KPATKA XAPAKTEPUHCTHKA HA TIPOAYKTA

1. HME HA JIEKAPCTBEHRA IIPOAYKT

HMUHKHCTERCTBO HA 3LPABEONASBAHETO

TIpHAGKEHIE KD
paspeuenie aaynorpebadl || ~A 3 657 \ 16 03-96

OPTIRAY® 240 mg, iodine/ml, solution for injection or infusion. 14609 /3. 57 s ﬁ%@{

2. KOJIMYECTBEH H KAYECTBEH CBECTAB

Ioversol, 509 mg/ml, exsuBanenten x#a 240 mg/ml elemental iodine (enemMeHTapeH Hox)

Ocmonapuret: 500 mosmoles’kg
Brckozuter: 4.6 mPa . s (npu 25°C)
Buckosurer: 3.0 mPa . s (npu 37°C)
Hozso enapprcanue: 240 mg/ml

3a DOMOILHKTE BEUIECTRA B 6.1,
3. JEKAPCTBEHA ®OPMA

Paztrop 3a nrxekTUpane wid UHdy3us. Bructep, 6eslpeTed Ao OIEN0 XKEAT Pa3TBOP.

4. KJIHBWAYAY TAHHW

4.1. ioka3zanns

OPTIRAY® 240 mg. e 1elfOHHO PEHTTeHO-KOHTPACTHO CPEACTRO, MOKA3aHO 32 HepebpaHa

anruorpaus, BeHorpadus, HHTpaBeHO3Ha yporpadus U HHTpa-apTepUaina TATHTAHa CyOTpaKiMoHHa

aurnorpadus (IA DSA). OPTIRAY® 240 mg. e noxasas ¢BILO 32 KoMmoTepHa ToMorpathus (KT) va

THARATA H TANIOTO.

4.2, o3upoBKa B HAYHH HA NPHJIOKeHAE

Brspactau: [IpenopsuBan K030B pexiM

Hpotienypa Hoza Makcumanna ofia go3a
HepeGpansa arrHorpagus

- Kapotunna unu peprebpanHa apTepys 2-12 ml 200 ml

- aopTHa Abra (YeTHpU-CHAOBa aHrnorpadua) | 20-50 ml 200 m]

Benorpagus 50-100 ml 250 mi

VYporpadua 65-100 ml 200 mi

KT Ha rnasa 65-200 ml 200 ml

KT Ha Tano 35-200 ml 200 ml

(IA DSA) 5-80 m! 250 ml ﬂ ATEH mfﬁ\
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TIaHHeHTH B HaNpEeAHA2 BE3PACT: JO3UPOBKATA € KATO Nipy BB3pacTHu. Koraro ce oyakea cnaba

BH3YATH3aNH4, J03aTa MOXe A2 Gbe yBeliiueHa O MakCHMYM.

Jena: GezonacHocTra ¥ epurxacroctra Ha OPTIRAY® 240 mg. Bee ome He ca YCTAHOBEHH IIPH Jiena.
CrieoBaTellHO JIEKApCTBEHHAT IPONYKT He TpsOBa Aa 6bJe H3TON3BAaH IpH fena, JokaTto He 6b1aT
nipexocTaseHy porrpnauTenH: AaHAH. OPTIRAY® 300 mg. Moxe fa ObA€ IOA3BAH IPH JELa 34 NEIHTe

Ha Lepebpannara, nepudiepHa U BHCUEpaHa aHrHorpadus, KakTo M 3a WHHTPaBeHO3Ha yporpags.

Hpenop’mna ce ﬁOﬂOC’Bﬂ'BpJKa[IIHTC KOHTPaCTHHTE BEILICCTRA C BETPECHAEOBO IIPHNOKCHHE Na OBIaT
3aTOIVIAHH J0 TCIICCHA TEMIIEPATypa NIPEXH HHAEKTHPaHE. Kaxro P BCHYKH PCHTICHOKOHTPaCTHH

CpeAacTea, € HeoOXOmMMO Aa Ce H3M0I3Ra HAli-HECKATA BE3MONKHA A03a, KOATO TTO3BOIABA aHCKBATHA

BH3yaIIA3anys.

4.3, TipoTHBOIIOKAa3aBHd
Jloxasana CBPBXIYRCTBHTEIHOCT KBM KOHTPACTHH CPEACTBa, ChAbpXamH Hox, Hzasen

XHIIEPTHPEOHTU3HM.

4.4, CrieIAalIEe HpeAyTIPeKICHAT | CCHHaTHA IPESAla3iy MEPKH NpH yroTpeda

BE3MOKHOCTTA 32 CEPHO3HH HEXEITaHy peakiAa He TPAORa HUKOTra Aa OpAe H3kmouBana. KakTo Beaukn
Py peHTTeHO-KOHTPAcTHH cpefictea, Optiray Moxe Ja NpryMHE aHa(UIaKCHs Wik APYTH IPOABH Ha
MICEBAO-AJIEPTHYHH PeaKliHH Ha HENIOHOCHMOCT, HanpHMep rafieHe, OBPhIIaHe, JHCIHEs, epHTEMa,
YPTHKApHsA ¥ XHUIOTeR3Hs. [10-BHCOKa YecTOTa Ha TAKMBA PeaKily & 61ila HabmoAaBaHa [IPH NAlHeHTH
C UCTOpHS 0T NPEAHDIEN PeaKilii Ha HETOHOCHMOCT KbM HOMHPAHH PEHTTEHO-KOHTPACTHH CPeACTBA
HITH ¢ KaKBATO ¥ 14 GHIIO HCTOPHA Ha AJleprHs HIIH CBPBXMYCTBHTeAHOCT. IIpH TakuBa NalHeHTH,
ron3ata Tps0Ba ACHO Aa MpeRw3Xoxia pucka. Korato TpadBa Aa ce NpeABHAM KpalHaTa peakiys,
HEBBE3MOXKHO € Jia ¢e HOBEPARaMeE Ha pe3yiITaTiTe OT NPeiBAPHTEIHOTO TeCTyRaHe. LIaocTHATa OLeHKa
HA MEAMIMHCKATA HCTOPHA Ha KOHKpETHH NalMeHT 61 Morila Ja € Mo-aKypaTHa B NPEABISKAZHETO Ha
BEpOATHITE HexKeNaHY peakuud. Hanuuuero Ha ajepruysa MCTOPHS He € MPOTHBOIIOKA32HHE, HO
H3HCKBA BHUManKe. HeoOXomMo € Aa HMa YCNOBHS 32 He3abaBHO IpefnpAeMaHe Ha IOHXOAAIH
peanuMarzonHy Mepku. HeoGxoammo e fa ce npelieHH BE3MOXKHOCTTA 32 MpEABapHTe/IHa MEIHKAIHs ¢
AHTHXMCTAMHHH M KOPTHKOCTEPONIH, 34 ia ¢e MEHHMH3HPAT anepTHIHNTe peaknuH. BEIpexy ToBa,

NpeABApPHTSIIHATA MEAUKATIHNA HE BHHATH HPCAOTBPATARA NIOABATA Ha TEKKH HEXCITAHH CHOUTHA.

J{MarHOCTHYHKWTE HPOLEIYPH, KOHTO BKIMIOYBAT M3IMI0I3BAHETO HAa HOJMpaHK BETPECHIOBH KOHTPACTHH

cpeAcTRa, TpsOBa Nia GBAAT MPOBEKIAHH HOX PHKOBOJCTBOTO Ha NEPCOHAN C HyJKHATA KBATM(HKAITA H
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TIEPCOHaM, KOMIIETEHTeH B PA3IO3HABAHETO ¥ TPETHPAHETO Ha BCAKAKEE BHA HEXKENaHM peakiuy. 1hH
KaTo € H3BECTHO BB3HHUKBAHETO Ha TEKKH 3a0aBCHH HEXCHAaHM peakiliM, € HEoOXOHHMO CUCHIHATA
EKUMMIPOBKA ¥ KOMIETSHTHHMAT Iepconan pa ObHar Ha pasnoloxeHHe none 30 no 60 MHHYTH clieH

NPHIATEHCTO Ha IPOOYKTa.

TlampenTiTre CBC ChpOEYHA HENOCTATHYHOCT TpAOBa fa ObAar HaOMIONaBaHH HAKONKO Yaca CHEX
TIpONEAypata, 3a Jia ce Npochely 3a 3abaBeHH XeMOIMHaMIYHH CMYIICHHSA, KOMTO OMXa MOTJH fia c&
CBB)KAT C BPEMEHHO YBENHYEHME B NUPKYNHPAIIUA OCMOTHUSH TOBap. Bem4ky ocraHaNM NalMeHTH
TpsibBa Aa Obmar HaOIOJABaHM HOHE €FUH Yac Clied NPHAOKEHMETO, TBH KAaTo MMa CBEACHHA, U6
TIOBEUETO OT HeKENanWTe CHOMTHA ce MOSBSBAaT B TO3U nepuon. IlanmeHrsT cemo Tpabea ma ObIe
A OpMHpaH, Ye B MiepHOMa A0 HAKOIKO JHH CJief NPHIOKEHHETO, MOXE 2 Ce INpoABAT aNeprHuHH

peakilii. B Takes ciyqaii He3abaBHO Tpa6Ba Na ce HOTBPCH JeKap.

Heofxomumo e ocofeHo BHEMaHMe NpH HAOWEHTH ¢ KpaliHO yBpesieHa OBOpeuHa (YHKIE, CBC
crueTaHue Ha OpOpewso W 4epHompoOHO 3aloNsBaHe, aHypHsd, 3axapeH MHaGeT, XOMO3MIOTHA
CHPHOOBHIHO-KASTEYHA AHEMHs, MOHOK/IOHanHa TraMonards (MHOXKECTBEH MHeIoOM, Makpo-
rrno0ynrHeMEs 1a BangeHinpsoM), ¥ Hali-Bevde NpH MPHIAraHeTo Ha roneMH Jo3d. IIpu Tesd raluenTH
MOsKe Jia ce TOABAT CepHO3Hy OBOpedHE npodneM:, BRTIOMHTERHO ocTpa Os0peuna HexocTaThurocT. O
peluaBanio 3Hagenre € e()eKTHBHOTO XHapaTupase npeay npyunarageto Ha Optiray, Thit KaTo Taka MOKE
1a ce HaManaH prcka oT 6BOpedHo yBpexaane. JleXuapaTHpaHeTo TIPH NOATOTOBKATA HA HANHEHTA MOXKE

Iia foBefie A0 ocTpa OrOpedHa HeloCTaATPYHOCT.

Ilps mauHeHTH C XOMOZWIOTHZ CBHPIOBHAHO-KIETHYHA aHEMMSA, XHIICPOCMOJIAPHWTE AareHTH, KaTo
PEHTTEHO KOHTpPACTHHTE CPeACTBa, MOraTr Ja JOBeJaT O CHPNOBHAHO M3MEHEHME HA €DPHTPOLMTHTE.
CremoBaTelHO, HEOOXOMMAMO € Aa Ce HanpaBM BHAMATENHAa ONEHKa MNpefd WHTPa-apTepHanHOTO

TIPHIIOZKCHHE Ha TakKMBa arCHTH IPH [TAIHECHTH ¢ XOMOSHIOTHA ChPHOBHAHO-KIICThYHA aHEMHA.

Hox crpprxanmTe KOHTPACTHH CPENCTBA MOTAT CHIKO Aa NPEHCTABIABAT ONACHOCT MDY MANHCHTH C
XHIIEPTHPEOUIM3BM HAM ABTOHOMHH YYacTBIM Ha INuTOBHAHara Jwlesa.  [lopapgm pHCka OT
XHIIEPTEH3WBHA KPH32 [IPH NALEHTH ¢ GEoXPOMOIHTOM € IIPENOPBYMTENHA IPEABapUTEIHA MeTHKALHA

¢ o-OJToKepH, KoraTo KOHTPacTHOTO CPEACTRO CE MPHIIara BETPECHHAOBO.

Cepro3HH HEBPOJIOTHYHE CHOMTHS ca Oy HaOIofaBaHy clel] IUPEKTHO HEDKEKTHpase B LepebpanHu

aprepu WIH CpAOBE, cHabpspainy IpbOHayHHS MO3BK HIH NpPH aHTHOKapauorpadus, MOpamu

HEYMHIEIEHO 3alMbABade Ha Kapordca. He e Omma ycraHOBeHa NPHYMHHO-CIEACTBEHA BPB3KZ C
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Hpu onpefeeHH NalMeHTH ¢ BE3MOXKHO Jia € YIOKazaHa obma aHecteawst. [Ipy Tesn nanmeHTH ofage ca

JOKITaABaHH MO-4€CTH HEXKCHAHH PEaKITHH, BEPOATHO HOpAOAH XHITOTSH3HBHOTO BIHAHHS HA AHCCTCTHKA.

Tlpu amruorpadcks mponeaypH TpaOBa ja ce B3eMe O] BHHMaHWE REpOSTHOCTTZ OT OTKbPTBAaHE Ha
niaKa, yBpexaaHe HiH nepopHpaHe Ha CTEHaTa Ha ChJAa IO BpeME Ha MAaHHWNYNAIHHTE C KaTeThbp H
HIDKEKTHP2HETO Ha KOHTPAcTHO cpeacTBo. IIpenoprusa ce NpobHO HHKEKTHpaHe, 3a ia €& OCHIYPH

NpaBHIIHO MIOCTABAHE Ha KATETHpA.

JlokazaHo e i Vitro, 4e¢ aHTHKOArynawrHUAT e¢(eKT Ha HeHOHHNTE PEHTIeHOBO KOHTPACTHH CPENCTBA €
[o-cital OT KOHBEHIHONANHUTE HOHHE ¢pe/icTBa NPH CPaBHEMH KoRueuTpanud. Ilogo6HN pesynratu ca
JIOKJIafBaHU ¥ TIPH HAKOH /77 vivo npoydearis. [lo Tasu npuaHHa CTaBAapTHHTE aHrHOrpadiCKy KaTeTpH
TpabBa gecTo fa OBXAT NPOMHBAHH H € He00OXOAHMO Aa ce H30ArBa NPOIBIDKHTENHUA KOHTAKT Ha KPEBB C

KOHTPacTHOTQ CPEACTRO B CIIPHHIOBKHY H KaTCTPH.

Heobxomumo € cIeLnanHo BHHAMaHME NpH IalUeHTH ¢ Hampexdana apTepocKlepo3a, CepHo3Ha
XHIIEPTEH3Md, ChpHeYHA JNeKOMNeHCaUMs, CeHMNHOCT M NPH DIALMeHTH, TNpeXHBeNH nepebpanHa
TpomBoza mmi emOomui. Ilo-decto ce momy4aBar CBHPHAEYHOCHIOBH pPeakUMM KaTo OpaaMKapIus,

TOBHINCHO HITH NOHHIKCHO KPBBHO HamArate.

IIpH BE3MOKHOCT aHrHorpaduaTa e Heo6XoANMO fa Obje H304rBaHa pyH HAIHEHTH ¢ XOMOLUMCTHHYDHS,

TIOpaJIH YREAHYEHHA PHCK OT TpoMOO03a KK eMOomu.

Optiray Tpa6Ba fa ce HEKeKTHPa BHHMATENHO, 3a Aa ce H30erHe NepHBacKyIapHO NpuiokeHue. Moxe
obaue pa ce HaOGOmaBa 3HA4WHMa ekcTpaBaszauus Ha Optiray, ocoDeHO IpM H3NON3BAHETO Ha
aBTOMATHYHH EFKekTOpu. Hait-00nlo, NMpH KOHCepBATHBHO TpeTHpaHe, ToH ce Tonepupa 06es3
CBINECTBEHO YBpEXKIaHe Ha THKaHHTe. BBIPEKH TOBa CEPHO3HO YBPEXJAdHE HA THKaHHTE (Hamnp.
yinepyupase) € OWIo pErHCTPHPAHO B M30NHPAHH CIy4YaH, IIPH KOHTO CE € HAIOKHIG XHPYPrHUYeCcKa

HHTCPBSHIYHAA.

Camo 3a BgHorpadus

HeobxomuMo e ocofeHo BHIMaHKE NpH NON03PEeHA 32 (IeOHT, CePHO3HA HOXEeMHE, TOKAIHH HHEeKIH

HITH TRITHE OKIIY3HA Ha BEHO3HATA CHCTEMa.

4.5, BsamMoHeicTBAE ¢ APYTH MeJKaMEHTH | ApYrd QopMH Ha B3auMonelicTRAS

CpeacTea.
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Brbpeuyna TokcHYHOCT € FOKNaABaHa IpH SAHHMYHH CIy4aM Ha NALHCHTH ¢ HapylleHa YepHoXpoGHa
dyHKIMA, HA KOMTO ca MpPUIIATaHH IEPOPanHH XONemucTorpadCKi areHTH, MOCAEABAHO OT BETPECHIOBH
KOHTpacTHH cpeficTBa. CHEAOBATENHO TPHINATAHETO Ha BBTPeChIOBH PEHTTEHOKOHTPACTHHM CPEACTBa
TpabBa fa ObAe OTIOXEHO MPH NAUMEHTH, Ha KOMTO HACKOPO ca OWilh NpHNaraHd Xoneuucrorpadicku

ArcHTH.

B smmreparypaTa uMa cBefeHH:, e NIPH MALHEHTH TPETHPaHH ¢ HHTEPNEBKHH, MOXKE N4 Bb3HHUKHE TIO-
BHCOK NpPONEHT Ha HeXeNlaHH PeakiHH, KaKTo € onHcaHo B “Hexenasn peaxrny”. IIpnunnara Bee ole
He ¢ H3AcHeHa. Criopen AUTEPAaTYPHUTE JJaHHH ce HabIloAaBa rioBydLUeHa WK 3a0aBenda mposBa Ha Te3H

PE€aKlHH B ICPHOAA A0 ABS CEAMHLH CHSA TIPHIIOKEHHETO Ha HHTEPIICBKHH.

ApTepHamHOTO HEKEKTHpaHe HAa PeHTIeHO-KOHTPacTHO CPEACTBO HHKOra He Tpabsa Ja ce W3BBPIIBA

ClICH IIpPHIaralneTo Ha Ba30KOHCTPHKTOPH, TbH KaTO Te CHIIHO NOTeHLUHPaT HEBPONOTHYHHE peakiiH.

Octpara ©80peyHa HENOCTATBYHOCT C€ CBBP3BA C JIaKTayHa al|o3a TNpH TIAlAEHTH, B3eMaliM
MeT(OPMHH 110 BpEMETO Ha PEHITEHOBOTO HAOMOACHHUE, BKIOYBALIC MAPEHTEPAIHO APWIOKEHMUE Ha
HONOCHEABPAKAO KOHTPACTHO cpeAcTRe. CrnefosaTenHe npH Auaberno OonuuTe, NpHEMAIH
merhOpMHH, B ciyual 4e HMBOTO Ha cepyMHMA KpeaTHHMH € HOPMAQIHO, H3CHAS[BAHETO MOXKE Ha ce
H3BBPHIH, KaTO Ce CHpe NPHEMAHETO Ha METQOPMHH 332 BpEMETO Ha MiclelBame. Ynorpebara nHa
MeT(opMHH He TpsaORa Ma ce moaHOBARa 3a 48 waca W TpsOra fa ce BBH30OHOBHM €AUHCTBEHO, AKO

O50peunara QyHKIMS / CepyMHHA KPEaTHHMH Ca B HOPMAJIHH I'PaHHIH.

HomupahuTe pagHOKOHTPACTHH CPENCTBA MOTAT Ja IOHIDKAT KaXallHTETa HA 3aXBallaHe Ha foha oT
HIHTOBHAHATA yole3a. Hopamu tasy IpHyHEAa Pe3yITATHTE OT GeNThYHOCBBP3aHHA Hox 1 H3C/HeABAHHATA
HA 3aXBaillaHe Ha PajiiOKaTHBEH HOA, KOMTO 3aBUCAT OT OlEHKATa Ha HOZHOTO ChABPXKAHHE, HAMA Ja
oTpasgBaT IPEUM3HO [IUTOBMAHAaTa Gynknus Ao 16 guw cnex mnpmiarasero Ha HOOWPAHOTO
PafHOKOHTPACTHO CPEe/ICTBO. TecToBeTe 3a (PYHKLMATZ HA IMHTOBMAHATA Jre3a oDade HE 3aBHMCAT OT
olleHKaTa Ha HONHOTO CHABPKAHME, HapUMep TOBZ HE BOAY IO NPOMEHH B PE3YNITATHTE OT TECTOBETE

Ha 3axXBalaHeTo ga T3 |iH 00MKS WK cBoGoaHHS THPOKCHH (T4).

4.6. BpeMeBHOCT H KEpMeHe

Hznonseakero Ha QOptiray no Bpeme Ha GpPeMEeHHOCT IIPH X0pa € CHAHO OrpaHHYeHO, HO TPH XXHBOTHH
HAMa JOKazaTeJIcTRA 3a TeparoreHHM edektH. CIeJoBATeNIHO NPHIOKEHHETO NpH OpeMEHHOCT €
BepoATHO He3omacHO. BRIpeKH ToBa, Thif KaTO PEHTreHOBHTEe H3CNE/BAHHA IO BpeMe Ha OpEeMEHHOCT

MOrar Ja BKHHOUEBAT IOTCHLHAICH (i)&TaJ'IeH H3X0H, CBOTHOUICHHETO PHC

BHUMATENTHO TIpelieHeHO. B ciyvali, ye chllecTByBa No-0esonacHa alTEpHS

TIPOYURAHE C PEHTreHO-KOHTPACTHO CPEncTBO TpiAOBa a ce u3barea.
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He ¢ wsBectHo mamm Ioversol ce ekckpeTwpa B GOBSHIKOTO MIIAKO. BBIPEKH TOB4, € M3BECTHO, de
MHOJKECTBO MKEKIHOEHEY KOHTPACTHH CPENICTBA €& eKCKPEeTHPAT HeIPOMEHEHH B YOBEUIKOTO MIIIKO B
KOJIIHYECTBO OKONIO 1% OT npuioxkeHaTa Ho3a. BeIpek:, Ye He ¢a YCTAaHOBCHH HEKENAHH PEaKIMH IIpH
xepMene Ha GebeTa, MPHIOKEHMETO Ha PEHITEHO-KOHTPACTHH CPENCTBa NpH KhpMadky TpsbBa Jia ce
H3BBPLIBA ¢ 0COOEHO BHHMAaHME NOpajd NOTeHIMaNHHTe HEXENdHM peaklMH H e Haii-mobpe na ce

TIpENeHH, Jalld KEPMEHETO id HE onme HApPEKBECHATO 3a CIHH OEH.

4.7. Edextr BEPXY cnoco0HOCTTA 3a modupane B paboTa ¢ MallkeA
Hima manHw 32 NOBJIMSBAaHE BBPXY crocoOHOCTTa 3a modupane H pabora ¢ Mamuny. Hesasucimo ot
TOBA, 3aPAJIH PHCK OT PaHHH PEaKIHH, IO(HpaneTo WK paboTaTa ¢ MAIKHHA He Ca NIPEOPLYHTEIHH IO

€IMH YAaC CTeH MIKESKTHpaHe.
4.8 Hexenand peakinn

HesxenanuTe peakiys, cBEpiadd ¢ Optiray, B Hali-o0mus cydali He 3aBHCST OT NpPIUIOAKEHATA fo3a. B
GOJIMMHCTBOTO OT Ciy4YauTe HEKENaHHTE Peakiyy ca JIeKH A0 CPEAHY M MHOTO PAAKO MOTaT Aa OBIar
CEPHO3HY HIIH JKHBOTO3aCTpalliaBamy. BorIpery ToBa, NOPH JISKHTE HexkeNIaHH PeaKIHi Morar fa 6pJat
paHeH MoKazaTell 3a CepHO3Ha, 00INa peaknud, KOSTO Ja HACTBNH crel NPHIOKEHHWETO HA PEHTTEHO-
KOHTpPAaCTHO CpEICTBO, MaKap M B pelKH CiyuaH. Peaknyure Ha CBPBXUYBCTBHTEIHOCT, CBBEP3aHH C

KOHTPaCTHO CPEACTBO, MOraT [a HACTBRMAT CBC 3aKbECHEHHS OT HAKOIKO Yaca N0 HAKOJIKO JHH.

HesxenanuTe peakIii MOTar Jia e KIIACH(HIHpPAT KaKTo ClIeiBa:

A. Pexini Ha cBpBX4yBeTBHTENHOCT: CeprosnuTe anabMIaKTHHHH peaxnpy HaH-o0mo 3acaraT
CEPASYHOCHIOBATa ¥ JHXAaTeNHaTa cueTeMa. Te MoraT Aa GBJaT xMBOTO3aCTPAINABAIIA M BKIIOYBAT
aHa(uAaKTHYEH IOK, CBPIOEYSH Wik NuXaTeieH 6ok, Genoppoben otox. IlanpeHTHTe ¢ MCTOpHI Ha
ajIepPrEvHU PeaKIMy ca U3JI0KeHH Ha IOBYIEH PHCK OT Pa3BUTHE Ha PeaKIMH Ha CBPBXJIYBCTBHTEHOCT.
Jpyru peakigd Tun 1 (MOMEHTANHH) KATO rajcHe, NOBPBIIAHE, KOXHU OOpHMBH, AWCIHES, XpeMa,
napecTe3ust HIH XHITOTEH3HA.

B. BasoraranHu peakliuy, HapUMep BHeHE Ha CBAT WIH NPHIANBLIH, KOHTO MOTaT Aa ca IpHYHHEHH
HITH OT KOHTPACTHOTO CPEZICTBO MITH OT CaMaTa MaHUITYJIalus.

B. KapauonorguHu HexelaH e(eKTH 10 BpeMe Ha ChpAevHATa KaTeTpHM3aljs, HanpuMep aHr#Ha
nexropuc, EXT" mpoMeHH, Chpledna apWTMUM, CMYINSHHS Ha DPOBOAMMOCTTZ M KODOHADEH CIastM,
KOHTO MOTaT fia OBJAT NPHYHHEHH OT KOHTPAcTHOTO CPERCTBO MM OT IpoLeAypaTta.

T". HethpoTOKCHYHH peaKiliy TIpH NAIMEHTH ¢ HPeABAPHTENHO ChIGEeCTRYBAIN, THO-WBRCIKAAHE

unu OpOpeynHa BasoNaTWsi, HanpuMmep HaManfdpaHe Ha OnOpeunara ¢yH
KpeaTuHiHA. B [10BEYETO CIy4$au Te3M HEXKellaHH PeaKIMH ca BpeMeHHH. b

¢OMHIYHH CIIy4ay Ha ocTpa 660peuna HemoCTATBUHOCT.



Kpatka xapakTepicTHKa Ha IPOSYKTa OPTIRAY®240 mg. 7
J. HeBpoToxcH4HM peakUM# ciie] MHTpa-apTepHalHO HMHKEKTHpaHe HA KOHTPACTHO CpPEiCTBO,
HAMPUMED 3PHTENHN HAapYWIERH s, NEe30PHeHTalHs, Mapank3a, KOHBYJICHH MM NpUCTEIH. B Hait-o6mua
cryyali Te3W CHMITOMH Ca TIPEXOJHH M PEMHHABAT CIHOHTAHHO 3a HAKOJIKO vaca Wi Auu. [Tauuenrute
C MpeABapuTeNHO HapyleHHe Ha KpPBBHO-MO3BUHATZ DapHepa ¢a W3NOKEeHHM Ha MOBHINEH PHCK OT
HEBDOTOKCHYHH PEaKitHH.
E. Jlokanpm peakiiii Ha MACTOTO Ha MHKEKTHpaHe, HanpuMep oOpHBH, OTOK, Ba3OCHayeM H
BB3GAICHHE.
XK. ExcTpaBasalyata MO)Ke JIa NpWIHHK CEPHO3HHM ThKaHHH PEaKIMH, CTENIEHTa Ha KOMTO 3aBHCH OT

KONHYECTBOTO H KOHLICHTPAHATA Ha KOHTPACTHOTO BEIHECTBO B THhKAHHTE.

Criopeq AaHHWTE OT KIWHIMAHN M3chensanns npu 10 go 50% or naupenTute ca 6unn HabnioAaBany ek
nuckoMpopT, BKIIOYMTENHO YcellaHe Ha TOIUIMHA MM cTyh, Oomka TNpH MIDKSKTHPAHETO H/WiH
BpeMeHHO M3MeHeHHe Ha BKyca. Ilpu nposeseHoTo o0HIBPHO MOCT-MApKETHHIOBO TMPOYYBaHe, ca Gunu
nabmonapanl Apyrd crpaHuusy edektd mpu obmo 1.1% oT pamueHTHTe; Hali-yecto € Gumo
naGmopapano rageHe (0.4%), KOKHM peakuuu Kato yprTakapus miu epureMa (0.3%) u mosphinane

(0.1%). Benuku Apyry cs0BTHS ca GHii BaOmoaasaHy IpH no-Majko ot 0.1% oT nauyextHTe.

Henxuunn papymenns:

Mmuoro penxu {(1to-Manko ot 0.01%) - aMue3ua, gyBeTBO Ha 6e3M0KOIHCTREO, CEHINBOCT
P s 2y s

Hapymenns o1 cTpara Ha HePBHAT2 CHCTEMA:
Peaku (0.01% - 0.1%) - cBeTOBBPTEXK, NapecTe3us, TPEMOD
Msoro penxu (no-manko or 0.01%) - p30yza; 06BPKAHOCT, KOHBYICHH; Ae30PHSHTALI; THCKHHE3N:;

Rucdass; XUNoecTesws; MyCKYJIHH cia3MH; Napanus3a; HapyLieHis B roBopa; CTyHop
Quaup napymenns:
Muoro pemxu (mo-manko ot 0.01%) - KOHIOKTMBHT, BPeMEHHa KODTHKANHA CJIEFIOTa, 3PHTENHH

HapyIIeHU:

Hapymends 0T cTpaHa H2 YIUKTe i BecTHOYJapHHs anapaTt:

Muoro penkd (mo-manxo ot 0.01%) - nrymose B ymure

ChpaedHH BApPYIIEHNS:

Penxu (0.01% - 0.1%) - Taxuxapaus

KaMepHO MBKICHE.
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CrpoBu HapyieHusn:
Peaxu (0.01% - 0.1%) - xunoTensmns
Msioro pepx (no-manxo ot 0.01%) - nepedpopackynapHu cMYIIEHHS; [HAH03A; XUNIEPTER3HAS; CHHKOII,

TpoMOOGIeOHT; Ba3AUNATalHg; BA30CTA3EM

Pecnaparopuy, rpbIHE H MeAHACTHHAJHH HAPYWIEHHAS:
Penxn (0.01% - 0.1%) - kamnuLa; AUCHHES; PUHAT
Muoro penku (mo-mamko ot 0.01%) - andes; SpoHX0CHA3bM; XUITOKCHS; JTapHHTHAICH OTOK; (hapHHIUT;

GeniofpoGeH OTOK; CTPHACP

I'acTpoRHTeCTHHAIHE HAPYINCHH:

IMonaxora: (0.1% - 1%) - ragene; NOBpBUIAHE

Penxy (0.01% - 0.1%) npoMsHa Ha BKyca, cyXa ycTa

Meuoro pepkn (no-manko ot 0.01%) cuanoaneHHT, NMOBMINEHO OTAEAAHE HA CHIOHKA, OTOK HA €34Ka,

Aucharus, qrapu

Hapymenns oT cTpana Ha KO;KATa H IOAKOKHATA THKAH:
Hepemornu (0.1% - 1%) - ypruxapus
Penxu (0.01% - 0.1%) - eputeMa; copdek; 00pHB

Mproro peaxu (no-manxo ot 0.01%) anruoenema, TOKCHYHA SMHBASPMAIHA HEKPOJIH3A

Hapymesns Ha 660pendTe N OTAEIHTEHATA CHCTEMA:
Penxt (0.01% - 0.1%) - SonesHeHo/TpyIHO YPHHHPAHE
MHuoro penxu (no-manko ot 0.01%) - uHkoHTHHEHLMS; ocTpa 6BOpeuna HEAOCTATHYHOCT; HOBHIIABAHE

Ha BUN ygenmienue; abnopMmanHa Or0pevuna GyHKUHS; HAMAJICH KPEeaTHHHHOB KIHBPBHC, XeMaTypHa;

OJIUTYpHA

OGimn papymenns ¥ HAPYMIEHAS B MACTOTO HA NIPHIOKeHNe:

Mmoro yectn (noeeue oT 10%) - ropemu BLAHH

Yectu (1% - 10%) - bonka

Penxu (0.01% - 0.1%) - oTok Ha dapanKkca; BTpucaHe; apoOoIHe

Mroro pemku (no-manko ot 0.01%) - anadunakTHyeH IIOK; OTOK Ha JIMLETO; NEPHOPOMTAIEH OTOK;
Tpecka; emema; OnefHocT; Oonka B repAHMTe; KopemHa Oonka, actenusa/ymopa; abHopManeH Iuiad;

PCaKHHH B MACTOTO Ha HHAKEKTHPAHE,; ITOBHIICHO MOTCHE.

4.9, Iipeposupane
KaxTo M IpH BeHuk# HOIOCHABPXAINM PEHTIEHO-KOHTPACTHH CPEACTBA, Mp dnedo 12
S R
f Srofieed \ T
Moke fa Obfle NOTEHIHManHO (BATalHO ¥ MOYKE Ja 3aCerHe peclHpaTopHa : };i HHOCEn
i
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5.1
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5.3.

6.

6.1.

crctema. Jleqenueto TpabBa Ja ObAE CHMIITOMATHYHO. 3a OTcTpansBadeTo Ha Optiray OT KpLETa MOKe

Ja CC H3[IOR3Ba JHAIIH3A.

DPAPMAKOJIOTAYHEA CBOIICTBA

DapMaxoJHHAMBYHHA CBOHCTBA
OPTIRAY® 240 e HelfoHHO PEHTTEHO-KOHTPACTHO CPEACTBO. BETPechIOBOTO HHXKEKTHPAHE Ha
OPTIRAY® 3aTepMHsBA CBAOBETE MO MIETA Ha KOHTPACTHOTO CPENCTRO, KATO TaKa Ch3[aBa YCIOBHS 32
panuorpafcka BH3yanH3alds Ha BETPEIHUTE CTPYKTYPH 10 HACTHNBAHETO HA 3HAYHTENHO pPaspeKaaHe
OT KpBBTA.

PapmaKOKHHETHIHH CBOiicTBA
OapmaroruHeTHuHAAT Npodmn na OPTIRAY®, xunpoduimire My CBOHCTBA, KAKTO H MHOFQ HUCKOTO
HHBO Ha CBBP3BAHE CBC CepyMa H IU1asMeHuTe SenTely, nokasear ye OPTIRAY® ce pasnpenens B
excTpalenylapHaTa TeYHOCT M ce enMMuBHpa 65p20 npe3 6B0pennTe ¢ rIIoMepY/Ha (UITTPaLya.
Cpennusar (£ s€) eNAMHHALMOHEH NOTYXUBOT TpH Ao3u oT 1o 50 ml 1 150 ml e 6un cworeeTHO 113+£8.4
u 10415 munyti. Enuvusupanero dpes dexaniy e npenebpesxumo manko. He ca HaGmoxasanu
ChIECTBEHO MeTabonu3Hpane, nefionupane H 6HOoTpaHcopmarms Ha Optiray.

penxnnEaaay JaHHEH 32 0e300acH0CT
AXO NPOAYKTHT C€ H3MOJI3B2 CHIIIACHO PerjlaMeHTHpPaHuTe HHAHKALMHE, HAMa TAKHBA JaHHH OT
NpeRKTHHUYHOTO HammuTBaHe Ha OPTIRAY®, xouto 61xa MOFH Ja ObAaT OT 3HAYSHHE 34
TIpefAMCcRALMS NPOLSAYPaTa ¢ orjie]] Ha 0e30MaCHOCTTA H [a He ¢a BIUTIOYEHH B APYTHTE Pa3feni Ha

KXIL

PAPMAIEBTIYHY CBOMCTBA
CoHCcER H2 TOMOIIMHTE BelllecTBA
Tromethamine, tromethamine hydrochloride, sedium hydroxide and/or hydrochloric acid (ot pH: 6.0 no

7.4), sodium calcium edentate, water for injections.

6.2. HechbBMeCTEMOCTH

6.3.

Huxaxsy npyrs TekapcTBeHH NPOAYKTH He Onea Aa 66aatT cMmeceand ¢ OPTIRAY®.
Cpox Ha rogaoCT
3 ronunn

CHB,I{ H3MOJI3BaHe M3XBHPACTE OCTaBalliA Pa3TBoOp

6.4. CnenHanHHA NpegyNpexXeHIa NP CEXpaHeHye

CexpaHspalite KOHTeliHepa BEB BBHIUHATA KapTOHEHA ONAKOBKa, 32 Ja NpeAIasuTe oT CIbHYeBa
ceeraHHa. [lazere 0T peHTreHOBO TbyeHue. He chxpansBalite npu Temneparypa Hax 30°C. OPTIRAY®

MOXKE fia ce CEXpaHARa §1UH Mecell ipd 37°C B ypeql 3a 3aTOTUIAHE HA KOHTPACTHO CPECTRO C

H3XBEPHETE PA3TBOPA.
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6.5. Bug u coybpiraENe Ha OHAKOBKATA
OPTIRAY® 240 e onakoeax B GeaupeTAr OYTHIAKH, Hanpagedn oT ¢Tekao Tam I (Ph. Eur.). ByTunkure

ca 3aTBOpeHH ¢ 32 mm OpoMOYTHIOBH 3aIyIIaNKy i 3aTICUATAHY C ATYMUHHEBH KallauKH.
50, 100 ml (xytus ot 1 1 10)

OPTIRAY® 240 ce jocTasq 4 B BPENBAPHTENIHO HAEAHEHH PEYHH COPHHLIOBKH 1 COPHHIOBKH MOJ,
Hanarase, u3paboTern oT nonunponmie. Kanaukara HakpaiHHK Ha CHPHHUIOBKATA H OYTalioTo Ha

CIHPHUHHOBKATA Ca HSp&GOTeHIfI OT €CTSCTBEHA I'yMa.

TpenBapHTeNHO HAGIHEEH PHYHH CIIPHHIOBKH!

50 ml (xkyrus or I # 10)

ChpHHLOBKH NOf, HanAraHe
75,125 mi (xyus ot 1 1 10)

He Bcuuky pasMepy onakoBKy M KyTHH CE IPOJaBaT BbB BCHYKH CTPAHH.
6.6. HucTpyxunn 3a ynoTpeda, GopaBene H H3XBLP/ISHE
PrynM cipUHLIOBKY M CHPHHLOBKY O HAIArAHE:
JlekapcTREHHAT TPORYKT K ITBTAT, HO KOHTO NpeMHHABa TEYHOCTTA €2 CTEPHIIHH, HO OTBBH
CIIPHHLOBKUTE CA HECTEPHIIHH.
HHerpykupuTe 3a criodsBaHe ¥ IPOBEpKa ¢4 ONHCaHH BhPXy BHHIIHATA KYTHS Ha CIPHHIIOBKATA.
7. OPATEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA
Tyco Healthcare Deutschland GmbH
Gewerbepark 1
D-93333 Neustadt/Donau
Germany
8. HOMEP HA PABPEIIEHVIETO 3A YHHOTPEBA
PL 18963/0011
9. JIATA HA ITBPBO PA3SPEITABAHE 3A YOOTPEBA/IIONHOBABAHE HA
PABPEIMEHHETO 3A YIIOTPEBA
1 Oxvomepn 2002

10. TATA HA (HACTHUYHA) PEBH3HA HA TEKCTA

19 aapr 2004




