KPATKA XAPAKTEPUCTUKA HA MPOYKTA

1.TbproBko MMe Ha neKapcTBeHUS NPOAYKT

MNomepon 200 mg/ml nHxeKL1oHeH pa3TBop
NomepoH 250 mg/ml MHxeKLMOHeH pasTaop

WGMEpGH 300 mg/ml MH}KEI{HMOHQH pa3‘|'30p ................. \..."...u.-......u"uu

Momepon 350 mg/ml UHKEKLMOHEH pa3Teop
MomepoH 400 mg/m| uHxeKLMOHEH pa3Teop

2. KayecTBeH M KONWYECTBEH CHCTAB
lomeron® pasTeop cuabpxa: lomeprol

lomeron® 200 cbabpxa ( konuuecTso / 75 ml):
NekapcTeeHo BelecTso: lomeprol: 30. 62 g CLOTBETCTBALO Ha 15 g oA

lomeron ®250 cbabpxa ( konuuecTso / 50 ml):
JlekapcTBeHo BeWecTBo: lomeprol: 25. 51g cwoTBETCTRAWO Ha 12. 5 g nog

lomeron® 300 cbabpxa ( konuuecTso/ 50 ml):
JlekapcTBeHo BewecTBO: lomeprol: 30.62 g ChOTBeTCTBaLLO Ha 15 g oA

lomeron® 300 cbabpxa ( konuyectso/ 100 mi):
JlekapcTBeHo BellecTBO: lomeprol:61.24 g choTBeTCTBALLO Ha 30 g noa

lomeron® 300 cbgbpxa ( konuuectso/ 200 ml):
JlekapcTBeHo BellecTBo: lomeprol: 122. 47 g cboTBETCBALLO Ha 60 g noa

lomeron® 350 cbanbpxa ( kKonuuecTso /50 mi):
JlekapcTeeHo BeliecTBO: lomeprol: 35.72 g cwoTBeTcBaWwo Ha 17.5 g Aon

lomeron® 350 chabpxa ( konuuecTso /100 mi):
IlexapcTBeHo BeulecTso: lomeprol:71.44 g cwoTBeTCTRAWO Ha 35 g o
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lomeron® 350 cbabpxa ( konuuectso /200 mi):
JlekapcTBeHo BelwecTso: lomeprol: 142.88 g cboTBeTCBawo Ha 70 g roq

lomeron® 400 cbabpka ( konuuecTso /50 mi):
JlekapcTBeHo BewecTeo: lomeprol: 40.83 g CbLOTBETCBaWlo Ha 20 g oA

lomeron® 400 cbabpxa ( konmuuecTso /100 ml):
llekapcTeeHo BewecTeo: lomeprol:81.65 g CboTBeTCTRALLO Ha 40 g iog

lomeron® 400 cbabpxka ( KonuuecTso /200 ml);
JlekapcTBeHo BetyecTso: lomeprol: 163.30 g cwoTeeTcBatlyo Ha 80 g Hog

3. llexapcTBeHa ¢hopma
NHxeKkumMoHeH pasTeop 3a MHTPABacCKynapHO U UHTpakaBUTapHO NPUoXeHue.

4. KnuHuyHKM gaHHU
4.1 NokazHun

lomeron® 200

NepudepHa cneGorpadun, gurutanHa cyOTpakumoHHa thneborpachus,
KOMNIOTbLPHa Tomorpadus (rnaea n tano), KaBepHo3orpaua, MHTpaBeHo3Ha 1
NHTpaapTepuanta aurutanHa cybTpakunoHHa aHruorpadus, eHaocKoncKa
PeTporpajiHa xonaHruo-naHkpeatorpacgus, aptporpadus,
XucrepocannuHrorpagpus, xonanruorpacus, perporpagHa ypeTporpacus,
peTporpagHa nueno-ypetporpadus.

lomeron® 250
UHTpaBeHo3Ha yporpadus, nepudepHa pnebdorpachus, KOMMOTLPHA
TOMOrpacpus (rnaea u TANO), MHTPABEHO3HA W WHTPpaapTepuanda aurnranHa

cyOTpakuuoHHa aHrnorpadus.

lomeron®300




WinTpaBeHo3Ha yporpadus (npw Bb3PaCTHU U B Nneguartpusita), nepucepHa
(onedorpacuna, KoMmnTbPHA TOMOrpadua (rnasa v Tano), KaBepHo3orpadus,
MHTPaBEHO3Ha AuruTanHa cybTpakunoHHa aHruorpadms, KOHBEHUUOHANHA
aHruorpadvs, UHTpaapTepmanHa aurvTanHa CyOTpakuMoHHa aHrnorpagums,
aHrnokapguorpadust ( Npu BL3PaCcTHU 1 B neanaTpuaTa), KOHBEHLUMOHAaHA
CENeKTUBHa KopoHapHa apTepuorpacdus, nHTepBeHUNoHanHa KOpOHapHa
apTepuorpacus, eHiocKoncka peTporpagHa XonaHruo-naHkpeatorpadgus,
apTporpagus, xuctepocannuirorpacms, uctynorpadcdums, .uncxorpac.buﬂ,
ranakrorpacpust, xonaHrmorpagus, Aakpuouucrorpadun, cnanorpadus,
peTporpanHa ypetporpadun, petporpagHa nueno-ypetporpadus.

lomeron® 350

HnTpaBeHosHa yporpadus ( npu BBb3pacTHU U B NeamnaTpuaTa), KOMNITLPHA
TOMorpadchus (TANo), UHTPaABEHO3Ha AUrMTaNnHa CyOTpakunoHHa aHruorpadchus,
KOHBEHLOHanHa aHruorpadus, wHTpaapTepuanHa aurutanHa cyOTpakumoHHa
aHruorpadus, aHrnokapaworpadus (npu Bb3PacTHA U B negnartpusTa),
KOHBEHUMOHanHa cenekTneHa KopoHapHa apTepuorpadusi, *HTEPBEHLIMOHANHA
KOpOHapHa apTepuorpadua, aptporpagus, XucrepocannuHrorpacust,
cucrynorpadms, ranakrorpacus, peTporpagHa xonaxruorpadus,
AakpuouucTorpadus, cuanorpadpus.

lomeron® 400

NHTpaBeHo3Ha yporpadus ( Npy BB3PACTHN, BKAKOYUTENHO N TE3U C 6t6peyuHn
3abonaBaxus unu guabet), KOMNIOTLPHA ToMOrpadus (TANO), KOHBEHUMOHAMHA
aHruorpadus, nHTpaapTepwanHa AuruTanHa cybTPakuMoHHA aHruorpacdcus,
aHrnokapawvorpadua (Npu Bb3pacTHU 1 B neavaTpuATa), KOHBEHLIMOHANHA
CeNeKTNBHa KopoHapHa apTepuorpacdus, MHTEPBEHLUNOHANHA KOpOHapHa
apTepuorpadus, cductynorpagus, ranakrorpacdpus, Jdakpuouucrtorpadus,
cunanorpagus.

4.2 [loaupoBka ® HauYuH Ha ynoTpeba




[TokasaHus KoHueHTpauyus [lpenoptyanu fosu
NHTpaBeHo3Ha 250, 300, 350, Bb3pacTtHu: 50-150 mi
yporpadus 400 Hosopoaenu: 3-4.8 mi/kg
KepmaveTa: 2.5-4 mi/kg
Heua: 1-1.25 ml/kg®
[lepudpepHa 200, 250, 300 Bb3pactHu: 10-100 ml.
chneborpacus HoszaTta moxe fga ce nosTopu npm
HeobxoaumocT.”
(10-50 ml 3a ropHu kpailHuum:
90-100 ml 3a ponHK kpanHULK).
HurutanHa 200 Bw3pacTthu: 10-100 ml.
cybTpaKkUunMoHHa HosaTta moxe aa ce nosTopu npu
pneborpadus HeobxoaumocT.”
(10-50 ml 3a ropHu KpaitHUUWK:
©0-100 mi 3a gonuun kpatHuLK).
CT (rnaea) 200,250,300 BbapacTthu: 50-200 ml.
Oeua®
CT (tano) 200,250,300, BwapactHu: 100-200 ml.
390, 400 Oeuya®
KaBepHosorpadgus 200, 300 Bw3pactHu: 1o 100 ml.
NHTpaBeHo3Ha DSA 250, 300, 350, Bvapactiu 100-250 mi
400 Heuya®
KoHBeHLIMoOHanHa anruorpadus
ApTepnorpadus Ha 300, 350 BbapacTHu °
FrOPHU KpanHULM
ApTtepuorpacus Ha Tas u | 300, 350, 400 Bwapacthu
A0NHW KpanHuum
ABAOMUWHanNHa 300, 350, 400 BbapactHu
aptrepuorpadus
ApTepuorpacus Ha 300, 350 Bb3pacTHu °

aopTa AecueHAeHC




[TynMoOHanHa 300, 350, 400 Bv3pactHu: no 170 mi.
aHruorpaus
Mo3byHa aHrnorpagus 300, 350 Bw3pactHu: go 100 ml.
ApTepuorpadust 8 300 Heua : ao 130 mi?@.
neanaTpuaTa
MHTepBeHuUnoHartHa 300, 350, 400 BbapacThu °
Odeua °
WNHTpaapTepuanta DSA
Mo3byHa 200, 300, 350 BtapactHu: 30-60 ml 3a o6
ornen.
9-10 ml 3a cenekTneHK
MHXEeKLnK
Aeua *°
TopakarnHa 200, 300 Bbapacthu °: 20-25 mi ( aopTa )
[osaTa moxe ga ce noBTOPU Npw
HeobX0aAUMOCT.
20 ml (bpoHxunanHy apTepun)
AOpTHa Abra 200, 300, 350 BbapacTHu®
Kopem 200, 250, 300 Bb3pacTHu®
AopTorpacust 200, 300, 350 Bb3pacThu®
TpaHcnymbarnHa 200, 300 BbapacTHu
aoprorpagus
lepudepHa 200, 250, 300 Bv3pactHu: 5-10 mi 3a
apTepvorpagus cenekTUBHUN urxekiinn 0o 250 mi
[leuya °
VIHTepBEeHUMOHanNHa 200, 300 BvapactHu: 10-30 mi 3a

CeneKTUBHU UHXeKUnK 00 25
Neua ° ;




AHrnokapauorpadus 300, 350, 400 BbapactHu
Aeua: 3-5 mi/kg
KOHBEHUMOHAMNHA 300, 350, 400 Bb3pacTHu: 4-10 mi
CeNeKkTMBHa KOpoHapHa apTepwnanHo. [lozata Moxe aa ce
aprepuorpagpus NOBTOPU Npu HE0BXO0aANMOCT.
ERCP 200, 300 Bb3pacTHu: po 100 mi
Xucrepocannuurorpacdusa | 200, 300, 350 Bb3pactuu: o 35 ml
ductynorpadus 300, 350, 400 Bb3pacthu: go 100 mi
Huckorpadus 300 Bb3pactHu: 1o 4 ml
[[anakrtorpadus 300, 350, 400 Bbv3pacTHu: 0.15-1.2 mi 3a
MHXXEKL NS
Hakpuouyucrorpacdus 300, 350, 400 BvapacTtHu: 2.5-8 ml 3a
MHXXEKL WS
Cuanorpadus 300, 350, 400 Bb3apactHun: 1-3 ml 3a uHxekumnn
PerporpagHa 200, 300, 350 Bw3pacthu: o 60 mi
xonaHruorpadgus
PeTporpagHa 200, 300 Bw3pactHun: 20-100 ml
ypeTteporpagus
PetporpagHa nueno- 200, 300 Bb3pactiu: 10-20mlsza | _.—
ypetporpadusa UHXXeKL KA

° - B 3aBUCMMOCT OT TErNOTO Bb3pacTtida.




" ~ Ma He HagBuwasa 250 ml. OB6eMbT Ha BCSIKA MHXXEKLMUS 3aBUCK OT

n3cnenBaHara obnacr.

“- Na He Hageuwaea 350 ml.

CT - koMMmoTbpHa ToMorpadus

DSA - purntanHa cy6TpakunoHHa anrunorpacms

ERCP- eHgockoncka petporpagHa XOfaHrno-naHkpeatorpadus

4.3 MpoTuBONOKazaHuA

Hama abconoTHu npoTuBonokasaHus 3a ynotpebara Ha HeAoHHM ypo-
aHruorpauYHK KOHTPaACTHU BelecTBa, C U3KMIoYeHne Ha napanpoTenHeMusi Ha
BanzeHwpbom, MynTunneH MuenoM U TexKa YepHoapobHa un ObOpeyHa
HeAOoCTaTb4YHOCT.

3aneaBaHeTo Ha XEHCKUTE reHuTanuu npu nogosupaHa unu noTebpaeHa
OPEMEHHOCT ¥ B cnyyan ¢ 0CTPO BbananeHue e MPOTUBONOKA3aHO.

4.4 CneynanHu NPOTMBONOKAa3aHMs M cReLManHu npepynpexnedma 3a
ynoTtpeba

B npeasuna Bb3MOXHN CEPUO3HIN CTPAHUYHU DeaKLIUN, ynoTtpebaTta Ha opraHu4Hu
NOAHU KOHTpacTHW BewjecTBa 6w Tpabeano ga Guae OorpaHuyeHO camo 3a
Cliy4aute, npu Kouto € npeyusnmpaHa HeobXoAUMMOCTTAa OT KOHTPACTHO
n3cnenBaHe. Ta Ou Tpabeano ga 6bae oueHeHa Ha 6a3aTa Ha KNMHUYHUS cTaTtyc
Ha nauyueHTa, CbC cneunanHo BHUMAaHWE 3a CbLUECTBYBAalUW NATOMOTUYHW
USMEHEHUA Ha CbpAeyvHO-CbAoBaTa, OTAENUTENHATA U XITbYHO-YepHoapOoBHaTa
CUCTEMM.

KOHTpacTHUTe BellecTBa 3a aHrMokapavorpadCku npouegypu TpsibBa pna ce
npunarat B OONMHUUWM wnu kNUHUKKM ¢ oBopyaBaHe I oby4eH nepcoHan 3a
WHTEH3NBHY rPYXXW NPU CNeLHiKk cnyvaun.

3a apyru no-obuKHOBEeHU AMarHOCTUYHMA npoueaypw, n3uckeaily ynortpebata Ha

MEPKHU.

Ynotpeba npu HOBOpoAeHn, KbpMaueTa, aeua:




Mankute kbpmadeTta (Bb3pacT nog 1 rogimHa) , ocobeHo HoBopoaeHuTe ca
NOAATIINBN Ha eNEKTPONUTHU U XEeMOAUHAMUYHU Hapylienus. Tpsbea na Obae
00BbpHaATO BHMMaHKe Ha n03aTa, KOATO LLle ce u3nonssa, Ha oTaenHuTe aeTannm
Ha npoueaypara u Ha ctaryca Ha nayuMeHTa.

ynotpe6a npu no-BL3pacTHU NauueHTH:

[10-Bb3PaCTHUTE NALMEHTH Ca C NO-BMCOK PUCK Ha CTPaHUuYHN peakumm KbM
KOHTpaCTHY BellecTsa.

MuokapaHa ucxemus, Texku apuTMUM M eKCTpacucTonu ca MNo-BEPOATHU NO
BPEME Ha M3CneaBaHeTO Npu Te3un nauueHTn. YecTo cpeulaHaTta KOMBUHALIUS OT
HEBPONOFrUYHK CMYLLICHUA 1 TEXKW CH0BM NaTOMNOrMN NPeACTaBsBaT CePUO3HO
YCROXHEHNe.

BeposaTHocTTa oT ocTpa 6b6peyHa HegoCTaTLUYHOCT € No-BUCoKa.

Ynorpeba npu naumeHTM cue cneuyndryHU NATONOMMYHU ChCTOSHUS:

CBpbX4YYBCTBUTENHOCT KbM MOLHM KOHTPACTHK BeLiecTsa.

CBpPBbXYYBCTBUTENHOCTTA UNK aHAMHe3aTa 3a peakLun KbM ROaHU KOHTPaCTHM
BELLIECTBa yBenn4aBa pucka OT NOBTapsAHE Ha TEXKN peakunn KbM HENOHHUTE
BellecTsa.

AnepruuHo npegpasnonoxeHue:

CTpaHuMuHUTE peakuMnm KbM NOAHW KOHTPACTHM BeLecTBa ¢a Nno-4ecTw npu
NauuWeHTn, umallu aHamHesa 3a anepruym. ceHHa Xpema, obpuB 1 XpaHUTenHa
aneprus.

lMauneHTU ¢ actma:

BEUleCTBA.

XunepTupeouausbm, HoOo3Ha CTPyMa:



MankoTo konu4yecTso Ha cBOGOHUA HEOPraHUYEH o, MPUCHLCTBYBALLY B
KOHTPAcTHUTE BellleCTsa, MOXe [1a OKaXe Bb3JeNCTBME BbpXy PYHKLMATA HA
LUNTOBMAHATA XIe3a: Te3N eqpekTu ca No-u3paseHn Npu NnaumneHTn ¢
XUnepTupeonansbm unu crpyma. Cnen npunoXeHMeTo Ha HOHHN KOHTPACTHM
BellecTBa ca HabniogasaHy TMPEOTOKCUYHIN KPpU3M.

UHTpaapTepuanHo U UHTPABEHO3HO NPUNIOKEHUe
TIpuroXenue npu nauUEHMY CbC CREYUPUNHY NAMOAOZUNHI CHCMOAHUR

Bbtb6peuHa HepoCTaTbLYHOCT

[ IpUNOXEHUETO Ha KOHTPACTHN BELECTBA NPU CLULECTBYBALLO 6B6pEeYHO
3abonsaBaHe MOXe Aa NpeapasnonoXuv KM 0CTpo 6bOpeUHo HapyLIeHue.
llpeBaHTUBHUTE MEPKU BKNIOYBAT MAEHTUMUKAUNA Ha NALNEHTI C BUCOK PUCK,
OCUrypeHa ajekBaTHa XxuapaTauna npeaun NpUnoXXeHUeTo Ha KOHTPacTHY
BELEeCTBa, 3a NpeanoYnuTaHe MHTpaBeHo3Ha MHY3UA Npesn N No Bpeme Ha
npoueaypara A0 OTAENIAHETO Ha KOHTpacTHUTE BewlecTBa oT OwLbpeuure;
M3DArBaHe, KOraTo € Bb3MOXHO NPUNOXKEHNETO Ha HE(POTOKCUYHI NeKapCTBa
UMK TEXKN XUPYPrUvHK nNpoueaypyu, Karo OuOpeyvHa aHrmonnacTuka, JoKaTo
KOHTPaCTHUTE BelyecTBa He BbaaT eKCKpeTupaHn, oTnaraHeTo Ha HoBO
KOHTPacTHO nscnegBaHe [0 Bb3cTaHOBABaHe Ha ObOpeuHaTta PyHKUMSA.
MNauneHTuTe Ha guanusa MoraTt 4a ce W3CneBaT ¢ KOHTPACTHU BeulecTBa
(TaxuBa kaTo lomeprol), camo ako morat morar aa 6waaT oTAeneHu Ypes
avanusa.

OuaberT
HanuuneTto Ha DbbpeyHu yBpexxaaHua Npu naumeHTn ¢ gnaber e eaut oT

thakTopuTe, Npeapasnonarally kM 6L6peUHn ycroxHeHus cren
NPUNoXXeHNeTo Ha KOHTPaCcTHU BellecTBa. Kato npegnasHa Mapka

Ha ObOpeuHaTa byHKUNA.

MyntTunneH Muenom, napanporeuHeMUs




MynTunnenus muenom u napanporeuHemMuns ca NnpoTMBONOKa3aHUs 32
npunoxeHueTo Ha lomeron®. Heo6xoauMo e Aa ce B3eme Nop BHUMaHWe, ye
APUCHCTBMETO Ha MUenomaTosa unu napanporenHeMus e haxrop,
npeapasnonarawy KeM ObOpeyYHU YCNoXHEHNs cnep, NpunoxeHneTo Ha
KOHTPACTHY BelecTBa. AflekBaTHa XxuapaTauus e npenopbyYnTenHa.

PeoXpoMOLUUTOM

Tesn nauveHT moraT pfa  pasBuAT TeXKU  (PAOKO HEKOHTpONMUpyemu)
XUMEPTOHUYHU KPU3W Cnej WHTPaBaCKyNapHOTO MPUIOXEHWE Ha KOMTPACTHM
BelllecTBa — OOMKHOBEHHO MO Bpeme Ha paguonoruyHaTa npouyeaypa.

Texkn yepHoapo6HM  6BL6peyHn HapyleHun

ManonasaHeTo Ha lomeron® o6ukHoBeHO e npoTueonokasaxo. Heobxoagumo e aa
ce B3emMe noj BHUMaHWe, vYe KOMOUHaLUMATa OT TEXKN YepHoapobHN N 6bEpeyHN
HapyweHns moxe ga 3abaBu ekckpeumaTa Ha KOHTPACTHU BeLLecTBa.

TeXKn CbpAeYHO-CBbAOBU 3a6onaBaHUS

[1py naumneHT C TEXKN ChpaeuHn 3abonseaHnsa u ocobeHo NPu Te3n Cbe
ChpAe4Ha HeaoCTaTbyHOCT 1 3a00NABAHUA HA KOPOHAPHUTE apTepuun uma no-
BIICOK PUCK OT TEXKW peaktnn. MHTpaBackynapHOTO nNpunoXeHue Ha
KOHTpaCcTHY BewlecTsa MoxXe Aa gosee Ao Senogpober oOTTOK Npu nauueHT ¢
HadanHa UNn n3sieHa cbpaeyHa HegoCcTaTbYHOCT. [TpUNoXeHneTo Ha
KOHTpacTHu BewlecTBa npu denogpobHa xuneproHus n sabonapaHus Ha
CbpAevyHUTE Kanu, Moxe ga Aoseae A0 onpeaereHn XxemoguHaMmudHu
npomeHn. cxemuynnte EKI npomenn n Texxkurte apurMmun 0OMKHOBEHHO ce
cpeliaT npu no-BL3pacTHU NALMEHTU U TE3U CbC ChLIECTBYBALLU ChPAEYHU
3abonaBaHuA: TAXHATa YeCTOTa U TEXECT 3aBUCH OT TEXECTTa Ha CbPAEeYHOTO
3abonaBaHe. TeXKuTe n XPOHUUYHU XUNEPTOHUM MOraT fAa yBenudar pUch
ObLOpeUHo yBpexaaHe cres NnpunoXeHue Ha KOHTPacTHY BewlecTsa Wi
CBbP3aH € KateTapusauynoHHaTta npoueaypa.

Hapyiweuuns B LHC



OcobeHo BHMmaHue TpsGea Aa ce oTaenu Ha MHTPABACKYNAPHOTO NPUNOXKEHUE
Ha KOHTPaCTHU BellecTBa Npu NALMEHTU C MOSbYHU HAPYLUEHUS, OCTPU UHTPA-
KpaHnanHu KpbBON3NNUBKN N CbCTOSIHUA, BKITIOYBALLN YBPEXOaHWUA Ha KPBLBHO-
MO3bYHaTa Dapuepa, MO3bUEH OTTOK U OCTpa AeMuenuHusauus. HanwumeTto Ha
MHTPaKpaHnaniu TyMopu unn metacTasu 1 aHamHesa 3a enunencus Moxe aa
yBENU4un BEPOATHOCTTa OT KOHBYIICUBHU Npunaabuu. HesponornyHure
CUMNTOMW Ha AereHepaTUBHY, Bb3NanuTenHn unu HEONNacTUYHN MO3BYHO-
CbAO0BW NATONOrMKU MOraT Aa ce U3OCTPAT OT NPUNOXKEHNETO Ha KOHTPACTHMW
BellecTBa. UHTpaBackynapHoTO NpUnoXeHue Ha KOHTPaCTHU BELLECTBA MOXE
Aa NPpUyHKHK Ba3ocnasbM ¥ nocriearaila mo3byHa ucxemus. MNaymeHTuTe Ccbe
CUMMTOMaTUYHN MO3BLYHO-CHAOBU 3a00NsABAHNA, NPECEH WHCYNT UMK YeCTU
NPexXoaHN UCXEMWUYHU aTaKu ca C NO-BUCOK PUCK OT NPEXOAHN HEBPONOTMYHN
YCNOXHEHNA.

ANKOXoOnn3muM

KInUHUYHO e aoKasaHo, 4e OCTPUSA N XPOHWYEH ankoxXonnu3bM yBenuyasar
ANPONYCKNUBOCTTa Ha KPpbBHO-MO3bYHaTa Oapuepa. 1oBa ynecHsBa |
NPEMWHABAHETO Ha UOAHUTE areHTt B MO3bMHATa TbKaH U BEPORTHO BOAU A0
HapyLlleHusa B LIHC.

KOHTpacTHUTe BellecTBa TpﬂﬁBa da ce n3noni3sar ¢ BHmaHue, 3alloTo nmd
BEPOATHOCT Aa HAMANAT NsPYOBUA Mpar.

HapkomaHus

TpndBa Aa ce u3nons3BarT ¢ BHUMaHue pyn HapkomMaHWA, 3alloTO M4
BEPOATHOCT Aa HamManAT rpLpuHoBis npar.

OTHOCHO nauuveHTUuTe

Xuaparauus

Texkute HapyLweHua Ha BoAHUS U eneKTponuTteH banaHc ou Tpsbe
Kopurupauu, ocobeHo npu nayneHTy ¢ MynTunneH mmenom, auab
ONUrypua, XxunepypukemMms, Kakto n npu 6edeta, manku geyau n



naynenTu. TpAabsa na 6bae ocurypera apeksaTHa Xxuapartauusa npeam
NPUINTOXXEHUETO Ha KOHTPACTHMN BeLecTBa.

HunetnyeH cueer

AKO He e npeanucaHo 4pyro oT nekaps, Moxe ga 0bvae npunoxeHa avera B
AEHS Ha NPDUITOXXEHUETO Ha KOHTpAaCTHK BewecTBa. Tpabea ga 6bae OCUrypeHo
AACKBATHO KOMMUYECTBO TEHHOCTU 1 ABa Yaca npeau npoueaypaTa naumyeHTuTe
He TpAOBa aa ce xpaHsT.

NMpeMegukauus

[pu naunenTn ¢ heoxpomounTom NpemegukaLmus ¢ a-Onokepu e
npenopbYnTENHa, 3aL0TO UMa PUCK OT XMNEPTOHUYHU KPU3MK.

AHaMHe3a 3a CBPbXYYBCTBUTENHOCT

[lpy naLmeHTH ¢ aneprudHo npeapasnonoXeHne, 3gecTHa
CBPBXUYBCTBUTENHOCT KbM MOJHU KOHTPACTHU BELeCcTBa M aHaMHe3a 3a acTMa,
NpemeankaunaTa ¢ aHTUXMCTaMUHK W/ UNK KOpTUKOCTEPOMAN MOXe aa Bbuage
B3€Ta NoA BHUMaHue, 3a ga ce npegorspaTtv Bb3MOXHA aHadunakTudxHa
peakLus.

TPEeBOXHU CHLCTOAHUA
OnepereHu cbeToaHus Ha Bb3OyAa, NOATUCHATOCT 1 GONKa MOTaT Aa 3acunsT
CTPaHU4HUTE peakuuiu, CBbP3aH C KOHTPACTHITE BeLecTBa. Te3un naLUnueHTu

MOraT Na B3eMmaT ceaTMBa.

ChnpoBoxApaila Tepanus

Hesponentuum n auTuaenpecant 61 Tpabeano ga 6bvaar npeKksLCH
npenwn uscnegBaHeTo, 3aWoTo Te HaMmansaeaT repyosusg npar. leye
TpsibBano aa 6bae Bb3o6GHOBEHO [0 24 yaca chea npoueaypara.



AHTUKOHBYrICUBHaTa Tepanus He TpsibBa aa Obae npexkbcBaHa v Tpsibsa na
Otae npunoxeHa B onTuMania gosa.

OTHOCHO npouenyparta
Koarynauus, npoMmuBaHe Ha KaTeTpn

CBOMCTBO Ha He-NOHHUTE KOHTpaCT# e U3BbHPEAHO HUCKaTa UHTepdepeHuUs ¢
HOpMaIrtHUTe PU3NONoryHn yHKUMK. B pesynTaT Ha ToBa He-lioHHUTe
KOHTPACTHW BELLeCTBA UMAT No-cnabo aHTK-KoarynaHTHO AeicTBUe WH-BUTPO OT
MOHHUTE KOHTpAcTU. MeaUUMHCKUST nepcoxan, u3sbplusaly CbaoBU
KaTeéTapusaluoHHu npouenypu, Tpabaa ga uMa roTOBHOCT U Aa oTaens
cneunanHo BHUMaHue Ha aHrmorpadckata TeXHuKa u NpoMmUBaHeTo Ha
KaTeTpuTe 1 NO TO3N HauWH fa NpeaoTspaTh pucka OT CBbP3aHUTeE ¢
npouegypata Tpombosn n embonun.

HabnogeHue Ha nauueHTa.

[10 BB3MOXHOCT UHTPaBaCKynapHOTO NPUAOXeHVe Ha KOHTPacTHY BelwlecTsa
TpabBa Aa ce u3BbPLIBA Ha MNALMEHTU B NeXalilo NonoXeHue.

NauuenTute TpAdea aa 6baaT HabniogaBaHW Haii-manko TpugeceT MUHYTY crneg
n3cnenBaHeTo.

fpeaBapuTenHo TectyBaHe.

TecToBeTe 3a CBPBLXUYBCTBUTENHOCT HE C& NPENOPbYBAT, Thil KATO TEXKATE MNU
PaTanHn peakLun KbM KOHTPaCTHU BELEeCTBa He MOoraT [a ce npeaBUAAT OT
dHaMHe3aTa Ha nauneHTa urm oT TecTa 3a CBPbLXYYBCTBUTENHOCT.

4.5 JlekapcTBeHU 1 ApYrv B3aUMOenCcTBUSR

TecToBe 3a WMTOBUAHATA PYHKLUUA.

Cnea npunoXXeHUeTo Ha WOAHM KOHTPACTHM BELUECTBa, CrocoBHOC
LUTOBUAHATA ThKaH Aa noema pajmMon3oTonu 3a AnarHoCTVKa Ha H



LINTOBMAHATA Xnesa e HaMmaneHa 3a NoBeye OT JBe CeaAMULN UMK JOPK 33 No-
AbLNLI NEPUOA B HAKOU Cryqau.

NabopatopHu TectTose.

BucokuTe KOHLUEHTpauvu Ha KOHTpacTHW BellecTBa B cepyma U ypuHaTta MoraT
Aa NPOMEHAT pesynTatute oT nadopaTopHMTe TecToBe 3a BuUnupybuH, NPOTENHMU
N HeopraHuyHn BewecTsa (T.e. XXensi3o, Mesl, Kanuuy, drocdar).

BiauMmonencrsus ¢ BewecTsa 3a opanHa xoneuucrorpadus.

llutepatypHaTa cnpaBka He fokasa B3aUMOAEMCTBUS  Ha 616peuHo
CKCKPETUPAHNTE KOHTPACTHM BeLlecTBa C OpanHUTE KOHTPACTHU BeljecTea,
U3NosI3BaHun 3a xoneyucrorpadus.

4.6 BPpeMeHHOCT U KbpPMeHe

3cneaBaHuATa BLPXY XXUBOTHU HE NOKa3BaT TepaToreHeH unm eMDOpUOTOKCHUYEH
epekT cneg npunoxeHweTo Ha lomeprol. KakTo u rpu ApYruTe He-NOHHU
KOHTPaCTH# BELLIECTBA HAMA KOHTPONMPaHU NPOYYBAKUSA NPKU BPEMEHHM KEHU,
KOUTO Aa NnoATBLPAAT besonacHocTTa npu ynotpebaTta um. MNanaraHeTo Ha
paanalun no speme Ha bpemeHHOCT TpsbBa na Obae u3bsareaHo, 3aTosa
NON3UTe OT PEHTreHOoBO n3cnenBaHe ¢ unu 6e3 koHTpacT, Tpsbea Aa 6bvaaT
NnpeueHnBaHn cpelly Bb3MOXHUA pucK. KOHTpacTHUTE BellecTBa ce
ekckpeTupart crabo B kbpmara. OT onuta, npuaobuT pocera yBpexagaHus Ha
KbpMmaveTta He ca Habngasauu,

4.7 EcbekTn BLpXy cnocobHOCTTa 3a wodupaHe u paboTa ¢ MalMHK
Pagko morat ga ce HabniogaBat KbCHI peakuun Cres NPUNoKEHNETo Ha NOoHN

KOHTpacTHU sBelyecTsa. [lpe3 nbpBUTe 24 vaca cneg NPUNOXEHMETO Ha

4.8 Hexxenanm nexapcrBeHu peakuumn




ynotpebata Ha NOAHM CbCTaBKM MOXE [a MPUYMHU KaKTO Neku Ao YMEPEHI
HEXENaHW peakuuu, Taka U NO-TeXKW C Bb3MOXHU dhaTanHu aHadunakTUdHU
peakLuu.

YMepeHuTe CUMMTOMM BKNIOYBAT: YYBCTBO Ha 3aTonnsHe u 6onka ( B obnacrra
Ha MHXeKUUATa, rpbAHUs Ko, rbpba), CTyaeHnHa, TeMmnepatypa, acTeHus,
BMEHE Ha CBAT, rajeHe, noBpbilaHe, usnotasaHe, 6rneaHoCT, 3aayX, ymepeHa
XUNoTeH3us, obLLupeH eputem, oTTok. OcBeH ToBa MoraT fa 6baaT
HabnofasaHu: Bb30Oyaa, rnasobonune, napuHreaneH oTTok unn HabboBaHe Ha
HOCHaTa nuraesuLa. KoxxHuTe peakuumn morar ga 6baar npegcraBeHu nog
chopmaTa Ha pasHoobpa3sHu obpusmn unu yptukapus u copbex. No-Texkure
HEXenaHw peakunn BKNouBaT NPOMEeHn B CbhpaedHO-ChaoBaTa cuctema,
BKITIOWMTENHO nepudyepHa BasoguraTtauumsa ¢ nogyepraHa XunoToHus,
XUNEePTOHWA, Taxukapausa unu dpagukapana, umaHosa, AMCnHes U LMpKynaTopeH
Konanc.

WHTpaBeHO3HOTO U MHTPAAPTEPNANHOTO NPUNOKEHUE Ha KOHTPACTHU areHTu
MOXXe Aa NMPUYUHKU CUMMTOMU, CBbP3aHn ¢ HapylueHus B LIHC: Tpemop,
MYCKYNHW cna3mu, NCHXNYEeCKn HapyLueHust, 3aryba Ha cb3aHue, cCMyuleHNA B
3pPUTENHOTO None, MycKynHu napanusu, adasust, KOHBYIICUBHW NpUraabLy U
KOMa.

OONKHOBEHHO CUMMTOMUTE Ca HE3HAUMTENHU, KpaTKOTPaWHU U
camoorpaHu4yasally ce. [1o-cepro3HnuTe HEBPONOrMYHKN YCNOXHEHUS MoraT aa
ce AbKaT Ha npejlwecTsysalla natonorua. lNpexoaHa 66pevHa
HEA4OCTATBLHYHOCT C ONUIYPUA, NPOTEMHYPUA U YBENUYaBaHe HUBOTO Ha
KpeaTuHiHa B cepyma Morar Ja 8b3HUKHAT, 0CODEHO Npu NaUnMeHTn ¢
npeawecTeyBaw HapyweHus Ha ObbpednaTa pyHKLuA. Ha MAacToTo Ha
UHXXEKLIMATA MOXe Aa ce Habnionasa 6onka, KpbBOM3NUB N OTTOK. PAAKO B
Cny4vyal Ha KPpbBOU3NUB MOXE Aa NocheaBa TbhKaHHa peakums.

4.9 MNpenosnpaxHe




CroitHocTuTe Ha LDs (g oa/kg) 3a lomeprol npu uBOTHY ca:

NHTpaBeHO3HO npunoxeHme: 19.9 (19.3-20.5) ( muwuka)
14.5(13.2-16.0) ( nnbx )
>12.5 ( Kyye)

NHTpanepuToHeanHo NpunoxeHue: 26.1 (13.1-29.2 ) (muLLKa)
10 (8.9-11.3) (nnbx)

NHTpauepebpanHo npunoxexue: 1.3 (1.2-1.5) (Mmnwka)

MHpauucTepHanHo npunoxeHue: >1.2 (NNBX)

WHpakapoTuaHo rpunoxeHue: 5.8 (4.64-7.25) (nnbx)

5 ®apMaKkonornusu gaHHu

dapmakoTepanesTUYHa rpyna: VOSAB10
KoHTpacTHu cpencTtea

5.1 ®PapmakoguHaMmMiuHU CBOUCTBA
lomeron chabpxkKa KaTo akTUBHA CbCTaBKka lomeprol, kKoiTo e 3-ioaeH, He-lioHeH
KOHTpACcTEeH areHT U ce U3NOoM3Bea 3a PEeHTreHOBK U3creaBaMus.

5.2 DapMaKOKUHETUYHU CBOUCTBA

dapmaKoKMHeTUKaTa, NOHOCUMOCTTA 1 AUAarHoCTUYHATa edhUKaCHOCT Ha
lomeprol B pa3Teopu, cbabpxalym Ao 400mg noa/ml ca nanpobeaHu npu 3apasu
A0OpoBONLUM M NAUMEHTU ¢ MHAMKaUMK 3a yporpdus, adrnorpacdus, CT m
u3cnenBaHe Ha TenecHUTe KyxuHin. JlabopaTopHuTe napamMeTpu U ButTanHuTe
noKasartesin He NoKassaT KNMHUYHO 3HAYUMWN N3MEeHEeHUA.

PapmakokuHeTHKaTa Ha lomeprol, BbBeAEeH UHTPaBACKYNAPHO, ONMUcaHa npu
ABYKOMNAPTUMEHTEH MOoaen, rnokassa Hbpaa asa Ha pasnpeaeneHue U no-
OaBHa asa Ha enumuHupane. Npu 18 3apasu 4OOPOBONLM, CcCpeaHus '
NONYXUBOT Ha (pasaTa Ha pasnpegenerHne 1 Ha asaTta Ha eNUMUHN
CboTBETHO 23114 (s) min un 109120 (s) min, ¢ 50% 6bOpeyHa exckp
Yyaca cnej BbBeXaaHeTo.




2.3 NpeaknuHnyHM faKHuU 3a GesonacHoCT

Pesyntatute oT nacneasaHusita npu NibLXoBe, MULLKY W KyyeTa nokasear,ue
lomeprol nputexasa ocTpa TOKCUYHOCT NPU MHTPABEHO3HO MNK
MHTpaapTepranHo npunoxeHue, nofobHa Ha Tasu Npu JpyruTe He-ioHHW
KOHTPACTHU BellecTsBa. CUCTeMHaTa NOHOCHMOCT Criefl NOBTOPHA
MHTPAaBPEHO3HA annukauna rnpu nnbxose U kyyeTa e aobpa. Criea
MHTPABEHO3HO Npunoxexue npu nirbxose lomeprol ce pasnpenens MeXay
fiNa3Mara u exkcTpauenynapHoTo npocTpaHcTeo. lomeprol He ce cBbP3Ba C
nnasmexHuTe npotenHu. He ce metabonuanpa u ce enumuHUpa NoYTH U3LAIO OT
OvOpeunTe. MNpu Nnbxose 94% OT NpuUnNoXeHaTa Ao3sa ce OTKpMBA,
HeNpoOMeHeHa B ypuHaTa B nbpBuUTe 8 yaca.

6. PapMaLeBTUYHN OaHHM

6.1 CNnucsLKk Ha NoMoLWHKHUTe BellecTBa

lomeron pa3TeBop cbabpxka: trometamol (tromethamine USP), hydrochloric acid
(Ph.Eur.), Water for injections (Ph.Eur.).

lomeron® 150 cbabpxa ( konuuectso /100 mi):
[lomowiHm sewlectsa: Trometamol: 100 mg,
Hydrochloric acid (d=1.18):24 mg,

Water for injections ¢.s.a. 100 mi

omeron® 200 cbabpxa ( Konuuectso /100 mi):
[TomowHY BewecTea: Trometamol: 100 mg,
Hydrochloric acid (d=1.18):24 mg,

Water for injections g.s.a. 100 mi

lomeron ®250 cbabpxa ( konuyectso /100 mi):
[fomouwHmn BewecTsa: Trometamol: 100 mg,
Hydrochloric acid (d=1.18):24 mg,

Water for injections g.s.a. 100 m|




lomeron® 300 cuabpia ( konuyecTeo/ 100 mil):
[fomoulHu BewecTsa: Trometamol: 100 mg,
Hydrochloric acid (d=1.18):24 mg,

Water for injections q.s.a. 100 ml

lomeron® 350 cbabpxa ( kKonuuecTso /100 mi):
[ lomoLHK BelecTBa: Trometamol: 100 mg,
Hydrochloric acid (d=1.18):24 mg,

Water for injections q.s.a. 100 mi

lomeron® 400 cbabpxa ( konuuectso /100 ml):
[TomowHKn BewecTea: Trometamol: 100 mg,
Hydrochloric acid (d=1.18):24 mg,

Water for injections q.s.a. 100 m|

6.2 DU3INKO-XUMUYHU HECHLBMECTUMOCTU

3a pa ce usbereHe eBeHTyanHa HECBEBMECTUMOCT, KOHTPACTHUTE BewlecTBa He
TpsibBa na ce npunarar CLBMECTHO ¢ APYyrn MeaukameHTu.

6.3 Cpok Ha rogHoCT

5 roauHu.

6.4 Cneuunanyu ycnoeus Ha cbxpaHeHue

Ha ce nasu ot cBeTNMHa. Ja ce CbxpaHnsisa nop 30 C. Makap ue
HyBCTBUTENHOCCTa Ha lomeprol kbM peHTreHoBUTE NTbyuM e criaba, Toil TpaAbBa pa
Ce CbXpaHAaBa Jarney OT U3TOUYHULUM Ha MOHN3UPAaLK NbYK. KoHTpacTHuTe
BELWECTBA He Ca NpefiHa3HavYeHn 3a MHOrokpaTHa ynotpeba. KaydykoBaTa
3anyutanka Tpadea ga ce npoboge camo BEAHbLX. 3anywankara ce npobusa ¢

TpsbBa Aa ce nsxsLPNMU.

6.5 [lanHu 3a onakoBkaTa




lomeron e nakeTupaH 8 amMnynu unu BYTUAKK OT CTHKNO TUN | KNac (Ph.Eur.).
byTunkute ca sateBopeHn ¢ xnopbytunosa 3anyLianka u anymmHUeB neyar.

IOMERON® 200 ByTunku 75 ml.
IOMERON® 250 Bytunku 50 mi.
IOMERON® 300 ByTtunku 50 mi, 100 ml, 200 mi.
IOMERON® 350 Bytunku 50 ml, 100 ml, 200 ml.
IOMERON® 400 ByTtusiku 50 mi, 100 m!, 200 ml.

6.6 Mpenopbku npu ynortpeba

HsaMa crieunanHu npenopbKU Npu yrnotpeba.

7. UMe 1 agpec Ha nputexaTtens Ha paspelweHUeTo 3a ynoTpeda

Bracco imaging S.p.A.
Via Egidio Folli, 50
20134 Milano

NTanus

8. PerncrpauunoneH Ne B perucropa no un.28 3NAXM

lomeron® 200 — Per. Ne 970 0012/31.01.1997 r.
lomeron® 250 — Per. Ne 970 0013/31.01.1997 r.
lomeron® 300 — Per. Ne 970 0014/31.01.1997 r.
lomeron® 350 — Per. Ne 970 0015/31.01.1997 r.
omeron® 400 — Per. Ne 970 0016/31.01.1997 r.




9. [lata Ha TbPBO pa3peluaBaHe 3a ynotpeba Ha NekapcTBEHUS NPoOAyKT
(noaHOBsAIBaHe Ha pa3pelueHneTo)

10. laTta Ha YyacTUYHa aKTyanM3aLus Ha TeKCTa.

HOHn 2008 .
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