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JINMCTOBKA: HHO®OPMALIUA 3A TIOTPEBUTEJIA

Omunnak 300 mg I/ml nHxeKHOHEH pa3TBOP
Omnipaque 300 mg I/ml solution for injection

Hoxekcon (Tohexol)

[IpouyeTeTe BHUMATE/IHO UAJIATA JIMCTOBKA npeau Aa Bu Obae npuiioken OMHHNAK, ThH KaTO TH
ChABLPXKA BAXKHA 32 Bac nndopmaums.
e 3anaseTe Ta3u JIMHCTOBKA. MOXe J1a C€ HAJIOXKH 1a 5 POYETETE OTHOBO.
e AKO MMarTe HAKAKBH JIOITLJIHUTEJIHH BBITIPOCH, nonuTaiiTe Bawms nekap.
e AKO AKO MOJTyYUTE HAKAKBH HEXEJITaHW peakUuuH yBeaoMmere Bawus nexkap. Tosa BKIIrOUBa 1
BCHYKH Bb3MOXKHH HEXKEJNaHW peakUHH, HEONUCAaHKU B Ta3H JIMCTOBKA. BukTe Touka 4.

B Ta3u JHcTOBKA:

1. KakBo npencrasiisiBa OMHHINAK W 32 KAKBO CE U3MO3BA

2. KakBo TpsbBa na 3Haere, npeau jaa uznos3pare OMHUNAK

3. Kak na w3anomssate OMHHNAK

4. Bb3MOKHH HEKEJIaHW peaKLHu

3, Kak na cexpangasare OMHHUITIAK

6. CbabpKaHWe Ha OMaKOBKaTa W AOTIBJIHUTETHA HHOpMaLIHS

I. Kaxkso npeacraisasa OMHHIIAK H 32 KAKBO c¢ H3IM0J13BA

To3mu nekapcTBEH NMPOAYKT C€ W3I0JI3Ba CaMOo 3a AHWarHocTuka. Tol ce U3nmoJi3Ba caMo 3a NmoAnoMaraHe
UAEHTHPULMPpAHETO (AMarHoCTHKaTa) Ha 3a00NABaAHUATA.

OMHHINAK € KOHTPAcTHO cpeAcTBO. ToMH ce npunara npeau peHTreHorpadus, 3a aa Mmoxe BawusT nekap

114 MOJIYYH Mo-sCHAa KapTHHA.

e (Cnen kato Obae HHXKEKTHpaH, TOM nNoMara Ha Bawus nekap na pasrpaHH4u HOPMATHHUA OT
HapylueHus odpas (popma) Ha HAKOW OpraHd BbB Ballus opraHu3bM.

e Toii MOXKe [1a ce U3IoJI3Ba NMpH peHTreHorpagus Ha Balmata nukouHa cucTeMa, rppOHauYHus cThi0
HJIH KPbBOHOCHUTE CHA0BE, BKIIIOUYUTEIHO KPbBOHOCHHUTE CBHIIOBE HA CHPLETO.

e [Ipu HAKOHW XOpa, TO3M JIEKAPCTBEH MPOAYKT C€ Mpuilara rnpeau UK 1o BpeMe Ha CKaHUPaHeTo Ha
raaBaTa WK TAJIOTO ¢ MOMOLLTA HAa KOMITKOTbPHA TOMorpadgus. ToBa € BUI CKaHHUpaHE, NMPH KOETO ce

M3I10JI3BaT PEHTTEHOBH JTBYH.
e Toii MOKe a ce U3MoJI3Ba U 3a u3cne/iBaHe Ha BauMre cimoHvYeHH kKJ1e3H, cTOMaxa M 4epBara,
KaKTO M 3a H3C/leIBAHE Ha TeJIeCHHTE KyXWHH, KaTo Ta3u B 00J1acTra Ha CTaBUTE WIIM MaTKaTa W

TpbOUTE HA SHUYHHULIUTE.
BawwusT niekap ue Bu o0scHu kon yacTu Ha BaweTo Tano we 6baaT uicieaBaHu (CKaHUPaHH).

2. KaxkBo Tpsa0OBa aa 3Haerte, npean aa mnoasare OMuHNaxk

He uw3nouBaiite OMHUNAK:
¢ AKO UMaTe TeXKH NMpobIeMH OT CTpaHa Ha LIIMTOBHIHATA XKJIe3a.




¢ AKO CcTe anepruuHu (CBpbXYYBCTBHTENHH) KbM aKTHBHOTO BEULECTBO (HOXEKCON) WIH KbM
HAKOSA OT OCTAHANUTE ChCeTaBKH Ha OMHHNAK (MTOCOUEHH B TOYKA 6).

IpeaynpexaeHus U NPeANa3HH MepkH

"oBopeTte ¢ Bawna nekap npeau npuiaradero Ha OMHHNaK:

*  AKO HSKOTA CTe HMAIHU aNleprUyHa peakuus cre nprHeMa ua noaobHo Ha OMENANAK TeKkapeTBo,
Hape4yeHO KOHTpacTHO cpeacTreo ([IpuaHauMTe Ha aneprivHa peakilus Moxe J1a BKIHOYBAT €JHO
WK [TOBEYE OT CIICOHWTE: XPHITOBE, 2aTPYJHEHO OULIAHE WK CTATaHe WK Oollka B obnactra Ha
rpbAHKA KoLl, 0OpHB WK YILTETHEHHA O KOXaTa, ¢hpOsUIM neTHa, MeXypy B obGnacTra Ha
KOXKaTa W B YCTara, 3auepBapaHe/Cupiexk Ha OUHTE, KaLTHILA, OTHENAHE HA CEKPET OT HOCAa,
KUXaHE WIIH OpYTrH anepriyHi CEMITOMMU, OTOK Ha IMLETO, 3aMadHOCT WK nNprManseate (B
pe3ynTat Ha NOHKkaBaKE Ha KPbBHOTO HaNATaHE).

AKO UMaTe HAKAKBY NpobiieMH OT cTpaHa Ha LIUTOBUIHATA XKJle3a.

AKO HM2aTe (CTe MMANTH) HAKAKBUY ANIePrHH,

AKO BMaTe acTMa.

AKo uMate nuaber.

AKO UMaTe HAIKAKBKX MO3bHYHH 3a00NABaHUA (HaNpUMEp TYMOPH, OTOK HITH Bb3NAIeHHE Ha

MO3BKA) HITK CbCTOAHHE, 3aCAraLLC KPEBOHOCHHTE CbAOBE HA MO3bKA, BKIIHOUHUTETHO KPLBHH

CBCHPEUM HITH KbPBEHE.

e AKO WMATE WIH CTE HMATH TEXKO ChbpaedHO 3a00saBaHe (3acAraino ChpLUeTo WIH
KPBBOHOCHUTE CBHIOBE), BKIIKOYHUTENIHO BUICOKO KPBEBHO HAJAraHe, KpbBHH ChCHPELIM, HHCYIT H
HapylleH ChpAcYeH PUTHM (ApUTMUA).

e Ako uMare OuOpeunu npobnemn unn npobneMu oT cTpaHa Ha YepHuA Apob W OnOpeuuTe.

» Axko uMare 3abonsBaHe HapeueHO MHACTEHHUA IPaBUC (CBCTOAHHE, BOACLIO Aa TEXKKA MyCKY/HA
cnabocT).

¢ AKO HMaTe (PeOXpPOMUKHTOM (fIOCTOAHHO WIH APUCTBRHO MOBHILNABAHE HA KPhBHOTO HANATAHE B
pe3ynTaT Ha pAABK TYMOp Ha HanOsOpeunaTa xie3a).

®  AKO HMaTe XOMOUHCTUHYPUS (CHCTOSHUE C TIOBHILIEHO OTAENSAHE HA AMHHOKUCEINHATA

UHCTEHH B YPHHATA).

AKO UMaTe HAKAKBU nMpobneMy OT ¢TpaHa Ha KPBLBTA WIH KOCTHHA MO3BK.

AKO MMATE HAKAKBO 3ab0nABaHe Ha KMYHHATa CHCTEMA.

AKO HAKOTa CT€ HMAIH 3aBHCHUMOCT OT AJIKOXO0J1 KK HAPKOTHUH (MAU N1eKapcTRa),

A KO UMATE CNWICNCHA.

AKO Bi npeictod MpoBEKAGHETO HA H3CIEABAHUA 3a (PYHKUMATA HA LUHTOBHAHATA XKle3a B

PaMKHTE Ha CNEABALIMTE HAKONKO CEIMULIN,

e Ako umare benoapobHa XunepToHUE (BHCOKO KPBBHO HANAraHe B aprepunute Ha Bawuure Genn
apoboge).

* AKO MUMaTe MapanpoTeHeMHs (HATHYUETO HA NPEKOMEPHO KONWYECTBO a0HOPMEH TIPOTEHH B
KPBBTA).

e AKO B ChllIHA A¢H B npencTon B3eMaHeTO Ha KPHB WM YPHHA 33 H3CJIEABAHE.

ITo BpeMe WK HEMOCPEACTBEHO CNIER NMpouexypa no odpazHa NTHArHOCTHKA MOXE [1a TTOMYYHTE 33
KpaTKO CHMIITOMH Ha MOIBYHO YBpeXaaHe, HapeueHo eHlledanonarus, Hezabaswo yeenoMere Bauus
NieKap, ako 3adene)kxuTe HAKOM OT CUMIITOMUTE U NPU3HALIUTE, CBBP3aHH ¢ TOBA CHCTOAHHE, OMUCAHO B
Touyka 4.

HapyweHnus Ha INMTOBUMIHATA XKIe3a MOTaT J1a ¢ce Kabmogaear ciiell nprnokerue Ha OMHWNAK KakTo
MpH Oela, TaKa U NPH Bb3pacTHH. beberara cuILo MoraT ga ObJaT HANOXKEHH Yypel MaltkaTa no BpeMe
Ha GpemeHHOCT. Moxe Aa ce HanoXku BaliuaT nekap Aa U3BLpLUH TecToBe 338 QYHKUHATA Ha
LUHTOBUOHATA KJie3a IPean W/HIH cneld NMpUIokKeHHeTo Ha OMHKNaK.




AKO HE CTE CUT'YPHH, Y€ HEUIO OT MTOCOYEHOTO NO-Tope ¢e OTHaca A0 Bac, Mona nonuradiTe Bawusa
nekap, npeax ga Bu Owae npunoxen Omuunak. Topa ce orHaca ocobeHO 3a NALHEHTHTE ¢ MHOXKECTBEH
MHenoM (3aConspaHe Ha benHTe XpBBHH KIETKH), gHaber, Opbpeunun npobreMu, nauneHTy B TOWO
o0uo CHCTOAHKE, Aclia H NALUUECHTH B HaNIpeAHANIA Bb3PacT.

Jlelra ¥ OHOM H

[MpuemaiiTe 0OMNTHO KOMHYECTBO TEYHOCTH NPEAH U cliea npunaraHeTo Ha OMHKMak. ToRa ce oTHacA
ocobeHo 3a KppMadeTa ¥ Manki aeua. JlekapcTsa, KOMTO MOTAT Ha yBpedaT OpbpeunTe, He TpAbBa aa
ce TpHeMar eqHoBpeMeHHO ¢ OMHHUNAK..

OtnensaHero Ha OMHHUIIAK OT OpPraHH3Md Ha KEpMA4YC € BB3IMOXKHO Jd OTHCMC NOBCYEC BpCME B
CPaBHCHHKC C OpPraHW3Ma Ha BB3PAacTCH.

Mankure neua (oA 1 roAxIIHA BB3PAcT) H 0COOEHO HOBOPOACHHUTE ca YYBCTBUTCITHH KbM NPOMEHHTE
B HAKOW naboparopuy uicnenpaHug (Danakca Ha COIM M MUHEPANTH) H LMPKYJIATOPHK NPOMEHH B
KpbBOODpameHHeTO (IPHTOKA Ha KPBB KBbM CHPLETO).

Apyru nekaperea H OMHHNAK

Monsg, ysenoMerte Baurus nexkap, ako cre 1HabeTHK M NMpUeMaTe NIEKapCTBO, ChABPKALIC MeTHOPMHH,
Tpabsa na kaxere Ha Bawxsa nexap, ako npHeMaTe WKW HAaCKOPO CTE MPHEMATH MITH € BLE3MOXKHO 1A
[pUEMATE IpYrH NEKapcTBa, BKIIOUUTENHO H TAKUBA, OTNYCkaHW Oe3 pelienTa WU npHemare Oera-
OnokepH, BazoakTHBHH BeltecTBa, ACE-uHxubutopy uny aHruOTEeH3IHHOBH aHTarOHHCTH (JieKapcTea
W3MOJ3BAHN 32 IEUYCHHE HA BUCOKO KPBBHO HaNATaHE) HITH aKO HACKOPO CTe JIEKYBAHH C HHTEpNEBKHH-2
uiu HaTepthepoHn (lekapcTBa NpUNaraHy NpH nedeHue Ha 3a00onABaHUS Ha HMYHHATA CHCTEMA),
aHTHAENPECaHTH (JIEKapCTBa H3MOMN3BAHK 33 JIeYEHHE Ha NCUXAYHHW 3a00NABaHUA, HATIP. ZENPECHA ).
Tora ce Hanara oT ¢akra, 4e HIKOH JIEKApCTBA MOXkKe /ia MOBIHART Ha AciicTBHETO HAa OMHKNaK.

bBeTta-bnokepure Morar aa NOBMILAT PHCKA OT 3aTPYAHEHO AUIAHE H [a MOBIHAAT HA JICYEHUETO HA
TEXKKH aICprUiHu peakliK, KOETO € pUCK Itpd OMHUDaK.

JlabopaTopHu H3caeABARKSA

Tpabsa na kaxete Ha Bawus nekap win MegnuUAHCKa cecTPa, ako Bu e npunoxen OMHHNAK 1 Bue
CTe NOMOJIEHU Ja nalere KpbB WK YpUHA 33 1abopaTopHH M3CeABaHNA B ACHA Ha CKaHMpaHeTo. Tosa
€ Taka, 3a10To OMHHIMaK MOXKE Na MOBITHAE pPe3yNTaTHTE OT HAKOM NaGopaTOPHH H3CNeIBaHHA.

bpemeHHOCT, KbpMeHe H QepTHAHTET

Ypenomere Bawius nexap, ako cte SpeMeHHa WK cMaATaTe, ue MOXe Ja cte OpeMenya, BammsT nexap
LIE W3NOM3BA TO3H NPOOYKT, CAMC aKO MpELeHY, Ye HEroBaTa NnoJj3a NpeBuiaBa PUCKa, KaKTo 33
Maikara, Taka d 3a ferero. Ako OMHMNax Obae npunaraH Ha MaiikaTa o BpeMe Ha 6peMeHHOCTTa, TO
ce mpernopbyuba HaOMoeHHe Ha DYHKUNMATA Ha LUTOBHAHATA XJ1€3a Ha KbpMaUeTaTa (BHKTe

L IpeAYNpPeXICHUS H NPEANa3sHE MEPKH™).

KvpMmeneTo MoXe Aa TPOABLIKH HOPMATTHO CCR NPOBEKOAHETO HA W3cTeaBaHeTo ¢ OMHHMAK.

Hlopupane n paboTa ¢ MAIIHHH

He modupaiite ¥ He u3non3saifte HUKAKBY HHCTPYMEHTH WIH MAUIHHH ClEd NOCAeAHOTO
HHXekTHpaHe Ha OMHUNAK, 3a NMEPHOI OT:

¢ 24 yaca, B ciTy4aii Ha NIpuUnaraxe B 00NacTTa Ha rpLOHaYRHA CTRIO UK

® ¢IMH Yac NMpU BCHUKH OCTAHAIMU CITyyaW.

ToBa ce Hanara ot Qakra, 4ye MOXe Aa ce€ MOYYBCTBATE 3aMagsHH WIH Ia UMATe IPYrH TIPH3IHALH
(HE)KenaHH peakUuH) CAes TOBA.




OMHHMIIAK CbABPKA HATPHEBO-KAJILHEB e1eTaT
OMHMNaK cbabpka HaTpuid. To3M JlekapCTBEH MPOAYKT ChAbpAka no-Maiko ot 1 mmol/ml naTpwuit (23
mg), T.e. MPaKTHYECKH “‘HE ChABbPIKA HATPUI .

J. Kak aa msnomsare OMHHUNAK

OMHHMINaK BUHArMW Ce Mpujara OT creyra Ho o0y4yeHO H KBATM(HULIMPAHO JTHLE.
e OMHHUMAK BHHArM ce npuiara B OO/IHHLIA WK KITHHUKA.
o JlekapckuaT ekun e By Kaxke BCHUKO KOETO MCKaTe 11a 3HaeTe 3a Oe3onacHara ynorpeda Ha
TOBA JICKaApPCTBO.
BawuaT nexkap we onpeaenu Hai-noaxoasiiara 3a Bac po3a.

OOuualinaTa j103a e:
e EHa eqHOKpaTHA MHKEKLMA WK wWe ObaeTe MOMOJICHM 1a TPUEMETE Tpe3 ycraTa (1a u3nueTe)
ONpeleNneHO KOJIMYECTBO OT JIEKAPCTBOTO.

Caen xkato Bu 0bae npuaoxen OMHUNAK

Bue uie Obere noMoJsieHH:

e J1a npueMaTe OOHJTHO KOJIMYECTBO TEYHOCTH (TOBA L€ CTIOMOTHE 3a OTAEJISHETO (OTMHBAHE) Ha
JIEKapCTBOTO OT Bawus opraHusbm)

® Jla OCTAHETE B CHLIOTO HJIH CbCEAHO OTAE/EHHE Ha TOBA, B kKoeTo Bu e OUN10 W3BbpLIeHO
CKaHHPaHETO HWJIM peHTreHorpadusaTa 3a nepuoa 0kos1o 30 MUHYTH

® J1a OCTAHETO B KJIMHWKATA Uiu DoNHMUATA 33 €IMH Yac. Bb3MOXKHO € 1a Bb3HHKHAT peakLuH
3a0aBeH THII.

AKO Mpe3 TOBa BpeMe IMOJIYYHTE HAKAKBH HEKENaHHU peakuuu, He3abaBHo yBeaomeTe Bawms nekap (Bxk.
Touka 4 “"Bb3MOXKHHU HEXKeJIaHW peakuuu’).

IIpencTaBeHUTE MO-rope CHLBETH C€ OTHACAT 10 BCHYKH MAUMEHTH, KOUTO ca npuend OMHUnak. Axo
HE CT€ CUI'YPHH B HAKOE OT rOpHUTE, nonuranre Bawus nekap.

OMHHIAaK MOXeE J1a ce mpulara 1o pas3jiM4Hd HAYWHH, KaTo 10-10/1y € JaJeHO ONMMcaHue Ha oOuvaliHuTe
HAYHUHU HA MpUarade Ha npoaykKTa:

NHKeKTHpPaHe B apTepHs WJIH BeHAa
OMHHUNaK HaW-4eCcTO ce MHKEKTHpA B ONpe/lesieHa BeHa Ha pbkaTa WM Kpaka. [ToHskora ce npunara c
MOMOILITa Ha ThbHKA TutacTMacoBa TpbOHYKa (KaTeThp), MOCTABEHa B ONpeesieHa apTepus, 0OMKHOBEHO
B obnacTra Ha pbKaTa Wiu ciabuHuTe.

HuxexkTHpaHe B rpbOHAYHHSA CTHJIO

OMHHNAaK ce HHKEKTHPA B MPOCTPAHCTBOTO OKOJIO Bawus rppOHaYeH MO3bK 3a BU3yalIH3UpaHe Ha

rpbOHAYHUSA KaHal.

Ako OMHunak Bu 6b1e npusiokeH B rpbOHaYHUS cTBIO, ciien ToBa lie ObIeTe NOMOJIEHH [a Cria3BaTe

CNEAHOTO:

® Jla OCTAHETE B [NOKOM C M3NpaBeHa rnasa U TAO 3a NEPUO OT €IWH Yac WK LIECT Yaca, B clTyyai ye
CTE Ha JIErJI0

e Jla xoauTe DaBHO W 1a ce cTapaeTe [a He Ce HaBe)kKJaTe 3a MepHo OT LIeCT Yaca

® Jla HE OCTaBaTe HAMbJIHO CaMH Ipe3 NbpBHTEe 24 yaca cnea npuiaraHero Ha OMHHUNAK, aKo CTe
H3BBH OOJTHHYHOTO 3aBe/IeHHE M HAKOTa CTE€ UMAITH TIPUTAIBIIH.




JlajeHuTe no-rope ChbBETH C€ OTHACAT, camMo ako OMHMNak Bu e Oun nHkekTHpaH B rpbOHaYHUSA CTBIIO.
AKO He CTE CUTYPHH B HAKOE OT MOpHUTE, MonuTaiTe Batmsa nekap.

[Ipnarane B TeJleCHHTE KYXHHH HJIH CTABHTE
TenecHure KyXuHH MOXe 1a ObAaT cTaBUTe, MaTkaTa M TpbOUTE Ha AiYHMUUTE. HauuHa U MACTOTO Ha

MPWIOKEHHE MOXKE [1a Bapupar.

[Ipuaoxkenue npes yerara
[Tpu n3cneaBaHe Ha XpaHONpPOBOAA, CTOMAaxa WKW TbHKHTE YyepBa, OMHHNAaK OOMKHOBEHO CE npuara

npe3 ycrara. [Ipu Te3u uscneasanus OMHUNAK MOXe J1a Obl1e pa3peeH ¢ Boja.

4. BuiMOKHI HEARCTAHN DEAKIIHH

KakTo BcHuku nekapcrsa, OMHHNAK MOXKe 1a NMpeau3BUKa HEKEIaHU peakL UM, BbIIPEKH Ye He BCEKH '
[noJiyyasa.

A.IIEI]TH'—IHH PEaKlIHH
AKO [MOJIYHHUTE aJICpruvyHa p€akuus rno BpeMcE Ha MnpecTtos CH B Do/IHHLATA WIH KJIHHHKATAa, KbAETO Bue

npunoxkeH OMHUNak, HezabaBHO yBeaomere Niekapa. [Ipu3HauuTe Moxke aa BKIIOYBAT:

® XpPHIOBE, 3aTPYJAHEHO JAULLIAHE WJIKM cTaraHe WiH Oonka B 00s1acTra Ha rpbAHUA KOLI

® 110sBaTa Ha OOpPHB WJIM YIUTBTHEHHSA 1O KOXKaTa, CbpOALIM NeTHa, MeXypH B 06/1acTTa Ha KOXaTa U B
ycTara, 3auepBsaBaHe/cbpOexk Ha OUMTE, KaluTMLa, OTAE/AHE Ha CEKPeT OT HOCA, KWXAHE WM JIPYrH
AJIePrUYHH CUMIITOMH

® OTOK Ha JIMLETO

® 3aMafsHOCT WIH NMpUMaJIsiBaHe (B pe3yJITaT Ha MOHWKABaHE Ha KPBBHOTO HAJIATaHE)

anﬂCTHBEH HTC MO-TOpPC HCKC/IAHH PCAaKUUH MOKC [1a CC MOABAT HAKOJIKO Haca HUJIK IHH CJICH
MpHITAraHeTo Ha OMHHNAK. AKO HAKOS OT T€3H HEXKeJIaHU PECAKUIHH BBE3HHKHE, CJICA KATO CTE
HAITYCHAJIH DosIHMLIATa WITH KJIHHHKATA, He3abaBHO OTHIETE B OT/EJIEHUETO 34 CIrieLlHa NMOMOILLl Ha HaH-

Onu3kara OonHuua.

Yecro cnen npunarane Ha OMHUNak ce HabMoaaBa KpaTKkOTpaiHO HaMagBaHe Ha oOpa3yBaHeTo Ha
ypuHaTa, B pe3yJiTaT Ha HaMmasisBaHe Ha ObOpeuHaTa pyHkuusa. ToBa MoXke 1a J0Bele 10 YBpeKaAaHe Ha
ObOpeumTe.

[To-nony ca npeacraBeHH JAPYrv HEXKEJlaHW peakldH, B 3aBUCUMOCT OT HAYUHA Ha MPHIIOKEHHE Ha
Omuunak. [lonuraiire Bawuus nekap, ako He cTe CUIypHH Kak Bu e npunoxen OMHUNAK.

OO6wmu (OTHacAT ce 3a BCHYKH HAaYMHH Ha NMpHIoKeHHe Ha OMHMITAK)

Yecmu: 3acazam I oo 10 nayuenma om 100
® YYBCTBO Ha TOMJIHHA (rOpELUH BbJIHK)
Hevecmu: 3acszam 1| oo 10 nayuenma om 1 000
e YYBCTBO Ha HEPA3MOJIOKEHHE (raeHe)
® [IOBHULIEHO/HEOOMYAHO M3MOTABAHE, YYBCTBO HA CTYJEHHHA, 3aMasHOCT/TIpUNagaHe
e rjarobonue
Peoku: 3acazam I oo 10 nayuenma om 10 000
® QJEepPrUYHHU peaklUH (CBPBXUYBCTBHTEIIHOCT) (Morar jia ObaaT GaTaliHu)




¢ 3a0aBcHa CbpAECYHA YECTOTA
e Oonxa B 06nacTTa Ha ¢ToMaxa, NOBPBLIAHE, TPECKA
MHuozo pedxu: zacazam no manxo om 1 na 10 000 nayuenma
® BpEMEHHA MPOMsHA BLB BKYCa
® BHCOKO HNU HHCKO KPBBHO HANAraHe, BYPHCAHE
® auapus
® aNeprudHa peakumnd, BKITIOUHUTENHO TEXKKaA anepridHa peakuMs, BOAEWIA 10 WOK H KONarc; 3a
APYTUTE NPUHALM BUAKTE “ANEPrUiHK peakLHH [O-rope
(' Heuzgecmua wecmoma. wecmomama He Modice 0a bvoe onpedenena om HANUYHUME OQHHU
¢ OTOK M HyBCTBHTENHOCT (O0NKa) Ha CNFOHYEHHUTE HKIIC3H

Creq MHXEKTHPaHe B ApTEPHH HIH BeHa
Yecmu: zacazam 1 oc 10 nayuerima om 10
® KpaTKOTpaHHU MPOMEHH B AMXATENHATA YECTOTa, AHXATENIHK npobnemn
Hevecmu: 3acsazam 1 0o 10 nayuenma om 1 (000
e ©Oonka W OUCKOMGOPT
e ocTpo O1LOpetHo yBpekaaHe
Peoxu: zacazam | 0o 10 nayuenma om 1) 000
®* IUapuA
HapyllleHa ChbpReYHa 1eCTOTa, BKIIOYHTENHO Y4eCTeHO UITH 3abaBeHo chpuebieHe
KallaHua, cnupaHe Ha JUHIAHETO, BUCOKA TeMneparypa, 0010 HepasnonokeHne
3aMaxHOCT, YYBCTBO Ha ¢cnabocr, MyckynHa cinabocT
HEMOHOCKHMOCT KbM APKA CBETIIHHA
YYBCTBO Ha HeoOuyaliHa yMopa
KOXEH 0OpHB M chplex, 3ayepBABAHE HA KOXATA
¢ TMOHMXKEHO 3peHUE (BKIHOYHTEIHO ABOHHO UITH 3aMBIIIEHO 3peHiue)
Muozo pedxu: 3acazam no marxo om | na 10 000 nayuenma
® KOHBYJICHH (IPHNANBLH ), 3aMBIJICHO Ch3HAHHWE, HHCYIIT, HAPYIIIEHUE HA CETHBHOCTTA
(HanpHMep NpH J0nHp), TpenepeHe, crynop (CbHINWBO ChCTOAHHE)
3avYepBABaHE Ha MULIETO
3aTPYAHEHO OUILIAHE
HH]aAPKT Ha MUOKapJa
Oo1Ka B rpBIAHKSK KOW
C Heussecmna wecmoma. vecmomama He Moxce 0a 6voe onpedeneHa om Hanudrume OaHKU

® TeXKKH KOXKHH peakLMH, BKAOYUTENHO TeXXbK 00puB, 0bpasyBaHe Ha MeXypu H OUICHE Ha
KoX<aTa

® YYBCTBO Ha ODBPKAHOCT, MYBCTBO Ha Xe30pUEHTAUMA, YYBCTBO Ha BBb30Oyaa, 6e3nokolicTso H
TPEBOKHOCT

®* CBPBXAKTHBHOCT Ha WIMTOBHMAHA ne3a (M3AMHWBK HA XOPMOHA Ha ILHTOBUAHATA KJie3a B
KPBBTa, NPUYHHSBALL pa3IiMHY CHMITTOMH, KaTo HanpHMep YCKOPEH ChpACYeH PHUTLM,
H3MOTABAaHE, TPEBOXKHOCT), KPATKOTPaHHO NOHWXKeHHe GYHKIHATA Ha HIUTOBHIHATA Xk/1e34
(HapyueHue Ha QYHKIHATA HA WWTOBHIHATA #J1€32, KOETO NO-KBHCHO CE BPBIlA KbM
HOPMANHOTOC)

e 3aTPYAHEHO MPHUABHKBAHE 3a HIBECTEH NEPHO] OT BpEMeE

® KpaTKoTpaiHa 3aryba Ha 3peHuneTo (OT 4acoBe A0 HAKOJIKC AHH), KpaTKoTpaiiHa 3aryba Ha
cnyxa

¢ CBHPJACYHH MTPOOIEMH, BITHOYHTENHO ChpAeYHa HEAOCTATEYHOCT, CMIA3BM Ha apTepHuTe Ha

CBLPLUETO B UHWAHO3A {CHHBLO 0 MYPNMYPHO OLUBETABAHE HA KOXKAaTa NMOPaiK MOHHKEHHUE Ha
Kncnopoaa)




CTAraHE B rbpAMTE WIH 3aTPYAHEHO JHIIAHE, BKIIOYHTENHO OTOK Ha HennTe apoboBe, cnasnm
Ha AUXaTeNHUTe MbTHILA

BNOLIABAHE HA BB3NANSHUETO HA NaHKpeaca (Oprad, HaMupall ¢¢ 3aj cToMaxa), NpuuuHABaLo
cTomaluHa 60Mka, KOATO ¢e BJoiaBa NpKH XpaHEHE

Do/ka H OTOK Ha BeHaTa, KPhBHH ChCHpelH (Tpombo3a)

Oonka B cTaBUTE, peakiMsA B MACTOTO HAa WHXKeKTUpaHe, 6onku B repba

obocTpaHe Ha ChLUIECTBYRALL MCOPHA3HC

HapyLUeHUA Ha rOBOPa, BRIKOHKTENHO aaiust (HEBbIMOKHOCT 34 NOBOPEHE), TH3ADTPHA
(3aTpyaHEHUA NMPH NPOU3HACAHE HA AYMH)

ACTMATUYER NPUCTHII

HOOH3LM ([TPEKOMEPHO KOMTHUECTBO Hoa B OpraHuiMa), BOASUI A0 OTOK H YYBCTBHTEAHOCT
(bonka) Ha CMOHYEHHTE XJ1E3H

3aryba Ha nameTTa (AaMHE3MA)

KpaTKOTpaftHO MO3BYHO HapylleHHe (KOHTpacTHA cHUc)AIONATHA ), KOETO MOXe I8 MPHYHHH
rnarobonue, 3aTpyAHEHHA ChC 3PEHUETO, 3aryba Ha 3peHne, repdoBe, 00BPKAHOCT,
LE30pUEHTALMA, 3aMasHOCT, 3aryba Ha cb3HaHKeE, KOMa, 3aryfa Ha KOopaHHaLUKA, 3aryba Ha
ABUXKEHUE B €JIHATA CTPaHa Ha TANOTO, npobneMu ¢ roeopa, 3aryba Ha naMeTTa U MO3bUeH
OTOK

TPOMOOLUTOINIEHHA (CHCTOSHHE, NPH KOETO OGpOAT Ha TPOMOOLIMTHTE € HUCHK, KOETO Kapa
KpbBTa 112 He Ce ChCHPBa ToJIkoBa AoOpe, KonkoTo 0OHKHOBEHO)

MMOBHUILLCH KpeaTHHUH B KpHBTA

Ciea MHKeKTHpaHe B IpLOHAYHHA CTHLAO
Muozo wecmu: 2acazam noeexe om I na it nayuenma

rnapobonue (MoXe 13 Obe TEKKO W MPOTBIIAKUTETHO)

Yecemu: sacazam I oo 10 nayuenma om 100

YYBCTBO Ha HEpa3nonoKerue (raaeHe}, NOBpbLIaHEe

Heuecmu: zacazam ! oo 10 nayuexsma om I 000

BhanaleHue Ha oOBUBKHTE (MeMOpaHATe) Ha MO3bKA H MPLOHAUHHSA MO3BK

Peoxu: zacseam 1 oo 10 nayuenma om 10 000

KOHBYIICHH (IpHIadbUK), 3aMafHOCT, bonka B ofnacTra Ha pbUETE MK KpakaTa, 6onka B
obnactra Ha wnATa, 60nku B repba

C neuzgecmua wvecmoma: Yecmomama He Modice 0a Hv0e onpedenena om HArTUYHUmMe OanHU

&

YyBCTBO Ha BB30yla

YYBCTBO Ha TPEBOXHOCT

YYBCTBO Ha JAE30pHEHTALUS

HEMOHOCHMOCT KBM ApPKa CBET/IMHA, CKOBAHOCT Ha& BpaTa

3aTPYAHEHO NPHABHIKBAHE 32 W3BECTEH NMEPUOJ OT BpPEeMe, YYBCTBO HA OOBPKAHOCT
Hapyui€HWe Ha CETHBHOCTTA (HanpUMep NpHU JOTHP), KpaTKoTpaliHa 3aryba Ha 3peHueTo (0T
YAacOBe A0 HAKOJKO JIHH), KpaTKoTpaiiHa 3aryba Ha ciyxa

MPHNAALK (C MPOABLIKUTENHOCT MOBEYE OT MET MHHYTH)

YYBCTBO HA W3TPBNBAHE, MYCKYJTHH KOHTPAKLIHK (Ca3MH), peaklHa Ha MACTOTO Ha
WHXXEKTHpaHE

KpaTKOTpaitHO MO3ZBUYHO HapyllieHHe (KOHTpacTHa eHledanonaTa), KOETO MOXKE J1a KoBeae ao
rnasobosniue, npodnemMu cuC 3peHHeTo, 3aryba Ha 3peHne, I'bPUoBe, 0OBPKAHOCT,
JAEe30pHEHTAaUMA, 3aMafsHOCT, 3aryba Ha cb3HaHue, koma, 3aryba Ha koopanWHauns, 3aryQa Ha
NBHXXEHHE B €IHATA fIO/IOBUHA HA TAIOTO, NMpobieMU € rosopa, 3aryfa Ha naMeTra K MO3bYEH
OTOK,




® HApPYLISHHMA HA PEYTA, BKIIOYKTENHO a¢a3na (HEEB3MOXHOCT 32 TOBOPEHE), AM3APTPUA
(3aTpyAHCHO MPOH3HACAHE HA AYMHTE)

Cnea npunaraHe B TeJIeCHUTE KYXHHH (KaTo MaTka M TpbOM Ha ARYHHUMTE, KIBYEH MEXYP U
MAHKpeac HITH XepHus)
Muozo wvecmu: 3acazam noeeve om | na 10 nayuenma
¢ Oonka 8 obrRacTTa Ha cTomMaxa
Uecmu: 3acszam | 0o 10 nayuenma om 100
e BbLINAICHUE Ha fTAHKPEAcHATa XKne3a {aHKpeaTuT)
¢ HapyIEeHO KOMTWYECTBO Ha 00pa3yBaHO OT MAHKPEACHATA XKIle3a BElIeCTBO, YCTRHOBEHO NMPH
naboparopHo u3cneasaHe
C Heuzeecmua wecmoma. wecmomama re Moxce oa bvoe onpedereHa om HanuYHume OaHHu
o Oonka

Cea VHXKeKTHpaHe B CTABUTE
Mnozo vecmu: 3acazam noseve om | na 10 nayuenma
e Donka B MACTOTO Ha HHXKEKTUpaHE
(' Heusgecmna 4ecmoma: Hecmomama He MOJICe Oa Oboe onpeodeaeHa om HanuUYHumMe O0anHu

® BBINMAJICHHE Ha CTABHTC

Chea npuiaaraHe npe3 yerarta
Muozo wecmu: 3acazam nogeve om I na 10 nayuenma
¢ JOHapud
Yecmu: 3acazam 1 oo 10 nayuenma om 100
® YYBCTBO Ha Hepas3MnoJioXKeHUe (raeHe), NoBpLLUIAHE
Hevyecmu: zacazam [ oo 10 nayuenma om 1 000
e Oonka B 0bnacTTa Ha CTOMaxa

AKO HAKOS OT HEXEJAHNTE JICKAPCTBCHH pCAKIIMH CTAHE CCPHO3HA HIH 3abenexxure APYTH, HEOMHCAHH
B Ta3H JILCTOBKA HCXKCNIAHH pCaKItHKR, MOJTA YBECAOMETC Batuus JICKAP.

gﬂﬂMHHTEHHH HCAKCIIAHH PCAKIIHH INMPH Icla H X0OHOITH

ChobiaBano e KpaTKOTpaHHO MOHMKEeHHE Ha PYHKUHATA HA LIWTOBHAHATA XJie3a (TIPEXOREH
XUNOTHPEOUINUIBM ) NPU MPEKACBPEMEHHO pOASHEH, HOBOPOAEHH W APYTH Oela CJiell MpUilarale Ha
HoAHH KOHTpacTHU cpeacTea. IIpexaespeMeHHO poaeHHTE Acla ¢a 0c0OEHO YYBCTBHTENHMN KbM
edexTa HaA Hooa.

C1o011aBaHo € KpaTKoTpaino NOHHAKEHHE Ha PYHKUHATA HA LUNTOBHAHATA ¥U1e3a (npexoeH
XHNOTUPEOHIHIBM } TIPH NMPEKACBPEMEHHO POJICHH, KkpMEHH JIcla, YRHTO Maitki ca premManu
MHOrokpaTHo OMHUMAK,

Coofiasane Ha HEXENAHW PSaKLIHK
AKO MOJTYHUTE HAKAKBU HEXKENaHW NEKapCTBEHH peakilui, yseaomere Bamus nexap, papMaueBT uiu

MeQUUWHCKA cecTpa. ToBa BKITIOYBA BCHUKH Bb3MOMKHH, HEOITHCAHH B TA3M AIHCTOBKA HEXEIaHH
peakuHH. Moxere cbiio Aa crollUpTe HeXKeNaH! peakldid IHMPEKTHO Ype3 HALlHOHATHATA CUCTEMa 34
choBUIaBaHE;

M3nbaHuTEenHa areHUuA No JIeKapcTRaTa

yn. Jamau ['pyes” Ne 8

1303 Codus

Ten.: +35 928903417




yeOcaiiT: www.bda.bg

Karo cbobuiaBare HexeJlaHW peakUMH, MOKETE J1a J1ajleTe CBOS MPHHOC 3a MojyvyaBaHe Ha roBseve
HHpopMaLHs OTHOCHO DE30MacHOCTTa Ha TOBA JIEKAPCTRO.

5. Kak aa coxpausisare OMHunak

e KakTo BCHUKH napeHTepaniHH NPOAYKTH, npeau ynorpedba OMHunak Tpsadsa na 6bae ornenax
BHU3YaJIHO 32 HAJIMYME HA YaCTHLIM, IIPOMEHH B LIBETA H LIEJIOCTTA HA OMAKOBKaTa.

e Jla ce cbxpaHsBa Ha MACTO, HEJIOCTBITHO 3a JIelia.

e He usnonssaiite OMHHMINAK cliea CpoKa Ha rOAHOCT, 0TOENA3aH BbpXY eTukeTa cnes “oneH
10:”. CpOKbT Ha TOJAHOCT OTTOBaps Ha MOCJEAHHS JEH OT NMOCOUYEeHUs Mecell.

e Jla ce cpxpansBa noa 30°C.CexpaHsBaiiTe OmakoBKaTa B KAPTOHEHATA KYTHA, 32 JIa Ce
npeanasy OT CBETJIMHA U BTOPHYHO PEHTIEHOBO IbYEHHE.

e [IpoaykThbT B CThKJIEHH (1akoHU/OYTHUITIKH MOJKe 1a ce cbxpaHsBa npu 37°C no 3 meceua
npeau ynorpebda. [poaykrsT B nonunponuneHoBu Oyrunku ot 50, 75, 100, 150, 175, 200 u
500 ml moxe na ce cbxpansasa npu 37°C no 1 meceu npeau ynorpeba.

e To3u nekapcTBeH NPOAYKT € caMo 3a eHoKpaTHa ynotpeba. U3nonseaiiTe BeaHara cnen
otBapsaHe. U3xBbpiere BCAKO HEM3MOI3BAHO KOJIMYECTBRO.

He u3xBbpasiTe nekapcTBaTa B KaHa/IM3aUMATA UITH B KOHTEHHepa 3a JomMallHu otnaabuu. [Tonuraiite
Bawus papMaueBT Kak J1a U3XBBPIIMTE JIEKapcTBaTa, KOUTO BeUe HE W3nos3sare. Te3n MepKH e
CMIOMOTHAT 3a Ona3BaHe Ha OKOJIHATA cpela.

6. (_.1'In_-'l'l"n|}}|ﬁlllllt' HA ONMMAKOBKATA H JIONMB/ITHHTEIHA IlIldHl'HIHIIIIH

KakBo chabpxa OMHHNAK
& AKTHBHOTO BEIIIECTBO € HOXEKCOI.
Owmuunak 300 mg I/ml cbavpxa 647 mg fioxekcon 3a ml (ekBuBanenTHO Ha 300 mg #ox 3a ml).

e  Jlpyrure ChCTaBKH ca:
Tpomeramon
HaTpueBo-kanuueB eaerar
XJ10pOBOJAOPO/AHA KHCEJIMHA (3a KopurupaHe Ha pH)
Boaa 3a HHKEKLIHH.

Kak n3riexxaa OMHHNAK M KAKBO ChAbLPAKA OMAKOBKATA
OMHHMNAK € HHXEKUHOHEH pa3TBop. [IpoayKTeT npeacrasnsea OucThp, Oe3uBeTeH 10 Oe10 KBaT
BOJIEH pa3TBOP.

CobabpKaHHe Ha ONaKoBKaTa
[IpoaykThT ce nocTaBs B CNEHHUTE ONAKOBKH:




Mpoaykr CThKeHH Hoaunponuaenosn byTHAKH

prakoRu/6yTHIKH

Omnipaque 300 mg I/'ml | 10 x 20 ml 10 x 50m]
25 x 20ml 10 x 75ml
10 x 50mli 10 x 100m
10 x 100m] 10 x 150m
10 x 150m] 10 x 200m
6 x 200ml 6 x 500ml

10 x 500ml

He BCUYKH BUAOBE OMAKOBKH Morart Jia ObJaT AyCHAaTH Ha nasapa.

[IpuTexncaTen Ha pa3peiieHUeTo 3a ynoTpeba:

GE Healthcare AS
Nycoveien |

0485 Oslo
Hopeerusa

[Ipon3asoanTen:
GE Healthcare AS
Nycoveien |

0485 Oslo

Hopserus

GE Healthcare Ireland Limited
[DA Business Park
Carrigtohill

Co.Cork,

Hpnanans

3a JOMBJIHUTEHA HHPOPMALIMA OTHOCHO TOBA NIEKAPCTBO, MOJIA CBLPXKETE Ce C JJOKATHHA
NpeACTABHTEN Ha NPUTEXATE/IS Ha paspelleHreTo 3a ynotpeba:

Jxu A Xentkewp bunrapus EOOM
Oyn “Hparan Uankos” 36, 6nox b oduc 405-406,
Codus 1040, Bvarapun

JaTa HA MoCheAHO NPepPaIrAeKAIHe HA JTHCTOBKATA
hespyapu 2026

OMHHNAK e 3ana3cHa Thproéeka Mapka Ha GE Healthcare.
GE e 3anazena Teproecka Mapka Ha General Electric Company, WanofiaBaHa CsIrilacHO JTHIICHS 32
ThProBCKa Mapka.




