-nony ca OMUCaHH BBE3IMOXHUTE OOIIM HexenaHU ePeKTH, CBbP3aHH C PEHTIEHOIpapCKUTE
NpoLeAYpPH, KOUTO BKJIKOUBAT H3MON3BAHETO HA HEHOHHH MOHOMEPHH KOHTPACTHH CPE/ICTRA. 32
HexenaHuTe eeKTH, cneurdpryuHu 3a Ha4WHA Ha NpyUnarake, Moss, oObLPHETE Ce KbM CHELN(PHUHHTE

pPa3iacii.

PeakuyM Ha CBPbXUYYBCTBHUTEHOCT MOraT a ce NOSABAT HE3aBUCHUMO OT 1034Ta H HaYuKHHa Ha
NPUNOKEHUE, KATO NEKNUTE CUMNTOMH MOraT Jia NPEACTAaB/ISBRAT NbPBUTE NNPHU3HALIK HA CEPUO3HA
peakuua. [IpunaraHeTo Ha KOHTPACTHOTO CpelacTBO TpadBa na Obae He3abaBHO NPEYCTAHOBEHO H AKO
e He0OX0ANMO, 1a Ce NpeanpHeMe cneurdpuryHa Tepanus, NpUIoKEHA BETPECHAORO.

YecTo ce Habn0AaBa MpexOQHO MOBULLABAHE HA CEPYMHHA KpeaTHHWH cliejl npyuiarade Ha HOJHH
KOHTPACTHH CPEACTBA, KATO € BH3MOXKHA W NOABATA HA KOHTPACT-UHAYLIMPaHa HEPPONaTHS.

HoausbMm, i ,,HOIHA 3ayliKa’’, € MHOTO PS/IKO YCAOXHEHHUE NPU HOAHUTE KOHTPACTHH CPE/ICTRA,
NposABSABALLO CE C OTOK K H0ME3HEHOCT Ha CAKOHYEHHUTE AK1€3H npubnuaunTento a0 10 aHm chea
H3CNIeABaHETO.

[IpeacTaBenaTa nmo-40Jy 4ecToTa ¢ 0azvpana Ha KIHHHYHATA JOKYMEHTALIMA Ha KOMITAHWATA WK
nyGaukyBaHud MallabH4 npoyusanus, cpasHasaly noseye ot 200 000 naunenTy.

YecToTaTa Ha HEXENAHUTE €(hEKTH € ONpEeaeIeHa, KaKTO cle/1Ba:
Muoro uecth (= 1/10), yectn (& 1/100 po < 1/10), Heuwectr (= /1000 no < 1/100), peakun (= 1/10 000
1o < 1/1000), mHoro peaku (< 1/10 000) 4 ¢ HenszsecTHa 4ecTOTa (OT HATMUYHUTE AAHHKU HE MOXKe /1A

Obae HanpaBeHa OLIEHKA).
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CucTteMo-oprannu Kinacose [Hecrora [IpeanounTan TepMuH

Hapywenua Ha uMyHRama Peaku CBpBXUYBCTBHTENHOCT (MOXE ja Obje
cucmemd ’KHBOTO3aCTpallaBalla Win garanHa),
BKJIKOMUTENIHO AUCNHeA, 0OpuB, epUTEMA,
YPTHKapus, CbpOex, KoxHa peakims,
KOHIOHKTUBHT, KaluiMua, PHHHUT, KUXAHC,
BaCKYJ/IUT, aHTUOHEBPOTHHER OTOK, OTOK Ha
NapUHKca, JapUHrocnasbM, OpoHXocnasbLm
HJTK HeKapauoreHeH HenoapodeH oTok.
Te3u peakuMu MOXKe 1a Bb3HHKHAT
HENMOCPEACTBEHO C/AEA MHXKEKTHPAHETO 1 Aa
OBAAT NpU3HALH 332 HAYATOTO Ha HIOK.
Ko>XHKTe peakurH Ha
CBPbXUYBCTBUTETHOCT MOXKE 12 Bb3HUKHAT
A0 HAKOJIKO OHW MO-KBCHO.

MHoro peaky AHaduiakTHUHW/ aHaQUIAKTOKAHN peakiiny
(MoXe 1a 6b/1e )KUBOTO3aCTpallaBallo HAH
(paTasiHo)

C Heu3BeCcTHAa 4YecToTa

AHadunakTHycH/anapUNaKTOMEH LWOK
(MOKe fa Oble XKUBOTO3AaCTPALLIABALLO HIIH

darasiHo)
Hapywenus Ha Hepgrama Heuec ["nasobonue
cucmema -
Muoro peaky Jlncreyzus (NpexojAeH METaNeH BKYC),
BazosaraneH CHHKOIN
Cvpoeunu napyuienus Peaxu bpaaukapaus
Crvoo6u HapywieHUA MHoro peaxku XUNEePTOHUA, XMITOTOHUA
Cmomawrno-ypesru HevecTn Canene
HADYULCHUA
Peaku [TorpbluaHe, kopemHa 60JKka
MHOro peaku Huapus

C HeW3BecTHa YeCcToTa | Y BEIWYEHHE HAa CAKOHYEHUTE XKNe3u

Obwu napywienus u eghexmu

YecTH YyBCTBO HA TOMIMHA
HA MACMIOMO HA NPUNOICCHUE
XUNepxuapo3a, UyBCTBO 38 CTYAECHHHA,
HeuecTH PRAAPO3A, 1Y b
BA3OBAlraJIHH peakuuu
Peaku [Tupexcus
MHOro peaku Tpenepene (BTpUcane)

BbTpechbaoBo NpuaoxeHHe (MHTpaapTepHanHo U HHTPABEHO3HO MPHIOKCHHE)
Mons, nvpso suscme paszoen ., Obwu . Ilo-0ony ca onucanu camo Heaxceranume CoOUmMus u mAxnama
YeCMoma nPU GbMPECcbO0B0 NPUACICEHUE HA HEUOHHU MOHOMEPHY KOHMPACMIU CPeOdcmeq,

XapakTepsT Ha HekenaHUTe ehekTH, cneumnduuHo Habk01aBaHu [0 BPEME HA UHTPAAPTH

NPUNOKEHUE, 3aBHCH OT MACTOTO Ha MHMKEKTUPAHE W Ao3aTa. CeNeKTUBHUTE apTEPHOID 4 '
NpoUeaypH, MPHA KOUTO KOHTPACTHOTO BEULECTBO AOCTHIA OTACACH OpraH BLB BUCOKH Bkt
MOJKe 1a ObAaT CBBLP3AHU C YCIIOXKHEHHUA OT CTPAHa Ha TO3W ONpeaAeNeH OpraH.
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CucremMo-OpraHHH KJIacoBe

HecTOTA

HpEII MNOYNTAH TEPMHH

HapyieHHa Ha kpbBTa U
NUM(pHaTa cucTemMa

C Hen3BecTHa yecToTa

TpombounTOoneHus

HapylueHnua Ha
€HAOKPHHHATA CHCTEMA

C Heu3BeCTHAa 4YeCToTa

TupeoToKcUKko3a, npexoaeH
XUNOTHPEOUAHIBM

[lcuXHUYHY HapylLIEHHUS

C Heu3BeCcTHa YeCcToTa

O6bpkaHoCT, Bb30Y/1a, 0€3MOKOHCTBO,
TPEBOKHOCT

HapyweHnus Ha HepBHaTa
cucTema

Penku

3aMasHoOCT, Nape3u, Napajinsu,
poTohodUsA, CHHIUBOCT

MHoro peakn

I 'bpuoBe, HapyllIeHUS HA Cb3HAHUETO,
MO3BbYHOCHAOB HHUMKACHT, CTYNOP,
CETHBHU HapYyLICHHUA (BKNIOYHUTEIHO
XMIOECTE3UA), NAPECTE3NA, TPEMOP

C Hen3secTHa HecToTa

[lpexoaHa MoTopHa AKC(PYHKUHNS

( BKNIOYUTE/IHO HAPYUIEHHE Ha roBopa,
acbazus, AN3apTpHd), PEXOaHA KOHTPACT-
HHAYUWpaHa eHuedanonaTus
(BKJTHOUHTENIHO NpeXoaHa 3aryba Ha
[IaMeTTa, KOMa, peTporpajHa aMHE3Us,
XeMHunapesa, 1€30pHEHTALIMA ¥ MO3bYUEH
OTOK).

HapyiieHua Ha QUMTe

Penxu

YBpemaaHe Ha 3pCHUETO ( BKNKOYUTENHO
AHNIONKUA Y 3aMbIJIEHO BUXKAAHE)

C HeusBecTHA HecTOTAa

[Ipexoana KopTUKasina cnenoTa

HapyLieHus Ha yXoTo U
nabupuHTa

C Heu3BeCTHAa uyecToTa

[IpexoaHa 3aryba Ha cnyxa

Cbpae4Hy HapyuleHHd

Penku

ApuTMKS (BICTIOUMTENHO OpaauKkapaus,
TaxXHKapAHs)

MHoro peaxu

HUHdapkT Ha MHoKapaa, rpbaHa fdonka

C Heu3BeCTHa 4eCTOTA

TexKu cbpaeHHU YCNOKHEHUS
(BKJAKYHTENHO CbpAeUEH apecT, KapAno-
pecnUpaTopeH apecT), CkpaeyvHa
HEOCTaTbYHOCT, CM1a3bM Ha
KOPOHApPHUTE apTEepPHH, LHaHO3a

Cba0oBM HApYyLUEHHS

MHOro peiku

["opelim BLaHHU

C HeuW3BeCcTHAa 4YecToTa

Lok, aprepuraneH cnasbm,
TpombonedbrT, BeHo3Ha TpombO3a

Pecnupatoptiy, FpbAHU Y
MEIWACTUHANHK HApYyLIEH s

UecTH

anX{JﬂHH NpOMEHHU HAa AUXATCNHATAa
HECTOTA, pECHHPﬂTOPCH AHCTPEC

Penkn

Kawnuua, pecnupatopeH apect

Muoro peaku

Hucnuesn

C HeHsBeCTHAa 4ecTOoTa

TexkH pecnupaTtopHd CUMNTOMH U
npH3Haum, denoapobed O0TOK, OCTLP
PeCUpaTopeH ANCTPEC CHHAPOM,
OpOHXOCNA3bM, JAPHHIOCNA3bM, alNHES,
acNUpalLns, ACTMAaTHUYEH NPUCTDI.

CToMaLIHO-YPEBHH
HapyLleHUs

Penku

Huapus

C HeMussecTHa 4ecToTa

BhouiasaHe Ha laHkpear ;/. ‘

Hapywienus Ha Koyarta u
NOJAKOXKHATA ThKaH

Penku

f

OﬁpHB’ Chpﬁe}ﬁa YPTHKaE Mk |
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C HeU3BECTHA YecToTa

bynozen niepMaTuT, CHHAPOM 1A
CTuBbHC-/XKOHCBH, epyUTeMa
MyANTHHOPME, TOKCHUHA ENUACPMAINa
HEKpONH3a, OCThP MeHepainuinpat
€K3aHTEMATO3EH NYCTYJIO3€H 0OpHUB,
MPOBOKHPAH OT JIEKapCTBOTO OOPHB ¢
€03UHODHIIHUA U CUCTEMHH CUMIITOMM,
000CTpsAHE Ha CHLLECTBYBALL NCOPHA3HC,
epuTeEMa, NPOBOKUPAHH OT JIEKAPCTBOTO
epYNLMH, KOXKHH EKCPOIHALIHK

HapyweHua Ha MyCKyJiHO-
CKeneTHaTa CHCTeMa H
CbheAMHHUTEJIHATA ThKaH

C Heun3zBeCcTHA 4eCTOoTa

ApTpanrus, MycKyJiHa cnabocT,
MYCKYJIHO-CKENETEH ¢na3bM, 60/1Kka B
repba

Hayuienusa na 6u0penure 1
MUKOYHHUTE NBTHLLA

HeuecTH

OcTtpo ObOpeuto yBpexaaHe

C HeH3BeCcTHA 4ecToTa

I ToBHLIEH KpeaTHHHH B KPbBTA

O011iK HapyLIEHHS K edexTH
Ha MACTOTO Ha NMPUITOKEHUE

HeyecTn

bonka u AMCKOMQOPT

Peanku

CHCTOAHMA HA ACTEHUR (BKITFOUHTEITHO
(hHU3NYECKO HCPA3ITONOKEHHE, YMOpa)

C HeU3BeCTHA 4ecToTa

PeakLiMu Ha MACTOTO Ha NMPUNOKEHHE,
BKJIKOYMTEIIHO CKCTPABA3ALINA

HapanssaHui, OTpaBsiHHS H
YCIOMHEHHWA, BE3HMKHAIN B

C Heud3BECTHA 4ecToTa

Honnzum

pPe3yATaT Ha HHTCPBOHUNH

HUHTpaTeKanaHO NPUHIOXKEHHE

Mona nepgo susxcme paszoden ,, Obwu’™. [To-oony ca onucaiu cavo Hedxceranume CoOUumust u nsixuama
yeCmoma RPU UHMPAMEKATHO NPUTONCEHUE HA HeUOUHYU MOHOMEPHU KOHMPUCHHU CPEOCIB.

Hexxenauunre edekT Npu UHTpaTEKaNHO NMPHUIOKEHUE MOXKe J1a ObaaT OT 3adaBeH THN U Aa CE¢ 1MOSIBAT
HSKOJIKO Haca WM JOpH OHH cnej npoueaypara. Yecrorara € noaoOHa Ha Tasy NpH CaMOCTOATEIHA
nymbanHa nyHkuus. [ nasobonue, ranene, NoBpbILUAHE WK 3aMasHOCT MOXKE 10 TofiAMa CTeNEeH Ja ce
ABL/DKAT HA CajJlaHe Ha HanaraseTo B cybapaxHOWAATHOTO NPOCTPAHCTBO B pE3Y/TAT Ha M3THYAHE Ha
JIMKBOP OT NMYHKLHOHHOTO MACTO. Tpadaa na ce u3dArea U3MHILIHOTO H3THYAHE HA JIMKBOP OT
NYHKUKOHHOTO MACTO, TpabBa na ce u3bArea UINMILHO M3TUYAHE Ha BEPedPOCNHHANHA TEHHOCT, 33
[a ¢€ MUHUMH3INPA NOHHIKEHUETO HA HANATaHETO.

CHcTeMO-0praHiH KJIacoBe

YecToTA

I1peanoYHTAH TEPMHH

[IcuxuvHu HapyWeHUs

C HeusBecTHAa 4ecToTa

ObbpkaHocT, Bb30yAa, 6€3CNOKONCTBO

HapyuieHnst Ha HepBHaTa
CUCTEMA

MHOro 4ecTH

["naBofonue (Moxxe Ja Objle TEKKO H
MPOABLIKHTENHO)

HeuectH AcenTHueH MEHHUHTIHUT (BKIKYHUTENHO
XUMUUYEH MEHWHTHUT)
Penxu I bpuoBe, 3aMasHOCT

C HenzBecTHA 4eCcTOTAa

OTKIOHEHUA B eNeKTpocHUedanorpamara,
MEHUHTHIBM, ETIUAECTITUYEH CTATYC,
NMpexoAHa KOHTPACT-UHAYLIHPaHa
eHlledaonaTyua (BKITIOYUTEIHO ITPEXO/HA
3ary0a Ha [1aMeTTa, KoMa, CTynop,

(BKNIOYUTETHO HAPYLUEH
abazus, AM3apTpHA), napf
XUNOECTE3NA N CETHBHH

HapyLieHnsa Ha OUHTE

C Hen3BeCcTHA uecToTa

[lpexoaHa kopTukanHa
¢oTopobus
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HapyuieHus Ha yXoTo U C nenseectHa uectota | [lpexonHa 3aryba Ha ciyxa

nabupuHTa

CToMailHO-4YPEBHH Hectu 'anene, nospsluaHe

HApYLUEHHA i
HapyuieHnst Ha MyCKYJTHO- Peaku boJiku BbB BpaTa, O0/1kK B rppba
CKENIETHATa CUCTEMA U C Hewn3BecTHa yecToTa | MyckyaeH cnaism

CbEAMHUTENHATA TbKaH ]
O0wuM HapylueHUa ¥ eekTh | Peaku boJIKK B KpaHHUIIWTE |
Ha MACTOTO Ha npunokerdue | C HeuzBecTHa YecToTa | Peakumnn Ha MACTOTO Ha NPHITOKEHHE

[IpUa0XKEHHUE B TENECHHUTE KYXHHH
Moas, nvpeo euwxicme pazoen ,, Obwu’”. Ilo-0ony ca onucanu camo Hexceranume CvoOumusn u msaxuama
LECMOMA NPU NPUTOIICEHUCHIO HA HEHUOHHU MOHOMEPHYU KOHMPACMHU CPEOCMBd 8 MENCCHUME KYXURU.

Enjockoncka perporpaaHa xonanruo-natvkpearorpagus (ERCP)

Cmomauno upesiu HapyuieHus
Yectu: [laHKpeaTUT, NOBULLIEHHUE HA aMUNa3aTa B KpLBTa

flepopanto_npuioxkeHue
CmoMauno-ypesHu HapyuieHus
MHoro uectu: Jnapus

Hectu: NaaeHe, noBpbILaHe
Heuectu: Kopemua fosika

Xuctepocannuurorpaguu (HSG)
CmoMauino-4pesry HAPYUIeHust
Muoro yecti: bonku B noaHaTa 4acT Ha Kopema

ApTporpagus
Hapywenusn na MyCKyIHO-CKeemuama cucmema ¥ CbeOUHUMenHama muKan
C HeuzBecTHa HeCTOTA; APTPUT

Obwu HapyuwieHus u eexmu Ha MACMOMO Hd NPUNOIICEHUE
Muoro yectu: bonka

XepHuuorpadms
Ob6ugu Hapywenus u eexmu Ha MACMOMO Hd NPUAONCCHUE
C Heu3BecTHa vecTOTa: bonka cnep npoueaypara

OnycaHye HA onpeeNeH HeXenadu peakiiuu

Crobuwasanu ca TpoMO0-e00IUTHYHH YCI0KHEHHS, CBBP3aHH C KOHTPACTHO-YCHEHA aHrnorpadus
Ha KOpOHApHUTE, MO3bYHHTE, BbOpeuruTe 1 nepudepruTe aprepru. KOHTPaCcTHOTO CPEACTBO MOXKE
71a ROTIPUHECE 3a TE3M YCIMOXKHEHUA (BXK.TOUKA 4.4 ).

ChobluaBaHu ca cliydau Ha CbpAEHHM YCIO0MKHEHUS, BKITKOUUTEIIHO OCTBLP UH(APKT HA MHOKap/aa Nno
BpeMe Ha WIH CNell KOHTPACTHO-YCHIEHA KOpOHapHa aHrvorpagus. Tlauwentute B cTapuecka Bb3pacT
WY TAKWBA C TEXKKa KOpOoHapHa aptepranHa donecT, HecTabuiHa aHrMHA NeKTOPHC ¥ AUCPYHKLIHUSA Ha
naBaTa KaMepa ca ¢ MOBUINEH pPHUCK (BX. Touka 4.4).

B MHOro peaxy ciydan KOHTPacTHUTE CPEACTBA MOKE & NPEMHHABAT Npe3 KPLBHO-MO3bYHATA

rnpexoaHa 3aryba Ha namerra v eduedanonarus (8x. Touka 4.4).

AHadunakToMaHATA peakUUs W aHAPHUIAKTOMIHHA LLOK MOXE /1a ROBEAT /10 TEXKA
CBBLP3aHUTE ¢ TOBA CHMITOMM W NpPH3HALIK KAaTO XUNOKCHYHA eHuedanonaTys, 6b0pd
YyepHOAPOOHA HEAOCTATBUHOCT (B, TOUKa 4.4).
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B HAKOM OT CAy4auTe, EKCTPaBa3alUMaATa Ha KOHTPACTHO CPEACTBO MOXKE Jia IOBEIE J10 JIoKanHa Hoska
M OTOK, KaTO 0OMKHOREHO HamansasaT Oe3 nocneacTeus. CrobulaBany ca ciiyqyau Ha Bb3nalieHue,
TbKAHHA HEKPO3a U CUHAPOM Ha KoMnaprameHTa (Bx. Todka 4.4).

[leanaTprMyHM NAUUEHTH

[TpexoaeH XUMOTHPEOHAN3LM € CHhoOUIABaH NPU HEAOHOCEHH AeLa, HOBOPOACHH W NPH ApYTH Acua
cnel npunaradeTo Ha HoJiHU KOHTPACTHH cpeacTBa. HeaoHocenuTe aeua ¢a 0cob0eHO YyBCTBUTENHH
kbM edekTa Ha Hoaa. CbobluaBaH € NpexoAeH XHNOTHPEOHIM3bM TTPH HEIOHOCEHH AcLa, KbpMEHH OT
ceouTe Maiiku. K'bpMelliaTa Maiika yecTo e Guna HanoxeHa Ha AEHCTBUETO Ha HOXEKCOoA (BXK. TOUKA

4.4).

HeoOx0AWMO € OCHIypaBaHETO Ha aA€KBAaTHA XHApATALUA NPEAN H C/ICA NPUIIEraHeTo Ha
KOHTPACTHOTO CPEACTBO, 0cOOEHO NpH KbpMadeTa M MalkH aeua. [[pueMsT Ha HEPPOTOKCHUHU
nekapcTna Tpabaa na 6bae npeycraHoseH. Cpbp3aHaTa ¢ Bb3pacTra MOHHKEHAa CKOpPOCT Ha
rnoMepysiHa GUATPALMS NMPY KbPMaUcTa MOXE ChULO Ja AoBede j10 3abaBsHe eXCKpeunsaTa Ha

KOHTpacTHHUTE CPCACTEA.

CrobluaBaHe HA NOAO3UPAHM HEXKENAaHW PEaKLIHH
Cbo6LasaHeTo Ha NOJO3UPAHH HEXENAHH JIEKApCTBEHU peakLMU CNef pa3pelsaBaHe 3a ynorpeba Ha

NeKapCTBEHUR NMPOAYKT € BaxkHo. ToBa no3sosBa Aa npoab/ixKy HAONOACHUETO HA ChOTHOLWEHUETO
MoJI3a/pUCK 33 NEKapCTBEHUA NpoayKT. OT MEAHLIMHCKHUTE CNELHANTNCTH C€ U3UCKBA A ¢cHo0LaRaT
BCSIKA NOAO3MpaHa HexXe/laHa peakLMs upes:

ManbaHATENIHA ar€HUMA No 1exapcTBaTa
va. ,,JlamaH ['pyep” Ne 8

1303 Cogus

Ten.: +35 928903417

yebcalT: www.bda.bg

4.9 Ilpeno3upane

[IpeakIMHAUHATE AaHHW NOKa3BaT BUCOKA rpaHula Ha De3onacHocT npyu HOXEKCOoIT U He ca
YCTAHOBEHH (UKCHPAHU MOPHW HURA HA [103aTa NPH PYTHHHO BLTPECHIAOBO [TPHIIOKEHHE.
CUMNTOMATHHHOTO APEAO3IUPAHE HE € XapaKTEPHO TPH NaLMEeHTH ¢ HopMaiiHa ObOpetta hyHKLKA,
OCBEH aKO NauneHTsT € nonyuust noeede ot 2000 mg [/kg TenecHo Terno 3a orpaHHyeH nNepruoa or
speme. [lpoab/bkuTeNHOCTTa HA MpouelypaTta € BakHa 3a 6bOpeyHaTa NOHOCHMOCT Ha BHCOKH 103U
OT KOHTPAcTHOTO cpeaAcTBo (t1» ~ 2 vaca). CiyualHO NpeR03HpaHe € No-BepoaTHO Cliel CNOXKHa
aHruorpadcka npoueaypa npu aeua, ocobeHo KoraTo ¢€ NprIaraT MHOMOKPaTHO HHKEKLIUU OT
KOHTPAaCTHOTO CPEACTBO C BUCOKM KOHUEHTpPALMHK.

B cnyvaii Ha npenosupane TpabBa Aa ce kKopHrupa BOAHUAT UK €NEKTPOAHTHHAT Anchananc,
BuOpeuHata dhyHkuus Tpabea na 6bie MOHUTOpUpaHa B cneralluTe 3 AHH. AKO € HEODOXOAUMO,

MOXE Aa Ce NPHAOKH XeMOAWANN3a 33 OTCTPaHABaHE HIIMWBKA OT KOHTPACTHOTO cpeacTBo. Hama
cneurpHIEH aHTHIOT.,

5. ®APMAKOJJIOIHYHHU CBOUCTBA

5.1 <PapmMakoAHHAMHYHH CBOHCTBA

dapMakoTepanesTHHHA I'pyna: peHTITeHOKOHTPACTHH CPEACTRA, HOJIMPaHH
ATC: VOSAB(2

3a no-roaaMaTa YacT OT XeMOAHHAMUWYHHTE, KITHHHUKO-XUMHUYHUTE U KOAryJJAaUHOHHHTS
U3CAEABAHH CIEA HHTPABEHO3HO HHXKEKTUPAHE HA HOXEXCcO Ha 3apaBy J00POBOIILM, K
YCTAHOBEHHK 3HAYUMU OTKJIOHEHHA B CTOHHOCTUTE B CPABHEHHE C TC3H NMPEAH HHXKEKT
Hskonkoto Habnioaasanu npomMeHH B 1abopaToOpHUTE napaMeTpy ca Ounu Manku u npg
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TakuBa 0€3 KIIMHNUYHO 3HAYECHHE.
5.2 @®apMaKOKHHEeTHYHH CBOHCTBA

[Toutu 100 % OT UHTPABEHOZHO MHIKEKTUPAHUAT HOXEKCON CE€ EKCKPETHUPA HCNPOMEHEH Tpe3
6b6peumnTe B paMKKTE Ha 24 yaca npy NauMeHTH ¢ HopmaiiHa ObOpeuna GyHkuns, MakcuMmanHara
KOHLIEHTPALIMA Ha HOXEKCON B YPUHATa ce NOABABA OKOJO | 4ac cnen nikekTupaHeTo. He ca

YCTAHOBEHU MeTa0ONUTH.
Cebp3BaHeTo Ha HOXEKCON ¢ NPOTEUHUTE € HUCKO (no-manko ot 2 %).

5.3 IlpeaknuHHYHH AaRHH 32 Oe3onaCHOCT

HoxeKkcosl HMa MHOTC HHMCKa OCTPa TOKCHYHOCT NPH HHTPABEHO3HO MPUJIOKEHHE NPH MULLIKH U
nnbXxose. MacnenBaHuATa Npy >XKKBOTHHU NMOKA3BAT, Ye HOXEKCOJ KMA MHOIO HUCKO CBBp3BaHe ¢
NpOTeUHUTE H e A00pe NoHocHm oT 6BOpeuuTe.

6. GOAPMAILEBTHYHHU JAHHHA
6.1 Chnucbk HA TOMOILHHTE BelllecTBA

Hartpreso-kanuues eaerar

Tpomeramon

XnopoBoAOpOIHA KMCeIWHA (3a kopurupaHe Ha pH)
Hatpues xuapokcua (1 M - 3a kopurupane Ha pH)
Boaa 3a nHXeKuUHH

6.2 HecbBMECTHMOCTH

KonraMenua Hox He Tpabra AMPEKTHO Ja Ce CMECBa C ApYru fiekapcTseHu npoayKTH. Tpadea na ce
H3MON3Ba OTAENHA CNIPHHLIOBKA.

6.3 Cpoxk Ha rogHocT

3 (TpH) roanHH.

6.4 Choeuna/JJHB YC/IOBHH HA CbXPAHEHHE

Jla ce na3u OT CBETIIMHA U PEHTIEHOBH JILUECHUA.

6.5 Buau cnabpiKaHHe HA ONAKOBKATA

[IpoAyKTET € B MHXKeKLMOHHU dnakonm (50, 100, 200 u 500 mL). U uetupure diiakona ca
n3paboTeHn OT ¢THKIC THN |, 3aneuaTanu ca ¢ xj10pobyTUNOBH FYMEHH 3allyilalKH M ¢ 32-

MUITUMETPOBH AJTYMHHUEBO-NNACTMACOBH OTHYIBALLHK CC Kalla'1KH.

Mdnaxkonute no 50 ml, 100 ml v 200 ml ce npeanarar 8 onakosku no 1 unu no 10, grakouuTte no 500
ml ce npeanarar B ONaKOBKH No | vnu no 3.

He BcHuk# BHAOBE OMAKOBKH MOrarT Aa 6bAar nycHaty B ripojiaxda.

6.6 Coenna/JHH npeAnasHd MEePKH NPH HIXBLPJIAHE

Mono6HO Ha BCHUKN NapeHTepanuu npoaykti, KontaMenna Mox npean ynotpeba
OrNeaaH BU3YaHO 33 CbAbPKAHUE HAa YaCTHLUM, NMPOMEHH B LBETA W LIENOCTTAa HA ON
[TpoayxTbT TpaGBa Aa Obae M3TErIEH 8 CNPUHLOBKATA HENOCPEACTBEHO NPEaAU YO
ca npeJHa3HAUEHHU CaMO 3a ¢AHOKpaTHAa ynotpeda, HEH3NoJI3BaHOTO KOJTHYECTRO TPS
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H3XBBPNEHO.
[1peau npunarane KonraMeana Mox Tpabsa aa ce 3atoruii 10 TenecHa temneparypa (37°).

7. IIPUTEXATEJ HA PA3PEIHIEHHETO 3A YIIOTPEBA

“Yaitkacdapma BucokoxavecrseHuTe Jlekapersa” Al
6yn. “I'. M. llumutpos” Ne 1, rp. Codusa 1172, brarapus
Ten: +359 2 962 54 54

thake: +359 2 9603 703

8. HOMEP HA PABPEIIIEHHETO 3A YIIOTPEDBA

Per. Homep: 20130216

9. JATA HA ITBPBO PA3PEINABAHE/TIO/JHOBABAHE HA PAZPELIEHHETO 3A
YIIOTPEBA

JlaTa Ha NBpBO pa3peluaBaHe 3a ynotpebda: 08.07.2013
JlaTa Ha NoJHOBABAHE Ha pa3peLleHuneTo 3a ynotpeba: 09.08.2018

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

Anpun, 2025
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