KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA

1. AME HA JEKAPCTBEHHS IIPOAYKT

OPTIRAY® 350 mg iodine/ml, solution for injection or infusion

2. KOJHYECTBEH H KAYECTBEH CHCTAB

Ioversol, 741 mg/ml, exsuraneHTen Ha 350 mg/ml elemental iodine (enementapen Hon)

Ocmonapurer: 780 mosmoles/kg
Buckosurer: 14.3 mPa . s (npu 25°C)
Buckozuret: 9 mPa . s (npu 37°C)

Honno coaspsanne: 350 mg/ml

32 momomHUTE BeIecTsa Bik 6.1,
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4. RIVHWYHHA JAHHKI

4 1. okazauna

OPTIRAY® 350 e HellOHHO PEHTT€HO KOHTPACTHO CPENICTBO, IOKA34aHO 2a ynoTpeba npH anrHorpadus

B LA/IaTa CHPAEYHOCHA0BA CHCTEMA, BKAIOYHTENHO KOpOHapHa, nepudepHa, BHcHepanHa 1 650peuna

auruorpadms, aoprorpadus u niea pentpukynorpapua. OPTIRAY® 350 mg ¢ noxasas coiuo 3a

ynotpeba npy KOMMIOTEPHA TOMOTpadAg Ha 'IaBaTa U TAIOTO, HHTPaBeHO3Ha yporpadus, BeHorpadus

¥ MHTPABEHO3HA U HHTPA-apTepHaiHA AW UTATHA cyOTpaKuuonHa arHorpadus (IA DSA u IV-DSA).

4.2, Ho3HpoBKa W HAYNH HA IPHSIoKeHHe

BpapacTthu: IpenopbuBaHl J030B PesKHM

Ilponenypa Hoza Makchmanua obiua Ko3za
eprdepra anrnorpadus 10-90 ml 250 ml
Benorpacus 50-100 ml 250 ml
JIzepa seuTpuKynorpagus 30-50 ml 250 ml
Koponapna apreprorpadus 1-10 ml 250 ml
Bucnepanua anruorpapus 12-60 ml 250 ml
Aoprorpadus 10-80 ml 250 ml
BrOpeuna agrnorpadua 6-15 ml 250 ml
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VYporpadus 50-75 ml 150 ml
KT na rnaga 50-150 ml 150 ml
KT wa tano 25-150 ml 150 ml
IA DSA 5-80 ml 250 ml
IV DSA 30-50 ml 250 ml

TlanueHTH B AANIpeAHATA BE3PACT: JO3UPOBKATA € KaTo Npx Br3pacthy. Korarto ce ovakea cnaba

BH3YAIH3AHHUA, 03aTa MOKE N4 63.11’8 VECHHYCHa [0 MakKCHMYM.

Jena: 6ezonacHoctTa H efuixacHocTTa Ha OPTIRAY® 350 mg. BCe ome He ca yCTaHOBEHH IPH JIeNa.
CrieoBaTENHO AEKAPCTBEHHUAT NMPOAYKT He TpAOBa Aa Ob/e U3NON3BaH NMpH AeNa, AOKATO He ObAaT
TipefocTaBeHu AONBAHATENHM nanuy. OPTIRAY® 300 mg. Moxe fa Obe Mon3paH NpH AEHA 3a LeTHTe

Ha nepebpanHara, nepidepHa B BucHepaiHa anrBorpadud, KakTo M 3a HHTpaBeHo3Ha yporpadus.

TlperiopbyBa ce HoXOCHOBPKANIATE KOHTPACTHH BEINECTBA 32 HHTPARACKYTAPHO IPHIcKEHEe Aa Opuar
3aTOIISHH JI0 TEECHA TeMIepaTypa npeay HikekTHpare. Kaxto 4 NpH BCHYKH PEHTTSHO
KOHTpPaCTHHCPEJCTEA, € He0OXOANMO fia ce H3N0iI38a Hali-HUCKAaTa BE3MOXKHA 1033, KOSTO TI03BOIIBA

anCKBatTHa BE3Yyanu3anHisa.

4.3. TIpoTHBOHOKA3AHMS
Jloxazana cBPBXUyBCTBHTENHOCT KbM KOHTPACTHH BEINECTBA, ChABPKaNM Hox. H3apeH

XUNCPTHPEOUFH3IbM.

4.4, Crienuaiay IpeRyNpesIeHA | CISIUANHY NpeTia3sH MEPKH IpH yHoTpeba

BE3MOXKHOCTTA 38 CEPHO3HH HEXeNaHu peakuyy He Tpadsa HHKoTa ja Obae H3kmouana. Kakro Bowaku
IpYTH PEHTreHo KOHTPACTHH cpencTra, Optiray Moke fa IPHUMHH aBadysiakcHs HIM APYTH [IPOSRH HA
TICEBIO-2NEPrHYHY PeaKlyiH Ha HEMOHOCHMOCT, HallpHMep rajieHe, NoBphLIaHe, AUCIHES, epUTeMa,
ypTHKapHs ¥ xunoTensus. [To-BHCcoKa yecToTa Ha TAKHBA PeakiuH ¢ Owa Habmozasaa NPy MalHesHTH
¢ HCTOPYA OT NPSAHITHE PeaklMy HA HETIOHOCHMOCT KbM HONHMpPanH PeRTIeHO KOHTPACTHH CPEfCTEA
WK ¢ KaKBaTo H 2 OHII0 HCTOpPHS Ha ajepris Wik CBPEXYyBCTBUTEAHOCT. 1IpH TakiBa NalHeHTH,
nonsaTa TpadBa ACHO fla NpeBB3Xoxaa pucka. Koraro TpAOpa na ce NpelBHIH KPaliHATA PeaKiys,
HERB3MOIKHO € Jia Ce HOBEpABaMe Ha pesyNTaTHTe OT IPeABAPHTEHHOTO TecTyBaHe. LlAnocTrHaTa oneska

Ha MEIHIHECKATA HCTOPHS Ha KOHKPETHHS MaleHT TPAOBa Ja € 110-aKypaTHa B NPEABMKAAZHETO Ha

BEPOATHHTE HEXEIIaHH DeaKIthH. Hasnivgrero Ha aNeprifyna UCTOpLA He ¢ TRPOTUBOIIOKA3aHHE, HO
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JuarHocTiuHITe OPOLSHAYPH, KOUTO BKITIOUBAT M3I0A3BaHETO Ha HOMMpPanH BETPECHIORH KOHTPACTHH
cpencrea, TpaAGBa jia OBAAT NPOBEXKAAHM IIOF PEKOBOACTBOTO Ha IIEPCOHAN ¢ HY>KHATA KRATH(PHKAIIA H
OIMT TIPH NPHRAraReTo Ha KOHKpETHATa NponeAypa. JoKkiageaHy ca CepHO3HH MK (QaTallEH PeaKiiy,
CBBLP3aHH ¢ MPUIaraHeTo Ha HOAHpaHH KOHTPACTHH cpeficTsa. HeoOXomumMo e Aa HMa Ha PasToIOKeHHe
HambHO 000pyABana Kojla 3a CIISIHY CIy4aH HAH eKBHBANCHTHH CPSACTBA H CBOPBKEHHS, KAKTO B
nEpcoHall, KOMIESTEHTEH B pa3llo3HABAHETO U TPETHPAHETO Ha BCAKAKEB BUJ HEXKEIaHH peakimu. Tait
K4TO € U3BECTHO BE3HUKBAHETO HA TEXKH 3a0aBEHH HexellaH! peakliiH, € HeoOXOAMMO CHerTHaTa
eKHIIIPOBKA ¥ KOMIIETSHTHHAT NiepcoHai Ja 6baaT Ha pasnonoskeHre noHe 30 mo 60 MEHYTH cnen

TIPHIIAraHeTo Ha ApOAyKTa.

IMaieHTHTE CHC CHPASYHA HEROCTATEYHOCT TPAOBa Aa OhAaT HaOAIOaBaHK HAKONKO Haca CHeH
NpoLeNypata, 3a 5a ce IPOCHSHH 3a 3a0aBeHE XeMOIMHAMIYHY CMYIHEHH s, KOMTO OHXa MOTHH Jia Ce
CBEDIKAT ¢ BPEMEHHO YBETHICHHE B IMPKYIHPaIiHa OCMOTHYeH ToBap. BeHUKM oCTaHanM NaleHTH
TpabBa Aa ObAaT HabOABaHK NIOHE SIMH Yac CASK PHIIOKEHHeTO, ThH KaTO UMa CBEICHNUS, e
HOBEYETO OT HeKeNaHuTe CHOMTHA ce NOABABAT B TO3H Nepuoy. IlaumeHTsT chIo Tpabdea fa Opae
un(opMHUpaH, e B IEpHOa IO HAKOIKO JHH CleX NPUIOKEHHETO, MOKE Aa C¢ NPOABAT aliepruitu

peakumn. B Takse cioydaii HezabaBHO TpsbBa ka ce HOTBPCH JIeKap.

Heo6xomuMo ¢ ocobeHo BHUMaHHe NP MallMeHTH ¢ KpaiiHo yBpeneHa 6s0pedHa Gy KM, Cbe
chUcTaHKE Ha GBOPeyHO B YepHOIPoOHO 3200N1Bane, aHypus, 3axapeH MabeT, XOMO3UroTHA
CHPIOBHIHO-KIIETHUHA SHeMES, MOHOKIOHAHa TaMONaTHa (MHOKECTBEH MHEIIOM, MaKpo-
ro0yHHeME Ha BanneHIpeoM), i Haif-Beue NpH NPUNAraHeTo Ha rofieMH 1o3u. [Ipy Tesu naigenTH
MOKE [l Ce TIOABAT Cepro3HH Or0peyuny podneMyl, BKIICYHUTENHO ocTpa GB0peuHa senocTaTsaHoeT. OT
pemaBanio 3Hayerye ¢ eQeKTHBHOTO XH/IpaTHpane ipefH npunaraseTo Ha Optiray, Teil kaTo Taka MOXKe
Ja ce HaManH prcka ot Gs0peuHo yBpexaHe. JeXunpaTHpaHeTo IPH OATOTOBKATA Ha ALMeHTa MOKE

Ia JoBesie 00 ocTpa 650pedHa HeIOCTaTEYHOCT.

{Ipy TaIHeHTE ¢ XOMO3HIOTHA CHPIOBHIHO-KIISTEYHA aHEMUS, XHIEPOCMONAPHATE aTeHTH, KAaTo
PEHITEHO KOHTPACTHHTE CPEACTBA, MOTAT Aa JOBEHAT J0 ChPIIOBHIHO H3MEHEHHE Ha €PUTPOLIMTHTE.
CriepoBaTteiiHo, HeOOX0AHMO € A ¢ BAIIpaBH BHHMATEIHA OLEHKA [IPEH HHTPa-apTepHalHOTO

TIpHIOXKeHHe Ha TaKKHBa areHTH NpK TAUHEHTH ¢ XOMO3HIOTHA ChPIIOBHAHO-KIICThYHA aHEME.

PIOII CBERBP)KANTHTE KOHTPACTER CPEACTBE MOTraT ChINQ A& NPEeNCTABIABAT ONIACHOCT IipH IIATTHEHTH C
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CepHo3H¥ HEBPONOIHYHM CHOUTHS ca OMITH HaONIoRaBaHy el KMPEKTHO HIKEKTHpaHe B IiepeOpantu
apTepyi W CHAOBE, CHAOASBAIIH IPEOHAYHIT MOIBK Wik TIPH aHTHOKapaHOorpadus, opagy
HEYMUIIICHO 3aITbiBaHe Ha KapoTrca. He e Ouna ycTaHOBEeHa IPHYMHHO-CIICACTEEHE BPE3KA ©
KOHTPAcTHOTO CPEJICTBO, Thif KaTO NPEABAPHTEIHOTO CHCTOSHHE Ha INAltHeHTa H IPONEIYPHUTE TEXHUKY

camH no cede cu TIPEICTABIABAT JOCTATHIHA NIPHIHHA.

TIpw ornipeneneny NaiFeHTH e BE3MOKHO Ja € roKkaszaHa o0la aHecTesus. Ilpu Tesu nanyenTH obade ca

JOKIaABaHH MO-4yeCTH HEXKEIaHH pPeaKiH, BEPOATHO IIOpaAl XHITOTCH3IUBHOTO BIIAHNAC Ha 8HECTSTHKE.

Tpu aHryorpadicku mpoHeAypH TpaOBa Ja ce B3eMe o[ BHEMAHKE BEPOSTHOCTT OT OTKEPTBAHE Ha
TaKa, YBpeKIane wid nepdopupare Ha CTEHATa Ha Ch/iA IO BpeMe Ha MaHHNYJalMITe C KaTeThp H
HIDKEKTHPEHETO Ha KOTPacTHOTO cpenerso. [Ipenoprusa ce npobHO HEDKEKTHpPaHE, 32 1a & OCHTYDH

IIPaBHIIHC IIOCTABAHC Ha KaTeThpa.

JloxazaHo e i1 vitro, 4e aHTHKOaryIanTHAST eeKT Ha HeHOHHITE PeHTIeHOBO KOHTPACTHH CPEfICTBA €
[0-cal OT KOHBEeHHHOBAMEKTE HOHHM areHTH Hpy CPABHEMIE KOHLUeHTparii. ITomo6HN pesyirrari ca
JOKNANBAHH H IPH HAKOM /7 vivo npoyusanus. [Jo TasH NPHYIHHA CTAHAAPTHHTE aHTHOTPA(CKH KATETPH
TpaGBa uecTo ia O'BIAT NIPOMHBRHH H € HEOOXOAHMO Aa ce u30ArBa IPONRDKUTENHHS KOHTaKT Ha KPBE C

KOHTPAaCTHHA arcHT B CIIPHEIOBKH H KaTCTPH.

Heo6X0gMMO € crenuanso BHUMaHue NPy MallueHTH ¢ HaupeaHana apTepoCKIepo3a, cepHo3Ha
XUTIEPTEH3U, ChPEYHA JEKOMIICHCAIMs, CERUTHOCT ¥ TIPH NalMEHTH, MPeXUBENH nepebpansa
Tpomb03a uiK emGonus. [To-gecto ce nomy4asar CspIeIHOCHIORH PeaKiluH KaTo OpajHKapaws,

MOBAIOEHO HITH HOHMWKCHO KPBEBHO HaJLAraHe.

[Ipy BE3MOKHOCT aHrHOrpadHaTa e Heobxoaumo Aa Obxe n3b4reana Npu MaAUMeHTH ¢ XOMOLMCTHHYPHS,

HOPaj YBeJIHYEHHS PUCK OT TpoMO0o3a MK eMOOIHs.

Optiray Tpsa6Ba fa ce HIDKEKTHpA BHEMATENHO, 32 Aa ce H30erHe NepHBACKYIAPHO NpuioKeHHe. Moxe
obage fa ¢ce HabmoAaBa 3HaYAMa eKcTpaBasams Ha Optiray, 0co0eHO IIPH M3TION3BAHETO Ha
aBTOMATHYHH HrvkexTopy. Hall-06mo, Ipy KOHCepBaTHBHO TPeTHpaHe, Tol ce Tonepupa 6e3
CHINECTBEHO YBpeKnaHe Ha ThKaHATe. BEIpPeKy ToOBa CEPHO3HO YBPEKAaHEe Ha TPKEHHTE (Hamnp.
yImiepHpare) € GUI0 perucTpHpaHo B H3O0IHPaHH CIIy4YaH, IPH KOMTO Ce € HaNoMIIa XHPYpPrudecKa

HHTCDBCHIIMA.

CrellHalHy NpeaynpeyKieHUA ¥ MpenasHH MEePKH NpH yrorpeda ca .

HHOHKaFHA KakTo ClIeaBa:
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Camo 33 perorpading

HeobxozuMo € ocobeHo BHEMaHHe NIpH ION03PeHIs 3a GnebuT, cepliozta HeXeMus, HOKATHH HHGeKIiH

WIIH IORJIHA OKIIY3HA Ha BEHO3HATA CHCTEMA.

LlepudepHa anruorpabys
B aprepusta, B KOATO ¢e MHKEKTHpa PeHTTeHO KOHTPACTHOTO CPEACTBO, TPAOBa Aa MMa tyncanud. IIpn
TIAIMEHTH ¢ 00ANTepHpals TpoMOOAHT T HITH aCLieHNHpaa HHpEKNuT B KOMOMHALIHA © TEXKa

HCXeMI, aKo BEOOIe ce npaBH anruorpadus, TpaOBa a ce H3BBPHIBA CHC CIIELHATHO BHHMAHHE.

Kopouapua anrrorpadug v igBa BenTpUICysIOrpadid

HPH TE3H NPOSKXYPH MOraTt Aa Ce IIQABAT ChbpACUYHA JEKOMITHECAHIL, TEXKH apHTMIH, HCXCMHA H

HuGapKT Ha MHOKapAa.

4.5. BaaamoneicTBESL ¢ BPYTH MENAKAMEHTH B OPYTE OPMHA Ha B3aWuMONEHCTRES

Ho-pony u36poeHnTe B3aUMONSHCTBIS ca Oy HOKIAABAHE CJISH IPIIOKEHHETO Ha APYTH HomHpaHH
KOHTPACTH¥ CPEACTRA. 3a TiIX Hali-06Io ce MpHeMa, 4e Ca XapaKTepHy 3a TO3H KIac KOHTPACTHH

cpencTBa

B6pedna TOKCHYHOCT € FOKNIAABaHa TIpH eAHHEYHY clydal Ha [IAIHEHTH ¢ Hapylena YepHOAPoOHa
GbYHKIMA, HA KOWTO ca NPHIATAHH HEPOPATHH XONCIHCTOTPaiCKH CPeNCTRA, MOCSABAHY OT
BETPECHIOBH KOHTPACTHH CpefcTBa. CleIOBaTeRHO NPUIIATAHETO Ha BETPECHA0BH PEHITCHOKOHTPACTHH
cpeAcTBa TpAOBa fa OB OTIHOMEHO NPH NMallAeHTH, Ha KOUTO HACKOpO ca OHiH NpHIaraHiE

XONeNUcTOrpad)cKu aTeHTH.

B muTeparyparta uMa CBEACHNS, Ue YIpH IIALIHCHTH TPETHPAHH C HHTEPIEBKEH, MOMKe /(& BE3HHKHE 110~
BHCOK TPOLIEHT Ha HevKeJIaHH peaxiius, KakTo e omucano B “Hesxenanu peaxipn”. [IpuanHaTa BCe ome
He e u3scHena. Cropel ANTEpPaTYPHATE AaHHM ce HablroaBa IOBHINEHa MITH 3a0aBeHa HpOABa Ha Te3d

PEAKLHE B IICPHOAA JO JBC CEIMMI Ciiel MPHIIOKCHHETO Ha HHTCDJICEKHH.

ApTEpHAIHOTO HIKEKTHPAHE Ha PEHTTEHO KOHTPACTHO CPECTBO HHKOTa He TpA0Ba [a ce H3BLpLIBa

CIICH HPHIATateTO Ha Ba3OKOHCTPHKTOPH, THH KaTO T& CHIHO NOTCHLMPAT HEBPONOTHHMHHA PCaKIIHH,
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M3BBPOIH, KATO CE CIIpe NPHEeMaHeTo Ha MeT(OPMEH 32 BpEMETO Ha M3clieasaHe. YIIoTpebara Ha
meTdhopMUH He TpAOBa fia ce TORHOBABA 32 48 yaca 1 TpAOBa Aa ¢e BE300HOBH SAMHCTBEHO KO
6pOpeanara GYHKIMA/CEPYMHKA KPeaTHHHH ¢ca B HOPMATHH I'DAHHIH.

Honupanure paIBoKOETPACTHH CPECTBA MOTAT Jia TIOHIDKAT KAXALWUTETa Ha 3aXBalane Ha Hoxa ot
[IETOBLAHATA JKiIe3a. [IOpafH Ta3K MpHYHMHA Pe3yNTaTiTe 0T OeTTRYHOCREP3aHus HOX 1
H3CACABAHMATA HA 3aXBalnaHe Ha PafHOKaTHBEH HOM, KOWTO 32BHCAT OT OHEHKAaTa Ha HOFHOTO
CHEBPIKAHUE, HAMA Ja 0TPa3sTBaT NpelH3HO NIMTORKAHATA QYHKIMS A0 16 ABM CNiefl PHIaraHeTo Ha
HonupaHoTO paguOKOHTPACTHO cpeacTso. TecToBeTe 3a (PyHKHEATA Ha IIUTOBYARATA 3xiie3a obade He
3aBHCAT OT OLIGHKATA Ha HOIHOTO ChABPIKAHUE, HANPUMeEp TOBA HE BOIWIL XO IPOMEHH B PE3YNTaTUTE OT

TEeCTOBETE Ha 3axpamianero Ha T3 uny oblxa une ceoboaHng TRpokeHH (T4).

4.6. BpeMeHHOCT ¥ KEpMEHE

Wiznomsearero Ha Optiray o BpeMe Ha SpeMeHHOCT IIPH X0pa € CHJIHO OrpaHHYeHO, HO IPH JKHBOTHH
HAMa [IOKAa3aTeiCTBa 34 TePaToTeHnH edexry. ClielOBaTeNHO NPHIOKEHHETO IPH OpeMEHHOCT €
BeposTHO GezomacHo. Bripeky ToBa, Thil KATO PEHTTEHOBHTE H3CIS/(BAHMA 110 BpeMe Ha OpeMeHHOCT
MOTaT Ja BKIIOUBAT NOTEHHaleH daTaneH ¥3Xol, ChOTHOIMEHHETO puck/monza TpaOpa fa 6p1e
BHMMATeJTHO TipericHeHo. B cilyuali, ye cpinecTByBa Do-0e30NacHa ANTepHATHBA, PEHTTEHOCKOICKOTO

IPOYUBaHE ¢ PEHTT€HO KOHTPACTHO cpeficTBO TpsibBa Ja ce H30dATBa.

He e uspectHo mami Ioversol ce eKCkpeTHpa B HOBEHIKOTO MIAKO. BBIpeKH T0B2, € H3BECTHO, ¥
MHOKECTEO MEDKEKITHOHHH KOHTPACTHH areHTH & eKCKPETHPaT HENPOMEHEHH B YOBEIIKOTO MIIIKO B
KORMUECTBC OKON0 1% oT npnoxkenata x03a. BEIIpeky, 9e He ca YCTaHOBCHH HEKENIAHH DeaKi¥K IIPH
KBpMeHe Ha Gefeta, PIIOIKeHIeTO Ha PeHTTeHOKORTPACcTHH CPEACTBa IIPH KhpMauKH TpabBa Ja ce
H3BELDIIBA ¢ 0CODEHO BHHMAHHE IIOpaiH NOTeHIHAIHATE HekellaH: peakiy U e HaH-100pe na ce

HNpeleHy, Aaiyd KEPMCHETO Aa HE G'L)Ie TMPEKBCHATO 3a CAHH JCH.

4.7. Edexrd BEPXY CHOCODHOCTTA 3a IIodEpaHe B paboTa ¢ MalIHHE
Hsma nansn 3a NOBIHABAHE BBPXY CHOCODHOCTTA 3a WodHpaHe ¥ padota ¢ Mamiuy. Hesasrcumo ot
TOBa, 3apaj¥ PUCK OT PaHHH peaKliuy, TIO(hHPaHeTo WK padoTaTa ¢ MalllHHH He Ca NPENOPBUATENHH KO

e[MH Yac el HIKEKTHpaHe.
4.8 Hexenage peakign

HesxenauuTe peaknuy, cBEp3au ¢ Optiray, B Hali-o0nius cioyqali He 3aBHCAT OT NPUIOKEHaTa noza. B

GOMIHHCTEOTO OT CIIyIaUTe HEXKEJIAHUTE PeaKnHy ca JISKH IO CPERHH H MHOTO p ar.na OnaT

CEPHO3HH HIIH SKHBOTO34aCTpallaBani. B’Bl’!peK[fI TOEBA, JOPH JICKHTS HeKellaHH [edKiliti MO BEAAT

1

PasicH IMOKa3aTel 3a CEpHo3Ha, 061}_121 PpeaKknus, KOATO Nd HACTRIIN CIC IIPHIIC
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KOHTPACTHH CPencTBa, MaKap i B pEIKH CrydaH. Pexanumte na CBPEXYYBCTEBHTCHHOCT, CELP38HH ©

KOHTPACTHO CpEeICcTE0 MOraT Aa HacThlAT ChC 3aKbCHCHHE OT HAKOIIKO Haca 0 HAKOIIKO JHH.

HesxenaHuTe peaxil MOTAT Aa ¢e KNacK(UUHpaT KaKkTo CAeABa:

A. Pexnun pa cspexayBCcTBHTENHOCT: CepHo3HHTE aHA(GIUIAKTAYHE peaKiiuy Haif-o0mo 3acaraT
CHEDHCYHOCHAOBATA H JHXaTelHaTa chereMa. Te MoraT Aa Opaar JKUBOTO3aCTPAINABAIYE M BKIIOYBAT
apadUIaKTHISH INOK, CHPACYCH UK Anxatened 010k, Genonpoben orok. [TarmenHTuTe ¢ HCTOPHA Ha
AlePTHYHH PEAKIMH Ca M3T0KEHH Ha MOBHINEH PHCK OT PA3BHTHE Ha PeaKLMH HA CBPBXYYBCTBUTEIHOCT.
Jipyrn peaxiau Tin 1 (MOMEHTAAHE) KaTO raZieHe, OBPEINane, KOXKHE 00pHBY, NHCIHEA, XpeMa,
napecTe3ns MAH XUIOTCH3HA.

B. BazoparanHu peakiiiH, HaIpHMEp BHOHE Ha CBAT HAH IPHIIAZBIH, KOHTO MOTAT A3 Ca IIPHYHHEHH
HIIH OT KOHTPacTHOTO ¢PefICTBO HAH OT caMaTa MaHHHIyIalis.

B. KapauonorsuHe HexelaHU edekTi o BpeMe Ha ChpHedHaTa KaTeTpH3aliis, HallpUMep aHTHHa
niexToprc, EKT” ipoMenu, chpaeyHa apUTMHHM, CMYILICHHA Ha IPOBOJHEMOCTTA H KOPOHapeH CIazbM,
KOMTO MOraT Aa ObAaT IPHYHEEHH 0T KOHTPAaCTHOTO CPEICTBO WM OT IPOleHypara.

T". HepoTokcrumi peakiliy NIpY ALHESHTH C IPSABAPHTENHO CHINECTRYBANIO Gr0pedHo yBpesKaaHe
un 6p0peuna Ba3oaTHA, HanpuMep HaMansisaHe Ha Op0peurara (yHKIHA M IOBHIIABaHE Ha
KpeaTHHHEA. B oBedero ciiydad Te3H HeKeNaHU peakid ca bpementu. Buim ca nabmonasanu caMo
€HMHIYHM CIy4Yay Ha ocTpa OBE0peuna HeproCcTaTEYHOCT.

J1. HeppoToxcH4HN peakifult cjiell HHTpa-apTepHallHO HIDKEKTHPaHe Ha KOHTPACTHO CPEsICTEO,
HANPHAMED 3PHTEIIHH HapyHIeHMs, IG30PHEHTALS, Bapanusa, KOHBYJICHH HITH IIPHCTHIH. B Hait-o0mus
cmyyaili Te3H CHMIITOMH ¢a NPeXOIHY ¥ IpeMUHABaT CIIOHTAHHO 32 HAKOJKO yaca |nd juu. [lanuenTrime
C HpeABapHTEIIHO HapyIeHHe Ha KPhBHO-MO3bYHaTa Oaprepa ca H3TOKEHH Ha IIOBIINIEH PHCK OT
HEBPOTOKCHYHE PEaKiHH.

E. Jlokansw peakiyyy Ha MACTOTO Ha HEDKeKTHpaHe, HarpuMep oOpHBH, OTOK, Ba30cHasbM U
BB3NAJICHHE.

JX. ExcTpaBazaipaTa MoyKe fa IPHYMEY CepHO3HH ThKaHHH PeaKLuH, CTENIEHTa Ha KOMTO 3aBHCH OT

KOFHYECTBOTO H KOHLICHTPAHATA Ha KOHTPaCTHOTO BECIIECTBO B THKEHHTC.

Criopen raunuTe 0T KIHHHYHE Hacienpanns npu 10 zo 50% ot nauuenrure ca 6Mma HaGMIORABAHH JICK
JHECKOM(OpT, BRIFOUHTEHO YCEIaHe Ha TOIUTHHA WK CTYH, O0IKa MPH HHXSKTHPAHeTO H/HIK
BpEMEHHO H3MeHeHue Ha BKyca. IIpy npoBefeHoTo 00MUpHO NoCT-MapKeTHHT0BO Npoy4BaHe, ca Ouiu
Habmonapany Apyry Hexenany edexrn npu obmo 1.1% or nanuenTHTe; Halt-uecTo € OuIo

nabmogasano ragene (0.4%), KOKHE peaknyH KaTo ypTuxapud wik epurema (0.3%) u nosprimane

Tlemxmrany HapymeHns:

Muoro penku (no-manko ot 0.01%) - aMHe3ns, 1yBCTBO HAa 0e3M0KOHCTRO, CHHITHE
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Hapyiennsa oT cTpaHa H2 HEPBHATA CHCTeMa:
Penxu (0.01% - 0.1%) - cCBETORBPTEXK, TTAPECTE3MS, TPEMOP
Mmuoro penx (no-manko ot 0.01%) - Be30yna; 06BpKaHOCT; KOHBYICHH; TE30PHEHTALHA; AMCKHHESHS;

auchazusg; XMIoecTe3Hs; MyCKYJIHH CIIa3MH; NApanii3a; HapyIIeHH: B roBOpa; CTYIop

Ounn Hapywmenns:
Msuoro pemxu (no-maiko ot 0.01%) - KOHIOKTHBHT, BpeMeHHa KOPTHKAIHA CHEeTIOTA, 3PUTeNIHH

HApDYIIEHHH

Hapymenus 0T ¢CTpaNa Ha YIINTe H BecTHOYJIAPHAA aapat:

MHuoro penxu (o-masko ot 0.01%) - mym B yikTe

ChpiedHn HapymieHns:

Penxu (0.01% - 0.1%) - TaxukapAks

Mroro penxa (to-manxo ot 0.01%) nannrraip; apETMEY; IPEACEPIHO MBXAEHE; Opanuxapaus,
CHEPIEUEH apect; LHPKYIaTOpPHa HEIOCTATEHHOCT, ChpAeueH 6rox; EKI" npoMeHH, ekcTpacHCTo M ,

KaMCpHC MBXEHES

Cba0BH HApYHIEHHA
Penxu (0.01% - 0.1%) - xMIEOTEH3HA
Mpeoro pexxu (mo-mako oT 0.01%) - nepedpopackyIapHH CMYIIEHMS; LIHAHO38; XMIIEPTEH3HS; CHHKOIL,

TpoMOo(neduT; BazoRMIaTaIMsA; BA30CHAYBM

PecnupaTopey, rpbIHA H METHACTHHAIEA HADYINIeHHS
Penn (0.01% - 0.1%) - kauwinxua; AHCHHEs; pHHHUT
Mpuoro peak# (o-mainko or 0.01%) - anHes; GpoHXOCIIA3bM; XHIOKCHS; IAPHHTHANEH OTOK; QapyuHIuT;

GenonpobeH OTOK; CTPUAOP

TacTponsuTecTHHATHE HADYIHEHIS:

TTouskora (0.1% - 1%) - rafieHe; NoBpHILEHE

Penxu (0.01% - 0.1%) npomsHa Ha BKyca, cyXa ycTa

M=uoro penxu (mo-mankxo ot 0.01%) cnanozeHuT, pOBHIIEHO OTACHAHE HA CIIOHKa, OTOK Ha €3HKa,

nucdarua, AuapHs

Hapymenus 0T cTPaHA HA KOKATA 1 NOAKOKHATA THKRAK:
Honsaxora (0.1% - 1%) - yprukapua
Pegxu (0.01% - 0.1%) - epurema; cupbes; 0DpuB
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5.1.

3.2,

5.3,

Mmoro pepku (110-Maiixo ot (.01%) aHrvoenema, TOKCHYHa eNMAEpMAaIHa HEKpOIH3a

Hapymerns 0T cTpasa Ha Op0penyre B OTRETHTENHATA CHCTEMA:
Penxu (0.01% - 0.1%) - GonesHeHo/TpYyAHO YPHHUpPAHE
Muoro penxu (mo-manko ot 0.01%) - HHKOHTHHEHNHS; ocTpa 6E0pevHa HEJOCTATEYHOCT; OBHIIABaHEe

Ha BUN; abHopMmanna 650peuna dyHKIpEs; HaMalleH KpeaTHHHHOB KIIHBPHHC; XeMATyPHA; OJHTypHA

O0HE EapymeHAS H HapyIHSHAS B MACTOTO Ha HPHIOKEHAE:

Muoro uectu (noeeve or 10%) - roperqy BuIHR

Yecrtn (1% - 10%) - Gonxa

Penxu (0.01% - 0.1%) - oTok Ha dapuHra ; BTpHcaHe; FaBodonue

Mmuoro pemks (no-manko ot 0.01%) - aHadmnakTiyes HOK; OTOK Ha JIALETO; NepHOPOHTANICH OTOK;
Tpecka; eaeMa; OnegHocT; GonKa B repAuTe; KopeMHa Oosika; acTeHm/yMopa; aGHOpMAJIeH IHag;

PEaKIilliH B MACTOTO Ha HHMKCKTHPAHC, TIOBHCHICHO IIOTCHE.

4.9. 1lpenosz@pate

KakTo U Tipy BCHYKH HOZOCHABPIKAIIN PEHTI€HO KOHTPACTHH CPeXCTRa Npego3upaHeTo Ha Optiray
MOke Ha Obfie IOTEHIHATHO (aTaTHO M MOJKE Jia 3aCeTrHe PECITHPATOPHATA M ChPASUHO-CH0BATA
cucremMa. JIeuennero TpgOBa ga 6bIe CHMITOMATHYHO. 32 OTCTpansBanero Ha Optirdy OT KpBBTa MOXeE

Ja C¢ H3II0JI3Ba JuallH34.

®APMAKOJNIOTHYHIA CBOMCTBA

(PapMaROAEHAMAYIHE CBOHCTBA
OPTIRAY® 350 mg e HeHOHHO PEHITEHO KOHTPacTHO CPEICTRO. BETPECHIOROTO HEDKEKTHPAHE HA
OPTIRAY® zaTeMHsIBa CEROBETE 0 OBTI Ha KOHTPacTHATO CPERCTRO, KaTo Taka Ch3AaBa YCIOBHA 34
pamuorpadcka BU3YaNH3alid Ha BBTPEITHUTE CTPYKTYPH 0 HAaCTHIIBAHETO Ha 3HAYUTEHO pa3pekhane
Ha KpBBTan

dapMakOKHHETHIHE CBOHCTBA
®apmaxoxuHerynuda npodt Ha OPTIRAY®, xunpodusnate My ¢BOHCTBA, KakTO H MHOIO HHCKOTO
HIEO HA CEBP3BAHE CHC CepyMa U IiasMennTe Genroly, rokaspat ye OPTIRAY® ce pasnpenens B
eKCTpalenynapHaTa TeYHOCT H ¢e eTMMHHNpa GBp30 npe3 GB6pelTe ¢ roMepyiHa Qrrrpanys.
Cpepuusr (& se) efeMHIA0HeH NOIYKHBOT NPH Jo3K of 1o 50 mg 1 150 mg e 6un cwotBeTHO 11384
1 104+15 MunyTH. EMMMAREpaHeTo gpes dekaniu e npeHedpexnMo Manxo. He ca Habmonagann
chlECTBEHO MeTabommsnpatne, Aeitomupane 1 6HotpaHcdopmarpi Ha Optiray.

TIpepxmAWTHA Aavsd 33 6e300acHOCT

Axo NpPORYKTET CE M3[I0Ji3Ba& CRIVIACHO PErlIaMCHTHPAHNUTE HHANKAaHHN, He

MpeaKIEHIYHOTO H3rmTeane Ha OPTIRAY®, xouto OHxa MOTIH Aa OBA3
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TIPENMCBAINHS NPOLESAypaTa ¢ ornef Ha 0e30NacHOCTTa H Aa He ¢4 BKIIIOYEHH B APYTUTe PasHeiy Ha
KX11.

6. @APMAIEBTHYHI CBOMCTBA

6.1 CrimcEk Ha IOMOIMEATE BEMIECTBA
Tromethamine, fromethamine hydrochloride, sodium hydroxide and/or hydrochloric acid (ot pH: 6.0
10 7.4), sodium calcium edentate, water for injections.

6.2 HectBMECTAMOCTH
Hukaxsu apyru AeKapCcTBeHR NpOAyKTH He OmBa jia 6paat cMecBanu ¢ OPTIRAY®.

6.3 Cpox pa rogHOCT: 3 TOIHHE clle]] H3IOA3BAaHE U3XBEPIIeTe OCTABAIIHA Pa3TBOD

6.4 Coenuanay DpeaynpeXeEn] OpH CEXpadcHue
CoxpansiBaiite koHTeliHepa BbB BEHIIHATA KAPTOHEHA OIIAKOBKA, 32 Ja NPEANa3|Te OT CIBHYEBA
ceeTnHa. ITasere o1 penTreHoBo rbueHue. He chxpanssaiite npu Temmnepartypa an 30°C. OPTIRAY®
MOXE Jia ce ChXpaHsasa enuH Mecer( pe 37°C B ypes 3a 3aTOIIISHE Ha KOHTPACTHH CPEACTBA C
IMpPKYITHpAL BE3AYX. B ciiydaii Ha mpoMsza M [1BeTa WIH HaIHUHE Ha HEPa3TEOPEHH YACTHIY,
HU3XBEPIETE Pa3TBOpa.

6.5 Bupn B CEEEPKAEAC Ha ONaKOoBKATa
OPTIRAY® 350 e onakopas B Oesnperru OyTivku, HanpaBens oT cTeiI0 THII I (Ph. Eur.). ByTunkure

ca sarsopenu ¢ 20 wix 32 mm GpoMOYTHIOBH 3aMYINAIIKH H 32IIC4ATaHH C aMyMHHHEBH KanaukH.
30 50, 100, 200 mi(xyrasa ot 1 u 10)

OPTIRAY® 350 ce mocTaBs ¥ B IPeABAPUTENHO HATBIHEHH PHYHHE CIIPHHIIOBKE H CIIPHHIIOBKH TIOH
HansraHe, H3paboTeny oT nomunpormne. Kanaukara HakpaifHHK Ha CHPHHIOBKAaTa M GyTanoto Ha

CIIPHHIIOBKATA ca W3pabOoTeHH OT 6CTECTBEHA FyMa.

IpenBapuTenHo HANBIHERN PHYHH CHPHHIIOBKH:

30, 50 ml (kytua ot 1 1 10)

CHpHHHOBKH HOoH HAaRArade

50, 75, 100, 125 ml (xytus or 1 1 10)

He BcHYKH pasMepH ONaKOBKH H KyTHY ¢e NPOHaBaT BbB BCHUKH CTPaHM.
6.6 Hucrpyxien 3a ynorpeda, 6opaseHe U HIXBBPIIHE
Prutii CipHEHIIOBKYE M CIIPHHLIOBKY IIO]] HAMATaHE:

JlekapCTBEHHAT NPOAYKT U ITBTAT, [0 KOHTO NpeMHEaBa TSIHOCTTA ¢4 CTEPHI

CINPHEHOOBKHTS Ca HECTCPHIIHH.

HscrpyKinHTe 32 criio0sapase M HIPOBEPKa Ca OMMCAHH BEPXY BBHIIHATA Ky THI\Na-C
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7 TIPUTEXATEJ HA PASPEHIEHHETO 3A VIIOTPEGA
Tyco Healthcare Deutschland GmbH
Gewerbepark 1
D-93333 Neustadt/Donaun

Germany

8 HOMEP HA PASPEINEHWETO 3A YIIOTPEBA
PL 18963/0014

9 JJATA HA IThPBO PA3PEIHABAHE 3A VIIOTPEBA/TIONHOBABAHE HA PASPEINTEHUETO 3A
VIIOTPEBA
1 Oxromspr 2002

10 TATA HA (QACTHYHA) PEBU3HA HA TEKCTA

19 mapr 2004




