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JIMCTOBKA: HHOOPMALUA 3A ITIOTPEBUTEJIA

Omuunak 350 mg [/ml HHXEeKUHOHEH Pa3TBOP
Omnipaque 350 mg I/ml solution for injection

Hoxekcon (Tohexol)

"pﬂ'—IETETE BHHMATECTHO UAJATA JIHCTOBKA TPEAH a4 Bu 0nae NMPHJI0MKEH OMHHNIAK, TBH KATO TH

CbAbpAa BaxkHa 3a Bac undopmaumus.
e 3ana3sere Ta3W JUCTOBKA. MOKe 1a ce HaIOXKH Ja A NMpoyYeTeTe OTHOBO.
e AKO MMaTe HAKAKBH JIOITBLJIHUTETHH BBITPOCH, MonuTaiTe Balms nekap.

e  AKO INOJTyuHTe HAKAKBH HeKeTaHUpeakuHH yBeaomMere Bamms nekap. ToBa BkIoYBa U BCHYKH
Bb3MOKHH HEXKeJIaHH peakUuWH, HEOMUCaHHU B Ta3u JIMCTOBKA. BuxkTe TouKa 4.

B Ta3u aucroBKa:

. KakBo npenacrasisa OMHHNAK U 32 KAKBO CE M3IMOJI3BA

2. KakBo TpsbBa 11a 3HaeTe, npeau aa u3noni3sare OMHHIIAK

3. Kak nxa usnoneare OMHHIAK

4, BBb3MOKHHU HEkKENaHH peaKkLHu

3. Kak na cexpangaBare OMHHNAK

6. CbabppkaHue Ha OMaKoBKaTa W JOMBbJIHUTEIHA HHpopMauus

. KakBo IpejacTaB/idBa OMHHIIAK H 32 KAKBO ce H3I0J13BA

To3u JICKAPCTBECH MPOAYKT CC U3IT0JI3BAa CAMO 34 IHArHOCTHKA. Toii ce U3no3Ba camMo 3a rnojnoMaraHe
HIIEHTHE!)HL[HPEHETG (,EIHEFHGCTHHEITEI.) Ha 3a0o0naBaHUATA.

OMHHUNaK e KOHTpacTHO cpeacTBo. Toil ce npunara npeau peHTreHorpagus, 3a aa Moxke BawmnsaT nekap

Ia MOJTY4YH Mo-sACHA KapTHHA.

e (nen kato Oble UHXKEKTUPAH, TOH nomara Ha Bamus nekap aa pa3rpaHi4d HOPMaAJIHHUA OT
HapylieHus obpa3 (popma) Ha HAKOHW OpraHu BbB Balus opraHusbMm.

e Toit MOXe aa ce U3roJsi3Ba npu peHTreHorpagus Ha Bawarta nukoyHa cMcTeMa, rpbOHaYHUA CTEIO
HJIH KPBBOHOCHHUTE CHAOBE, BKIIOUUTEIHO KPBBOHOCHHTE CHAOBE HAa ChPLETO.

e [Ipu HAKOM XOpa, TO3H JIEKAPCTBEH MPOAYKT CE INpUJIara nNpeayd UM 1Mo BpeMe Ha CKaHUpaHEeTO Ha
rraBaTa Wid TAJ0TO C MOMOLITA Ha KOMMIOTLpHA Tomorpadus. ToBa e BUJ CKaHUpaHe, NPH KOETO ce
M3MO0JI3BAT PEHTIEHOBH JIBYH.

e Toit MOXe na ce U3MoJI3Ba W 3a H3c/eABaHe Ha BammTe CIIFOHYEHH KII€3H, CTOMaxa M yepBara,
KaKTO M 3a M3cJIe/IBaHE Ha TeJIECHUTE KYXHHH, KaTo Ta3u B o0j1lacTra Ha CTaBUTE WM MAaTKaTa U

TpbOHUTE HA ANYHULIMTE.
Bammsar nekap we Bu 064cHu kou yacTu Ha BaweTto tano we 6baar uicineaBaHu (CKaHUpaHH).

2. Kaxkso TpsdBa aa 3Haere, npean Jaa msnoassare OMutiax

He u3znoJsizeaiite OMHHNAK:
e AKO UMare TeKKH npoOlieMH OT CTpaHa Ha LWUMTOBHIHATA XkKJie3a.




e AKO CTe aJIepriuHU (CBPbX4YYBCTBHTENHH) KbM AKTHBHOTO BELUECTBO (#HOXEKCON) HIIH KbM
HAKOR OT OCTAHAJINTE CHCTABKH HA OMHHITAK (MOCOYEHH B TOYKA 6).

IlpeaynpexaeHns U NpeANasHH MepKH

Il'oropete ¢ Bauing nexap npeau npunaraHeTe Ha OMHNNak:
¢ AKO HAKOra CTe HMAIH aAJlepI'HYHa peakUus cNej npHemMa Ha noxobro Ha OMHHIAK

JIEKAPCTBO, HAPEUEHO KOHTPACTHO cpeacTac (IIpu3HauuTe Ha anepriyHa peakliHa Moxke

71a BKITFOMBAT €AHO WITH MMOBEYE OT CICOHUATE; XPHIIOBE, 3aTPYAHEHO OAHULLAHE WITH

cTAraHe Wik Oonka B obnacrTa Ha rpbiHHA KoL, oOpHB HAH YIUTBTHEHHA 110 KOXATA,

CupOAILIM NeTHa, MexypH B 0O11acTTa Ha KOXKATa M B yCTaTa, 3a4cpBABaHe/Chpbek Ha

OYHTE, KAllJTULIA, OTOeNISHE Ha CEKPET OT HOCA, KHXaHE HAH APYTH alepruvHu

CHMITTOMH, OTOK Ha JIHLeTO, 3aMastHOCT UNIH NIPUMAJIABaHe (B pe3y/ITaT Ha MIOHIDKABAHE

Ha KPhBHOTO HAJIATaHE).

AKO BMaTe HAKAKBH NpodneMy OT ¢TpaHa Ha WIHTOBHIAHATA XJe3a.

AKo HmMaTe (CTe HMaTH) HAKAKBH aNepruy.

AKO HMaTe acTMa.

Ao uMare auader.

AKO HMaTe HAKAKBH MO3bYHM 3ab0J19BaHuA, HANPHUMEP TYMOPH, OTOK HITH Bh3MancHHe Ha

MO3bKa HNH CLCTOAHKUE, 3aCATALL0 KPHBOHOCHHUTE CHAOBE HAa MO3bKa, BKIKOUHTETHO KPBBHH

CbCHPELM HIIH KBPBCHCOT,

¢ AKO MMaTe WM CTE UMANTH TEXKO ChpIewHO 3abondasane (3acarailo cupueTo UM
KPBBOHOCHHUTE CbAOBE), BKIHOUUTENHO BUCOKO KPBRHO HanfraHe, KpbBHH ChbCHpELM, HHCYNT K
HapylleH ChbpAe4eH PUTEM (ApHTMHA).

e Axo HMmarte 6B0peyHy npolneMu unu npofneMu OT cTpaHa Ha yepHHua apob n HudpeunTe.

e Ako MMmare 3a00onABaHe Hape4YeHO MUACTEHHSA IPaBHC (CHCTOAHNE, BOZELIO 1a TEXKKA MYCKYJIHA
cnabocr).

* Ako umare peOXpOMUHATOM (NOCTOSHHO HIIM NPHCTLAHO MOBKHUIABAHE HA KPEBHOTO HANATAHE B
pe3VJITaT Ha PRABK TYMOp Ha HagObpOpeyHarTa »uic3a).

¢  AKO UMaTe XOMOUHUCTHHYPHUSA (CBCTOAHHE ¢ TTOBULLICHO OTHENIHE Ha aMHHOKHCETHHATA

HACTECHH B YpPUHATA).

AKO UMaTe HAKaKBH NpofiteMH OT CTpaHa Ha KPBBTAa WIH KOCTHUS MO3BK.

AKO HMaTe HAKaKBO 3a00N%BaHe Ha HMYHHATA CHCTEMA.

AKO HAKOra ¢Te HMany 3aBHCHMOCT OT aJIKOXCN MKW HAPKOTHLIN (WU nekapcTsa).

AKO HMaTe ernuIencus.

Axo BM npencton npoBeXAaHETO Ha H3CNEABaHKA 38 QYHKUMATA HA LIMTOBHAHATA XKJie3a B

PaMKHTE Ha CNICABALLKTE HAKONKO CEAMHUM.

» Axo umare OenoapoOHa XHIIEPTOHRA (BHCOKO KpbBHO HanAraHe B apTepruuTe Ha Baluure Genn
apobose).

AKO MMaTe NMapanpoTeHHeMHS (HAaIWYHETO Ha MPEKOMEPHO KONHYECTBO aOHOPMEH MPOTEHH B
KpBLBTa).

® AKO B ChIIIMA JicH BH nNpeacTou B3eMaHeTO Ha KPhB HAM YPUHA 33 U3CNEABAHE.

[To BpeMe HAK HeNOCpPEACTBEHO clied Mpoleaypa no obpazHa JHarHOCTHKA MOJKE Aa ITONYyYHTE 3a
KpaTKQ CHMIITOMH Ha MOIBYHO YBpSKAaHe, HapeueHo eHuedanonatus. HesabasHo yeegqomere Bamns
nekap, ako 3abenexure HAKO! OT CHMOTOMMTE W [TPH3IHALIUTE, CBBP3aHH C TOBA CHCTOAHHE, OITHCAHO B
TOYKA 4.

HapyueHns Ha LIHTOBHAHATA XJ1e3a MOraT Aa ce Habmonaear cnen npunoxkenne Ha OMHUNAK KakTo
MpH Oelia, TaKa W IPH BB3pacTHH. beberaTta cbo Morar Aa OBIaT HATOXKEHHU Upes MaltkaTa Mo BpeMe
Ha OpeMeHHOCT. MoXke aa ce Hanoxu BalusT iekap fa HU3BBPILUH TECTOBE 38 PYHKUMATA Ha




IIUTOBMAHATA K/1€3a Npear W/HITH clicd NpHiokeHHeTo Ha OMHUTIAK.

AKO He CT€ CHTYPHM, Ue HElO OT NOCOYEHOTO NMo-rope ce oTRacd Ao Bac, Mong nonmutalite Bams
nekap, npegu 1a Bu 6nae npunoxen OMHunak. Tosa ce oTHacsA 0coOeHOo 3a MALMEHTUTE C MHOXKECTBCH
Muenom (3abonasane Ha OeNnnTe KPBBHH KIIETKH), nHabet, Ob6peunn npobnemy, nalMeHTH B TOLLO

o610 chcTOAHKE, Iclla H MAUMEHTH B HanpeIHAIA Bb3PAcT.

Nlena u voHoOmI U

[Tpuemaiire 06MIHO KONTHYECTBO TEYHOCTH MIPSAH M clied Mpunaradeto Ha OMHuUak. Tora ce oTHacd
0coDEHO 3a KbpMaUueTa ¥ MaNki feua. JIekapcTea, KOHTO MOTAT Na yepeaar onbpeunte, He Tpabba na
CC NMpHEMAT COQHOBPEMEHHO C OMHHNAK.

OtaensHeTo Ha OMHUNAK OT OpraHu3Ma Ha KppMadec C BBE3IMOXHO Ja OTHCMC 1NOBCYC BpCMC B
CPaBHCHWE C OpraHH3Ma Ha BBR3PACTEH.

Mankute peua (noa | roaminHa Be3pacT) ¥ 0coOeHO HOBOPOACHHTE ¢a YYBCTBHTCITHI KbM NPOMEHHTE
B HAKOH NabopaTopHHu W3caeaBanus (banaHca Ha coly ¥ MHHEpPaH) H UMPKYIATOPHH TIPOMEHH B

KpBbBOOOpalleHHETO (MPHTOKA Ha KPBB KbM CBHPLETR).

JApyru nexkapcerea H OMHHTIAK

Mons, ysenomere Banina nekap, ako cte AnabeTHK H NpHeMaTe IEKAPCTBO, CHIBPXKAILO MeTQOPMHH,
Tpabea na kaxere Ha Banmsa nekap, ako nNpueMaTe WIH HaCKOpO CTE MMPHEMANnH UMY ¢ BLIMOXKHO A4
puUeMare APyrH NeKapcTea, BKIIOYMUTENIRO H TAKKWBA, OTIYCKaHi 0e3 pelienTa winu npueMare bera-
fnokepH, BazoakTHBHH BellecTha, ACE-HXHOUTOPH MJTH aHTHOTESH3IHHOBH AHTATOHUCTH (NIEKapCcTBa
W3MOJI3BaHM 3a JIeUeHHEe Ha BUCOKO KPBBRO HANATAHE) HITH aKO HACKOPO CTE NNEKYBaHH C HHTEPJIEBKHH~-2
HNU KHTepdepOHU (NekapcTBa MpUnaraHu npu nedesne Ha 3abonssaHus Ha UMYHHATA CHCTEMA),
aHTUAENpPECAHTH (JIEKapCTBa U3NOM3BAHH 33 JIEYeHHE HA MCUXWIHH 3a00NABaHHR, HAMp. AeTIpecHn).
Toea ce Hanara oT $akTa, 4e HIKOH NICKapcTBa MOXe J1a MOBNHAAT HA AelicTBHeTO Ha OMHUNAK,

Beta-OnokeprTe MOTaT na MOBHINAT PHCKA OT 3aTPYNHEHO OIWIIAHE H J1a TOBJIHAAT Ha TEYeHHETO Ha
TEXKKH aNeprudHU peakliK, KOETo € pUCK NMpH OMHHNAK.

JlaGopaTopuu HicaIeABaHNA

TpabBa pa xkaxere Ha Balna nexap viu MeIHLHHCKA cecTpa, ako BH ¢ npuioxeH OMHuAnak u Bue cre
[TOMOJIEHH Na JaJeTe KPbB WK ypHHa 3a nabopaTopHH H3cTedBaHHA B JIEHA Ha cCKaHMpaHeTo. ToBa € Taka,
3a0To OMHHTAK MOXKE Aa NOBAUAC Pe3yNTATHTE OT HAKOH NadopaTopHU H3CTEOBaHUA.

BpeMeHHOCT, KbpMeHe H $epTHINTET
YBenomere Baluua nexap, ako ¢Te OpeMeHHAa UK CMATATE, Y€ MoKe Aa cre OpeMeHHa. BalunsaT nexap

i€ H3TMOJI3Ba TO3M NPOAYKT, CaMO ak0 NMpeUcHy, Ye Heropata NMoasa NMNpesHilapa pHcka, KakTo 3a
Malkara, Taka 1 3a aerero. Ako OMHHIIaK ObAe npHnarad Ha MalkaTa 1o BpeMe Ha OpeMeHHOCTTa, TO
ce npenopnuBa HabmiogeHAe Ha (PyHKUMATA HA IIMTOBHIHATA XUIE3a HA KbpMaueTaTa (BHXKTE
wlIpeaynpexacHus U ripeana3sHu MEpKH'),

KppMeHeTo MoXe da NpoasiDKH HOPMAITHO Cejl MpoBeXKIaHETO Ha n3cneasaHeTo ¢ OMHMMAK.

Hlo¢gupane u pabora ¢ MAITHHH

He wodupaiite u He Hanon3paiiTe HUKAKBY HHCTPYMEHTH WIH MALLHHU Clle] NOCNKEAHOTO
HHKeKkTUpaHe Ha OMHHMAaK, 3a NEpHOL OT:

e 24 yaca, B ¢/Tyuail Ha IpUnarade B ocOnacTra Ha rpuOHAYHHA CTHI0 UITH

® C€AHH 4Yac MNPH BCHYKHA OCTAHAITH ClTyUuaH,




Tosa ce Hanara ot (t)HHTEl, HE€ MOXKE 1d CE MOYYBCTBATC 3aMdAHH HJIH la UMATC JIPYI'H MMPpH3HALH
(HEeXKeNlaHHu pEﬂHLIHH) CJIC TOBA.

OMHHNAK CHALPXKA HATPHEBO-KAJIIIHEB e1eTaT
OMHUNaK cbabpka HaTpuil. To3u NekapcTBeH NPOAYKT CbabpiKa no-manko ot | mmol/ml natpuii (23

mg), T.€. MPaKTHYECKH “He ChAbpIKA HATPUI .

J. Kark aa mnomeare OMunnak

OMHHMNAK BHHArH Ce npuiara oT creudaTHo o0y4eHo H KBaAMH(HUKPAHO JIHIIE.
e OMHHNAK BUHArM ce npuiaara B 60JIHHLIA HITH KIIMHHKA,
e JlekapckuaT ekun wie Bu kaxe BCHUKO KOETO HCKaTe Ja 3Haere 3a Oe3onacHara ynorpeda Ha
TOBA JIEKapCTBO.
BawmusaT nekap e onpenenu Hai-noaxoasiuara 3a Bac nosa.

OOuvailinara 103a e:
e EnHa eHOKpaTHA MHXKEKUMUA WM We ObaeTe NOMOJIEHH [a NpUeMeTe npe3 ycrara (aa u3nuere)
OTpeACe/IEHO KOJIMYECTBO OT JIEKAPCTBOTO.

Cunea xkato Bu 0bae npuiaoxken OMHHNaK

Bue we 6baere nomMoeHu:

® J1a npueMare oOMTHO KOJTHYECTBO TEYHOCTH (TOBA L€ CIIOMOrHE 32 OTAEIAHETO (OTMUBAHE) Ha
JIEKApCTBOTO OT Baums opraHu3bMm)

® J1a OCTaHETE B CBHLIOTO WM ChCEAHO OTHENIEHHE Ha TOBA, B KOETO BH € 6110 M3BBPILIEHO
CKaHHPAHETO HIIH peHTreHorpaduaTa 3a nepuoa okoyio 30 MUHYTH

® J1a OCTaHEeTO B KIIMHUKATa WK OoJIHHLATaA 33 €IHH Yac. BB3MOXKHO € J1a Bb3HUKHAT peakLHH
3abaBeH THII.

AKO 1npe3 TOBa BpeMe NOJIYYUTE HAKAKBU HEXENAaHW peakuuu, He3abaBHO yBenoMeTe Bawuusa nekap (Bx.
Toyka 4 “BBb3MOKHH HEKENTAaHH peaKLIHH ).

[IpeacraBeHuTE NO-rope CLBETH C€ OTHACAT A0 BCHYKH MAUHEHTH, KOHTO ca npuen OMHHNak. AKo
He CTe CUTYPHH B HAKOE OT ropHHTE, nonuTaiTe Bamud nekap. OMHHUINAK MOXe Ja ce npusara 1o
pa3IMyHU HaUYHHHU, KaTo MOo-A0JIy € JaJIeHO onucaHue Ha oOHYaiHUTE HAYHHU Ha MpUJIarale Ha

MPOAyKTa:

HuxeKkTHpaHe B apTepHs HJIH BeHa
OMHHNAK Hal-4€CTO ce HHXKEKTHpa B OMNpe/lelieHa BeHa Ha pbKaTa WiH Kpaka. [loHsikora ce npunara ¢
NOMOLITA Ha ThHKA MjlacTMacoBa TpbOWUKa (KaTeTbp), MOCTaBEHA B OnpeaeseHa aprepus, OOMKHOBEHO

B o0/1acTTa Ha pbKaTa UM ciabuHUTeE.

NHxexkTHpaHE B TPLOHAYHHS CTHJID
OMHHMNAaK ce MHXKEKTHpa B NPOCTPAHCTBOTO OKONO Bawus rpprOHaueH MO3BK 3a BU3yaJIM3UpaHE HA

rpbOHAYHHA KaHal.
Ako Omuunak Bu Obae npunoxkeHn B rppOHayHus cThAO, ciiea ToBa uie ObaeTe MOMOJIEHH J1a cras3Bare

CIIEJIHOTO:

e J1a OCTAaHETE B MOKO# C W3MpaBeHa riiaBa M TAJIO 3a NMEPHOA OT €IMH Yac MIIH LIIECT Yaca, B CTyyai ye
CT€ Ha JIeTJI0

e J1a XxoauTte OABHO M J1a ce cTapaeTe Ja He Ce HaBeXaaTe 3a Mepuol OT WECT yaca




e Jla HE OCTaBaTe HAMbJIHO caMu npe3 nbpBUTE 24 yaca cnea npuiaraHeTo Ha OMHHNAK, aKO CTe
H3BBH OOTHUYHOTO 3aBeieHHE W HAKOra CTe HMAJTH MPHUNMaIbLH.

JlaneHuTe No-rope CLbBETH C€ OTHACAT, caMo ako OMHunak Bu e Oun uHXeKkTHpaH B rpbOHauHus cTuio.
AKO HE CTE CHTYPHH B HAKOE OT NOpHUTE, nonurtaiTe Bawuus sekap.

[Ipuiaarade B TeJlIeCHUTE KyXHHH HWJIH CTABHTE
TenechuTe KyxXuHM Moxe 1a ObaaT craBdTe, MaTKaTa H TpbOUTE Ha ARYHHUMTE. HauWHa H MACTOTO Ha

MPUI0KEHHE MOKE J1a Bapupar.

[IpuioxkeHue npes yerara
[Tpu u3cnenBaHe Ha XpaHONpPOBO/a, CTOMaxa HJIM TbHKUTE YepBa, OMHUNAaK 0OMKHOBEHO C€ npunara

npe3 ycraTta. [1pu te3n uscneasanus OMHUNAK MOXKe Na ObJe pa3pelieH ¢ BoAa.

4. Bb3IMOKHH HeAKeJIAaHH PeaKUuHi

KakTo BCHYKH JICKAPCTRBA, OMHHUIIAK MOXe N1a MpEaAH3BHKA HCXKCIIAHH PCAKLIHH, BBIIPCKH HC HC BCCKH I'H
[noJjiy4yasa.

AJIeproyHH peaKkuHu

AKO NOJIyYHUTE alepruiHa peakuus rno BpeMe Ha npecros ci B O0MHMLATA WK KJIIMHUKATA, KbjeTo BH e

npunoxeH OMHUNaK, HezabaBHO yBeaoMere Jiekapsa. [Ipu3HauuTe MOKE 1a BKITHOYBAT:

® XPHIIOBE, 3aTPYJIHEHO AHLUAHE WK CTAraHe WM 0oJika B o0acTra Ha rpbAHKA KOLU

e rosBara Ha OOpUB MJIK YIUTBTHEHHUA M0 KOXkKaTa, ChbpOALLM NeTHa, MeXypH B 0051aCTTa Ha KOXKaTa M B
ycTaTa, 3auepBsaBaHe/cbpOek Ha OUHTE, KALLTWLA, OT/ENSHE Ha CEKPET OT HOca, KHXaHe HUJTH ApYTH
aJIeprUYHU CUMITTOMM

® OTOK Ha JIHUETO

¢ 3aMasHOCT WJIM NMpUMaJIsBaHe (B pe3yJITaT Ha MOHHKAaBaHE Ha KPBBHOTO HAJIAraHe)

[IpeacraBeHUTE MO-rope HEXKENaHH peaklHH MOXKE J1a Ce MOABAT HAKOJIKO Yaca WITH JIHH CJie]]
npuaaraseTo Ha OMHHMIIAK. AKO HAKOS OT TE€3M HEXEJIaHW peakluW Bb3HUKHE, CJIe]l KaTo CTe
HanyCcHalu OOJIHWLIATA WIH KJIHHUKATa, He3a0aBHO OTHJIETE B OT/EJIEHHETO 3a CIleLlHa oMol Ha Haii-
onu3kara OonHHua.

Yecto cniea npunarane Ha OMHMNAaK ce HabmoaaBa KpaTKOTpaiHHO HamansBaHe Ha oOpa3yBaHETO Ha
ypHHATa, B pe3yJiTaT Ha HamansaBaHe Ha ObOpeynaTa pyHkuua. Tosa Moxe 1a JOBede OO0 YBpekIaHe Ha
OnOpeumre.

[To-nony ca npeacTaBeHH ApYyrd HEXeJlaHH peakluH, B 3aBUCUMOCT OT HaYHHA Ha NMPHJIOXKEHHE Ha
Omuunak. [lonutaiiTe Bawms nekap, ako He cre curypHu kak Bu e npunoxen OMHUNAK.

O6mu (OTHacAT ce 3a BCHYKH HAYMHHM Ha npuioxeHue Ha OMHUNAK)

Yecmu: 3acsazam 1 oo 10 nayuenma om 100
® YYBCTBO Ha TOTUTHHA (TrOpELIH BBJIHH)
Heuecmu: 3acseam 1 oo 10 nayuenma om 1 000
® YYBCTBO Ha HEpPasroJioKeHWe (rajieHe)
® [I0BHIIEHO/HeoOWUAHHO U3IOTABAHE, HYBCTBO Ha CTYJAEHHHA, 3aMasHOCT/IIpUNajiaHe

e rnaBobonue




Peoxu: zacseam 1 0o 10 nayuenma om 10 000
® aneprHiHH PeakilHH (CBPbXYYBCTBUTEIHOCT) (MOraT aa 6naar dhaTatHu)
e 3a0aBeHa CbpAEYHA YECTOTA
e Oonka B obnacTra Ha cTOMaxa, NOBPbLINAKE, Tpecka
Mnozo peoxu: 3acazam no Mmanxko om I na 10 000 nayuenma
¢ RBpEMEHHA NMPOMSAHA BBB BKyCa
® BHCOKO WIK HICKO KPBBHO HAnAraHe, BTpUCaHe
® JIHapus
® AJeprHvHA peaKiys, BITFOUHTETHO TeKKa anepriyHa peakuus, BoAeLla X0 LIOK H KOAArc; 3a
APYruTe MpH3HALK BHXKTE “ANEpruyHH peaxiidu’ no-rope
C neusgsecmna wecmoma. yecmomama He Moxce 0a Hv0e onpedenena om HATuNHume OaHnu
® OTOK K YyBCTBHTEAHOCT (D0ONKa) Ha CIHOHYECHUTE XKJIC3H

Cireg HHXKEeKTHPAHE B aPTEePHA WJIH BeHA
Hecmu: zacaeam I oo 10 nayuenma om 100
® KpaTKOTpaitHW NMpOMERU B QUXATETHATa YECTOTA, IMXATEIHH NpodnemMu
Hevecmu: 3acazam [ oo 10 nayuenma om 1 000
¢ Oonka W aHCKOMQOpT
e ocTpo 6vOpeyHo yBpexIaHe
Peoxu: zacazam I oo 10 nayuenma om 10 000
* JHapus
CBHITHBOCT
HapylleHa ChbpAeYHa HYeCTOTa, BKITFOHHTETHO YUESCTeHO WIH 3alaBeHo chpuebdeHe
KaluTHua, CMUpaHe Ha ZAMLIAHETO, BUCOKAa TeMTepaTypa, 0610 HepasnonoxeHHe
3aMasHOCT, YYBCTBO Ha cnabocT, MycKynHa cnabocT
HEMMOHOCHMOCT KbM sApKa CBETAHHA
4YyBCTBO Ha HeobHuaiiHa ymopa
KOXKeH 00pHB U cbpbex, 3auepBABAHE Ha KOXKaTa
® [MOHHXKEHO 3peHKe (BKIFOYHTEIHO JBORHEQ UITH 3aMBIIICHO 3PEHNUE)
Muozo peoxku: 3acrzam no manxko om 1 na 10 000 nayuenma
® KOHBYJCHH (MTPHNATBLM), 3aMBIJICHO Ch3HAHHE, HHCYAT, HapyLUIEHHE Ha CETUBHOCTTA
(HanpuMep NP AONIKP), TPENEpeHe, CTyNnop (CEHAHBO CHCTOAHHE)
3a4YyepBABAHE HA NHLETO
3aTPYAHEHO OHLIAHE,
HH}papKT Ha MHOKapZa
Oonka B I'pbAHHA KOl
C HeuzgecmHa wecmoma. yecmomama He Modice 0a Ovle onpedenena om HaUNHuMe OanHu
® TEXKKH KOXHH peakilHH, BITIQUHTENHO TeXbK 00pHB, 0OpazyBaHe Ha MEXYPH M MICIIEHE Ha
KOXATa
® YYBCTBO Ha 0OBPKAHOCT, YYBCTBO Ha JE30PHEHTALIMA, 4YBCTBO HA Bb30yna, Oe3nokoicTBO U
TPEBOAKHOCT
* CBPBbXAKTHBHOCT Ha LLIMTOBUAHA XJle3a (M3NHIUBLK HA XOPMOKH HA LLUMTOBHHATA XKJic3a B
KpbBTA, NPUYIHHABALL pa3IHYHKE CHMIITOMH, KaTO HAMPHUMEP YCKOPEH ChpACUEH PHTHM,
H3MOTABAHE, TPEBOXKHOCT), KpaTKoTpaliHoO NOHWXKCeRUe DYHKUWATA Ha LIMTOBHAHATA AKNe3a
(HapylweHHe Ha PYHKUHATA Ha WHTOBUIHATA XKIIe3&, KOETO [MO-KbCHO Ce BPBLUA KbM
HOPMAanHOTO)
e 3aTPYAHEHO NPHABHKBAHE 33 H3BECTEH NMEPHOA OT BpEeMe
¢ KpaTkoTpafiHa 3aryba Ha 3peHHeTo (0T HacoBe A0 HAKOIKO OHH), KpaTKoTpaitHa 3aryba Ha
clyxa




®* ChLpAeuYHH NMPoONeMH, BKIKOYHTEIHO CHpAcUHA HEJOCTATHHHOCT, CMTa3bM Ha apTEPHHTE Ha
ChPLETO M LIHaHO03a (CHHBO JO MMYPIYPHO OLBETABAHE HA KOXKaTa IOPafH NOHMKEHHE Ha
KHcnopoaa)

® CTATaHE B FbPAHTE WM 3aTPYAHEHO KHINaHe, BKITIOIHTETHO OTOK Ha Henute ApoboBe, Cria3bM
Ha OUXaTETHATE MbTULIA

® BIOINABAHE HA BB3MAJICHHETO Ha Nankpeaca (opraH, HAMHpALI] ¢e 3a]] CTOMaxa), MPHYHHABALILD

cToMalllHa 6oNnka, KOATO Ce BIIOILIABA NPU XpaHEHe

Gonka H OTOK HAa BEHATa, KPbBHH ChCHpelH (TpomO03a)

Oonka B CTaBUTE, peakLMa B MACTOTO HA HHXEKTHpaHe, OONkH B rupba

060CTpAHE Ha CHUIECTBYBALL NCOPHAZHC

HapyLWEHHA HA TOBOpa, BKIHUUTENHO ada3na (HEBB3MOXKHOCT 3a FOBOpPEHE ), AU3APTPHA

(3aTpyAHEHHUA NPU NPOU3HACAHE HA NYMHU)

aCTMATHYEH MPHCTDI

* HoaAU3BM (NMpEeKOMEPHO KOAHYECTBO HOA B OpraHH3Ma), BOACIN A0 OTOK H WYBCTBHTENHOCT
(6onka) HA CMOHYCHHTE KITEIN

e 3aryba Ha naMeTTa (AMHEe3UA)

® KpaTKOTpaiHO MO3BLUHO HapyLIeHHe (KOHTPAcTHA eHUepanonaTHA ), KOSTO MOXe Aa NMPHYWHU
rnaeo0one, 3aTpyAHEHHUA CbC 3pEHUeTO, 3aryba Ha 3peHHe, rbpyoBe, 00LPKAHOCT,
He30pHEeHTalHA, 3aMAAHOCT, 3aryfa Ha Ch3HaHKe, KOMa, 3aryba Ha KoopauHauu4, 3aryba Ha
IBUXEHUE B €IHATA CTPAHA Ha TANOTO, NpoblieMu ¢ roeopa, 3aryda Ha naMeTTa H MOIBYEH
OTOK

* TpoMOCUWTONEHKA (CBECTORHKE, NIPH KOETO OpoAT Ha TPOMOOLIUTUTE € HUCHK, KOETO Kapa
KpBBTa 13 HE C€ CHLCHPBA TONKOBA A00pe, KollkoTo 0OHKHOBEHO)

® [TOBHILUEH KPCATHHHH B KPHLBTA

Crea HHKeKTHpAHE B FPpbLOHAYHHA cTHX0
Mnozo vecmu: 3acazam noseve om | va 10 nayuenma
e rnasobonue (Moxe aa 6bae TeXXKO H NPOABLILKHTENHO)
Yecmu: 3acszam | 0o 10 nayuenma om 100
¢ YYRBCTRBO Ha HEPA3MOJIOKEHHE (raaexHe), NoBpPBILAHE
Hevecmu: 3acazam 1 90 10 nayuenma om 1 000
¢ Bb3NATEHHE Ha 06BUBKHUTE (MeMOpaHHTE) Ha MO3BbKa K IpebHaYHNA MO3BK
Peoxu: zacsazam [ oo 10 nayuenma om 10 000
¢  KOHBYJICHWH ([MpHNAIbUM), 3aMasHOCT, Gonka B o0nacTTa Ha puLEeTe UK kpakaTa, bonka 8
obnacTra Ha wnATa, 60nKH B rEpOa
C Heuzgecmna wecmoma. yecmomama xe Mooice 0a Hvoe onpedenena om HanuyHume OaHRU
®* YYBCTBO Ha Bh30yza
4YBCTBO Ha TPEBOXKHOCT
4YYBCTBO Ha A€30pHEHTALIMSA
HENOHOCHMOCT KbM ApPKa CBETRHHA, CKOBAHOCT Ha BpaTa
3aTPYAHEHO NPUIBHKBAHE 34 U3BECTEH IEPHOL OT BpeMe, YYBCTBO Ha obbpKaHOCT
HapyLWEHHE Ha CETHBHOCTTA (HaNpUMeEp IIPH JONHP), KpaTkoTpaitHa 3aryba Ha 3peHuero (or
YacoBe 0 HAKONKO AHH), KpaTkoTpaliHa 3aryba Ha cayxa
NpUNaaeK (€ NPOOLIHKHTETHOCT (TOBEYE OT NET MUHYTH)
® YYBCTBO Ha W3TPBIIBaHE, MYCKYJIHH KOHTpaKUXH (CNa3Myi), peaKuus Ha MACTOTO Ha
HHXEKTUpaHe
® KPAaTKOTpaifHO MOZBLUYHO HapYLieHHe (KOHTPACTHA eHUEPANIONATH ), KOSTO MOXKE /1a JOBEAE JI0
rnasofonue, npobAeMn CBC 3PEHHETO, 3aryba Ha 3peHHe, MepYoBE, 00BpPKAHOCT,
Ae30pHeHTaLHA, 3aMagHOCT, 3aryba Ha Cb3HaHHe, KOMa, 3aryba Ha KoopaHHauUus, 3aryba Ha




ABIKEHHE B €HATA MOJIOBHHA Ha TAIOTO, MpobaeMu ¢ ropopa, 3aryba Ha naMeTTa i MO3BYEH
OTOK.

® HapylOCHUR HA PEUTa, BKIIOYUTENHO ada3us (HEBBbIMOKHOCT 33 FOBOPEHE), TH3APTPUS
(3aTpyAHEHO NPOU3HACAHE HA TYMHTE)

Chiea npunaraHe B TeJlIeCHHTE KYXHHH (KaTo Marxa 1 TphOH Ha ANUHULUTE, AJTEYCH MEXYD H
NaHKpeac HWIH XepHHA)
Mnozo wecmu: 3acazam nogevwe om 1 na 10 nayuenma
e Oonka B 00NacTTa HAa CTOMAXa
Uecmu: 3acszam 1 0o 10 nayuenma om 100
¢ Bb3INANCHHE Ha MAHKPEACHATA XJ1e3a (TTaHKPEaTUT)
* HapylEHO KOMHYECTBO Ha o0pasyBaHO OT MAHKPeacHaTa ¥J1e3a BEUIECTBO, YCTAHOBEHO NPH
nadopaTopHO H3cHeaBaHe
C Heuasecmna vecmoma: Hecmomama He Moxce 0a bv0e onpederena om HArUUHUMe OaRKU

e Oonka

Caen yHKeKTHpaHe B CTABHTE
Mnozo wecmu: 3acazam nogeue om | na 10 nayuenma

e Oonka B MACTOTO Ha HHXCKTHpaHE
C Heusgsecmua yecmoma. Yecmomama He Moxce 0a 6voe onpederena om HAIUYRUMe OGHHU

¢ RBB3IMAACHUEC HA CTABHTC

CJ/lea npayiaraHe npe3 ycrara
Muozo vecmu: 3acazam nogeue om 1 na 10 nayuerma
® Ouapus
Hecmu: 3acazam i 0o 10 nayuerma om 100
¢ YYBCTBO Ha HepasnonoxkeHHe (rajicHe), NOBphLIaHe
Hevecmu: zacseam | oo 10 nayuenma om | 000
e Oonka B ofnacTra Ha cToMaxa

AKO HAKOA OT HEXKeNaHUTE MeKapCTBEHHU peakuMy CTaHe CepHO3Ha WIH 3alefiexuTe APYrd, HEOMTUCAHH
B TA3M IHCTOBKA HEXCNaHW peakUrH, MONA yBeoMeTe Bainus nexap.

JONBEAHUTETHY HOXENAHH PeakUUY NP Aeila H IOHOIK
Chobluapato € kpaTKOTpaiHO NoHMKeHE HA QYHKUMATA HA LIMTOBARHATA Xe3a (pexXoaeH

XHNOTHPEOUAN3IBM ) TIpH TPEXKAECBPEMEHHO POAEHH, HOBOPOAEGHH H APYIH Aclla chiel [pWiaraHe Ha
oaHH KOHTpacTHH cpeacTia. [IpexxnerpeMeHHO poieHUTE Aelia ¢a 0COOEHO YYBCTBHTE/IHHE KbM
edexTa Ha Hona.

CpobuiapaHo € KpaTKOTPAHHO NOHMKEHUE Ha QYHKUMATE HA WIMTOBUOHATA XKite3a (MpexoaeH
XUMOTHPEOHIHIBM ) NMPY MPEXKACBPEMEHHO POAEHH, KBPMEHH ACLA, YHHTO MAKK ca TpHeMaJTH
MHOTOKpaTHO OMHHNaK.

Crobuasane Ha HEXENaHy peakHu

AKo NMONYUYHTC HAKAKBH HCXCIIAHH JICKAPCTREHH PCAKUIHH, YBCIOMCTEC Baurms JIEKap, (bﬂpMEIIEBT HITH
MCIAHHHHCKA CCCTPA. Tosa BKNHOYBa BCUYKH BbIMOXKHH, HEOMNMHCAHH B TaiH JHCTOBKA HEXKCIIAHH

peakuuy. Moxee ¢BILO Aa CHOOLIMTE HEXENaHH peakuui ANPEKTHO Hpe3 HAlHOHAIHATA CHCTEMA 34
¢hoOlLIapane:;




HU3mbHUTEIHA areHuMs 1o JieKapcTsara
yi. ,,Jlamsan ['pyes” Ne 8

1303 Codus

Ten.: +35 928903417

yebcaiT: www.bda.bg

Karto cbobuiaBare HexellaHW peakiud, MOXKETe J1a 1aieTe CBOsA MPHHOC 3a MoJTyyaBaHe Ha MoBeve
“WH(pOpMALKUS OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKApCTBO.

5. Kak j1a cexpaussare OMHHNAK

e KakTo BCHYKH NMapeHTepaTHH NMPOAYKTH, npeau yrnorpedba OMHunak Tpsabsa na 6bae ornenas
BH3YyaJIHO 3@ HAJIMYKE HA YAaCTULM, NPOMEHH B LIBETA W LIEJIOCTTA HA ONMAKOBKATa.
e Jla ce cbxpaHsABa Ha MACTO, HEAOCTBITHO 3a JIELia.
e He u3non3eaiite OMHUINAK cjie]l CpoKa Ha rOHOCT, oTOens3aH BbpXY eTHkeTa cnel “T'onen
no:”. CpoKbT Ha FOAHOCT OTroBaps Ha IMOCJEeAHUA JIeH OT NMOCOYEHHs Mecell.
e Jla ce cbxpansaBa noa 30°C. CrxpaHaBalTe onakoBKaTa B KApTOHEHATa KyTHA, 3a J1a ce
[peanasv OT CBET/IMHA H BTOPUYHO PEHTIe€HOBO JIbYEHHE.
e [IpoaykTbT B cCTbKIEHH GnakoHH/OYTHIIKH MOXKeE a1a ce cbxpaHaBa npu 37°C no 3 meceua
npenu ynorpeba. [TpoayxtsT B nonunponuieHosu 0yrunku ot 50, 75, 100, 150, 175, 200 1
500 ml moxe na ce cwvxpansBa npu 37°C no 1 meceu npeam ynorpeba.
» To3u lekapcTBEH NMPOIYKT € caMO 3a eIHOKpaTHa ynoTtpeba. M3non3paiite BeHara cie
orBapsHe. M3xBbpaere BCAKO HEH3ION3BAHO KOJIHYECTBO.
He u3xpBpiigiiTe nekapcTBaTa B KaHalM3aUMATa HIIH B KOHTeHHepa 3a foMatuHu otrnaasuu. [lonuraiite
Bawus papmaueBT kak ga H3XBBPIATE JIEKapcTBaTa, KOUTO Beue He u3non3sare. Te3d MepKH Lie
CMIOMOTHAT 32 Ona3BaHe Ha OKOJiHATa cpeja.

0. (BABPARAHIE HA OITAKOBRATA H AONBJIHITEHA HHEOPMALLIT

KakBo cuabspxa OMHHNAK
& AKTHBHOTO BELIECTBO € HOXEKCOII.
Omuunak 350 mg I/ml ceawvpxka 755 mg itoxekcon 3a ml (ekBuBanieHTHO Ha 350 mg ¥oxa 3a ml).

e  JIpyrure chCTaBKH ca:
Tpomeramon
HaTpueBo-kanuueB eaerar
XopoBO1IOpOAHA KUCeIMHA (32 KopurupaHe Ha pH)
Bozna 3a HHXKEKLHH.

Kak m3riexaa OMHHNAK H KAKBO CbbpPAKa OMAKOBKATA
OMHHMNAK € HHXKEKUHOHEH pa3TBop. [TpoaykThT npeacrasnssa OucTep, 6e3usereH g0 61en0 KbAT
BOLEH pa3TBOp.

ChabpKaHHe Ha OlMAaKOBKaTa
[TpoayKkTsT ce 10ocTaBs B CIEAHWTE ONAKOBKH:




[poaykT CTLKIeHH [losxunpornuienoBH OYTHAKH

PAAKOHH/OYTHIIKH

Omnipaque 350 mg I/'ml | 10 x 20 ml 10 x 50ml
25 x 20ml 10 x 75ml
10 x 50ml 10 x 100m
10 x 100ml 10 x 150m
10 x 150ml 10 x 200m
6 x 200ml 6 x 500ml

10 x 500ml

He BCHYKH BUIOBE OMAKOBKH MoraT Aa Obaar ImyCcHaTH Ha nasapa.
[IpuTexaTen Ha paspemeHHeTo 3a ynorpeba:

GE Healthcare AS
Nycoveien |

0485 Oslo
Hopeerus

IIponapoasuTen:
GE Healthcare AS
Nycoveien |

0485 OsloHopserus

GE Healthcare Ireland Limited
IDA Business Park
Carrigtohili

Co.Cork,

HMpnanaus

3a JOMBIHUTETHA UHPOPMALIWA OTHOCHO TOBA JIEKAPCTBO, MONIA CEBBPXKETE Ce C JIOKANHHUA
NPEACTABUTEN HA NMPUTEKATENA Ha pa3peLieHRETO 38 yroTpeda:

Mxn U Xentkewp brarapus EOO
oyn “Jlparaun L{ankos™ 36, 6ok b opuc 405-406,
Codma 1040, Brnrapns

J]HTH HA TOCNCAHO TPepaIracKiaHe HA JIHCTOBRKATA

Derpyapu 2026

OMHHNAaK e 3ana3eHa Thproecka Mapka Ha GE Healthcare.
GE e 3anazena toproecka Mapka Ha General Electric Company, H3non3saHa CLIMacKo JINtIEHs 3a

TbpPIrOBCKa Mapka.




