KPATKA XAPAKTEPUCTHKA HA INTPOAYKTA

1. MIME HA JIEKAPCTBEHMS IMTPOAYKT

Ontupeii 350 mg I/ml, uHxexumoHeH/uH(Y3MOHEH pa3TBOP.

2. KAYECTBEH M KOJIMHECTBEH CbhCTAB

Hogepcon (loversol), 741 mg/ml, exsusanenten Ha 350 mg/ml enemenrapen ion (elemental iodine)

Ocmonaputet: 780 mosmoles/kg
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W3MLAHUTER A ATEHUUSA 110 SIEKAPC . 3ATA

Kpaimika xapakmepLcmLxa Ha Npogyxma - [punoxenue 1

Buckosuret: 14,3 mPa . s (ipn 25°C)
Buckosurer: 9 mPa . s (npu 37°C)

ROOEOS LG . oooeervreesresssisne
Moato coabpxanme: 350 mg/ml Kbl Pea. No ..l cveeersarindesloniTonsioses
PaspeweHue Ne ?Z/(Z’z‘jf ..... ./[]1[”‘2015
3a MOMOILHUTE BELISCTBA BHXK 6. 1. OGOSPEHUE Ne rossevvssnereemerrissamsafersrss vz S

3. JIEKAPCTBEHA ®OPMA

HEKCKUHOHEeH/ HHy3HOHEH pasTeop. bucTbp, 6e3npered ac 0a€10 KbIT pasTBOP.

4. KJIAHWYHU JAHHH

4.1. TepaneBTHYHH NOKAIAHHSA

Ontupeii 350 ¢ HEHOHHO PEHTTEHOKOHTPACTHO CPEACTRO, TIOKA3aHO 3a ynoTpeGa npu aHruorpagus B

HATIATA CHPAEYHOCHA0BA CHCTEMa, BKIIOUATENHO KOpoHapHa, nepudepHa, BHcLepaHa u 6s0peuna

aHTHOrpadHs, aopTorpadus 4 nasa Bearpukyaorpadus. Omrupeii 350 e mokasaH ChLIO 32 YNOTpeda IpH
. KOMILIOTHPHA TOMOrpadHs Ha IiaBaTa M TAIOTO, MHTPaBEHO3HA yporpadus, BeHorpadua H

MHTPAaBEHO3HA M HHTpaapTepHaIHa AMruTanHa cyoTpakuuonna anruorpadua (IA DSA u IV-DSA).

4.2. Io3HpOBKA ¥ HAYHH HA NPHJI0KEHHE

Brapacthu: [Ipenopbrusas 1030B peKUM

[Ipouenypa Ho3a Maxcumanna obia fo3a
[lepucepHa anrnorpadus 10-90 ml 250 ml
Benorpagus 50-100 ml 250 mi
JIsBa BeHTpHKYJIOrpadus 30-50 ml 250 ml
KoponapHa aprepuorpagus 1-10 ml 250 ml
Bucliepanta aHTuorpagus 12-60 ml 250 ml
Aoprorpadus 10-80 ml 250 ml
brOpedyHa aHrHorpapus 6-15 ml 250 ml
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TIponieaypa Jo3za MaxkcnManHa obLua go3a
Yporpadus 30-75 ml 150 ml
KT Ha rnaBa 50-150 ml 150 mli
KT Ha tano 25-150 ml 150 mi
IA DSA 5-80 ml 250 ml
IV DSA 30-50 ml 250 ml

[TauMeHTH B HATPEOHAIA BB3PAcT: 103HPOBKATA € KaTo TpH Bb3pacTHH. KoraTto ce ouaksa cnaba

BH3Ya/IM3allks, J03aTa MOXKe Ja Ob/ie yBelIHYeHa 0 MAaKCHMYM.

Tena: 6e30MacHOCTTA M edrkacHocTTa HA OnTHpei 350 BCe oLle HE ca YCTaHOBEHH NPH ACLA.
CleAOBATEIHO JISKApCTBEHHAT NPOAYKT He TpAGBa Ja Obae H3MoI3BaH NpH AeLa, J0KaTo He 6baat

NpeAoCcTaBeHH JOMBIHMTENHH JaHHu. Ontupeit 350. Moke Aa Obae moJI3BaH NpU Aelia 33 LIETHTE Ha

nepebpainara, nepu(epHa ¥ BUCLIEpPaHA aHIHorpadusa, KAKTO ¥ 33 MHTpaBeHO3HA yporpadua.

[TpenoprupBa ce HOACHABLPXKALIMTE KOHTPACTHH BEUIECTRA 32 HHTPABACKYJIAPHO [IPHIIOXKEHHE J1a ObAAT
3&TOIUISHH 0 TeNECHA TEMIIepaTypa NpeaH HHKEKTHPaHe. KakTo MpH BCHUKH PEHTT€HOKOHTPACTHH
CpeACTRa, € HeoOXOMHMO 12 CE€ U3NOI3Ba HAl-HUCKATA Bb3MOXKHA 1033, KOATO MO3BONABA aJCKBATHA

BHU3ydlIH3allvil.

4.3. IIporasonoKasaHusa

JlokazaHa CBPBEXYYBCTBUTENHOCT KbM KOHTPACTHH BelLlECTBa, ChAbLpIKallY Hol. M3deeH

XUNEPTUHPEOUANIEM.

. 4.4. CnenHaJIHE nNpexynpexieHud H MPeANa3zad MEPKH OpH ynorpeda
BB3MOXKHOCTTA 33 CEPHO3HH HEKETaHH peakuuu He TpAOBa HHKora Aa 6bae u3kmousaHa. KakTo BCHYKH
RAPYryd peHTT€HOKOHTPACTHH cpecTra, OnTupeil MOoKe Ja MPHYHHH aHADIIAKCHA WM JPYTH NPOSBH Ha
CERI0-AJICPTHYHH PEaKIHH Ha HENOHOCHMOCT, HAIPUMeED raJIcHe, NOBPEIIAHE, TUCITHES, pUTeMa,
YPTHKapHa U XKRNOTeH3HA. [lo-BHCcOKa 4ecToTa Ha TakKBa peakumu ¢ OMiia HaOmoaasaHa MPH MALMEHTH
C UCTOPHSA OT NPEAUINHH PEeaKIiHi Ha HETIOHOCUMOCT KbM HOJAUPaHH PEHTTCHOKOHTPACTHH CPEACTEA WIH
¢ KaKBaTO M Jia OMIO HCTOPHS Ha alepris Wik CBpbXYyRCTBHTENHOCT. | IpH TakMBa nalMeHTy, noa3ara
TpsAOBa SACHO Ja NpeRb3xoxkaa pucka. Koraro TpabBa na ce npeapuay KpaHHaTa peakuus, HEBb3MOXKHO ¢
1a ce A0BepABaMe Ha PE3YJATATHTE OT NPEABAPUTEIHOTO TecTyBaHe. LidmocTHaTa OLEHKA Ha

MeTHITHHCKATA HCTOPHS Ha KOHKPETHHA NMAaLMEHT TpAOBA Ja € [0-aKypaTHa B NPEABHKIAHETO HA
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AHTHXHCTAMHHH H KOPTHKOCTEPOUIH, 3a 13 ¢€ MHHHUMH3UPAT AJIEPrHYHUTE PEaKUHH. BhNpekH TOBa,

npeaBapyUTeIHaTa MCAUKALKI HE BUHATH [IPCAOTEPATABA NOABATA HA TEXKKH HEKEeNaHU CHOHTHSL.

JINarHOCTHYHMTE MPOLEAYPH, KOHTO BKIFOYBAT U3IMOJI3B3HETO HA HOAUPAHH BBTPECHAOBH KOHTPACTHH
CpeAcTBa, TpAOBa Aa ObAAT MPOBEXAaHM MO PHRKOBOACTBOTO HA NEPCOHAT C HY)KHATA KBATHOHKALMA H
OIIHT MpH NpUNaraHeTo Ha KOHKPETHaTa npoueaypa. JloknaaBaHd ¢a CepHO3HH HITH (dhaTasiHU PEaKLHy,
CBbP3aHHU C NPUIAraHEeTO HA HOAMpPaHU KOHTPACTHH CPEICTBA. HeoOxoauMo € 1a uMa Ha pasnoIoKeHHe
HAITBITHO 00OpPYIBaHA KOJ1a 33 CNECIIHHU CITy4aH WITH CKBUBAIICHTHH CPEACTBA H ChOPBIKECHHSA, KAKTO H
NepCcoHaJl, KOMIICTEHTCH B Pa3sno3HaBaHeTO H TPETHPAHETO Ha BCAKAKbB BHI HEXeNaHH pCaKHHH. T
KATO © W3BECTHO BH3IHMKBAHETO HA Texkky 32a0aBEHN HEXeNlany peakiiny, ¢ HeoOxonumo cneiirsaTa
EKUITHPOBKA H KOMIICTEHTHHAT MepcoHa)1 Aa 6bAaT Ha pasnonoxeHue noxe 30 10 60 MUHYTU Ciiefl

NPUIIATAHETO Ha MPOAYKTA.

[TanueHTHTE CBC CHpAEYHA HEAOCTATHYHOCT TPAOBa Aa ObaaT HabMOAABAHH HAKOJIKO Yaca Clieq
NpOLIEAYPATa, 3a 14 Ce NPOoCIen 3a 3a0aBeHH XeMOHHAMUYHH CMYLLIEHHA, KOWTO OHXa MOTIIH Ja ce
CBBP3KAT C BPEMEHHO YBEJIHUCHHE B LHPKYIHpaLlysa OCMOTHYEH ToBap. BCH4ku OcTaHay NAlMEeHTy
TpsOBa ga ObJaT HaOMoNaBaHH NMOHE SAHH Yac Cle MPUIOKEHHETO, ThH KATO HMa CBEACHUS, Y€
[MOBEYETO OT HEXKEJIAHHTE CHOWTHS CE TIOABABAT B TO3H nepuo. ITalMeHTHT chiilo Tpabea Aa Obae
HHGOPMHUPAH, Y€ B TIEPHOA A0 HAKOAKO AHM CJIe] IPATOKEHHETO, MOXE J1a CE MPOABAT AJICPrHiHH

peakumu. B TakbR ciyyait He3abasHO TpaOBa Ja ce MOTHPCH JieKap.

HeobxoanMo e ocobeHo BHUMaHWE TIPH NALMEHTH ¢ KpailHO yBpeaeHa Op0OpeuHa (pyHKUMA, CBbC
chueTaHHe Ha OBOpeyHo 1 yepHoapobHO 3abonseaHe, aHypHA, 3axapeH AHA0eT, XOMO3UIOTHA
CHPMOBHAHO-KIETHYHA aHEMHUS, MOHOKJIOHAIHa raMonaTyis ( MHOXKECTBEH MUEIOM, MaKpo-

. rnoSyaudemus Ha BanaenmpooM), ¥ Hali-Beue npyu NpWiaraseTo Ha rofeMy Aok, [lpy Te3n nanvenTy
MOJKe Ja C€ MOABAT cepHO3HH OBOpeynn npobaeMn, BKIIOUMTENHO octpa 656peyHa HegocTaThYHOCT, OT

pelaBallio 3HaueHHe € ePEeKTHBHOTC XHApaTHpaHe npead mpunaranero Ha ONTHPEH, ThH KaTo Taka

MOJKE 1a ce HaManu pucka oT ObOpeuHo yBpexaane. JlexuapaTUpaHeTo TIPH MOArOTOBKAaTa Ha NalkucHTa

MO3Ke [a AOBeje 10 ocTpa OBOpeuHa HeOCTaTHYHOCT.

le'[ MAHHEHTHU C XOMO3HUI'OTHA ChbPIIOBHAHO-KIICTEYHA AaHEMHA, XUTNICPOCMOJIAPHHUTE ar¢HTH, K4aTO
PEHTICHOKOHTPAaCTHUTE CPEACTBA, MOTAT Ad AOBCAAT AC CbPNOBHAHO H3MCHCHHC HA CPUTPOLIMTHTLC.

CnepoBaTesHO, HEOOXOAHMO € J1a C€ HalpaB¥ BHHMATENHA OLEHKA MPEAU MHTPaapTEPHATHOTO

NMPHIIOKCHHE Ha TaKHBa arcHTH NpH IMartMeHTH ¢ XOMO3HUIOTHA CBEPNMOBHOHO-KJICTRYHA AHCMHA.
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XHMIIEPTEH3WBHA KPHU3a NPH MALKMEHTH ¢ (JEOXpOMOLIMTOM € MPETIOPBUUTENHA NPEABAPUTENHA MEIHKALIHSA

¢ 0-0JIOKEPH, KOraTo KOHTPACTHOTO CPEACTRO Ce [IPHIiara BETPECHAORBO.

Cepro3HH HEBPOJIOTHYHH CHOHTHA ca Gl HaGNFOAABaHHU Clle]l AMPEKTHO HHXKEKTHPAHe B LEpeOpanti
apTepHH WIH ¢BAOBE, CHaGAABAINH rPpBEOHAYHUS MO3BK HJIM NIPY aHI'MOKApAMOTpag#s, Nopaiu
HEYMHIIUIEHO 3aIrbliBaHe Ha kapotuca. He e 6una ycraHoBeHa NpHYHHHO-CIIEACTBEHA BPB3Ka C
KOHTPACTHOTO CPeACTBO, Thil KaTO NpeABapHTEIHOTO ChCTOSHHE HA MALMEHTa W NMPOLeyPHHTS TEXHUKH

caMH 1o cede CH MpeAcTaBAaBaT A0CTaTbYHA IPHYHHA.

ITpu onpeaeneHyd NALMEHTH € B3MOXKHO JIa € TIoka3aHa o6la aHecTesus. I1py Te3u maupieHTH odave ca

JOKJIaIBaHU NO-4CCTH HEXKEJIaHH peaKUHH, BEPOATHO NMOPaAd XHIIOTCH3HBHOTO BITMAHHC Ha aHECTETHKA.

[Ipu aurnorpadcku npoueaypu TpsOBa Ja ce B3eMe [0 BHUMAHHE BEPOATHOCTTA OT OTKLPTBAHE Ha

nU1axa, yBpeKiaHe Wi nepdoprHpaHe Ha CTEHATA HA ChAa 10 BpEMe Ha MAHUITYJIalMKTE C KaTeThp U
MEDKEKTHPAHETO Ha KOHTPAcTHOTO cpeAcTeo. [Ipenopbusa ce NpoOHO HHKEKTHPAHE, 32 J1a C& OCHTYPH

NpaBHJIHO [MOCTABAHC Ha KATCTHPA.

TlokazaHo € in Vitro, 4e aHTUKOAryJaHTHHAAT ¢(peKT Ha HEHOHHHTE PEHTTEHOBOKOHTPACTHH CPEACTBA €
no-cji1ad OT KOHBEHLMOHAIHUTE HOHHM areHTH TIPH CPaBHUMH KoHUEeHTpaluH. [lonobuu pesyararu ca
AOKIAZBAHH U TIPH HIAKOH in vivo ipoyusanns. [1o Ta3zu npuy4KHA CTAHIAPTHHTE aHrHOrpad)CKH KaTeTpH
Tpa0Ba yecTo Aa Obaar MPOMHBAHK ¥ ¢ HEOOXOAUMO a ce W30srBa NPOXB/DKHTEIHHA KOHTAKT Ha KPbB C

KOHTPACTHHA AIrCHT B CITPHHLOOBKH H KATCTPH.

Heo0xoauMo € crnenpaaHo BHUMaHKE NP MALMEHTH ¢ HanpeaHala apTepuoCcKiIepo3a, CEpHO3Ha
. XUNEPTEH3HS, ChPACYHA AEKOMIICH AL, CEHHITHOCT M NPH MAlMEHTH, IPEXUBEIH LiepebpanHa
TpomM6Go3a Hau emboaud. Ilo-yecTo ce noNy4aBar cChpAeYHOCHAOBH PeakLiiy kato bpagukapaus,

MOBUIIEHO KITH [NOHIKEHO KPBBHO HAJIATAHE.

ITpH BB3MOKHOCT aHruorpadusta € HeoOXoauMo 1a 0bae M30ArBaHa MpH MAUKUEHTH ¢ XOMOLIHCTHHYPHA,

[1Opajan YBEIHYEHHS PHUCK OT TpoMO03a M eMOoITHs.

OnTupeii TpA6Ba Aa ce HHKEKTHPA BHUMATENHO, 33 Jia ce H30erHe NepHBacKyJapHO NpuioKeHHe, Moxe
obaue Aa ce HabmoaBa 3HAUMMA excTpasazauus Ha OnTupeil, 0coOCHO NPHU U3NON3BAHETO HA

aBTOMATHYHH HHXekTopH. Hait-o6mo, npu koHcepBaTHBHO TpeTHpaHe, ToH ce Tosepupa 6e3

HHTCPBCHLINA.
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CrieLMAIHH NIpeIyNPEKACHHS ¥ [TPeaNa3Hd MEPKH TIpH ynoTpeda ca MpUIOXKHMH ¢aMO 3a KOHKPETHH

HHOIHKAallHH KAKTO CJICIBA.

Camo 3a BeHorpadus

Heobxoaumo € ocobeHo BHUMaHHE NIPU N0403peHus 32 GaeCHT, cepHo3Ha HCXEMHS, JIOKATHH HHEeK1IHHU

HJIH ITBJIHA OKJIY3HA Ha BCHO3HATA CUCTCMA.

[lepudepHa aHrorpagus

B aprepusra, B KOSITO C€ HHXXEKTHpPa PEHTTeHOKOHTPACTHOTO CPEACTBO, TpADBa Ja WMa myJcaiHu. lpu
NalMenTH ¢ oGIMTepupall TPOMGOAHIMHMT WK ACLICHAHPaLLA HHPEKLMSA B KOMOMHALHA C TeXKA

MCXEMHS, ako BBOOIIIE ce paBH aHrdorpadus, TpadBa Aa ce H3BBHPILBA ChC CIELHATHO BHUMAHHE.

KopoHapHa aHurrorpadus ¥ JsBa BEHTpUAKyJOrpadus

[Ipu Te3u npoleXypH MOTaT Ja ¢e MOABAT ChPACYHA ACKOMITHECALIMS, TEKKHA apHTMHUHU, UCXEMHA H

HH(APKT HA MHOKapJa.

4.5. BiaumoneiicTBHE ¢ APYTrH JIEKAPCTBEHH MPOAYKTH H Apyr# GopMH Ha B3aHMOAeHCTBHE
[To-nony w36poeHuTe B3aUMONEHCTBUS ca OMIN NOKIaABAHH Cliel MPHIOKCHHUETO Ha APYTH HOOHPaHH
KOHTPACTHHU CPEACTBA. 3a TAX HaH~00LI0 Ce MPHEMA, YE Ca XapaKTEePHH 3a TO3H K1aC KOHTPacTHH

CpeACTBa

BLOpeuHa TOKCHYHOCT € JOK/IaiBaHa NPH €IHHUYHA CITy9aH Ha NALMEHTH ¢ HapylueHa YepHoapoOHa

$YHKIMS, HA KOUTO ca Npuiaraiy nepopanty XoneuucTorpadckv CpeicTsa, NoCIeABaHy OT

BETPECHAOBH KOHTPACTHH cpeacTBa. CaenoBaTe/IHO NPUIAraHeToO Ha BBTPECHAOBH PCHTTCHOKOHTPAaCTHH
. cpeacTBa TpaOBa a Gbje OTIOKEHO MPH MALMEHTH, HA KOUTO HACKOPO ca OHIK npujiaranu

XoJieucTorpadCKu areHTH.

B nureparypaTa uMa CBEACHHS, Y€ NIPH MALIUMEHTH TPETHPaHH ¢ HHTEPJIEBKHH, MOXE Ja Bh3HHKHE M10-
BHCOK IIPOLICHT HA HEXKEJIaHHU peaKiliH, KakTo € onucado B “Hexenann peakuuu”. IIpyHumHaTa BCe OLIE
He ¢ w3fcHeHa. Criopen AMTepaTypHUTE AAHHU ce Halmoaasa NOBUIICHA Wil 3adaBeHa Npossa Ha Te3n

pe€aKLyH B [ICpHOAa OO0 ABC CCAMHIH ClIe] MMPHIOKCHUETO HA HHTCPIICBKHH.

ApTEpPHAITHOTO HHXKEKTHPAHE Ha PeHTTeHOKOHTPACTHO CPEACTBO HHKOra He TPAOBa a Ce H3BbPLUBA

CJie/l IPHWIATAHETO HA BA30KOHCTPHKTOPH, Thil KATO T€ CHITHO NOTEHLHPAT HEBPOJOrHHHH peaKkiHH.

OcTtparta 6B06peuHa HeNOCTATBYHOCT Ce CBBP3BA C JJAKTATHA aliK103a NpH nauﬁem D%

L.

MeTOPMHH MO BPEMETO HA PEHTIEHOBOTO HAOIIOEHUE, BKIKIYBALIO NApeHTEPANTHOR

HOACHIBbPAAIII0 KOHTPAcTHO cpeAcTBO CnegoBaTeHO NpH AnabeTHO O0MHUTE, Ip
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B CJIyuaii 4e HHBOTO Ha CEPYMHHA KPEAaTHHHH € HOPMAJIHO, M3CIeABAHETO MOXKE Ja C& M3BBPLIH, KATO C€
crpe NpHeMaHeTo Ha MeTOPMHH 3a BPEMETO Ha u3cneneane. Ynorpebara Ha MerdopMUH He TpsiOBa da
ce MOAHOBsABA 33 48 vaca u TpIOBa fa ce Br30OHOBH €IHHCTBEHO ako ObOpeYHaTa QYHKLHMA/CEPYMHHS
KpeaTUHHH Ca B HOPMAJIHH I'PaHULIH.

HozupaHuTe paMOKOHTPACTHH CpeICTBA MOTAT /a TOHIDKAT KanalMTeTa Ha 3axBalllaHe Ha Hoja ot
LIMTOBUAHATA Uie3a. [Topanu Tasu NpUUYMHA pe3yITaTUTe OT OeITHUHO CBbpP3aHUs HOA H
M3CNeABaHMATA HA 3aXBalllaHe Ha PaJHOaKTUBEH HOJ, KOMTO 3aBUCAT OT OLUCHKATA HA HOAHOTO
ChABbPKAHUE, HAMA JIA OTPas3sBaT MPELM3HO IIWTOBHAHATA (QYHKLNA A0 16 MHHU Ciel MPHIaraHeTo Ha
HOMMpaHOTO PaJHOKOHTPACTHO cpeacTBo. TecToBeTe 3a GYHKUMATA HA INMTOBHHATA MUle3a obaye He
3aBHCAT OT OLIEHKATA Ha HOOHOTO ChABPKAHHE, HAMIPHUMED TOBA HE BOJH A0 MPOMEHH B PE3YJITATUTE OT

TecTOBeTe Ha 3axBamaneTo Ha T3 unu obupid, uiK ceoboanus tupokcud (14).

4.6. bpeMeHHOCT H KbPMERE

Hsima HaiMuHU KIMHHYHE JaHHH 32 HOBEPCO OT EKCMO3UIHUA N0 BpeMe Ha OPEMEHHOCT.
ITpoyuBaHHATA NPH XKHBOTHH HE NOKA3BAT MPEKH HIIH HENPEKH BPEAHH €(PEKTH CBBP3aHH C
OpeMeHHOCTTa, eMOPUOHAITHOTO/PETATHOTO PA3BUTHE, PAXKARHETO WIH NOCTHATATHOTO Pa3sBHTHC.
Tpabsa ga ce M3MKUCBA BHUMATENIHO Ha OpeMeHHH xkeHH. Brnpeky ToBa, THH KATO pEHTTCHOBHTE
H3CIeIBaHMA IO BpeMe HAa GPEMEHHOCT MOraT Jia BKIIIOYBAT NOTCHIMATEH PUCK, CbOTHOLIEHHETO
pHCK/TIONT3a TpAOBa Aa Gble BHUMATENHO MpeLeHeHo. B cayyaii, ue chiecTByBa no-a00pa 1 bezonacHa

AIITEPHATHBA, PEHTTEHOCKOINCKOTO NPOYYBaHe C PEHTTEHOKOHTPacTHO CPEACTBO TPsAOBa Aa ce u3biArea.

He e n3BecTHO JaiyM HOBEPCOJI C€ €KCKPETHPA B YOBEIIKOTO MJIAKO. BBOpeKH TOBA, € H3BECTHO, 1€
MHO3KECTBO MIDKEKIIHOHHH KOHTPACTHH aT€HTH C& eKCKPETHPAT HEIIPOMEHEHH B YOBELIKOTO MITAKO B

KOJMYECTBO OKOJI0 1% OT rnpuioxeHaTa 103a. BeNpeky, 4e He ¢a YCTAHOBCHH HEXENAHH pEaKliy NpH

KbpMeHe Ha 6efeTa, MPHIOKEHHETO Ha PEHTTEHOKOHTPACTHH CPE/ICTBA TIpH KbPMaukK TpadBa 1a ce

M3BLPIIBA C 0COOEH0 BHUMAHKE IOPAIH MOTEHIHANIHWTE HEJKETIaHH peakLiuy U € Haif-100pe 1a ce

NpeleHH, JaJTH KEPMEHETO Aa He ObAe NpeKbCHATO 3a €AWH ACH.

4.7. EdeKTH BBPXY cOCO0OHOCTTA 32 miodhpHpaHe H padoTa ¢ MAINMHH
Hama naHHH 3a NOBIMsBAHE BBPXY CMOCOOHOCTTA 3a WogupaHe 1 paboTa ¢ MallMHA. He3aBUCUMO OT

TOBA, 3apaJd PUCK OT paHHH pCaKLnH, l.l.lﬂ(l)l-flpﬂHBTﬂ HITH paﬁﬁTaTﬂ C MAIlIKMHHA HE Ca NPCIIOPBYHUTCITHH QO

€JIMH Yac clel] HHKeKTHPaHe.

4.8 Hexxenanu JJeKAPCTECHH PeaKIHH

HesxkenanuTe peakliui, CBbp3aHu ¢ Onrapei, B Hai-o01Hd CiTydai He 3aBUCAT OT IIPHIIOKE
OOJIIHHCTBOTO OT CJYYaHTE HEXKECIAHHUTE PEaKLMHU Ca JIEKH A0 CPEIHH U MHOTO PAAKO M
CEePHO3HH WIH )KMBOTO3aCcTpalliaBalid. Brnpeku T0Ba, JOPH JIEKUTE HEXKETTAHH PeaKkLin

PaHCH IOKA3aTCH 34 COPHO3Ha, 001112 PEAKIIMA, KOATO Ad HACTHIH CNCA [IPHAOKRCHHCTO
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PEHTICHOKOHTPACTHH CPCACTBA, MaKkdp H B PCIAKH CIIy'aH. Peakuynre Ha CEPBXYYBCTBHTCITHOCT,
CBBP3aHH ¢ KOHTPAaCTHO CpedCTBO MOraT Ja HaCThIIAT CbC 3aKbCHCHHE OT HAKOJIKO Jaca A0 HAKOJIKO

JHHA.

HexxenaHHTE peakiHM{ MOTaT Ja ce Klacu(puuupaT KakTo CheaBa:

A. Peakuu Ha CBPBXYYBCTBHTENHOCT: CepHO3HUTE aHA(HIAKTHYHH PEaKLIHHM HaiH-00L10 3acarar
CBHPACYHOCHI0BATA U UXATENHATA CHCTEMA. 1€ Morar 1a ObAaT >KHBOT03aCTpalliaBally M BKJIIOYBAT
aHaduIakTHYEH IIOK, ChpACUEH WK AHXaTenes 6ok, 6enoapoden oTok. [lauuenrure ¢ HCTOpUA Ha
AICPTHYHM PEAKIIHM Ca4 M3IOXKEHH HA MOBUILEH PHCK OT Pa3sBHTHE HA PEAKLHH HA CBPbXYYBCTBHTEIHOCT,
JIpyry peakUdH THI 1 (MOMEHTAJIHH) KaTo rajficHe, OBPBINAHE, KOXHH OOpHBH, JHUCTIHESA, XpeMa,
NApECcTe3ns HJIH XHITOTEH3HUA.

bE. BazoBaranHH peakiiy¥, HaNpUMEP BUEHE Ha CBAT WIH NPHNAABLH, KOUTO MOrar ga ca nmpHYHHECHH

WJIH OT KOHTPACTHOTO CPeACTBO HITH OT CaMaTa MaHHUITyJIAHs,

B. Kapaumonorduiu HexenaHu edexkTd o Bpeme Ha ChpAedHaTa KaTeTpU3aluiA, HanpuMep aHTHHa
nexkropuc, EKI” npomeHu, chbpacyHa apUTMHH, CMYLIEHHS HA IPOBOIHMOCTTA, KAKTO H KOPOHAPEH
criazbM M Tpomb03a, kouTo Morat Aa Obaar IPHYHHEHH OT KOHTPACTHOTO CPEACTBO HIIH OT
npoLeaypaTa. |

I". HepoTOKCHYHH peakiMH MPH MALHEHTH C [IPEIBAPHTETHO ChLIECTBYBAILO ObOpeuHo yBpeKaaHe
wH 6b0petiHa Ba3oniaTus, HanpUMep HamaaBane Ha ObOpeyHara QyHKUHS H OBHILABAHE HA
KpeaTHHHHA. B mopeyueTo ¢iiyuau Te3H HeXeNlaHH peakiuH ca BpeMeHHH. brau ca HabmoaaBaHH caMo
eMHUYHH C/1y4ad Ha ocrpa Ob0pevHa HenoCTaTb4HOCT.

J1. HeBpOTOKCHUYHH peakliu ¢iell HHTpaapTEepHaiHO HHKEKTUPAHE Ha KOHTPACTHO CPEACTBO,
HATIPUMED 3PUTETHH HapYIIEHUs, Je30PHEeHTALMS, APAJTH3a, KOHBYJICHH HITH NPHCTHOM. B Hai-001IHs
clydaii Te3H CHMIITOMH ¢a NPEXOAHN H NPEMHHABAT CIOHTAHHO 33 HAKOJIKO Yyaca HIH AHH. IlauMeHTHTE

. C MPEeIBapHTETHO HAPYLIEHWE HAa KPBBHO-MO3bYHATA DapHepa ca H3M0XKEHH Ha MOBHINEH PHUCK OT
HEBPOTOKCHYHH PEaKLHH.

E. JlokalHy peaki[Mi Ha MACTOTO Ha HIDKEKTHpPAHE, HanpuMep oOpUBH, OTOK, Ba30CIa3bM H
BB3NAJICHHE.

XK. ExcTpaBazauMaTa MOXE [a NPHYHHA CEPHO3HU ThKAHHH PEeaKLHH, BKIIKOUHTEIHO N04ABa HA
MEXYPH H JIIOIEHe HAa KOXKATa, CTENIEHTa HA KOMTO 3aBHCH OT KOMTHYECTBOTO H KOHIIEHTPALIMATA HA

KOHTPACTHOTO BCILCCTBO B ThKAHHTC.

Criope], IaHHHATE OT KITMHAYHH Wicieasatus npH 10 go 50% ot naumenTHre ca 6HM HabMOAaBaHH JIeK

TACKOMOPT, BKIIOYMTENHO YCEIaHe Ha TOILTHHA WM CTYZ, 0OJIKa NpH MHKEKTHPAHETO W/ HIY

HabmonasaHo raaeHe (0,4%), KOKHU peaklIMM KaTo YPTHKapHA Wik epaTeMa (0,3%) ¢

(0,1%). Bewukn apyrn csbutHs ca 61nu Habnmonasann npy no-Manxo ot 0,1% oT na
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Ilcuxyuunn HApYIIEHHS:

Mpuoro peaku (mo-manko ot ,01%) - amHe3Hs, 9yBCTEO Ha 0€3MOKOHCTRBO, CBHAMBOCT
P ay

HapyiieHHs HA HEPBHATA CHCTEMA:
Peaku (0,01% - 0,1%) - cBeTOBBPTEK, TAapecTE3Ud, TPEMOD
Muoro peaxu (no-Majnko ot 0,01%) - Bp36y1a; 0OBPKaHOCT; KOHBYJICHH; A€30PUCHTALINA, TUCKUHE3NA,

aucdazvg; XUNOecTe3ns; MyCKY/IHH Cl1a3MH; [1apajid3a; HapyIUeHHs B TOBOPA; CTYNOP

Hapymenus Ha O4HTE:
Muoro peaku (no-manko ot 0,01%) - KOHIOHKTUBHT, BpeMEHHA KOPTHKAIIHA CeNoTa, 3pUTCITHH

HApYIIECHHS

Hapymenunsa Ha yX0T0 1 J1a0HPUHTA:

Muoro peaks (mo-manko ot 0,01%) - mymM B ymure

Chpaeynn HAPYIIEHAH:

Penku (0,01% - (,1%) - Taxukapaua

Muoro peaku (no-majko o1 0,01%) - nannyrauus; apuTMHH; NIPEACHPAHO MBAKIACHE, OpaguKapaus;
ChpIeveH apecT; HHPKYJIaTOPHA HEAOCTATHUYHOCT, ¢hpaedeH 0siok; EKI mpomMeHH, ekCTpackHCToNy,

KaMCpPHO MBXKACHC

Cba0BH HApYMICHHSA
Penxu (0,01% - 0,1%) - xunoren3us

Muoro peaxy (mo-manko ot 0,01%) - nepedpoBacKkynapHu CMYILIEHUS, LIHAHO34; XUIIEPTEH3IHUA; CHHKOI,
p pecop KyJap Y

TpoMOoduicOHT, BazoaMNaTalHs;, BA30CMNa3bM

PecnapaTopHH, rPEAHE H METHACTHHAIHA HAPYINECHHS
Peaku (0,01% - 0,1%) - kalnMua; qJUCNHEA; pUHHUT
Muoro peaxn (no-maiko ot 0,01%) - anHes; GpoHXOCMa3bM; XHIOKCHA; JIAPUHTHANEH OTOK; (PapUMIHT;

OenoapobeH OTOK; CTPHAOD

CroMamHO-4YpeBHH HAPYIICHHA:

Heuectu (0,1% - 1%) - ragene; noepseiiaye

Penku (0,01% - 0,1%) npoMaHa Ha BKyca, CyXxa ycTa
Muoro peakn (mo-mManko ot 0,01%) - cuajioAeHUT, MOBHUILEHO OTAENAHE Ha CIIOHKA, (G

nucdarus, THapHs ":IE




5.2. PapMaKOKHHETHYHH CBOHCTBA
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HapymeHns Ha KOXKATA H NOAKOXHATA ThKaN:
Heuectn (0,1% - 1%) - yprukapus
Peaku (0,01% - 0,1%) - epurema; cupbex; obpue

Muoro peaxu (no-manko ot 0,01%) - anrnoeaema, TOKCHYHA enrISpManya HeKponusa

Hapymenns Ha cTpana 0b0pendaTe H NHKOYHATE HbTHINA:
Penxu (0,01% - 0,1%) - Gone3HeHO/TpYIHO YPHHUPAHE
Mmuoro peaku (1o-Manko ot (,01%) - HHKOHTUHEHLMS; ocTpa OPOpeyHa HEAOCTATHYHOCT, MOBHILIABAHE

ua BUN; abHopMaina 060peuna QpyHKOHMS; HAMa/leH KPEATHHHUHOB KIMPBHC, XeMaTypHs, OJHrypHA

O6mn HapyeHHA B ePeKTH HA MECTOTO HA HPHIOKEHHE:

Mmuoro vectu (moeeue or 10%) - ropemy BpJIHU

Yecru (1% - 10%) - Gosika

Peaxu (0,01% - 0,1%) - oTok Ha dapHHKCa ; BTpUCaHe; [1aBoOOTHE

Mmuoro peaku (no-Manko ot 0,01%) - aHagMIakTHYEH LIOK; OTOK HA JIHLETO; IEpHOPOHTANICH OTOK;
Tpecka; eneMa; OneanocT; 6o/ka B rbpAMTe; KOpeMHa DoJika; acTeHHs/yMopa, abDHOpMAaJIEH IJ1ay;

peaKIIMH Ha MACTOTO Ha HHAKCKTHPAHC, NOBHILUCHO IOTCHE,

4.9. Ilpeaoznpane
KakTo BCHUKH HoachaBpoKalii peHTTeHOKOHTPACTHU CPEICTBA Mpeao3HpaHeTo Ha OnTHpeH MOKe Aa
OBJ€ NOTEHHUATHO (ATATTHO U MOXKE JIa 3aCETHE PpECITMPaTOpHaTa H ChpaeYHO-CHA0BATA CHCTEMA.

Jleuenwnero TpaGra Aa ObZie CHMIITOMATUYHO. 32 OTCTPaHABaHETO Ha OnTHPEH OT KpbBTa MOXKE 14 C€

H3NOJA3Ba AaJinza,

5. ®DAPMAKOJIOIT'MYHHA CBOUCTBA

5.1. ®apMaKkoAHHAMMYHH CBOHCTBA

dapmakoTepaneBTHYHA rpyna; BonopasTBoprMH, HE(PPOTPONHH PEHTTCHOKOHTPACTHH CPEACTBa C

HHCBK OCMOJIAPHTET.
ATC xon: VOSABO7
Ontupeii 350 e HEHOHHO PEHTIEeHOKOHTPACTHO CPeACTBO. BhTpechl0BOTO HHIKEKTHpaHe Ha OnTHpen
33aTEMHABA CHAOBETE MO IIBTA Ha KOHTPACTHOTO CPEACTRO, KAaTO TAKa Ch3/1aBa YCJIOBUA 3a paauorpapeka

BH3YAIH3allUd Ha BRTPCIIHHTE CTPYKTYPH A0 HACTBIBAHETO HA 3HAYHTC/IHO PAa3poKdHe Ha KpPBETA.

DapMakOKHHETUYHHAT Fpodri Ha OnTupeid, XHApOo(pUIHHTE My CBOHCTBA, KAKTO H MHO
HHBO Ha CBBP3BaHE ChC CEPyMa H IUIa3MEHMTE OerThlIY, oKka3BaT ye OnTHPEH ce pasi
CKCTpanenyJapHaTa TeUHOCT ¥ ce ennmuHKupa Oup3o npes Oudpeinte ¢ TnoMepynda

Cpeanusr (+ se) eTMMHLIAOHEH MOJYKHBOT MPH A034 OT no 50 mg u 150 mg e 61a cb
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104+15 Munytn. EmumubupaneTo upes dpexanunte e mpeHeOpexumo Maiko. He ca Habmonasanu

CHUIECTBEHO MeTabosM3upane, AeHoanpane H OnoTpaHcpopmanua Ha OnTHpeH.

5.3. IlpeakAHHAYHH AAHHH 3a 0€300ACHOCT
AKO NPOAYKTET C& H3NOJ3Ba ChIJIACHO PErJIaMEHTHPAHUTE HHAWKALIMHA, HIMA TAKUBA IaHHH OT

NPEAKIHHUYHOTO HanuTBaHe Ha Onrupeii, kouTo 6Hxa MoK Aa OBAT OT 3HaYCHHE 3a NpeANICBAUIHA

npoLeAypara ¢ orjes Ha 6e30MacHOCTTa H J1a HE ¢a BKIIOUEHH B ApYruTe pasmenu Ha KXII.

6. PAPMAIIEBTUYHHA JAHHH

6.1 Cnacrk HA NOMOINHATE BellleCTBA
Tpomeramun,
TPOMETAMHHOB XHIPOXJIOPHI,
HATPUEB XHAPOKCH W/WIH XIOpOBoJopoaHa kucemnHa (3a pH: 6,0 1o 7.4),
HaTpHEBO-KANILHER e/IeTAaT,

BO/Id 3a HH)KCKIIHH,

6.2 HechBMEeCcTHMOCTH

HukakBu apyri ieKapCTBeHH NpOAYKTH He OMBa Jia ObIaT cMecBaHu ¢ ONTHPEN.

6.3 Cpok ma rogHOCT
3 roauHH

Crer H3Mo3BaHE U3XBBPIIETE OCTABaILM pa3TBOp.

6.4 Coennajn yCI0BHE HA CHXPAHEHHE

CrxpaHgaBaiiTe KOHTCHHEpa BbB BRbHIIIHATA KAPTOHEHA OMNAKOBKa, 34 [a C€ NpeAnasH OT CBET/IHHA.
[lazere ot peHTreHoBo nbueHue. [la He ce ¢pxpaHaBa Han 30 C. OnTHpel MOXe Ja ce ChXpaHAaBa €1HH
mecel] npH 37°C B ypen 34 3aTOIUISHE HA KOHTPACTHH CPEACTBA ¢ LIMPKYHpal Be3ayX. B ciayuyad Ha

IpOoMAHA M LIBETA Wi HANHYHE HA HCPA3TBOPCHH YaCTHLH, H3XBBPJIICTC pa3TBopa.

6.5 Baa u chabp/KkanRe HA ONMAKOBKATA
Ormrrpeit 350 e omaxosaH B Oe3uBeTHH OYTHIKH, HanipaBeHH oT ¢Thi0 Tun I (Ph. Eur.). byTunkure ca
3aTBOpeHH ¢ 20 v 32 mm SpoMOYTUIORH 3aITyLIANIKM H 3aMe4aTaHH ¢ alyMHHHEBH KarnaikH.

30 50, 100, 200 ml(xyas or 1 1 10)

-LH“‘m_,_I
Ontupeit 350 ce aocraBd M B PEABAPHTEIHO HATBIHEHH DBYHH CHPHHLOBKH H CIIPBSHORIN _ .
Hajiarage, u3paboTeHH OT NOoNUIpONnMIeH. Kanaukata HAKpaHHHMK Ha CNIPUHLIOBKAgY N
.“:‘l' A

CIIPMHLOBKATA ca U3pabOTEeHH OT ECTECTBEHA TYMa.
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IIpeaBapHTEIHO HANNBTHEHH PLUHH CIPHHIIOBKH:

30, 50 ml (kytust ot 1 1 10)

CrpHMHLIOBKH TIOJ1 HAJATaHE
50, 75, 100, 125 ml (xkyrHs ot 1 u 10)

He BcHYKH BMIOBE ONAKOBKM M KYTHH MOTrarT Jia Obaart [MycHaTH B IpoaXkda BbB BCHUKU CTPaHH.

6.6 CnennajHy mMpeANa3HH MEPKH NpH HIXBHPJsHe H padbora

10

PruHM CTIpMHLOBKH H CIIPMHLUOBKH 1O HajIsITaHe:
JIeKapCTBEHUAT NPOAYKT U IBTAT, N0 KOWTO NPEMHUHARA TEYHOCTTA €A CTCPUIHH, HO OTBbH
CIIPHMHLIOBKHTE Ca HECTEPHIIHH.

HucTpyxuusTe 3a crinobaBaHe H NPoBepKa ca ONHMCaHHA BEPXY BBHHIIHATA KYTHA Ha CIPUHLIOBKATA.

IMMPUTEXATEJ HA PASPEHIEHHETO 3A YIIOTPEBA
Mallinckrodt Deutschland GmbH

Josef-Dietzgen-Str. 1

53773 Hennef

Germany

HOMEP HA PASPEHIEHMETO 3A YIHOTPEDBA
20060119

TATA HA ITBPBO PASPEIMABAHE/MOJHOBSBAHE HA PAJPEINIEHUETO 3A
YHOTPEDBA
2006-03-16

JIATA HA AKTYAJIM3HPAHE HA TEKCTA
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