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KPATKA XAPAKTEPUCTHMKA HA ITPOAYKTA

TEpProecko nMe Ha JEKAPCTBEHAS NPOAYKT MUHUCTEPCTBO HA 3[PABEONASBAKETO

Scanlux 300 mg I/ml, HHKEKIMOHEH PA3TBOP

lpuAoHeHue KbM

KommuecrseH H KAYECTBEH ChCTAB paspeweie sa ynorpesa e W-403M3 i 14.63-04
)

Eaun ml urskekMOHEH pa3TBOp CBALPIKA: G b L /090\ SO 07 -
612 mg Iopamidol, croreercraam Ha 300 mg Hox

Ocmonapurer npu 37°C 635.9 mosmol/kg
Buckosuret npu 37°C 4.5 mPas

OTHOCHO eKCLIMITHEHTATE, BXK, pasjen 6.1.
Jlexapcreena ¢opma
Vhpxexuponen pasTBop

Topamidol 3a umxexrupane e 4HCT, He3nBETEH O JIEKO XBIT Pasteop, 6e3 BuaNMH
YaCTHLIM,

Kanungain (aHHu
Iloxazanus

KoHTpacTHO peHTreHONOrMYHO CPEACTBO 32 NepHdepHa aprepuorpadms 1 esorpadus,
AHrHOKapJUorpadus, AUrHTalHa cyOTpaKUOHHA aHrMorpahus, 1a8a
BEHTPHKYJIOrpadyst ¥ KOpoHapHa aprepuorpadiis, KOHTPAaCTHO YCHNBAaHE B
KOMINOTEpPTOMOrpadusra, HeBpopesTreHorpadus u yporpadus.

JI03HpORKA ¥ HAYWE Ha IIPHIIOKCHHE
3a HHTpaBeHO3HO, HHTPATEKAIHO HIII HHTPAAPTEPHAIHO NPODKEHUE.

JHo3ara Tpabea aa ce cr00pa3H ¢ U3CHESIBAHETO, BE3PAcTTa, TEIECHOTO TEMIIO, CHPACYHUS
nebut, 6ubpeunara dyHKLHs, OOLUIOTO CHCTOSHKE HA NNATHEHTA B H3MION3BaHATa
rexurka. OOHKHOBEHO, ChIUTE HOAHA KOHIIEHTPALHA H KOJMYECTBO C& U3ION3BAT U NPY
JApYTUTE H3BECTHH HOI-CHABPKallH PEHTTEHOIOTMYHM KOBTPAacTd B yIotpeba
TIOHACTOSIEM.

Kaxto npu Bcruky KOHTPACTHH CPejICTBA, TPAOBa Aa ce yrnoTpebssa Hai-nuckaTa
HeobXxouMa 1103a 34 aleKBaTHa Busyannsanusi. O0muaT obeM, koliTo He TpaORa fa ce
HaaBumaga e 250 M. HaMa cnenudmyny 1030BY H3HCKBaHKS 32 NALHEHTH B
HanpefHana Bb3pacT.



Hpenopvugam ce crnednume npumepuy O03UPOSKU:

SCANLUX HWHXEKHMOHEH PA3TBOP

Hpouenypa VinkeK1IioOHeH NPOAYKT Ha i0onamuaod HosupoBka
Tepudepua Honamunon umxekuuoner 300 mriiox/mn | Beapacran 20-50 mn*
apreprorpadus I/Ionamw.[on HEXKEKLHOHeH 340 Mr itof/mMIl | Tenask+

Honavunon nmxexnuoner 370 Mr iton/mn
Benorpahus Homamuaon umxexunoner 300 mr itog/mn | Bsapactau 20-50 mu

Hemas*

ABTHOKapAHoTpad st 1

I/Ionammlon umxexknHoner 340 Mr Hom/ma

Brspacrau 30-80 mn

nsisa BeHTpHKyAorpadus | Homamumon umbkexunonek 370 mr fog/mi | Jlena++
Koponapua Honamuzon urmxexmnonen 340 Mr ffon/mn | Bospactau 4-8 Mi Ha
aprepuorpadus Honamunon uexexHHoHeH 370 Mr Hon/ME | apTepus*
Jenat**
Jururanga
cyOTpaKiiHoHHa
anruorpagusa (DSA)
Hatpaaprepuanno Honammaon umxexuuoner 300 mr fio/mn | Boespactau 0.5-20 M
HHKEKTHpaHe Jena 0.25-0.375 mn/xr
HuTpaseHo3Ho Horamunon nmxexnuones 340 mr fog/mn | Brapactsn 30-50 Mn
HEDKEKTHPAHES Honamuzon nmxexnyuonen 370 mr Hom/mn | Jlena 0.5-0.75 Ma/kr+*
Jlapa pesTpUKyROrpadns I/Ionammon umkekuHoneH 300 mr fioa/Mn | BbapacTHu 25 Mn
HOII&MH,I[OJ] HEKEKIHOHEH 340 MT Hou/Ma Heua 0.5-0.75 mn/kr
Honamunon maxexumonen 370 Mr foa/mn
CeneKTnRHa KopoHapHa | Monamumon umxexuuoner 340 mr fion/mi, | Be3pacTeu 2-5 Mi
apTepuorpadas upes Vonamuzon nkekupones 370 Mr iowMn | Menass=
HHTpaapTepuanua DSA
Vemneane npn CT- Honamunon mmxeximored 340 Mr fiog/mn | Mo3byuHO ckenupatie NpH
CKEHHpaHe BB3pacTHi 50-100 v
Teuass
Honamunon umkexnpones 300 mr fog/Mn | CkesdpaHe Ha LANO TANO
40-100 mn
Heuax#
HntpaseHo3na Viomamenon umxexipones 300 mMr Hox/ma | BespacTau 40-80 mn
yporpadus Honamumosn umxekmuones 340 mr fon/sut | IIpn Texka 6b6peuna
Honamupoa umxexnpones 370 Mr #oa/Mi | HEAOCTATHYHOCT BIM3AT
B chobparkeHue
0OUKHOBEHHTE
BHCOKOZ030BH METOAH
(mo 1.5 mn/kr)
Teua 1-2.5 Ma/kr*+
Tymbansa muenorpadusa | Honamunon umkexuuone 300 mr fion/mn | Beapactam 5-10 mn
Heua***
Topako-uepsuKaiia Vionamunon umkexuuoner 300 mr fion/Mn | BrspactHu 5-10 Ma
MuEenorpagus Jenaxss
Liepebpanna Homamumon umxexiuoney 300 mr iio/Mn | Byapactan 5-10 ma
aHryuo/aprepuorpapus Heua 5-7 ymp#*
* IToBTOpH NpPH HEOOXOAUMOCT

#k Crniopep Tenecsa Maca ¥ Bb3pacT

gtk

IMpoueaypa HENPUIOKHEMA 32 JeLa B 00IIMA Clyyai
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I'Ipomnonoxasam«m
Honamugon e CTPOro NPOTUBOINOKAZAH MPH HARMEHTH ¢ H3ABCH XHIICPTHPOHTHIBM.

Joxazana WiM NOKO3MpaHa CBPBXUYBCTBUTEIHOCT KbM aXTHBHATO BEHIECTBO Hop WM
KBM HAKOH OT eKCUHIIHEHTHTE.

Texxa xomMOMHHpaHa yepHOApPoOHa 1 OBOpeUHa HeLOCTATEHHOCT.
CrenyiasnHi IpOTHRONOKA3AHUS U CIIELMAIHHE NIPELyNPEeKASHNS 3a yroTpeba

Kakto 4 mpH BCHYKH APYrH KOHTPACTHH CPEACTBA TO3U MPOAYKT MOMKE A3 NPHUHHH
aHaUIaKCHsT WM APYTH ANleprHdHY NPOSBYU © TaficHe, MOBPBUIAHe, JHCIHEes, epUTeMa,
YPTUKapus W xunorensus. [TonokurenHa aHaMHe3a 3a allepris, acTMa UK HexeslaHa
peaKiys 110 BpeMe Ha NPeIHIIHK MoA00HH H3CNEeIBAHHS HACOUBAT KbM HYXKAa OT
MOBULICHO BHUMAHNE; 1P TAKHBA FIALMUSHTH I10J13aTa 3HAYMMO TpaOBa A MPeBbIXoKIa
pricka. Moxxe Aa ce obCEKAA MPENBapUTENHO eUYeHHE C AHTHXMCTaAMMHM WM
KOOPTHHOAPEPONIH C UeN Ja ce M30ATHAT WITH MUHHMH3UPAT BB3MOXKHH aJleprHiHH
peakuyy. HeobXoaUMuTE pecyCIMTalHOHHE MEpKH Tps0OBa ia ca B HenocpeIcTaeHa
HAJIIYHOCT.

[Naupentnte Tpabra fa 6BpOAT AOCTATPYHO XUAPATHPAHU NIPEIH H CleN
PEHTIeHONOrHYHY npouenypH. [TaiyeHTy ¢ Texxky QYHKUHOHAITHY YBpexIaHHs Ha
uepHUs Apod uiy MuoKapua, Jmaber, NoNypus Wik OAKPYPHS, XUNIEPYPUKEMUS,
KspMaveTa, NalueHTH B HATIpEAHANA BB3PacT U NAalMeHTH ¢ TEeXHKH CHCTEMHU
3abonsBaHys He 6uBa Ja OBJaT N3faraHy Ha AeXHApathpaTauysa. OTKIOHEHHUATa BBB
BOJIHUA U eICKTPOJUTHHA OallaHe TpsAdBaja ce KOPUTHPaT Npeau ynotpeba.

Ipu nauueHT# ¢ yBpeskaaHe Ha Os0peuHaTa QyHKIMA MPUIaraHeTo Ha NOTEHLMATHO
He(ppPOTOKCHYHHU JiekapcTea TpsOBa fa ce u3bsArea A0 MblHATA €KPELHA Ha
KOHTPaCTHOTO BewlecTBO. [I0-HaTaThIUHO NpyNaraHe Ha KOHTPACTHO BELLECTBO Tp:AOBa
Jla ce OTNiara [0 Bb3BphIuaHe Ha OBOpeuHaTa QYHKIHA KbM U3XOAHOTO M HHBO.

TsH KaTO OMMTHT NIOKA3B2, Y€ 3aTOMHEHOTO KOHTPACTHO CPEACTBO Ce noHacs 1no-xobpe,
HeoOXOAHMO € KOHTPACTHOTO BELUECTRO Ja Ce 3aTOILIM O TeleCHATA TeMHepaTypa Nnpei
MPHNOKCHUE.

[TauuenTuTe ¢ TekKa yepHOApoOHa, G'hOpeyHa niK KoMOHUHMpaHa YepHOAPOOHO-
6rOpeyna HeNOCTATHYHOCT He TPAOBa Ja ce W3CJIEHBAT, OCBEH aKo HiMa abCOoNIOTHH
nokaszaHus 3a ToBa. [JoBTopHOTO M3cienBate TpsOBa Ja ce OTHOKHU ¢ 5-7 OHH.

TTo Bpeme Ha uHTpaKapAHanHa WM KOPOHApHA apTepUorpadus Moxke, MaKkap U psjKo,
Ja e IIO0ABH KaMEpHa apHTMMA.

FlanpenTty ¢ enunencyd MAKH ¢ aHaMHe3a 32 eNJIENCcHs CNefBa Aa ca Ha NOJBPIKALLO
neuenwue. B HAKOW Cydan, aHTHKOHBYJICAHTHATA TEPATMs MOXKE Ja ¢ NOBUIIM 32 48
4aca Npeay H3CNeaBaseTo.




YnoTpebata Ha TO3M HPOAYKT MOXKE Aa Ce OTPa3y Ha TECTOBETE 3a TUPOHUAHA (yHKLKA.

VmxekuuoHeH HonmaMumon Tpf{ﬁBa Ja ce U3M10JI3Ba ¢ BHHMAaHHE ITpH NajguenTHy ¢
XHUNCPTHPOHANUIBM. Bramoxno e XUTIEPpTHPOHAN3IMA Na C& BE300HOBH TpH DaLKEeHTH,
npeny ToBa JCKyBaHH 3a Oonecrra na Graves.

He-HoHHNTE KOHTPACTHHU CPEACTBAa UMaT M0-MalKa aHTHKOAryaHTHA aKTUBHOCT in vitro
OT HoHHHTE cpeacTBa. Ilopanu Tora, TpsabBa Aa ce oOphIIA NEJaHTHYHO BHUMAHIE Ha
aHruorpackarta TexHuka. He-fosHuTe cpeacTea He TpAOBa Aa ce JONycka Ja OCTABaT B
KOHTAKT C KPBB B CIIPHHIOBKATA, @ BETPECHAOBHTE KaTeTpH TpsiOBa 1a ce MpOMHUBaT
4ecTo, 34 A4 C€ MHHHMAaNH3Upa PUCcKa OT TPOMOO3H, KOETO PALKO MOJKE a AOBEAS A0
CEPHO3HHM TPOMOOEMOOIUYHY YCIOKHEHUS CIS POLEaypUTe.

Crex BpTpecHA0BO NPHIIOKEHNE HA HOIAMUAON TTAUMEHTH ¢ (PeOXpOMOLIMTOM MOTaT Ja
Pa3BMAT TEXKa XHUnepreusupua Kpusa. [Ipenoprusa ce rnpemenuxaiiis ¢ anda-
peUEnTOpHH OloKepH.

INpu nanyeHy ¢ MOHOKJIOHaRHA raMonaTys (MUEHOMATO3a, MaKpornoOyMHeMns Ha
Waldenstrom) psTpechA0BOTO NPUITOKEHAE HA KOHTPACTHO CPEJICTBO MOKE Ja €
AIOTEHLIHAIHO onacHO. [Ipk TakuBa naueHTH, pPUCKDLT OT YBpexiane Ha OnopeuHaTa
GyYHKLIMS MOXKEe la ce HaMaiM, aKo MauMeHTUTe ca JoOpe XuapaTHpasy rpesy
TIPHIIOKEHHE.

3a faa ce npepoTBPATAT KPU3H MPH NANUEHTH ChC ChPIIOBUAHOKNETHYHA aHeMus, TpsiOBa
Iia ce OCHT'YpH aAeKBATHOTO MM XMApaTHPaHe W Aa Ce U3I10J13Ba MUHUMAaNeH 00eM ¢
HHCK2 KOHIEHTpanus.

B cnyuaure Ha nepuBacKyhapha NH(QUATPaIKA Ha KOHTPACTHOTO CPEACTBO MOXE Aa ce
TI0S(BY IOK&IHO TPKAHHO JpasHeHe.

Kaxro IIpH BCHYKH ﬁOﬂC’Bﬂ'f:pH(ﬁ]HH CpeAcTEa, HOTIaMMAOH MOXKeE Aa NpEeaH3BHKaA TEHKKM
HITH (baTaJ'IHPI peaKlHH Ha HECEBMECTHMOCT. Mo BpPEME Ha U3CTIEABAHETO C€ H3HCKBA
BCSHO3CH AOCTHH 32 OBHAAABAHC HA CIICHIHH ChCTOAHHS. Tpﬂ6Ba Za Cca HaAJIM4YHH
JACKapCTBa 1 060pynBaHe 34 ClieHiHa pecycuuTaLHs.

Hauuenty cve 3acroliHa chpaeuHa HeOCTaThYHOCT TPAOBA Ja ce HabnoAaBaT B
HPOXBIDKEHKE Ha HAKONKO yaca chefl NPoLeAypaTa, 3a Ja Ce YCTAHOBAT KbCHH
XeMOIUHAMHYHH PasTPOJICTBa, KOUTO MOXKeE Ja ¢4 CBBP3aHM C MPEXOHO IIOBUIIABAHE Ha
UHPKYNATOPHYS OCMOTHYEH ToBap. BeHuky ocTaHanu nalyeHT Tpabea Aa ce
HaboAaBaT B HPOABIKEHNE Ha TOHE eJUH Yac CJIe] NPOLeAypaTa, Thil KaTo MOBEeYeTo
HEKENaHH JIeKapCTBEHH DeaKlMH ce NpOosABsBaT B TO3M nepuoj. IlauyueHTsT TpabBa Aa
ce uE(pOpMHUpa CHIIO TaKa, Ye JO CeAEM JHH clie] MpolieAypata MOTaT 4a Ce PasBHsT
allepTHYHM Peakliy; B TAKBB clly4ail TpsaOBa ja ce KOHCYNTHpa He3abaBHO ¢ Nexap.

[Ipy HoBOpOREH! K OCODEHO NPH HEXOHOCEHH CE NPENOph4Ba TECTOBETE 34 THPOMIHATA
byukua (Trmmano TSH u T4) na ce nposexcnar 7-10 nuu 1 1 Mecen cneq npunaraHe Ha
HoA-ChABPKANE KOHTPACTHH CPENCTEa, MOPaAy pHcKa OT Pa3sBHUTHE Ha
XUIOTHPOHIH3BM BCJIEICTRBHE HA HOMHO NMPETOBAPBAHE.

INpy anruorpadcKy MPOLUERYPH CELP3aHK ¢ paboTa ¢ KaTEThp H HHKEKTHPAHE Ha
KOHTPACTHO BEeLUECTBO TPAGEa Ja ce uMa MpeABU]l BB3MOKHOCTT 0T nubepaius Ha
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IUIaKa ¥ yBpeAa uin nepdopauus Ha ¢p1a. IIpenoppusa ce TECTOBO HHKEKTUPAHE 32
yLOCTOBepsBaHe Ha NPAaBUAHOTO MOCTABSHE Ha KaTeThpa.

[ipH naugeHTH ¢ XOMOHUCTHHYPHA TpsaOBa Ja ce H30ATBa aurHorpadys KOraTo Tosa €
BBL3MOJKHO, NIOPany MOBHILEHHS PUCK OT TpoMBO3K 1 eMGOIU3BM.

TIpu nauneHTH NOANOXKEeHHM Ha nepuepHa anruorpadus e HeobGXoNIMO 2 UMa
MyACALKY B 2pTEPHATA, B KOATO IIE & HHKEKTHPa KOHTPACTHOTO cpenctso. [pu
NALMEHTH ¢ OGAUTEPHPAIL TPOMOOAHFEHT MK aclEHAHpaIY HHGEKLIN B KOMOMHALIMA
ChC 3HAYHUTENHA UCXEMHUS, aHriorpadsta Tpa0Ba Aa ce U3BBPUIM (8KO C& H3BHLPIIY
BBOOIIE) CBC CIIEUHANHO BHUMAHYE.

Tlpu nalueHTH, NOANOKEHH Ha BeHorpadus TpsbBa fa ce 06ppHe 0COOEHO BHUMAHKE
Ha MALHEHTH CBC CYCTIeKTeH QNeOUT, 3HAUNTENHA HCXEMUS, TOKANHK HHOSKLIMY MK
¥BJIHA BEHO3HA OKITY3HS.

Ipunarasero Ha HOI-CHABPIKALLO KOHTPPACTHO CPEACTBO MOJKE Ja BIOLIH CHMATOMUTE
Ha myasthenia gravis.

HmxexunoneH ionaMunon tpa6pa Ja ce H3MNoi3Ba ¢ BHUIMAHKE NPH NAMEHTH C
XUMEPKANIUEMHs WIH MO3BYHO-CbA0Ba GollecT. '

[MpenoppuBa ce HONaMBION HHKEKHHOHEH Pa3TROP Ja HE Ce CMeCBa ¢ APYTH JISKapCTBa,
BIJTFOMHUTEIHO C JPYTH KOHTPACTHH CPEACTBA, OCBEH 4KO TOBa HE € aDCONOTHO
HeoOXOHUMO ¥ B3aUMOACHCTBUATA C TAX €2 H3BECTHH.

JlekapcTBEHU ¥ APYTH B3aHMOASHCTBUA

Cren TpunoKeHHe Ha HOTIAMMA0)N Xalal|TeTET Ha THPOMAHATA ThKaH A2 YCBOsBa HOX
ce peAyuHpa B cieABalluTe 2-6 ceaMULIK.

Hma choOleHus 32 apTepyania TpoMbo3a NpH npuiiaraHe ya jonamuion ciem
nanaBepHH.

TTpunoxeHUeTo Ha Ba3oIpecopH CHITHO NOTEHIMPAa HEBPONOTHYHKTE eeKTH Ha
HHTPAapPTePHANHO BEBEIECHOTO KOHTPACTHO BEILECTBO.

Hma crobineHns 3a 650peyna TOKCHYHOCT HpH NALHEHTH ¢ YepHoApobHa ANChYHKIH,
Ha KOUTO ca OHNK JaJieHH nepopaliii XoleHucTorpaguyHu cpe/icTsa, ¢ NOCneABallo
IPUNOXKEHHE HA HHTPABA3AHHA KOHTPACTHH cpefcTBa. ClENoBaTe/IHO IPHIOKESHHETO Ha
MHTpaBa3alH{ KOHTPACTHH cPe/IcTBA TpA0Ba Jla Ce OTIIOXKH NPy NALMEHTH, HA KOUTO
CKOpO Hpeiy TOBA ca OWIIH FaBaHH NepOPaHA XOIeUMCTOrpaduyHy CPENCTBE.

KoHTpacTHUTE CPeACTEa MOTAT Ja B3auMOAeHCTBaT ¢ 1a00paTOpPHHTE TECTORE 32
GuIMpy6UH, IPOTEHHH ML HEOPTaHHYHK BEWECTE2 ( HANp. XKenA30, MeJl, KalluH,
bocdatn). Tezn BelnecTBa He OMBa Ka CE W3CNEBAT NPe3 CbLIKA ACH CE/, MPUNaraHe Ha
KOHTPACTHOTO CPEICTBO.

I[Ipunaranero Ha HonaM¥AON MOKe Aia TPOBOKHMpA JAKTATHA AlM/03a NPH NAlEeHTH ©
npezxokaana jyadeTHa HeponaThs, ako NalUeHTHTe 10 TOBA BpeMe NoJjryuasaT
Hurpanuay, Hanpumep MetThopmus. Jleuenneto ¢ Gursanuayu TpAOBa la ce NpeyCTaHOBH



48 yaca npeJy NPAJIOKEHNE Ha JONaMUION ¥ MOXKE [ia C& BB3CTAHOBH, KOTATO
Op6peunara ¢yHKUMs Ce BhpPHE KbM CTENEHTa NPEAK U3CACABAHETO.

ITpu mauuenTy, nonyvasamii 6eTa-0JOKepH UMa HOBUHIEH PUCK OT [I0-TEXKH
apahUNaKTHYHH peaKi1H.

Ipu nalMeHTH, NeKyBaBK ¢ HHTEPNEBKUH-2, clie]] MPHIOKEHHE Ha HomaMuIoN ca
JOKTAABAHM ATUIHYHH CTPAHWYHE pEaKlUK, HaTlp. epUTeMa, TPecKa U MPUIONOoA0OHH
CHMITTOMH.

Tpy HalMEeHTH C eNUNencHs K MO3bYHH (POKaNHY Ae3UR, JISKYBaHHU CbC CeLuduusy
IICHXOTPOTIHA MEAHKAMEHTH, Hanp. AaHTHICHXOTHLH ¥ AHANETITHUH, TPHIUKIHYHH
anrupenpecaTd H MAO-HHXHOUTOPH MMa IIOBUILEH PUCK OT NpHnagsiu. Takusa
cpeacTBa TPAOBA a ce NPEKBbCRAT, JI0 BE3MOMKHOCT, 48 yaca NpeH NMPHI0KEHASTO Ha
HoraMunon ¥ BE3CTaHOBEHH 24 yaca No-KBCHO.

. Honamunon He TpsaOpa Aa ce Mpuara 3aeHO ¢ APYTH NEKapeTsa, 38 KOMTO € H3BECTHO
ye yasmkasat QT uHTepRana, HTOpafH NOBHICH PHCK OT KapAHOTOKCHYHOCT.

4.6

v

BpeMeHHOCT U KbpMEHE

Be30macHocTTa Ha MONaMKAO 110 BpeMe Ha OpeMEHHOCT He € ycTaHOoBeHa. Thii kaTo
0BIBUBAHETO N0 BpeMe Ha OpeMeHHOCT, Taka WIY BHade, TpaOBa na ce u3dArea,
HE34aBUCHMO OT TOBa JalM ce YIIOTpeOsisa WK He KOHTPACTHO CPeACTBO, M03aTa OT
peHTreHorpadcko uzcnensane TpabBa Ja ce ApelieHH BHEMaTenHo. OCBEH U3NAraHeTo
HA PEHTrEHOBO IbUEHHE Ha (eTyca, ananu3a Ha daxropa Nonsa/Bpesa 3a Hox-
CBIBPKALLUTE KOHTPACTHH CpeAcTBa Tp:A0Ba, CHINO TaK4, AA B3EME B NPEABHA
YyBCTBUTENHOCTTa Ha ()eTyCHATa THPOKIHA ThKaH KbM HOZA.

Hesasucumo de Hoa-chIBpKALTE KOHTPACTHY CPEICTBA C& EKCKPETHPAT C KbPMATA B
HHCKO KONAYECTBO, IPeNophUBa ¢e KbPMEHETO /ia e IpeycTaHoBH 3a 48 yaca clex
TIPMAATAHETO HA KOHTPAaCTHOTO CPENICTBO.

l 4.7. Edery 8bpxy cnocobHocTTa 32 modHpaHe U paboTa ¢ MatMHH.
He ca u3sectan edeTd BpXy crnocobHocTTa 3a modupaHe U yrpapleHye Ha Malinuy. Bee

NIaK NOpajy NOBHINEHHs PYUCK OT PAHHH PEaKiuH, IO(HPaHeTo U YIPaBIeHHETO Ha
MalllMHH He ce MPerophyBa 32 eMH Yac ClIef NOCHeNHOTO HEKEKTUPAHE.

4.8. HexxenaHy AeKapcTBEHH PeaKLIH

PIOH&MH,[[OH MOXKe Ja IPHYHHH HEXKENaHH CKAPCTBCHH PEaKlMK, KOHTO Ca 0OUKHOBEHO
AEKH 0O YMEPEHH ¥ [IPEXOIHH.

Haii-gecTo nabliofaBaHKTe HeXXeNaHy JIeKapCTBEHY PeaklHK ¢ HONaMHKION Ca rajieHe,
noBpblaHe, 3aYepBIBaHe Ha THUETO, CTYAECHH TPBIKY, 6ONKa 1 U3BPATEH BKYC.

Hexxenanure JICKapCTREeHM peaKliy ¢a 4eCTO paHHH H NOHAKOTa 3a0aBent U B

[MeuxuarpuuHi HapyLeHusa: o0bpKBaHe. q?.{w . \
Hapymenus Ha HepBHATa CHCTEMA: BUCHE Ha CBAT, KOHBYJICHH. e D \
Chbpae4HH HAPYLISHYS: XHIO- HIH XUIEPTEH3Ms, TaXHKap/Ks, angina pecfoms. \ T
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PecnupaTopHy, TpBIHA 1 MEANACTHHAIHY HAPYIICHHA: 2CTMa, OPOHXOCIIAZbM, JHMCIIHES.
HapyuieHus Ha KoxaTa 1 NOAKOMXHHTE ThKaHH: 3a4epBgBale Ha JIHULETO, KOXKHH peaklin
oz ¢opmara Ha paznugry oOpUBY, YPTUKApHS, OTOK.

OGIuy HapyHUs ¥ CHCTOSHYA Ha MACTOTO Ha MPHAOKEHHE: 32TOTUIAHE, CTYASHMHA,
JioKaiHpaHa 6onka Ha MICTOTO Ha yOoxaanero unu B nymbanHara, KOpeMHATA MK
rpeaHaTa obnacr, obia Golka, H3BpaTeH BKYC, rnasoboue, rafeHe, NOBphIlaHe,
CTYHEHH TPBIIKH, TPECKA, TPEMOD, PHUHIT.

Iloasata Ha 3a6aBeHulTe anepruiHy peaKkiivm, Hali-4ecTo C’BPGC}K M YPTHKap¥s, CC OTUHTA
J0 HAKOJKO AHH CINEH HPHUAOXKEHME.

Hesxenasa IeKapcTBeHa peakLis MOXKE [ia Ce Pa3BHEe He3aBHCHMO OT KOAHYECTBOTO Ha
KOHTpPaCTHOTO BEINECTBO 1 BT HA MPHAOKSHUE, KaKTO H JIeKaTa HeXKeNaHH JEKapCTBeHa
peaxiiug MoJke Ja ObJie NPBR [PU3HAK HA pa3BUBAll ce aHA(DUNAKTIUCH ILOK.

Habmonmaeanu ca 0 TO-CEPHO3HA PeaKHH. Te morar Ia ¢e 1osgBiAT CaMOCTOATCHHO UK B
KOMOMHALIMA ¥ MOFAT A3 BKMIOYBAT KOKHH, PECIIUPATOPHI, HEBPOCEH30PHH,
TacTROHUHTCCTHHAMIHH ¥ CBEPACIHOCHAOBH paschoﬁcTBa, JAOpH cTHramu g0
UGHPKYIaTOPEH KONAamNc, pAanko ¢ aHa(iJI/IIIaK’I‘I/]‘-!eH oK W/Hnm LHHPKYAATOPEH apecT.

PeaxuyuTe HA CBPEXYYBCTBUTENHOCT Ca MI0-4ECTH NPY NALUEHTH C anepruina
JMCTIO3MIIHS I TIOKa3a/H PEAKd Ha CBPEXYYBCTBHTENHOCT 10 BPEME Ha MPEAXOAHO
H3CREABaHE ¢ HOACHIBPAKAINO KOHTPACTHO CPEACTRO.

TTOBHIIIEH PHCK OT TEKKH PEaKiHH HMA [PH N2LHSHTH ¢ TEXXKH ChPAeYHH 3a001ABaHud,
0coBEeHO Te3H ChC ChPAEYHA HEAOCTATHYHOCT WK HCXeMHMYHa OonecT Ha ¢hpLETO. Ipu
AaLMEHTH ¢ M3ABEHA ChpAeYHa HEeJOCTATEHYHOCT BPTPECHA0BO HHKEKTHpaHE Ha
KOHTPAcTHOTO CPEACTBO MOXE Aa MHAYLHPa OeN0oapobeH OTOK, JOKATO NPUIIOKEHHETO
Ha KOHTPACTHO CPeACTRO np# GenoapobHa XunepreHsus 1 chpAacyHoKanHa 6onect
MOXKe Ja JOBEME A0 U3ABEHH XeMOAuHaMuuHK npoMenn. Mexemuunure EKIT npoMeny 1
ITBJIHH APUTMHH Ca HAKH~YECTY MPH NMALMEHTH B HAalpeHaia Bb3pacT U MPH TE3H ¢
HAIIHYHO CHPAEUHO 3a00NABaHe.

ITo-TeKKHTE peaKLiH, 3acArailld CopAeYHO-ChJ0BaTa CHCTEMA MOKE Aa U3HCKBAT
CTIELIHO JIeYeH’Ee; HEOOX0ANMO e HAAHYHE Ha TIOAXOAANIH PECYCUUTALHOHHN MEPKHM.

VionaMuaon moxe fia HHAYLMpa OpexoHO GBOpeYHO yBpexiaHe, PIAKO CTHrallo 10
octpa 6pOpeyHa HeJOCTATPYHOCT.

HabnioaaBaHu ca eAMHHYHK CTy4aH Ha TpoMOOLUTOICHM .
4.9. [Ipenosupane

CuMnToMUTS HA Npeao3upane Ha HHKEKTHPAHOTO KOHTPACTHO CPEACTBO ca otT
uepeﬁpaneﬂ H CIHHAJIEH XapaKTep, TAKHBa KaTC CIHNCSIITHYHM IPHNanbLIKN 1 MHOKIHYC.

JleueHneTO HA IPENO3UPAHETO HA MHKEKTHPAHO KOHTPACTHO CPEACTBO € HACOUSHO KbM
NOJABPIKAHETO HA BCHYKH JKH3HEHH (PyHKIMK H He3a0aBHOTO BKIOYBAHE HA T
CHMINTOMATHUHO Jeuenve (Hanp. Auazeoam, Sapburyparu). Ay

KOHTpaCTHHUTE CPECTRa MOTAT 12 CE OTCTPAHABAT Upe3 AHAH3a. e Cl s




5. ®apmMakoJIJOTHYHH AAHHH.
5.1. dapmakoIvHAMHYHY CBOHCTBA

ATC xon VOSAB

Honamugon e He-HfoHHO KOHTPACTHO CPEICTBO OT BTOpa reHepauus, cTabUIHoO B
pazteop. Ilopagy He-HOHHUA My XapakTep, NPH Hero JMICBAT HATOBAPEH! YACTHLH 1 € ©
NO-HUCBK OCMONAPHTET OT HOHHHMTE areHTH ¢ CKBUBANCHTHA HOHHA KORUEHTpalsl.
PesyinraTuTte OT KNHHUYHY H eKCIICPHMEHTAHH IPOYYBAHUA COUAT, Ye HOMaMHA0M
NpUYMHABA NI0-MaJIKO OTKJIOHEHHS Ha c¢hpliedHaTa QyHKUMS OT HOHHHMTE KOHTPACTHH
aredTH.

Hsama paHHU 32 TepaTOreHHN €(DeKTH MpH INTEXOBE W 3aiLlH U JAHHH 32 MyTAreHHOCT
IIPH MUKPOHYKJIEapHH TecTOBE. BEIpeKH ToRa, MMa AaHHH, Y& KaKTO BCHYKK APYTH
HOACHABpIKAIIY KOHTPACTHH CPEACTBA, HHKEKTHPAHETO HA HOMamMy0in MOJKe 1A NpOosSBy
CHHEPIUYHA LUTOTOKCHYHOCT TP HATTMYHE Ha PETreHOBY MB4K. OnucaHu ca
XpOMO30MHH YBPEKAAHHs HA YOBESLIKH AMMQOLIMTH KaKTO HH BUTPO, TaKa H HH BHBO.
KnuuaypaTa 3HaYHMOCT Ha Te3r HabINoJenns e HescHa.,

VIHKeKIMOHHUAT HONaMHAON HAMA KOHBEHLMOHAHA KIMHHYHA (hapMaKoIorus;
CBOTBETHOTO MY A€HCTEHE € NaCHBHO, KaTO yBenyuapa abcopbuyaTa Ha peHTTSHOBUTE
NBYM OT ThKaHHTE. Brrpexu ToBa, TOH KMa pa3sHOBWAHN MHLIMAEHTHH (PH3WONIOTHYHH,
OHOXHMHMYHY M XEMATOJIOTHYHY e(EeKTH.

5.2, ®apmaKOKHHETHYHU CBOICTBA

Abcopbips

[TnxoBH NNa3MeHH HHBA Ha HONIAMUZOJN ce JOCTHrAT BeAHAra clie], MapeHTepanHo
npunoyenne. Monamumon ocTaga B nmasmara 3a 15-30 munyru (66p3 cnaz Ha
IIa3MEHOTO HEBO 33 15-30 MUHYTH; ClneIBa eKCIIOHEHLMAJISH CTIaf).

Honamumuon ce abcopBripa 6Bp30 B KpBbBHOTO pycno ot Juksopa (CSF); cren
HHTpaTeKaNHo NPHIoKeH e, HOomaMKI0N ¢& OTKPHBA B N1/1a3MaTa B CIEABAIINSA SIHH Yac
H IPaKTHYECKH LANOTO JIeKapeTBO NOCTUra CHCTEMHATa HUPKyJIalus 3a 24 yaca.

Pasnpenenenue

WIKeKITHOHHKAT HONaMuIoN JOCTHIA B EKCTpaleNlyIapHaTa TEYHOCT, HO HE HABIW3A B
knerkure. O0eMBT Ha paznpenencHue € 0.28 n/kr ¥ nnasMeHusT My NoNyxHBoT € 121
MUHYTH, KOHTO € YABIDKeH Ipu OBOpedHo yBpeXKIaHe. Homamugon nokassa cnaba
TeHOELMs 32 CBbP3BaHe CHC CEPYMHHTE H NIa3MeHHTe poTelsn. [Ipoyyusanus ¢
MHBOTHH ITOKa3BaT, ye HOnaMUIoN He MpeMUHABA Hpe3 KPBBHO-MO3bYHaTa Oapuepa B
HOCTAThYHA CTEMNEH CleJ, MHTPABA3ANHO PHIIOIKEHHE.

BuoTpachopmalis

ﬁOHaMHIlOH C€ EKCKpPEeTHPAa HENpPOMEHEH.

EnnMusvpane .
CrieJi UHTPaTEKaTHO NIPUAGKEHHE HOAMEON CE EKCKPETHPA OCHOBHO TIpes3 636peuu’re
¥ IEKAPCTBOTO NPaKTHYECKU € HEOTKPUBAEMO B f1asMata 48 yaca cnej ToBa. I'Ipn ’
OTCBhCTBME Ha OBOpetHa AUCQYHKUMA, KyMYJIaTHBHATAE YPUHAPHA SKCKPELHs Ha



5.3.

Honamuaon, ¥3paseHa KaTo IPOLEHT OT NPHIoKeHaTa HHTPaBEHO3HA 1032 €
npubnazirendo 35% no 40% na 60 munyTa, 80% A0 90% Ha 8 yac v 90% unu nopeue B
nepuoia 72 no 96 gac cnen npunokesunero. Ilpyn 3apapu HHIHBHAH, NpuSnuzuTendo 1%
HAH NO-MaNKO OT TIPHIIOKEHATA 2033 ¢e MOsIBABA B KYMYJIATHBHHTE (eKanuu B nepuoaa
1o 72-96 vac,

Hsma OTKpUTH JOKa3aTeNeTBa 33 aKTHBAIIMS HAa KOMIIEMEHTA HH BHBO IPH 3APABH
HEAMBHIH.

HpCJIKJ'IHHPI'-IHH JaHHH 3a besonacHocT

Hinrpaperoznute LD-50 cToHHOCTH MpH pasIHYHK )KHBOTHHCKH BUAOBE CAa OLEHEHU HA
NpHOAM3UTENHO 15-35 MBETH MaKCHMANHUTE KIMHUYIHH JO3H.

Honamugon He € nokasan TepaToreHen notexuuan. [Ipy niuexose RO3UPOBKHM Hax 1.5
r/kr Hop ca uMaini eMOpHOTOKCHYEH edekT 1 ca Hamanuny 6post Ha KuBKTE (PeTycH M
TAXHOTO Teryto. [Ipu 3aiiuy Ternoro Ha QeTycuTe € HAManAANo NpK A03MPOBKY OT 2.0 r/Kkr
oz,

HOH&MI/I}.'[OII HE € yBpenun tbepmnﬂocr'ra Ha IYEXO0BeTe M Niepy- U NOCTHATARHOTO
PAa3BHTHEC Ha NMOTOMCTEBOTO HM.

HesasucuMo oT TOBa, ciell €AHOKPAaTHO A03MpaHe Ha HOMaMMION TIPK MHUILKY CE €
HabmoaBano o6paTHMO HAPYLIEHUE Ha CIIepMaTOreHe3aTa.

Jlokanua nonocumMocm.

Jloxannata nexapcTBeHa HOHOCHMOCT Ha ffomamupon, 370 Mr dozn/Mi, € ucnensana npH
IUTEXOBE ClIe] BHTPaMYCKyIHO MHMXEKTHpaHe B aopTaTa. B cpaBHeHue ¢ HoHHKTE
n300pasgeally cpe/icTBa ieKapeTBeHaTa MOHOCHMOCT Ha fonamMumon e Ouna cXonHa uiu
no-gobpa.

CnyyaiiHo napaBeHO3HQ HMIDKEKTHPaHe MOMKE A MPUYUHU OTOK, O0JIKa 1 3auepBsiBaHE.
Hopmanso Te3H peakinH 1Ie 3aTHXHaT €3 KoMImuKalyy. bnaronpuarsau Mepxu ca
NOAMBPIKaHE Ha 32CETHATHA KpaliHUK B MOBIMIHATO MOJIOXEHHE H CTYAEHU KOMIIPECH.

6. @apMayeBTHYHM JAHHH

6.1.

CIHCEHK Ha TOMOLHHTE BelecTa

Trometamol, hydrochoric acid, sodium calcium edetate, water for injection.
PUBHKO-XUMHYHH HECEBMECTHMOCTH

MHOTO peHTreHOHEraTHBHH KOHTPACTHH areHTH ¢4 HECEBMECTUMHE HH BUTPO ¢ HAKOM

AHTHXHCTAMWHHU W HAKOMW JIPDYFH JISKapCTBa. 3aTOBa HUKAKBH ApYri MCOHKaMCHTH HE
TpFIGBa Ja ce CMeCcBaT ¢ KOHTPACTHHTE CPEACTBa.



6.2. Cpox Ha FOIHOCT

2 TOOWHH

Crel, WHPBOTO OTBApAHE NPOAYKTET TPsOBa Ja ce ynotpebu nezabaBHO.
6.3. Crieyuansy YCIOBHS Ha ChXpaHeHHe

IIpeana3saiire pasTBOpa OT CBETIHHA H PEHTTEHOBO bUeHHE. He chxpaHspaiite Haj
25°C. Cpxpanspalite B OpMTHHAIHATA OTIAKOBKA,

6.4. JJaHHY 34 ONAaKOBKAaTA

Scanlux 300 mgl /ml e nanuyen & 50 ml, 75 mi, 100 mi 1 200 mi 6e3upeTHN THN 11
CTBKIIEHY (IaKoHH ¢ OpoMoGyTHIIOBa 3alyanKa.

OnaxkoBKH:

10x 50 ml, 10 x 75 ml, 10 x 100 ml, 10 x 200 ml,
20 x 50 ml, 20 x 75 ml, 20 x 100 ml, 20 x 200 mi,
30x 50 ml, 30 x 75 ml, 30 x 100 ml, 30 x 200 ml.
He Bcruku ONAKOBKH C€ MapKeTHpaT

6.5. Unctpykumn 3a ynotpeda/TpaHcnopTipane

Scanlux 300 mg I/ml umKexiyoHen pasTBOp € NpeSHA3HAYEH CAMO 3a eHOKpPATHA yNoTpeba;
BCAKO HeynoTpeGeHO KOMHYeCTBO TpAOBa Ja Ce M3XBBPIIH.

HsxBbpiy, ako pa3TBOPET HE & YKCT OT CBODOAHH YacTHLH.
TIpogykTsT TpsGBa fa Ce ACIMPHPAa ChC CIPHHLIOBKA HETIOCPEACTBEHO MPEIH ynorpeda.
Hon-chabpikalliTe KOHTPACTHY CPEACTBA MOTAT Jla PEArHpaT ¢ METaJIHH MOBBPXHOCTH
CHABPIKALTA Mep, (HALIP. MECHHT), CIEOBATENHO YIIOTPedaTa Ha yeTpoicTBa B KOHTO
HOMAMHION BAK3a B KOHTAKT C TaKMBA NOBBPXHOCTH TpabBa fa ce n3barea

7. HpuTesxaTes HA paspelieHHETO 32 YoTpeda
Sanochemia Pharmazeutika AG
Boltzmanngasse 11
1090 Vienna

Austria

8. Homep Ha pazpenende 3a ynorpeda

10. Jara Ha (YacTHYHA) PEeBH3US HA TEKCTa f__"l:"

Mapr 2004



