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2. KauecTBeH ¥ KOJiMyecTBEH ChLCTaB
lomeron® pasteop cvabpxa: lomeprol

lomeron® 200 cbabpxa ( xonuyectso /100 mi):
Tekapcreeno Betectro: lomeprol: 40.82 g

lomeron ®250 cuabpxa ( Kommuecteo /100 mi):
Jexapcteeno BewjecTro: lomeprol: 51.03 g

lomeron® 300 cbabpsa ( Konuuectso/ 100 mi):
Nexapcrreto sellecTBo: lomeprol:61.24 g

lomeron® 350 cuabp¥a ( xorinvectso /100 mi):
Hexapcteero BetiecTro: lomeprol:71.44 g

lomeron® 400 cuabpxa ( KonnuecTso /100 mi):
JlexapcTeeHo Benjectro: lomeprol:81.65 g

3. Jlekapcieena dopma
WKeKMoHeH pasTBop 3a MHTPaBACKYITapHO 1t HTPaKaBUTAPHO NPUIIOKEHNE.

4. KnuHnyun fBasHn




4.1 lNokasuus
lomeron® 200

Flepudrepra dneborpacus, gurntanta cybTpakuuonta dhneborpacdus,
KOMMIOTbPHA TOMorpadus (rnasa U TAro), kagepHosorpadhus, MHTPaBeHo3Ha 1
uHTpaapTepuariba aurutanda cydTpakumnoHHia avrorpadus, eHgocKoncKka
peTporpajHa XonaHruo-naHkpearorpacus, aptporpadms,
XucTepocannuHrorpaus, xonaHrmorpadms, peTporpagHa ypetporpacus,
peTporpagHa nueno-ypetporpadius.

lomeron® 250

WHTpaseHosHa yporpadus, nepucbepta drieGorpadusi, KOMIIOTEPHAE
ToMorpadus (rriasa v TAMo), MHTPABEHO3HA U UHTpaapTepnanta auruTanta
CcyOTpaKUMoHHa asruorpadns.

lomeron®300

VinTpaBeHosHa yporpacus (npy BL3pacTHy 1 B NeanaTpusita), nepudepHa
crieborpadus, KoMitoTbpHa Tomorpadus (Tnaea 1 TaMo), KapepHo3orpadus,
WHTPaBeHO3Ha Aurntanta cybTpakumoHHa aHrmorpadus, KOHBEHUNOHANHA
anrviorpadwisi, MHTpaapTepyanta BuruTania cyGTpakuvorHa aHrnorpadms,
aHruokapAanorpagmns ( npy BL3pacTHi U B NEANATPUATA), KOHBEHLMOHaMHa
CENeKTUBHa KOpoHapHa apTepuorpaus, UHTEPBEHUMOHaNHa KopoHapHa
apTepuorpadusl, EHLOCKONCKa PeTPOrpagHa XonaHrno-naHkpeaTorpacms,
apTporpadms, Xucrepocannurrorpacus, ductynorpadms, guckorpadus,
ranaxkrorpacus, Xonawruorpadus, fakpuounctorpadus, cnanorpadns,
peTporpagHa ypeTporpacus, peTporpagHa nuenc-ypeTporpadgus.

lomeron® 350

WHTpaeeHosHa yporpadus ( Npy Bb3pacTH U B NEANaTPUSTA), KOMMIOTbEPHA

ToMorpacus (TsI0), HTPaBEHO3Ha AUTUTANHA cyGTPaKLMoHHa aHrmorpacus,
KOHBEHLIMOHANHa aHruorpadus, UHTpaapTepuanta puritanHa cyoTpakumoH
anrmorpagusi, axrmokapauorpadus (Mpy BL3PACTHU U B NeanaTpusTa),




KOHBEHUMOHANHA CesleKTuBHa KOPoHapHa apTepuorpading, nHTepBeHUMoHarnHa
koponapHa apTepuorpadus, aptporpadus, XuctepocannuHrorpadms,
thucTynorpachus, ranakrorpadms, peTporpagHa XofiaHrnorpadguns,
Jaxkpuouuctorpadus, chanorpaduns.

lomeron® 400

WutpaBeHosHa yporpadus ( Npy Bb3PACTHY, BRITIOYUTENHO U T3y G ObOpeunn
3abonsABaHus unn anabeT), KOMMIOTBPHA ToMorpachia (TsAMO0), KOHBEHLMOHANHA
anryorpachusi, YHTpaapTepuania AWrnTania cybTpakuuoHHa anruorpacus,
axruoxapauorpacusi (Mpy BB3PacTHY Y B NEANaTPUSTA), KOHBEHUMOHASHA
CernexTuBHa kopoHapHa apTepuorpadus, MHTepBEHLMONanHa KopoHapHa
apTepuorpacus, ductynorpacus, ranakrorpadms, AakpuoLncrorpacus,
cnanorpacus.

4.2 llo3upoBKa ¥ HayMH Ha yRoTpeba

I'lokasanus KoHueHTpalus Mpenopvuarn goan
WHTpapeHo3Ha 250, 300, 350, Bxapacthn: 50-150 m)
yporpadus 400 HosopogeHnn: 3-4.8 mifkg

Kupmaueta: 2.5-4 mifkg
Heua: 1-1.25 mikg®

IMepuchepHa 200, 250, 300 Bwspactan: 10-100 mi.
dneGorpadus losata moxe fia ce noBTOPU npy
Heobxoaumocrt.?

(10-50 ml 3a ropuy Kpaitnmuu;
50-100 mi 3a gonHu KpaiHULK).

Hurutanua 200 Bwapacthu: 10-100 ml.
cybTpakumorHa Hosata moxe fa ce noBTOpYU NpY
dneBorpachusi HeoOXxoAMMOCT.”

(10-50 mi za ropru Kpaﬁﬂmﬁw;




CT (rnaBa) 200,250,300 Bbapactiu: 50-200 ml.
Oeua?®

CT (Tano) 200,250,300, BespacTtan: 100-200 mil.

350, 400 Heua?
Kaeeprozorpadms 200, 300 Bwspacthu: go 100 ml.
WuTpaBenosxa DSA 250, 300, 350, Bw3pacthu 100-250 ml

400 Heua® '
KoHBeHUMoHanHa aHruorpacvs
Aptepuorpadus Ha 300, 350 BtapacThu °
TOPHW KpaiHuuw
ApTtepuorpadms Ha Tas3 u | 300, 350, 400 BbapacThy P
JOJTHUA KpallHULIK
AbpomutariHa 300, 350, 400 BbapacTHu ©
aprepuorpaduns
ApTepuorpadns Ha 300, 350 BwapactHu °
aopTa gecueraeHc
[lynmonaniHa 300, 350, 400 BwspactHn: go 170 ml.
aHruorpacums
MosrYHa aHrmnorpadus 300, 350 Bbapacthu: go 100 ml.
ApTepuorpacva B 300 Oeua : no 130 mi?2.
rieauarpusaTa
VnTepeeHLMOHanHa 300, 350, 400 BoapacTHu ”

Oeua *®

WiHTpaapTtepnanua DSA

Mozruna 200, 300, 350 Bwapacthu: 30-60 mi 3a oty
orneg. '

5-10 ml 3a cenekTnBHY

VHXEKLIUN

Heua ?




TopakanHa 200, 300 Bbapacthu P: 20-25 mi ( aopTa )
[lo3aTta Mmoxe fa ce NosTopy npu
HeobxogumocT.
20 mi (BpoHxuanHu apTepuis)
AopTHa fbra 200, 300, 350 Bb3pactHu®
Kopem 200, 250, 300 BbapactHu®
AopTorpadusi 200, 300, 350 Bb3pacTHu®
TpaHcnymGanta 200, 300 Bb3pacTHu ?
aoprorpacus
Mepudpepna 200, 250, 300 BwapactHu: 5-10 ml aa
aprepuorpacpus CeNneKTUBHY uxekUy no 250 ml
Heua 2
WuTepeeruuonania 200, 300 Bwapactiu: 10-30 ml sa
CENEKTUBHIK UHXeKL KUK Ao 250 mi
[eua ?
AHrnokapaunorpadmns 300, 330, 400 BbapacTHu
Heua: 3-5 mlitkg
KoHBeHuoHanHa 300, 350, 400 BbapactHu: 4-10 ml
CEneKTUBHa KopoHapHa apTepuarnto. [lozara Moxe Aa ce
apTepuorpacus NOBTOPK Mpy HEODXOLUMOCT.
ERCP 200, 300 Bwapacthun: go 100 mi
AucrtepocannuHrorpacus | 200, 300, 350 Bbapacthu: o 35 ml
bucryrorpacus 300, 350, 400 Bwsapacthn: go 100 ml
Huckorpacdus 300 Bb3pacthu: go 4 mil




lanaxrorpadus 300, 350, 400 Bt3spacTthn: 0.15-1.2 ml 3a
UHXEeKLUS

JakpuouncTorpadus 300, 350, 400 BeapacTthun: 2.5-8 ml 3a
UHXeKUns

Cwanorpadns 300, 350, 400 Buapactan: 1-3 ml 3a urxexuns

PeTtporpagna 200, 300, 350 Bxapacthu: go 60 mi

XonaxHruorpacus

PeTtporpaaha 200, 300 Bbspactin: 20-100 ml

ypeTeporpadua

PeTporpagsa nueno- 200, 300 Bwapacthu: 10- 20 ml 3a

ypeTporpacdus NHKeKUNs

% - B 3aBUCMOCT OT TErFoTO U Bb3pacTia.

b _ Ha ne napgeumaea 250 ml. O6eMbT Ha BCsika VHXEKLIMA 3asBuch OT
n3cnepsaHata obnacr.

¢- [a He HapBuasa 350 mi.

CT - xomniloTbpHa TOMOrpadus

DSA - purntansa cyGTpakumonHa arrvorpacus

ERCP- ehpockoncka petporpagna XosnaHrno-navkpeaTorpacus

4.3 lNMpoTuBONOKazauus

Hama abconioTHM nipoTuBOnokasanus 3a ynotpebara Ha HeloHHM ypo-
aHTMOrpadunyHn KOHTPACTHIN BEWECTB, C 3KITIOYEHKe Ha RapanpoTenHeMns Ha
BangeHuwpbom, MYNTUNAEH MUENoM W TexKa YepHodpobrHa v 6bOpeuna
HEeAOCTaTLYHOCT.

WsriefBaHeTo Ha JKEHCKUTE FeHWTanumn ApY NOJO3WpaHa unu noTBLpPAEHa
BpeMeHHOCT 1 B criyuan ¢ OCTPO BL3NaleHne € MpoTMBONOKasaHo.

N, 0
S



4.4 Crieynariny FPOTHBONOKE3aHMS M CreLUManHu npenynpexneHusi 3a
yrnioTpeba

B npeaBni BL3MOXHN CEPUO3HN CTRaHWUYHK peakuuy, ynoTpebaTta Ha opraHuyHu
oJHK KOHTpacTHM BellecTBa On TpsbiBano ga Gbhe orpaHuyeHo camo 3a
criyqawre, MpU KOMTO € npeumsupaHa HeobXogumocTTa oT KOHTPacTHO
nacnegsaHe. Ta 6n Tpsabeano ga 6bae olieHeHa Ha DasaTta Ha KNUHWYHNUS CTaTYC
Ha MauveHTa, CbC CheuunanHo BHUMaHWe 33 CbLUECTBYBALUM NATOMOTUYHU
U3MEHEHMS Ha CbhPAEYHO-ChAOBATa, OTAENUTENHaTa U XIThYHO-YepHoapoBHaTa
cucTemu.

KoHTpacthute BellecTBa 3a aHrmokappuorpadcku npoueaypw Tpsibea ga ce
npuriarat B GonHuum U xMHKMKM ¢ oBopyaBaHe u of6yyeH nepcoHan 3a
VHTEH3UBHY MPUKY MPU CRELUHN Cry4a.

3a Apyru no-0BUKHOBEHU AUarHoCTUUHU MpoLesypy, Usnckeallu ynotpebaTta Ha
fiopHY KOHTPACTHU BELUeCTBa, AbPXKABHUTE UAN YaCTHUTE WHCTUTYLIMKN, KbAETO
ce npoBeXaar, Tpabea 4a MMAaT roTOBHOCT 3a PeaHUMaUUOoHHN 1 TepaneBTiHN
MEepKW.

YrnoTtpeba ripy HOBOpOAeHU, KbpMaueTa, Aela:

Manknte KbpMmadeta (Bb3pacT nog 1 ropuHa) , ocoBeHo HoBopodeHuTe ca
NOAaTNMBY HA eNeKTPONUTHN 1 XeMoAUHaAMNYHK HapylueHusl. Tpabea fa 6bae
0ObPHATO BHMMAHUE Ha [03aTa, KOSITO LUE Ce K3MNon3sa, Ha OTHenHUTe AeTaiinm
Ha npoLueayparta ¥ Ha cTaTyca Ha nalueHTa.

YrnoTpeba npu no-BL3pacTHW NaleHTH:

lNo-BbL3pacTHUTE MAaUMEHTU ca C MO-BUCOK PUCK Ha CTPaHMYHW peakim KbM
KOHTpacTHU BelecTsa.

MuoxapaHa ncxemus, TEXKM apuTMUM X EKCTPacUCTONM Ca NO-BEPOSTHU MO
BPEME Ha W3CileABaHeTo Npy Te3n nauneHT. YecTo cpeltanarta koMbuHauvs oT
HEBPOMOMMYHN CMYLIIEHUS Y TEKKN CHLEOBY NMATOSNIONMU TpeiCTaBNABAT CEPUO3HO
YCOXHEHNE.,

BepositHocTTa oT ocTpa 6b6peyHa He[oCTaTEUHOCT € NO-BUCOKA.




YrioTpeba npu nauMeHTH CHLC CNELMMNYHYN NATONOMMYHU ChbCTOSHUS:
CBPHLXUYYBCTBUTENHOCT KbM OAKHK KOHTPACTHM BeluecTsa.

CBpBLXUYBCTBUTENHOCTTa WA aHaMHE3aTa 3@ PEaKLum KoM HOLHN KOHTPaCTHU
BelecTBa yBenu4aBa pucka OT NOBTapsiHe Ha TEXKM peakLmMu KbM HelloHHUTE
BewjecTea.

AnepriuHo npenpasnonoxeHne:

CTpaHuunuTe peakumm KbM OAHWM KOHTPACTHW BellecTBa ca No-YecTW npu
AauveHTy, MMalln aHaMHesa 3a anepruu: CeHHa Xpema, oBpUB U XpaHuTenHa
aneprus.

Mauuesty ¢ acTma:

PuckbT oT OpoHXocraseM € Mo-BUCOK Crefl NMPWIoKeHUeTo Ha KOHTPaCTHU
BELLECTBA.

AvrniepTupeonavssM, HOOO3Ha CTPyMa:

MarikoTo kosimuecTBo Ha CBOGOAHNS HEopraHuyeH on, npuckCTBYRALl B
KOHTpacTHUTE BeLLEeCTBa, MOXE [a OKaXe Bb3felicTBUE BbPXY hyHKUMATA Ha
WNTOBUAHATA JKNesa: Tesu eeKT ca No-u3Pa3eHn Npyu naLmeHTH ¢
XUNEPTUPEONINIBM Unu cTpyma. Crien, NpraoKeHNeTo Ha HOHHN KOHTPaCTHU
BeliecTRa ca HabnlogasaHn TUPEOTOKCHYHN KpNay,

uTpaapTepuanHo u MHTPABEHO3HO NPMIOXEHUE
Tlpunoxenue np nauNeHMIL Coc CREUUGUIRY NAMOAOZUNHIL CEOMOSHIUS,

BwOpeuna HegOCTATLYHOCT

TlpunoXeHNeTo Ha KOHTPACTHY BeLIECTsa Npy CcelllecTBYBaWo BEOpeyHo
3abornseane MOXe [la NpeApasnosioXu KbM 0CTPO B1L0peuro HapylueHne.
FlpeBaHTMBHUTE MEPKY BKMIOYBAT MASHTUMKALNS Ha NALIMEHTU G BUCOK pPUCK,
ocurypena afiekBaTHa xuapaTalvs npeamn npunoXeHMeTo Ha KOHTPacTHY




BELUESCTEa, 3a npefinouyTaHe MHTPaBeHo3Ha MHAY3Ns npeam 1 fo BpeMe Ha
Npoueaypata A0 OTAESNSAHETO Ha KOHTPACTHUTE BeluecTBa oT OLGpeuuTe;
n3bsirBaHe, Korato € Bb3MOXHO NPUIOXEHNETO Ha HePOTOKCUYHM NekapeTaa
VI TEXKN XNPYPruYiHY npoueaypy, kato 6u6pedHa aHrMonnacTika, [oKaTo
KOHTpacTHUTE BellecTBa He ObAaT eKcKpeTUpaHn; OTRaraHeTo Ha HoBO
KOHTPacTHO nacnejsaHe 40 Bb3CTaHOBsIBaHe Ha 6u6peyHaTa dyHKUUS.
MNauneHTnTe Ha BManu3a MOTaT [a ce U3CHEBaT G KOHTPacTHN BellecTBa
(Takuea kato lomeprol), camo ako moraT Morar Aa Obaart oTaeneHu ypes
ananuaa.

Auaber

Hanuuueto Ha 6uOpeykn yepexaakus npy nauneHTn ¢ anader e euH ot
thaxkTopuTe, npegpasnonaray keM Gu6pedynn YCHOXHEHNSA crneq,
NpUNioKEHNETO Ha KOHTPacTHK BelecTsa. Kato npegnasHa mMsapka
bursaHnauHnTe 61 TpsIGBANIO Aia ce chpaT 48 Yaca npeav NnpuoXeHneTo Ha
KOHTPACTHU BellecTea U npuema Um fia 6b/e Bh3cTaHOBEH, CaMo crefl KOHTPOJI
Ha OvbpeyuHaTa yHKLKs.

MynTunren MuesioM, napanpoTeMHeMus

MysiTunneHust MMeriom u napanpoTenHeMinst ca NpOTUBONOKA3aHUs 3a
nipunioxenueto Ha lomeron®. HeoBxogumo e aa ce Baeme o BHUMaHUE, ye
NPUCBCTBUETO Ha MUENOMaTOo3a Nk iapanpoTenHemns e dakrop,
npefpasnonaratl kbM 6BOpeqHY yeroXHeHUs cries MPUNoXKeHNETo Ha
KOHTPACTHN BeluecTBa. AfleKBaTHa XuapartaLus € npenopbUMTenta,

deoxpoMoLMTOM
Teay naunenTM worat ga paseBuAT  TEXKM (psOKO HeKoHTponupyemm)
XUNEPTOHUYHN KpU3KM CFlef, WHTPaBACKYNAPHOTO MPUAOKEHUE Ha KOHTPACTHM

Beulectsa — OOMKHOBEHHO Ti0 Bpeme Ha papnonoruylarta npouepypa.

TexKn vepHOAPOGHM 1 6L6peyrn HapyieHus




WanorisBaneTo Ha lomeron® o6ukHoseHo e npoTusonokasaHo. Heobxoaumo e ga
ce B3eMe nog BHUMaHne, Ye KoMOUHaLMsITa OT TEeXKM YePHOAPOGHN 1 6LEpeyHu
HapylleHna 1oxe [a sabaBy ekckpeUusiTa HAa KOHTPacTHY BEllecTEa.

Rl

Texkn CbpAeyHOo-CHA0BU 3abonaBaHus

py NaUUEHTH C TEXKU ChbpaeyHK 3a60fsBaHNs U 0coBEHO npu Te3y cbe
CbPAEYHa HeJOCTaTLYHOCT Y 3ab0NABaHNA Ha KOPOHAPHUTE apTepuy uMa no-
BMCOK PUCK OT TEXKM peakumu. MHTparackynapHOTO NPUNOXeHue Ha
KOHTPACTHM BelHeCcTBa MOXe Aa Aoseae [0 6enogpobeH OTTOK NPy NauyeHT ¢
Ha4arnHa uny nssieeHa cbpAaeyHa He[ocTaTEYHOCT. [pUnoXeHeTo Ha
KOHTPacTHK BellecTsa npn benogpobHa xunepToHus n 3abonseanns Ha
CbpAcHHUTE Knaliu, MoXXe Aa AoBee 40 ONpeAeneHn XeMOAUHAMUYHY
npomern. Vicxemuyknte EKI npomMenn 1 TeXKUTE apuTmMiy 0BUKHOBEHHO ce
CpeLaT Nnpy No-Bb3PacTHU NALMEHTY 1 TESU ChC CILECTBYBALUW CBPAEYHN
3abonaBaHust: TAXHATA YECTOTA U TEXECT 3aBUCH OT TEXECTTa Ha CbpAEuHOTO
3abonsBaHe. TexKUTE ¥ XPOHUYHN XMITEPTOHUM MOTaT Aa yBenuuar pucka ot
6BOpeuHo yBpexaaHe cries MpUoXeHne Ha KOHTPACTHN BELLeCTEa U PUCKELT €
CBBbP3aH ¢ KaTeTapusalnoHHaTa lpoueaypa.

Hapyiienus g LIHC

OcobeHo BHMMaHUe Tpsabea fa Ce OTAENN Ha MHTPABACKYNAPHOTO MPUNoKeHre
Ha KOHTPacTHY BelliecTBa NPU NaMEeHTN G MOSLYHY HapyLLeHUs], OCTPU UHTPA-
KpaHuanHu KpbLBOMSNUBY U CbCTOSHUSA, BKITIOUBALUYM YBPEXAaHMS HA KPbBHO-
MosbuHaTa fapuepa, MO3bYEH OTTOK W OCTPa AemMuenuHusaums. Hannyneto Ha
UHTPaKpaHWarHv TYMOPU WMk MeTacTask ¥ aHamHesa 3a enunencust Moxe aa
yBEnm4M BEPOSTHOCTTA OT KOHBYIICMBHU NpUnagbun. Hesporiormunute
CUMNTOMY Ha AereHepaTUBHY, BL3NaNUTENHN UM HEORAACTUYHN MO3BYHO-
Cb0BY NATOMOTMN MOFaT fia Ge USOCTPSIT OT NPUNOKEHNETO Ha KOHTPACTHU
BellecTsa. MHTpaBacKynapHOTO NPUAIOXKEHNE Ha KOHTPECTHI BEIECTBa MOXE
Aa NpryvHW BasocnasbM ¥ Nocneagatila ModbyHa ncxemust. [aumeHTuTe cbe
CUMNTOMaTUYHY MO3bYHO-CbA0BY 3ab0MNsBaHust, NPeceH VHCYNT WU YecTH
APEX0AHN MCXEMIUYHN aTakKy ca C Mo-BUCOK PUCK OT NPEXO4HN HEBPONOrMYHI
YCROXKHEHUS.




ATKOXONU3BM

KinhnuHo € fLoKasaHo, Ye 0CTPUS M XPOHUYESH aMKOXONN3bM yBenmyasaT
NPOMyCKNMBOCTTa Ha KPBBHO-MO3bYHaTa Gapuepa. Tosa yriecHsBa
MPEMUHABAHETO Ha HOJHMTE areHTy B MO3LYHaTa ThKaK 1 BepPOSiTHO BOAW [0
Hapyeduna s LINGC.

KoHTpacTHuTe BeluecTsa TpsibBa fia ce U3nonsBaT ¢ BHUMaHNE, 3aL10To uMa
BEPOATHOCT ja HaMasisiT M'bpYoBUs fpar.

Hapkomanusa

TpsiGsa Aa ce n3nonsBaT ¢ BHUMAHWE NPY HapKOMaHWs, 3aLL0TO UMa
BEPOATHOCT [Ja HaMansT MbPU0BMKS Npar,

OTHocHO naunenTuTe
Xunparauus

TexknTe HapyLeHNsT Ha BOOHNS U enekTponuteH BanaHc 6u TpaGeano Aa 6baar
Kopurnpadi, ocoGeHo NpY naumMeHTh ¢ MyNTUINEH MUenom, avabeT, nonnypus,
Onnrypus, Xunepypukemns, kakTo v npy 6ebeta, Manku fela U no-BbL3pacTHN
nauueHT. Tpabea fa 6bAe ocurypeHa apexsatHa Xuapartauus npegn
MPUINOXEHNETO Ha KOHTPACTHK BELLECcTBa.

Jlnetuuen cuBer
AKO He e NPeANUCcaHo APYro oT AeKaps, Moxe fa 6bae npunoXeda AneTa B
ACHA Ha NPUINOXEHNETO Ha KOHTPACTHY BewecTBa. TpsicBa fa Obae ocurypeHo

S[ieKBATHO KONUYECTBO TEYHOCTY U ABa Yaca fpenn npouesypara nauueHTuTe
He Tpabsa pa ce XpaHsT.

Mpemenuxauua




MNpy nauyenTn ¢ heoxpomMoLMTOM NpemMeankaLns ¢ a-6rokepm e
npenopeYnTeniHa, 3alloTo UMa PUCK OT XUNMEPTOHNYHY KPU3Y.

AnamHe3sa 3a CBPBEX4YYBCTBWTERHOCT

IMpu nauueHTy c anepruiHo NPeApPasnonokeHne, N3BECTHA
CBPBXYYBCTBUTENHOCT KbM I04HN KOHTPACTHY BELLECTBA U aHaMHes3a 3a acTMa,
npeMeaukaLmnsTa ¢ aHTUXUCTaMUHN WY KOpTUKOCTEPOUaY MoXe Aa 6rae
B3€Ta Mo BHUMaHMWe, 3a Ja ce NPSAoTBPaTV BbaMOXHa aradunaktiyHa
peaxLus.

TpPeBOXHU CBLCTOSAHUS

Onepenexln cLCTOAHNA Ha 131:.36y.qa, nofarucHaTocT 1 Honka morat Aa 3acunar
CTpaHU4HWUTE peakuii, CBbp3aHu ¢ KOHTPacTHUTE BelyecTea. Tean nauneHti
Morar ga BseMaTt cegaruea.

CtnpoBoxpala Teparnns

Hesponentuum u aHTugenpecanTv 61 TpabBano ga 6baar npekbcHat 48 yaca
npenw uscnenBaHeTo, 3all0To Te HamanssaT MbpyoBus npar. JieyekneTo 6u
Tpsi0bBano fa 6bae BL306HOBEHO 10 24 Yaca cred npouenypara.
AHTUKOHBYrCUBHaTa Tepanist He Tpsibea ga 6bae npexsceava v Tpabea aa
6be NpuilokeHa B ONTUManHa 503a.

OTHOoCcHO npouenyparta
Koarynauus, npoMuBaHe Ha KaTeTpy

CBO#CTBO Ha He-ioHHUTE KOHTPACTY € U3BBbHPEAHO HUCKaTa UHTePdIepeHLIUs G
HOPManHUTe (OUNONMOTMYHN MYHKUMU. B peaynTart Ha TOBa He-ioHHUTe
KOHTPacTHYU BellecTBa UMaT no-crnabo aHTn-koarynaHTHO GeNCTBUE UH-BATPO OT
WOHHUTE KOHTpacTU. MeanUMHCKUAT nepcoHan, U3BbpLIBaLL Ch0BN
KaTeTapusaLlMoHHK npolenypy, TpsbBa 4a uMa roToBHOCT U 4a oTaens
Crelnanyo BHUMaHne Ha anruorpadckara TEXHUKE U NpOMUBAHETO Ha




KaTeTpuTe U no To3M Ha4uH A2 NPefoTBPaTH PUCKa OT CBbP3aHUTE C
npoueaypata TpoMBo3an 1 embonun.

Habrnropnenne wa naunenTa.

Mo BL3MOXHOCT MHTPABACKYNAPHOTO NPUMOKEHHE Ha KOHTPacTHK BelecTsa
Tpsi0Ba Aa ce n3BbLPLUBA HA NALMEHTY B NEXALL0 NONOKEHNE.

MaunenTuTe TpsiGaa Aa 6baaT HAONIOAABAHY Hall-Mako TPUAECET MUHYTU Cren
n3crneaBaHeTo.

lNpensaputenHo TecTyBaHe.

TecToBeTe 3a CBPBbXUYRCTBUTENHOCT HE Ce MPenopbYBAT, Thii KATO TEXKUTE UMK
dharartn peakuny KsM KOHTPECTHW BEILECTRBA HE MOFaT Aa ce npegBuast oT
aHaMHe3aTa Ha NalneHTa NIk OT TeCTa 3a CBPBXUYBCTBUTENHOCT.

4.5 JlekapcTRehn v apyru B3auMopeicTBUS

TecToBe 3a mUTOBMAHATaA (hyHKLMSA,

Cnen npunoxeHneTo Ha ROAHN KOHTPACTHU BEUleCcTBa, cnocobHocTTa Ha
WITOBNAHATA ThKaH Aa noeMa PafMons0ToNN 3a JUarHOCTIKa Ha HapyLueHUs B
LINTOBUAHETA XJIe3a € HamalieHa 3a noBeye oT ABE CeAMNLIM UMM JOpU 33 No-
ObITBEI TEPUOA B HAKOM Criydau.

JiabopatopHu TecToBe.

BrcokuTe KOHUEHTpauuu Ha KOHTPacTHM BellecTBa B cepyma u ypuhata morart
A3 NDOMEHAT pesynTaTute oT slabopaTopHuTe TecToBe 3a BunupyBuH, npoTenHu
WUIY HeOpraHnyHY BELLECTRBa (T.e. Xern30, Mes, Kanuuu, tocdar).
BsaumopeiicTBus ¢ BelyecTBa 3a opanHa Xoneuuncrtorpachuns.
llwTepatyphata cnpaBka He nokasa BsaumomelcTeus Ha 6BOpeuHo

EKCKpeTUpaunTe KOHTPAacTHW Beljectea ¢ OpasiHATE KOHTPAaCTHK Bellec
M3norn3Bann 3a XO]'!GLLI/IGTOI‘DBCPWH.




4.6 bpemMeHHOCT U KbpMmeHe

WacriensanusaTa BbPpXyY XUBOTHU HE NOKA3BAT TepaTtoreHeH unv emobproToKCcHYEH
ehekT cries NpUIIOKEeHNeTo Ha lomeprol. Kakto # npn apyrite He-ioHHN
KOHTPACTHI BELLECTBA HAMA KOHTPOMMPaHU NPoyyuBaHus Npu OpemeHHM XKeHu,
KOWTO fia noaTebpAsT Oe3onacHocTTa npu ynotpeGaTa um. ManaraneTo Ha
panvalus no Bpeme Ha OpemMeHHOCT TpsbBa Aa Obae nsbsarsaro, satosa
MON3UTE OT PEHTIEHOBO n3chefBaHe ¢ Uk 6es KOHTPaCT, TpsbBa aa 6vgaT
fpeUeHABantn Cpellly Bb3MOXHUS prck. KoHTpacTHuTe BellecTsa ce
eKcKpeTupart cnabo B kbpMata. OT onuTa, NpraotuT focera yBpexaaHus Ha
KbpmMadeTra He ca Habmogasanu,

4.7 EdiekTi BLPXY CriocobHOCTTa 32 wodpane ¥ pabota ¢ MalUHK

Psinko moraT [ia ce HabrilofaBaT KsCHU peakuvm crepn NPUAOKEHNETO Ha HOgHN
KOHTPacTHU BellecTsa. [lpe3 nbpeuTe 24 4aca Glies NPUAIOKEHWETO Ha
KOHTPaCcTHN BellecTBa He e )enarenernHo Wwodpnpate n pabota ¢ MaluiH,

4.8 Hexeranu riekapcTREHW peakuun

Ynotpebata Ha HOAHW CbCTABKU MOXE fa NPWYMHY KakTo nexw Ao ymepedu
HEXCMNaHU peakuun, Taka M NO-TEXKM C BLb3MOXHK daTarnHy aHagUNakTuuH®
peakumy.

YMepeHUTe CUMNTOMM BKIIIOUBAT: HYBCTBO Ha 3atonnsHe u Gorika { B oBnacrra
HA WHKEKUMATA, IPBAHUS KoL, rbpba), CTyAeHUHa, TeMriepaTypa, acTeHus,
BWEHE Ha CBAT, l'afieHe, noBpbLLaHe, usnoTsBaHe, 6riefHoCT, 3a0yX, ymepeHa
XunoTeHsus, oblumpen eputem, oTTok. OCBeH ToBa MOraT Aa 6wpar
Habniofasahu: BL3GYAa, rnascbonue, napuHreaneH OTTOK vnAu HabwbBase Ha
HOCHaTa nuraesnuia. Koxtute peakuuy mMorart ga 6sgar npeacraBern nog
thopmata Ha pasHooGpasHu oBpuBY unn ypTUKapus u cupbex. Mo-Texknte
HEXENarn peakLni BKIIOYBAT MPOMEHN B ChPAEYHO-Ch0BaTa CUCTema,
BKITIOUNTENHO nepudepHa Basogunarauys ¢ nogyeprana XUNOTOHMS,
XUNEPTOHYS, Taxukapaus unk 6pagukapaus, UMaHo3a, QUCTHES |1 UMPKYraTopeHx
Konanc.




VIHTpaBeHo3HOTO U MHTPaapTepuanHoTo NpUIoKeHNe Ha KOHTPacTHW areHTy
MOXE fia npuinHY CUMATOMM, CBBP3aHN ¢ Hapywenns B LIHC: Tpemop,
MYCKYFHIW Cliasmu, NCUXnyecku HapylieHns, saryba Ha cb3aHne, CMYLLEHUs B
3PUTENHOTO MoJ1e, MYCKYITHY napanusy, adasus, KOHBYNCUBHY Npuniagbuy 1
Koma.

OBUKHOBEHHO CUMNTOMUTE Ca HE3HAUUTERHN, KpaTKoTpaHy n
camoorpanudasay ce. llo-cepuosHute HéBpOﬂOl‘W—lHM YCHOXHEHUs1 MoraT aa
Ce AbmaT Ha npefliecTeyBalla natosiorus. Npexopta 6L6peyna
HEAOCTATHYHOCT C ONUIYPUS, NPOTEVHYDUSA U YBENNYasaHe HUBOTO Ha
kpeatuHuHa B cepyma Morat Ja Bb3HUKHAT, 0CoBEHOo Npu nauueHTy ¢
npeAwlecTeyralil Hapylienus Ha 6bbpeurara yHKUMsA. Ha msicToTo Ha
UHXEKLMATa MoXe Aa ce Habntogasa 6onka, KPBBOWINUE 1 OTTOK. Psiako B
Giyyait Ha KPHBOWSIIUE MOXE Ja NOCNEABa ThKaHHa peakuus,

4.9 lNpepozupante

I'Ipe,qosmp‘aHeTo MOXe fia foBeie [0 CEPNO3HN HeXenaHn peakiiil rRaBHO OT
CTpaHa Ha nynMoHarnHaTa 1 CbpAeyHOo-CBA0BaTa CUCTEMN. JieueHneTo Ha
npefosnparleTo € Mo OTHOLLeHWE Ha NnoaobpyKaHle Ha BUTanHute CbYHKUMVI it
ocuUrypsieaHe Ha HaBpeMeHHa cuMIToMaTiyHa Tepanna. Iomeprol HeE Ge CBbp3Ba
C nRasMeHnTe Uit cepymMHuTe DenThL 1 GrefoBaTenHo € gnannanpyem.

CroitHocTute Ha LDsp (g fioafkg) sa lomeprol npy xMBOTHY ca:

NHTpaBeHO3HO NPUNOKeHNE: 19.9 (19.3-20.5) ( MuLLKa)
14.5 (13.2-16.0) ( nnwbx )
>12.5 ( kyue)

WHTpanepuToHeanto npuroxexue: 26.1 (13.1-29.2 ) (Mmmwuka)
10 (8.9-11.3) (nAwex)

Wutpauepebpanto npurioxenmne: 1.3 (1.2-1.5) (Muka)

WHpauucrepHanHo NpuIioxeHne: >1.2 (LX)

MHpaxapoTuaHo npunoXxenue:; 5.8 (4.64-7.25) (nnux)

5 ®apMaKoNorMYHY SaHHU

5.1 ®apmakofuHamMUYHK CBORKCTBA




lomeron cbabPKa KaTo akTuBHE CBCTABKA lomeprol, koiito e 3-lioaen, He-iioHeH
KOHTPAcTeH areHT M Ge U3Norn3Bea 3a PEHTIeHOBN N3CNeaBakys.

5.2 DapmaKOKMHETUYHU CBONCTEA

®apMaKkoKNHeTUKaTa, MOHOCUMOCTTA U AMArHOCTUYHATE edUKacHOCT Ha
lomeprol B pasTBOpK, ChaBpKAIM [0 400mg itoa/ml ca nanpobeanm npy 3apaeu
A06poBoiLYM 1 NAUMEHT ¢ MHAVKALWMY 3a yporpcusi, anrmorpadvis, CT u
W3cneisare Ha TenecHuTe KyxuHu. llabopatophuTe napaMeTpy i BUTanHKTE
NoKasaTenin He NOKa3BaT KMWHWYHO 3HAYNMU 3MEHEeHMNs.
dapmakokmHeTuKaTa Ha lomeprol, BLBeaeH WHTPaBacKyIiapHo, onucaHa mnpn
ABYKOMRapTUMeHTeH Mofern, nokassa 6bpsa (hasa Ha pasnpeneneHne u rno-
baBHa hasa Ha enmnHNpane. Mpw 18 3ppaBu nobposonyy, cpenHusa
MOMYXMBOT Ha dhasaTa Ha pasnpegernieHue n Ha dazara Ha enuMuHUpate ca
CbOTBETHO 23114 (s) min v 10920 (s) min, ¢ 50% 6u0peyHa exckpeuns: ao 2
yaca cnej BbBEeXdaHeTo.

5.3 lNpepknMHuyHY AaHHW 33 Ge30HacHoCT

Pesynratute ot uscnefsanmusTa npy nTbX0Be, MULLKY 1 KyJyeTta nokasear,4e
lomeprol npuTexasa ocTpa TOKCUYHOCT MPY UHTPABEHO3HO UNY
VHTpaapTepuanHo npunoxeHne, MOJo6Ha Ha Tasn NPy ApyruTe He-HoHKNM
KOHTpacTH! BelllecTBa. CucTemiaTa NoHOCUMOCT Cries MOBTOpHa
UHTPaBPEHO3Ha aniKaLMs NPy NITbXoBe 1 kyyeTa e Hobpa. Cnen
WHTPABEHO3HO NpuioxeHue npu rirbxoee lomeprol ce pasnpeaers Mexgy
finasmara U excTpalienynapHoTo npocTpaHcTeo. lomeprol He ce cBbpP3Ba ¢
fnasmeHnTe npotenHn. He ce meTabonusupa 1 ce enuMUHMpa HOYT USLISTIO OT
Ovbpeunre. Mpu nbxoee 94% oT NpUNOXeHaTa 003a ce oTKpuBa,
HEMpOMeHeHa B ypuHaTta B nbpBuTe 8 uaca.

6. PapmaleBTUUHM JaHHK

6.1 CnMCHK Ha NOMOWHMTE BelllecTBa

(Ph.Eur.), Water for injections (Ph.Eur.).




lorneron® 150 CbAbPXa ( konnuectso /100 mi):
MomoruHu Bewwectea: Trometamol: 100 mg,
Hydrochloric acid (d=1.18):24 mg,

Water for injections q.s.a. 100 ml

lomeron® 200 cuabpia ( konndecTso /100 mi):
MomowHm BewecTea; Trometamol: 100 mg,
Hydrochloric acid (d=1.18):24 mg,

Water for injections q.s.a. 100 mi

lomeron €250 CbAaBPXa ( konndectso /100 mil):
MHomolwku Benjectea: Trometamol: 100 mg,
Hydrachloric acid (d=1.18):24 mg,

Water for injections q.s.a. 100 mi

lomeron® 300 cbabpxa ( konnuyectso/ 100 mi):
FlomotuHm Bewiectea: Trometamol: 100 mg,
Hydrochloric acid (d=1.18):24 mg,

Water for injections g.s.a. 100 ml

lomeron® 350 cvabpxa ( korvuecTso /100 ml):
FlomoLHn eetiectea; Trometamol: 100 mq,
Hydrochloric acid (d=1.18):24 mg,

Water for injections g.s.a. 100 ml

lomeron® 400 cbabpa ( KormuecTeo /100 mi):
FMomotuny sewectea: Trometamol: 100 mg,
Hydrochloric acid (d=1.18):24 mg,

Water for injections q.s.a. 100 ml

6.2 DUIUKO-XUMHUYHY HECLBMECTUMOCTH

3a fia ce usberere eBeHTyasiHa HECHBMECTUMOCT, KOHTPACTHMTE Bell,
TpsibBa Aa ce npunarat CbBMECTHO C APYIV MEAMKAMEHTH.




@

6.3 Cpok Ha rogHocT
5 roaunn.
6.4 Crieuuaniu ycnoeus Ha cbXpaHeHue

Ha ce nasn ot cBeThMHa. Makap ye UyBCTBUTENHOCCTA Ha lomeprol kbm
PEeHTTeHOBUTE NTb4YK e cnaba, Toil Tpsbea Ja ce CbxpaHaBa ganey or N3TOYHNLIN
Ha WoHnsMpaim nbum. KoHTpacTHUTe BeluecTea He ¢a fpefHasHadveHu sa
MHOTOKpaTHa yroTpeba. Kayuykosarta sanyilanka Tpsibsa aa ce rmpoboge camo
BEAHBLX.3anywankarta ce npobusa ¢ noaxoasua KaHIona, ¢ KoATO ce achupupa
PasTBopa B CMpUHLIOBKATa, HENMOCPeAGTBEHO Npeaw yioTpeba. KonuuectsoTto
Heu3nornasaH KoHTpacT TpsibBa Aa ce N3XBBLPNK.

6.5 llanny 3a onakoBKaTta

lomeron e nakeTupax B amnynu wnu Byturikv o7 cTekno TUN | krrac (Ph.Eur.).
Byrunikute ca saTBopenu ¢ xnop6ytunoea 3anyanka ¥ anymuHues neyar.

IOMERON® 200 ByTurixu 75 mi.
IOMERON® 250 ByTunkun 50 ml.
IOMERON® 300 ByTunku 100 ml.
IOMERON® 350 Bytunku 100 mi.
IOMERON® 400 ByTtunxu 100 ml.

6.6 lpenopwku npu ynotpeba

Hsama crieumantim npenopbku ripu ynoTpeba.

7. Ume n appec Ha npuTtexarens Ha paspelieHUeTo 3a ynorpeba




Bracco s.p.a.

Via Egidio Folli, 50
20134 Milano

ltaly

8. Peructpanyonex Ne B pernctipa 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 .
lomeron® 350 — Per. Ne 970 0015/31.01.1997 r.
lomeron® 400 — Per. Ne 970 0016/31.01.1997 r.

9. [lata Ha NbPBO paspeltaBane 3a ynoTpeba Ha FiekapcTBeHUa NMPOaYKT
(rofHOBsIBaHe Ha paspeleHneTo)

10. Hata na yacTuyHa akTyanusauus Ha TekcTa.

Hoemepnu 2001 r.




