JIncronxa: HHGOPMANHA 38 NOTPeOHTENR

Fagosuct 1,0 mmol/m] ApXeKHOHeR PAITBOP B NPEABAPHTENHO HANBJAHCHA
COPHANOBXA/NATPOH
Gadovist 1.0 mmol/ml solution for injection in pre-filled syringe/cartridge

Gadobutrol (I"anobyrpon)

MpoyereTe BHHMATENHO NRJIATA JHCTOBKA Npean Aa Bu Gbae NPRIOKEHO TOBA J1EKAPCTBO, Thil
KaTo TH ChAbPXKA BakHAa 3a Bac unpopmauns.
- 3anasere Ta3y JUCTOBKA. MoXe Aa ce HaJIOXKHU Aa A NPOUCTETE OTHOBO,
- AKO WMaTe HAKAKBH JOMMBIHMTEIHH BLIIPOCH, NONKTANTE 1ICKapa WIH NTHLETO, KoeTo Br
npunara [agoBHCT (PeHTTeHOBHS J1aGopaHT) WY NEpcoHana Ha OOTHHLATA/OTAEIEHHETO
33 MArHUTEH PE30HAHKC.
- AKO TOTTY4HTE HAKAKBH HEeXENaHH JIEKapCTBEHK peakuuy, yseaqomere Bains nekap

HTreHoBHA N1abopaHT). ToBa BKIKOYBA H BCHYKH M-ﬂmwmp%_
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Kakpo mpeactarnaBa ['af0BHCT 32 KAKBO C€ U3MON3EI . Ll
KaxBo Tpa6Ba /1a 3naete, mpeu aa Bu 6b1e npuIoxeHARA0RMET : /v _na.

Kak we Bu 6bae npunaras anosuct P G 23T J g -08 2[]25 .......
BLBMGEHH HE]KQJ]&HH pea[(u““ ;l P4 v L e drameme e mmagaramf beans rdvmaraNmas !

Kak na ce chxpandasa I'aioBicT e I ST
ChAbpXaHue Ha ONaKOBKaTa W AOIBIHATETHA WHPOPMALKS

AR ol i

1. Kaxso npeacrasassa 'agoBRCT H 33 KAKBO Ce H3M0JI3Ba

["'aJOBUCT € KOHTPACTHO BEMIECTBO 3a MarHHTeH pe3oHaHc (IMP), usnoi3paHo 3a AMArHOCTHKAa Ha
MO3bKa, rPOHAYHHA CTHIO ¥ KPbBOHOCHHTE ChioBe. [aOBUCT MOXE CHILO Aa NOMOrHEe Ha Bamus
nexap Aa OTKpHe BHAA (100poKauecTREH WM 3JI0KAa4YeCTBEH) HAa YCTAHOBEHH WM TMOLO3WPaHH
abHopMHM 00pa3yBaHHs B uepHuA Apod unn Ondpenure.

[afoBMCT MOXE CHLIO Ja e W3MO0J3BA 334 MAarHHTEH pe30oHaHC Ha abHOpMHHM 00pa3yBaHHA B HpYrH
4aCTH Ha TAJIOTO.

Toit ynecHaBa BH3yalW3HpaHeto Ha AaGHODMHH CTPYKTYPH HIH JI€3HH M TfoMara 1pH
nHdepeHUHpaHeTO MEXAY 3[paBa M MaTONIOrHYHO H3MCHEHA ThKaH.

Toli e mpennaszHavyeH 3a ynorpeba MpH BB3PACTHM M JA€LA OT BCHYKH BB3pacTH ( BIJTIOUMTEIHO
AOHOCEHH HOBOPOACHH).

Kak aeiicrBa I'agoBHCT

MareuTHHAT Pe3CHAHC NPEACTaRIABa METO 3a ofpasHa AMarHoCTHKa, Oazupall ce Ha MOBEACHHETO
Ha MOJEKYJIUTE HA BOJATA B HOPMATHHUTE H YBPEACHHTE ThbKaHU. Toi ce OCBHUIECTBABA YPE3 CROKHA
CMCTEMA OT MarHHTH W pPaaHOBBLIHU. H3MEepeHHTEe napaMeTpd C€ 3anHCBaT OT KOMIIOTHD H CC
MPEBPBLIAT OT HENO B U300paKEHHA.

[aZoBHCT ce TpHiIara Kato uHkekiua. ToBa JIeKkapcTBO €€ H3FIO/I3Ba CaMo 3a JHArHOCTHKA H LI CE
[pWIara caMo OT MEMIMHCKY CNIELIHAIMCTH C ONMT B KIIMHUYHATA npakTka ¢ AMP.



2. Kakso Tpafpa 1a 3naere, npean Aa Bu 6bae npuioxen l'agosucr

He n3nonzpatite NagoBuceT:
- aKoO CTE aJieprHYHH KbM raJo0yTpos HIH KbM HAKOA OT OCTAHANMTE CHCTaBKH Ha TOBA JIEKAPCTBO
(136pocHM B TOUKA 6).

peaynpexaeHds H NpeANa3HH MEPKH

NoBopere ¢ Baiuua nexapp npeaH aa Bu ce npHnoxH I'anoBUCT, ako

- ¥MaTe WX B MHHAJIOTO CTE MMAJH ajeprus (Hamp. CEHHa XpeMa, yPTUKapHa) WM acTMma

- B MMHAJIOTO CTE HMANH PeaKkUHsa CPEILly KOHTPACTHH BELLCCTBA

- MMaTe MHOrO BiOIIeHA OBbOpeuHa QyHKIHS

- MoNy4aBaTe MPHNALbUW/ TEPHOBE NOPaAH 32001BaHHA HA MO3LKa WK CTPaaare OT APYTH
3a001ABaHNA HA HEPBHATA CHCTEMA.

- MMaTe ChpAcYEH NelicMefikbp MK UMaTe HAKAKBH MMIUTAHTH WM KIHIICOBE, ChABPKAIIH KENA30,
B TAJIOTO.

BalMAT nexap Lie pelliy JAnd NPOBekIaHeTO Ha 3aIU1aHyBaHOTO H3CIEABaHe € Bb3MOXHO WIH HE.

- Cnen npanoxeHue Ha ['afloOBUCT MOTaT Aa ce MPOABAT NOACOHH Ha allePruf PeaklHMy WK Apyr
BHJ] PEaKLHK, BOAECINH A0 MpolaeMH CbC ChPLETO, 3aTPYAHEHHE B THINAHETO KK KOXHH
peaklMH. Bb3MOXKHH ca TexXKH peakuyH. [loBeueTo OT Te3u peaklMy Bb3IHMKBAT [0 NOJKOBHH 4ac
cien npunoxexunero Ha lanosuct. [Nopaau ToBa BHe Iue ObpaeTe HAONIOAABAHK CIIE
uacnenpanero. HabmonasaHy ca KbCHY peakuyy (Cea HacoBe A0 AHH) (BHKTE TOYKA 4).

bu6peun/gepes apod

YeenoMere Bauiug nekap, ako:

- BawnTte 6606peum He PyHKLUHOHHUPAT HOPMATHO

- cxopo cre 6WIM WK ovaksaTe aa Obaere noanoxen/a Ha YepHOAPOOHA TPAHCIUIAHTALIHS.

BaumsaT nekap Moxe fa Bu Hanpasu uacnensaHe Ha KpbBTA, 3a a IPOBEPH JOKONKO Kobpe
dbyrkumonupar Bawure 6s6peun, npeay oa B3eMe pelleHHe 3a ynotpedara Ha I'aRoBHCT, 0cobeHO
aKO CTe Ha Bb3pacT Haja 65 roAuHH.

HoBopoaeHH ¥ KbpMatieTa

Toit kaTo 666peuna QyHKLMA e HepasBuTa npu 6eGera A0 4-CEAMHUYHA BH3PACT U Aena A0 1-roauuiHa
BB3pacT, ['anoBucT 1ie Oblie H3NOM3BaH NPH TE3H NAMEHTH CaMo C/IEA BHUMATEIHA MPELEHKA OT
JIeKap.

HApyrs JexapcTBa H ['agoBHCT
Hudopmupalite Baiuna nexap, ako NpHeMare, HACKOPO CTe MPHEMATH HIH € Bb3MOXHO A4 MPHEMETC

ApYTY JieKapcTBa.

bpeMeHHOCT H KhpMEHE
[MockBeTBalTE ce ¢ Bamug nexkap npeaun ynorpedara Ha KOETO M 1a € 1€KapCTBO.

o bpemMeHHOCT
['aa06yTpoN MOXE Aa MpeMUHe npe3 naueHTara. He e n3secTHO fany 3acara 6edero. O6bpHeTe ce
kbM Bamus nexap, ako MUCITHTE, 4e cTe OpeMeHHa WK Y€ MOXe 1a 3abpeMeHeeTe, Thi KaTo
[agoBHCT He TpsOBa Na 6bie W3MOI3BaH M0 BpeMe Ha 6PEMEHHOCT, OCBEH aKO He € KpaiHo
HaJTOXKHUTETHO.,




¢ Knpmene

O6bpHeTe ce KhM Bamui nexap, ako KbpMHTE WK By NpeAcTOH Ja 3ano4HeTe Aa KbpMuTe. Bawnat

nexap e o6eram ¢ Bac, aanu TpadBa Aa NpogL/KUTE KBPMEHETO HiH TO Tpa0Ba na bvae
NpeycTaHOBEHO 33 Haii-Manko 24 uaca, cies karo Bu e 6un npunoxeH ['anoBHcT.

T'apoBHCT CHABLPXS HATPHI

To34M NekapcTBEH MPOAYKT ChAbPXKA Moj, 23 mg HaTpHH BbB BCAKA 1034 (OTHECEHO KbM CPEHOTO
KOJIMYECTBO, KOETO ¢e NPUNara Ha 4YoBeK ¢ TenecHo terno 70 kg), T.e. MpakTHUYECKH “HE ChAbPKA

HaTPHI .

3. Kax me Bu 6uae npuaaran I'anosuct

[aJ0BHCT C& HIDKEKTHPA OT MEAHLIMHCKH CIIELIHAJIUCT NPe3 ThHKA HIJia BBB BeHA. MacieaBaHeTo ¢

MarRHUTEH PE30HAHC MOXE Aa 3anoyHe BeaHara.
IL[le ocranete moa HabmoaeHne Hat-Manko 30 MHHYTH CJiel] HHXXEKTHPaHEeTo.

O6uuaiinara no3a

TouHaTa 1034, KOATO € HeobxoauMma 3a Bac, 3aBucH oT TenecHoTO BH Terno M oT obnacTra, KOATO Lie

Obae H3caAcABaHa;

INpH BL3PACTHH eAHA HDxekuus ¢ 0,1 MHIHIHTPa 'aoBHCT HA KHIOTPaM TEJECHO TETTIO €
NpenophYHTEIHA (TOB2 O3HAYARE, Ue [03aTa 33 70-KIIOrpaMoB NAUMEHT € 7 MUITUIMTPA), HO MOXE Ja

ce MPHIOKH OLlIE eAHA HiDKekuxa 10 0,2 MHTHAINTPA Ha Kg TeNecHo Terno Ao 30 MHHYTH OT MbpBATA
HHKeKLHs. MakcHMMaliHaTa /1033, KOATo MOXe fa 6b1e npuwioxkeHa, € odbmo 0,3 mununurpa Fagosucr

Ha KHIOI'paM TEIeCHO Terno (ToBa O3Hauapa 3a 4oBek Texai 70 kg nosara na Obae 21 MWIWIKTPa) 32
W3cneaBaHe Ha HeHTpanHa HepsHa cucTeMa (L{HC) 1 32 KOHTPacCTHO YCHIBAHE NPH MATHHWTHO
pesoHaHcHa aHrnorpadus (CE-MRA). Jlosa ot 0,075 MwinnuTpa I'aloBHCT Ha KHIOTPaM TENECHO

TErno Moxe aa Obe NprioKEHa KaTo MHHHMaTHA (TOBa 03HAaYaBa, 32 4oBek Texaly 70 kg nozara aa
6bae 5,25 mumwiutpa) 3a LHHC.

JlonbIHUTENHA MHPOPMALIMA OTHOCHO MPHWIOKEHHETO W paboTara ¢ ['anoBUCT € JancHa B Kpad Ha

JINCTOBKATA.

Jo3HpoBKa NPH CNCNHANHHE rPYNH NALHCHTH

Vrnorpe6ata Ha [a10BUCT He ce Npenophyba NPH NALMEHTH ChC CEPHO3HU Mpobnemu ¢ 61bOpeumTe
WIH Ha NALMEHTH, KOHTO CKOPO ca 61y MM e 654aT NOAN0KEHH Ha YEPHOAPOOHa
TpaHcIUiaHTauua. Bee nak, ako ynorpe6Gara Ha ['afloBHCT ce U3HCKBa, He TpA6Ba Ja noayuaBare
[ioBeYe OT efHA 7033 OT | aOBUCT 110 BPEME Ha H3C/EABAHETO K HE TPAOBA 12 Nojly4aBare BTopa

UHXXEKLIMA, TTPEAH Aa €a UITEKIIH NTOHe 7 AHH.

HoBopoaeHH, KbpMadeTa, Aela H IOHOIIH

[pH meua oT BCHYKH BH3PacTH (BKIIOYHTENHO ROHOCEHH HOBOPOAEHH) C€ NPENopbYBa AHHAYHA 1032
ot 0,1 Mununurpa MaOBUCT Ha KHIOPaM TEIECHO TETTIO 33 BCHUKH M3CNeABaHHA (BXK. To4kKa 1).

Toii kaTo 6pOpeuHa GYHKIMA € Hepa3BUTa npH Gebera 1o 4-CeIMMUHA BH3PacT U Aeua 10 1-roauinHa

BL3pacT, ["aNOBHCT Lie 6be W3N0N3BAH NPH TE3H MAUMEHTH CaMo Clle/l BHHMATEIHA NMPELCHKA OT
nexap. HoBopoaerH H Kkbpmauera Tpa6Ba Ja NoiyHdar caMo eaHa 103a oT ['anoBucT no BpemMe Ha
CKAHUPAHETO U He TPAGBa N1a No/y4aBaT BTopa HHXEKLMA B NPOALDKEHNE HA Hali-MaIKO 7 IHH.

Crapgecka BL3pacT

Hsama Hy» 2 OT KOpeKHHA Ha 103aTa, ako CTe Ha Bh3pacT Haj 65 roauHH, HO MOXe a Bgﬁma:x

HaNpaBEeHH KPLBHH W3CNENBAHUA, 32 4 CC MPOBEPH N0KONKO A06pe (b}’HI{IIHDHHpa/’[/
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Axo Bu e npHJoKeHa nosede oT HeobxonHumaTa 1032 ['afoBHCT

[lpeno3upaHe € Manko BEPOATHO. AKO BCE MaK TOBA Ce CNy4H, BaiuaT nexap uie neKyBa BCHKH
CHMITTOMH K MOX€E Aa u3non3sa Ob0peyvna AManau3a 3a OTCTpaHABaHeTo Ha ['anoBHCT oT Balirug
OPraHH3bM.

HsMa 1oKkazaTeNncTBa, KOMTO fia [IPEAronarar, Y€ ToBa 61 npeaoTBpaTHNO pa3BUTHE Ha HEQPOreHHa
cucteMHa ¢pubpoiza (HCD; puxxre ToHka 4) # He TpOBa Oa ce H3NOMN3Ba 33 JIeYEHHE Ha BBIIPOCHOTO
cbeTOAHME. B HAKOH cTyyaHn BanmaT nekap wie nposepH CbpLETO Bu.,

AKO MMaTe HAKAKBH JOTbIHKTEIHH BRIIPOCH, CBbP3aHH ¢ yrnoTpebaTa Ha TOBa A1€KapCTBO, MOMHTANTE
Baiua nexap #nv peHTreHoNor,

4, Bh3MOKHH HeXKeJAHH PEaKUHE

Kakto BCHUKM 1€KapCTBa, TOBA JIEKAPCTBO MOXKE Aa NPEAN3BHKA HEXENaHH PCaKLMH, BIPEKH Ye He
BCEKH ' nonyuara. [ToseyeTo OT Te3M peaklUM HACTHIIBAT B PAMKHTE Ha MOJI0BHH Yac ciel
npunarane Ha I'agoBHcT. B peaku cnyyau ca Habilonapany 3a6aBEHH PEAKLIMH, NIOA00HH Ha aneprus
MK ApYr BUA HEXEJTaHU PeaklMH, HACTHNBALH 4aCcOBE 10 HAKOMKO AHH CEN NpWiaraHe Ha
lamosrct. Ako ToBa Bu ce cnyun, HesabaBHO yBenomere Bamus nexap MW peHTTEHOB 1a0OpaHT.

Haii-cepRO3HHUTE HeKENAHH peakniH (KOUTO ca OHIH (paTamHH Wi )KHBOTO3aCTpaILIABAILY B HAKOH
cly4au) ca.
® crniMpaHe Ha ChpLETO (cvpdevwen apecm), Texko benoapobHo 3abonasane (ocmvp
pecnupamopen oucmpec cundpom) / TedHOCT B GenuTe npobose (berodpoben OMOK) N TEXKU
(anagpunaxmoudnu) peakliuy, nogo6GHK Ha anepryd (BKIOYBAINM CMTAPaHe Ha AHIIAHETO H
1I0K).

OCBeH TOBa, CJeAHHTE HEKEJIAHR PEAKIHH B HAKOH CJIy4aH ¢a OHJH XKHBOTO3ACTPAIABALIH HJIH
¢paraanu:
® HENOCTHr Ha BB3AYX (Qucnues), 3aryba Ha Ch3HaHHE, TEXKA PeaKlus, MoA0OHA Ha aneprus,
CWIHO MOHWKEHHE Ha KPbBHOTO HAIATAHE MOKE la IOBEAE N0 KONANC, CUpaHe HA JAKIIAHETO,
TEYHOCT B HestuTe ApoboBe, NOAYBAHE HA YCTATA H I'BPJIOTO H HUICKO KPBBHO HaJlAraHe,

B peaxkn cay4am:
® MOTaT A3 HACTLIIAT NoA0GHH HA aNepPTHE PeaAKIHH (CBPbXUYBCTBHTENHOCT W aHadunakcus ),
BKJIFOUUTETHO TEXKH PeaKLMH (LI0K), KOHTO MOraT Ja H3HCKBAT He3abaBHa MeAMLIMHCKA

HaMccCa.

AKo 3a0enexure:

- TOOYBaHE Ha NULETO, YCTHHTE, €3MKA WIH I'bPNoTO

- KallUIAHE U KHXAHE

- 3aTPYAHEHO AUILAHE

- ¢bphex

- 3aCWJICHa CEKpeLMa OT Hoca

- KonpHBHa Tpecka (00pUB, KaTo NP ONapBaHe ¢ KOMPHBA)

O6bpHeTe ce He3a0aBHO KbM NMEPCOHANR HA OTACJICHHETO, KBHAETO e NPOBekAa MArHHTHHS
pezonanc. ToBa MOXe 13 ca TBPBUTE NPU3HALIM HA HACTHIBALIA TekKa peakuns. Bauero
M3CJISABAHE MOXE /1A Ce HAIOXKH Ja Obae NpeyCTaHOBEHO, a Bue MoXe Aa ce HyxaaeTe OT
ACITBJIHUTETHO IEYEHHE.

Haii-uecto nabaogaBannTe HexeJaHH peaxnau (Morar aa 6BAAT 3acerHaTH 5 WM [TOBEYE Ha

1000 aywm) ca: P
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[ToBe4eTo OT HEXENAHUTE PeaKLHH Ca JIEKH 10 YMEPEHH.

BL3MOXKHHTE HEXEJAHH PEAKIHH, KOUTO €2 HabNt0AaBaHKk NpH KAHHHYHHTE H3NHTBAHHA Npeiu
pa3peLuaBaHeTo 3a ynorpeba Ha ['agoBuct, ca U36pOEHH N0-A01Ty, MOAPEAEHH MO TAXHATA BEPOATHOCT.

YecTH: Morar aa zacersar zo 1 Ha 10 aymu

riaBobonue
rageHe (npusnssane)

HeuecTn: Morar aa 3acerHar Ao 1 Ha 100 ayuwwu

nosodHa Ha aneprus peakuus, Hanp.

-  HHCKO KPbBHO HaJIAraHe

-  KOTIPHUBH& TpeckKa

-  NOAYBaHE Ha MULETO

-  poayBaHe (omok) Ha KIEITa4YHTe

- 3auepBsBaHe HA JIMUETO

YecTOTAaTa Ha CNEAHUTE MOAOOHK HA aJICpPrus peakliy HE € H3BECTHA:

- TexKa peakuus, nonobua Ha aneprus (anagurakmouder uioK)

- CHM/IHO NMOHWXAaBaHe Ha KPbBHOTO HANSraHe MOXeE J1a NoBeAe A0 Konarnc (uok)

- CcIMpaHe Ha AULUAHETO

- 3aTPYAHEHO AullaHe (bpoHxocnazeM)

-  NOCHHABAHE Ha YCTHHUTE

-  [OAYBaHE Ha YCTaTa U I'bPJIOTO

- MOAYBAHE Ha I'BPAOTO

- MOBHIIEHO KPbBHO HANATAHE

- 6onka B I'bDAUTE

- [OAYBaHE Ha JIMIETO, FLPAOTO, YCTATa, YCTHHTE H/HIH €3HKa (aHzuoedem)

-  KOHIOHKTUBHT

- 3aCHJICHO NOTEHE

- KalUTHua

-  KMXaHe

- ycelllaHe 3a mapeHe

-  Onena xoxa (61ednocm)
3aMAasHOCT, U3MEHEHHA BbB BKYCQ, H3TPLIIBAHE U MpaBY4KaHE
3aTPYAHEHO JIMLIaHe (QucnHes)
NOBPbLLAHE
3auyepBABAHE Ha Koxarta (epumem)
cbpOexk (BKIIOUMTENIHO reHEpAIM3UpaH Cbphek)
06puB (BKTIOYMTE/THO MeHEPATM3HPaH OOPHB, MANKH, FNIAJIKH, YEPBEHH NETHA (MaKyrapeH
06pug), MATKH, H3ITbKHANH, 106pe odopMmeny ne3uu (nanyaapen obpug) v cbpOALL 0OpUB
PasIHYHHK PEakLMH Ha MACTOTO Ha HIDKEKTHpaHe (Hanp. W3TH4aHe B 00KpBXKaBallaTa THKaH,
apese, CTyAeHHUHa, 3aTOIIAHE, 3a4epBsBaHe, 0OpUB, OoNKa WIH MOCHHABAHE)
yCellJaHe 3a ropeLiUHa

Peaxn: morat aa 3acerdar ao 1 ma 1000 ayu

npunafgaHe

KOHBYNCHS (rvpd)

HapyILEeHO 0OOHAHHE

yuyecTeHo OHeHe Ha CBPUETO

chpiicOHeHE

M3CHXBaHE Ha yCTarTa

00100 Hepas3nonoxkeHue (npuznneane)

YCEIIaHe 34 CTYy[ T
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JONBLAHHTEIHHE HEXKeJanH PeaKnHH, KOHTO ¢a ¢Ho0maBanH cjieA paipeliapaseTo 3a ynoTpeda

na F'afoBHCT ¢ HeR3BeCTHA YecToTa (JeCTOTaTa He MOXE J1a Ce ONpEAEIH Bb3 OCHOBA HA HATHYHUTE

OaHHM ):

- crMpaHe Ha cChpueTO (cepleven apecm)

- Texxo GenoapobHo 3abongsane (ocmup pecnupamoper ducmpec CuHOpom)

- TeuHocT B 6enure Apobose (6eroopoben omox)

- uMa chrobuienus 3a HedporenHa cucTeMHa gubposa - HCO (3abonasane, koeTo MpUYNHABA
zanebensBaHe Ha KOXKATA U MOXKE 13 3aCErHE MEKHMTE ThKAHH H BLTPELIHUTE OpraHH).

Cneu npunaraie Ha [afoBUCT ca Ha0MI0aBaHH MPOMEHH B PE3YNTATUTE OT 1aDOpaTOPHHTE
w3cneBaHHs Ha OpOpeuHaTa QyHKLMS (HanpuMep MOBHINABAHE HA CEPYMHHA KPEATHHHH).

CrofmaBane HA HEXKENIAHY PeaAKIHE

AKO 110TyMHTE HAKAKBH HEXeENIAHU IEKApCTREHH peakiuH, yeeaoMere Baiuns siekap Win
peHTreHonor. TOBa BKJIIOYBA BCHUKH Bb3IMOXKHHM HEONWCAHH B Ta3H JIMCTOBKA HEXETAHM PCAKLHH.
MoxeTe cBINOo Aa CHLOOIUTE HEXENTAHN PEakLMH AHPEKTHO Ype3

H3menHuTenHa arcHIMA 10 JIEKApCTRATA

yn. . Jamau ['pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

ye6eaitT: www.bda.bg. Karo cho0iuasare HexenaHu peakuyy, MOXETE Aa Nal€Te CBOA MMPUHOC 34
noJiyvaBaHe Ha NoBeve HHPOpMALMA OTHOCHO O€30MacHOCTTa Ha TOBA JIEKapCTBO,

5. Kak ga chxpanagate ['afoBHCT
Jla ce cbXpaHABa HA MACTO, HEAOCTBITHO 32 A€1a.

He u3non3eaiire T0Ba JEKapCTBO CJIER CPOKA HA I'OAHOCT, 0TOENA3aH BbPXY €THKETA K KapTOHEHATa
onakoska cnen “EXP” win “INozeH po:”. CpOKbT Ha FrORAROCT OTTOBApA HA NOCNEAHHA ACH OT
nocodeHus Mecell. TO3M TekapcTBeH MPOAYKT HE HIUCKBA CIICLIMANHM YCIOBHA HA CbXPaHEHHC.

IlokazaHa € XHMHYECKa, PuU3HuecKa M MUKpOGHONOrHyHa CTabMNHOCT ciell OTBapAHE 3a 24 yaca NpH
20-25°C. Ot MUKpOOHOIOrHYHA ITIEAHA TOYKa, TPOAYKTHT TpAOBa Na ce U3non3Ba He3abaBHO cren
OTBapAHETO.

To3H nexapcTBeH NPOAYKT NpeAcTasiaBa GUCThD, GesupsereH N0 6neno xwAT pasTBop. He
M3MoI3BalTe TOBA NEKAPCTBO, aKo 3abenexuTe CepHO3Ha MPOMAHA B UBETa, HATHYHE HA YaCTHLIH WIH
nedeKTHa OTIaKOBKa.

He u3xpupiiaiTe JieKapcTBaTa B KAHANM3aLMATA WIH B KOHTelHepa 3a JOMAUIHH OTNaAbLA.
[MonuTatite Bauna gapMaueBT Kak Aa U3XBBLPAATE eKapcTBaTa, KOMTO Beye He u3nos3sare. Tesun
MEPKH L€ CIOMOFHAT 34 Orna3BaHe Ha OKOJIHaTa cpela.

6. CuabpxkaliHe HA ONAKOBKATA H AONLIHHTEIHA HHPOPMALHS

KakBo cbabpxka I'afoBucT

-  AKTHBEOTO BellleCTBO ¢ raaodyTpon.

| MIWIWIHTED OT HHXKEKLMOHHHA pa3TBOp Chabpka 604,72 mg ragobyTpon (ekBUBaNIEHTHO Ha | mmol
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| npeaBapUTENHO HAMTbJIHEHA crpUHLIOBKA ¢ 5 ml chabpxa 3023,6 mg rago0yTpon,

| npeaBapUTEHO HAMMbJIHEHA CNIPUHLIOBKA cbe 7,5 ml chabpxka 4535,4 mg ranodyTpoi,
| npeaBapuTeNHO HammbJIHeHa cripuHUoBKa ¢ 10 ml chabpxka 6047,2 mg rapodyTpou,

| npeaBapUTENIHO HAITbJIHEHA cripuHIOBKa ¢ 15 ml chabpxka 9070,8 mg ragodyTpou,

| npeaBapuTesiHO HamrbHeHa cripuHuoBka ¢ 20 ml cuabspxa 12094,4 mg ranodyTpoi.

| marpos ¢ 15 ml cbabpxa 9070,8 mg ragodyTpoin,
| marpon ¢ 20 ml ceabpxka 12094,4 mg ragodyTpon,
| marpox ¢ 30 ml ceabpxa 18141,6 mg ragodyTpos.

JIpyrute chbCTABKH Ca: HATPUEB KAJIKOOYTpOJl (BHXK Kpas Ha To4ka 2), TpoMeramod, IN
XJIOPOBO/IOPO/1HA KHCEJIMHA K BO/1A 32 WKEKILIMH.

Kak m3raexna 'ajoBHCT H KAKBO ChAbpPKa ONMAKOBKATA
["amoBHUCT npeacTannsaBa OMCTLP, Oe3uBeTeH 10 01€10 KBJIT pa3TBOP.

Pa3znu4yHHUTE ONAKOBKU ChIbpaKAT:

e | WM 5 npeaBapUTENIHO HAITbJIHEHW CIIPHHLIOBKH € 5, 7,5, 10 ml nHkekUHOHEH pa3TBop (B
CThKJIEHA WK IUIACTMACOBa MpeABapUTETHO HalTbJIHEHA CIIPUHIIOBKA ¢ 00eM 10 ml).

e | WM 5 nNpeaBapUTENIHO HAITbJIHEHN CIIPUHLIOBKH € 15 ml HHXXEKIIHOHEH pa3TBOP (B CThKJIEHA
Npe/IBAPUTENIHO HAITbJIHEHA CIIPUHLIOBKA ¢ 00eM 17 ml WK niiacTMacoBa npeABapUTETHO
HaITbJIHEHA CIIPHHLIOBKA ¢ 06em 20 ml).

e | uaM 5 npeaBapUTENHO HAMMBbJIHEHHU CIPUHLIOBKH ¢ 20 ml nHXeKLHoHeH pa3TBOp (B CThKJICHA HIIH
MJIACTMACOBA MpeABAPUTEIHO HaIThbJIHEHA CIIPUHIIOBKA ¢ 00em 20 ml).

e | wiu 5 narpona c 15, 20, 30 ml urxekiHoHeH pa3TBOp (B natpoH ¢ obem 65 ml).

bonHMYHA OMAaKoBKa:
e 5 npeaBapUTENIHO HAITbJIHEHH CNIPUHLUOBKH ¢ 5, 7.5, 10, 15, 20 ml uHKeKLHOHEH pa3TBOp.
e 5 mpeaBapMTENHO HambJiHEHU naTpoHa c 15, 20, 30 ml uHXeKLMOHEH pa3TBOp.

He BcMuYKM BHU0BE ONAKOBKHM MOrar aa ObaaT nycHaTH B npoaaxoa.
[IpuTexaTe) HA pa3pelleHHeTO 32 ynorpeda H NPOH3BOAHTE/

[IpuTexaren Ha pa3peLIeHHeTo 3a ynorpeoda:

Bayer AG
Kaiser-Wilhelm-Allee 1

51373 Leverkusen, | epmaHus
[Tpouszsoauren:

Bayer AG
Muellerstrasse 178
13353 Berlin, 'epmanus

ToBa JeKapcTBO € pa3penieHo 3a ynorpeda B AbpKaBHTe-4IeHKH HA EBpONeHCcKoTO
Uxonomuuecko [lpocTpancTBO NMOA CJIeIHHTE HMEHA:

ABcTpus, ['epMaHus Gadovist 1,0 mmol/ml Injektionsldsung in

Fertigspritzen/Patronen P

-



Benrus, Briarapus, Kumsp, Haxus, EcTonus, Gadovist
dunnanaua, ['spuna, Utanua, JIiokcemOypr,
Hopserus, [lopryranus, lliseuys

XbpBaTHA Gadovist 1,0 mmol/ml otopina za injekciju u l
napunjenoj Strcaljki/ulodku
®paHLHs GADOVIST 1,0 mmol/mL, solution injectable
_ _ en seringue preremplie
HMpnanamus Gadovist 1.0 mmol/ml solution for injection in
prefilled syringe
Gadovist 1.0 mmol/ml solution for injection in
| prefilled cartridge |
Ucnangus Gadovist 1,0 mmél/ml, stungulyf, lausn {
| . _ __| afylitumn sprautum/rérlykjum |
Hunepnanaus Gadovist 1,0 mmol/ml, oplossing voor injectie
_ in voorgevulde spuit/ patroon _]
CnoBeHus | Gadovist 1,0 mmol/ml raztopina za injiciranje v
| napolnjeni injekcijski brizgi/vloZku
Cnopakus Gadovist 1,0 mmol/ ml
Hcnauusa Gadovist | mmol/ml solucidn inyectable en
_ _ _| jeringa precargada / cartucho precargado
Manta Gadovist 1.0 mmol/ml solution for injection pre-
filled syringe / cartridge

J{aTa Ha nmoceaHo Npepasraexjiane Ha aucroskara 07/2025
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[TocouyeHaTa no-A0ny HH(POPMALIHg € NpeAHazHaueHa CaMo 3a MEIHLMHCKH CNCUHATHCTH!

-  buOpeuno yspexnaHe

Mpean npaioxenne ga I'aoBHCT BCHYIKH naluenTH TpuOBa Na 6bAAT CKPUHHPaHH 32
6L6peuna AHCPYHKUHA Upe3 NPoBeKIaHE B 1a00PATOPHH H3CACIBAHAA,

Crobiuana ce 3a cnyyau Ha HedporeHHa cucTeMHa pubpoza (HCD), cepp3aHa ¢ H3NON3BAHETO HA
HAKOM KOHTPACTHH MAaTEPHH, CbAbPKALIM FaZI0ONIMHKHA, TTPH NALMEHTH € OCTPO WIH XPOHHYHO TEKKO
6u6peuHo yBpexaaHe (rnomepynna wrrpauus (GFR) < 30 ml/min/1,73m?). TlaumenThre,
NOAJIOKEHH Ha YePHOAPOOHA TPaHCIUIAHTALIMA, Ca U3JNIOXEHH Ha OCODEHO BHCOK PHCK, ThH KaTo
yeCTOTaTa Ha OcTpa ObOpeyHa HeA0CTaTHYHOCT € BUCOKA B Ta3u rpyna. Ilopany Br3MOKHATA ITOABA Ha
HC® npu ynorpeba ua I'agosucT, Tol TpabBa Aa ce U3Mo3Ba CaMO ITPH NALHEHTH ¢ TeXKOo OBOpeuHo
yBpEXaHE M MPU MALMEHTH B EPHONIEPATHBHHA NEPHOL Cliea YepHoApoOHa TPAHCIIAHTAUKA CNell
BHHMATEIHA NPELICHKA HA PUCKOBETE M MON3HTE M aK0 AHATHOCTHYHATA HRPOPMALIMA € BaXKHA H He
MOXe 1 C¢ MONYHYH ¢ HEYCHIIEH ¢ KOHTPACT SApeHo-MarHuTeH pe3onadc (IMP). Axo ynorpebara Ha
anoBMCT € HAIOXKHTENHA, f03aTa He TpabBa fa npesuwana 0,1 mmol/’kg TenecHo terno. He tpabea
1a e W3MOJI3Ba [IOBEYE OT eHa J03a N Bpeme Ha uicneasase. [lopaau nuncara Ha HHGOpMaLHA 3a
MHOTOKpPaTHO Npunoxenue, I'afoBUCT He TpgOBa Aa ce npriara NOBTOPHO, OCBEH aKO HHTEPBANLT
MEXAY HIDKEKLMHTE € HE MTO-Manko 0T 7 JHH.

Toii xaTo 6L6PEYHHUAT KIHPBHC HA ragobyTpon Moxe na 6bae yBpe/cH NpH NalHeHTH B CTapuecka
BBL3pacT, OT 0CO6EHO BAKHO 3HAYEHUE € MAI[MEHTHTE Ha Bb3PacT Hajl 635 ronnHu na 6bAaT CKPHHUPAHH
3a 6bOpeuHa AUcPyHKLUS.

[MpoBexJaHeTO Ha XeMOAMANH3a CKOpO ciieA fipuiaaraHe Ha [anoBHCT MO ar-'e‘ o'; [;pma 3a
OTCTpaHsiBaHETO HAa ['agoBMCT oT opraHM3Ma. HAMa NaHHHW, KOHTO Ja nonxp%* Ha_




XEMOJMAaNM3a Karo HauMH 3a npeanaipaHe oT pa3sutHe Ha HCPD wnu neuenne Ha HCO npn
[MaLMEHTH, KOMTO He ca OWIM MOUTIOKEHN BeYe Ha XEMOAHAaH3a.

-  DBpeMeHHOCT H KbpMeHe

["amoBucT He TpAGBa 1a 6bAe W3N0J3BaH 0O BPEME Ha DPEMEHHOCT, OCBEH aKo KJIHHHYHOTO ChCTOAHHE
Ha )KEHATa He H3KCKBa yrnoTpedaTa Ha ranodyTpos.

JlekapaT W KbpMelllaTa Maiika TpaOBa Ja B3eMaT pelUEHHE, JaNK KbPMCHETO 1A NPOAWDKH WIH 1a
Obae CIpAiHO 3a MepHOa 0T 24 Yaca cnell NPHIOXKEHHETO Ha 1'aoBHCT.

- PeakKllHA HA CBPbLX4YYBCTBHTEAHOCT

KakTo apyrure MHTPABEHO3HH KOHTPACTHH CPEACTRA, MPHIOKEHHETO Ha ['agOBHCT MOXe na Onae
CBBbP3aHO C aHA(QUIAKTOHAHH peakLMH/ PEaKLIMH Ha CBPbXUYBCTBUTEIHOCT WIH JXPYrH HOIHOCHHKPa3HH
peaki{H, XapaKTepH3upallli c€ CbLC ChPACYHO-CHAOBH, PECOMPATOPHH HNY KOXKHHM MPOABH, H
BapHpally KO TEIKKH PEakUuH, BKIIIOYMTENHO WOK. [1o MpUHIIKI, NAUHEHTHTE CbC ChbPAECYHO-CBAOBH
3a00/I9BAHNS Ca MO-YYBCTBHTEC/IHHM KbM TEXKKH PeakiiMiHi Ha CBPBXYYBCTBHTENHOCT ChC CEPHO3EH WIH
OOPH (paTanecH U3Xod.

PHCKBT OT peakiiii Ha CBPBXYYBCTBHTEHOCT MOXKE fa Objic 110-BHCOK B C/Ty4aH Ha:
- npeAUILIHA peakliuid KbM KOHTPACTHH CPEICTBA

- aHaMHe3a 3a OpOHXHAlIHA aCTMa

- aHAMHE3a 33 aePru9HU HapyeHUd

[Mpy MaLKeHTH ¢ alepruyHa AMCIO3HLIMA PEIIEHHETO 3a NPWIoKeHHe Ha ["anoBHCT TpAdBa aa ce
B3eMe cjiel] 0coOeHO BHUMATENHA NPELICHKA Ha ChOTHOLICHHETO PHCK-TTON3A.

[ToBeueTo OT TE3W PeaKLHH Bb3HHKBAT AC MOJOBHH Yac OT NpHiIcKeHHeTo. [lopaau Tosa ce
npenopryBa HabMoAeHHE HA NALMEHTa ClIEA MPoLEAYpaTa.

HeobxoauMo € HalMude Ha JIeKapcTBEHH IIPOJAYKTH 3a JleYeHHE Ha peakuMd Ha
CBPBhbX4YYBCTBHTENHOCT, KaKTO M TOTOBHOCT 33 (pEANpHEMaHe Ha CHCLIHH MEPKH [pH
HE0OX0AUMOCT.

Paako ca Habmonasanu 3abapeHy peakuuu (Cnel 4acoBe 10 HAKONKO AHH).

- I'spuoBE

KakTo M NpH ApyrH KOHTPACTHH MaTEPHH, CbAbPIKAILMW MAJ0MHHHNA, CITEHAIHH NMPEANa3Hi MEPKHU ca
HeoOX0ANMH TPY NALMEHTH ¢ HUCBK Mpar 3a ofBa Ha rbpYOBE.

- IIpeao3upane

B cnyuaii Ha peao3UpaHe Mo HeBHHMAHHE, MOHHTOPHpaHe Ha cbpaeyHara PpyHkuua (Bxi. EKI') 1 Ha
O6v0peuyHaTa PyHKLHA C& MPENOPHYBAT KATO MpEeANna3Ha MApPKa.

B cnyuait Ha npeao3UMpaHe IpY nauHeHTy ¢ Obp6peyHa HeaoCTaTbYHOCT, 'ANOBHCT MOXE Ja ce
enMMHMHHpa OT OpraHu3Ma upes xeMoguanusa. Cnea 3 xeMONUaNU3HH UHKB/1a NpHOAU3UTENHO 98% OT
BEILIECTBOTO Ca eTMMMHYPaHH OT opraHu3Ma. Hama obadye naHHM 3a TOBA, Y€ XeMOAHAIH3ATa €
MOAXOJALLIA 32 IpeAna3saHe oT HedporenHa cucremua pubdposa (HCD).

- IIpean AHXKEKTHPpaHE

To3u nexapcTBEH NPOAYKT € NPEAHA3HAUYEH CaMO 3a eiHOKpaTHa ynoTpeda. e
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["agoBUCT HE TPAOBA Ja ce U3M0JI3Ba B CIy4ail Ha CepUO3Ha NPOMAHA B LIBETA, HAJIMYWE HA YaCTHLIM
WM aedexTHa onakoBKa.

- UHcTpYKIHH 32 ynoTpeba

IpeaBapuTe/IHO HANNBJHEHH CIIPHHIOBKH

["anoBHUCT € roTOB 3a ynorpeoda.

[IpeBapuTENHO HaNbJIHEHaTa CIPUHIIOBKA TPAOBA /1a C€ MPUIOTBH 328 HHKEKTHPAHE HEMOCPEACTBEHO
npeayd NpUI0KEHHE.

Kanauero TpsOBa na ce OTCTpaHM OT MPEABAPUTEIHO HaMbJIHEHaTa CNPUHLIOBKA HEMNOCPEJACTBEHO

npeau ynorpeoa.
CaMo0 CTBhKJIEHA COPUHLIOBKA:

PBbYHA CITPUHLIOBKA

1. OTBOpETE OMNAaKoOBKaTa

1

' Kanauka (A)
/ |

Bpbx Ha cnpuHuoBkara (b)

ol
‘,.. Opebpena yacr (B)
1

2. JIpmxTe cipyHLOBKATa W3MnpaseHa 3a opedpenara 4yact (B) Ha cucTemara 3a 3arBapsHe

| “_ / He Bbprere |

X |
ol 1
-' [ i

A ‘.-"""-J‘“‘h\ I
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3. C npyrara pbka XBaHeTe Kanaukara (A) Ha cucTeMara 3a 3aTBapsiHe ¥ BHUMATEJIHO i HaKJIaHAWTE
Hanpe/ ¥ Ha3ajl, J0KATO Karaykara ce OT/IeIH U MOXKe J1a Obe u3abpraHa (BCHYKH yIUIbTHEHHS Lie
ObAAT CUYNEHH). o e
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4. MaxHeTte kanaudkara (A) B mocoka npaso Harope. He nokocsaiite Bbpxa Ha cnipuHLioBkara (b), 3a na
ro 3anasure CTEpUIIEH.

5. U3kapaiiTe Bb3yXa OT CIPUHLIOBKATA

Camo rsiacTMacoBa CrpUHLIOBKa:

PBYHO UH)KEKTUPAHE MHXEKTHUPAHE C TTOMOILLITA HA
CUJIOB UHXXEKTOP

|. U3BajmeTe cnpyHLOBKATA U OyTaNoTo

i~ 0"
== L5

¥

2. 3aBbpTreTe OyTAN0TO B CIIPUHLIOBKATA 110 2. OTBBpTETE Kanaykara
MocOKa Ha YaCOBHMKOBATa CTpeJiKa

e
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3. CBbprKkeTE BbpXa HA CIIPUHLIOBKATA C
3. OTBBLpTETE Kamaykara TpbOHATa cUCTEMA KaTO 5 3aBbPTUTE M0
MOCOKAa Ha YaCOBHUKOBATa CTpEJIKa.
[Tpoabikere criopel MHCTPYKIIMUTE Ha
NMPOU3BOAMUTENSA HA YCTPOHUCTBOTO.

1

4. U3kapaiiTe Bb3ayXa OT CIPUHLIOBKAaTa

[laTponn

[Tpua0XKEHHETO Ha KOHTPACTHOTO BELIECTBO TPsAOBA /1a C€ W3BBPILIBA OT KBaIM(PULIMPAH NEPCOHAN ChC
CbOTBETHUTE TPOLIEAYPHU U 000pYIBaHE.

[Tpy BCHUKH MHKEKLIMH, BKJIFOYBALIM KOHTPACTHO BELIECTBO, TpaOBa /1a ce€ U3M0JI3Ba CTEPHIIHA
TEXHUKA.

KoHTpacTHOTO BellecTBO TpAOBa n1a ce npujiara ¢ NOMOLUTa Ha HHXKEKTOP THII MEDRAD Spectris®.
TpsaGBa j1a ce ceaABaT HHCTPYKLMHUTE 3a yNoTpeda Ha MPOU3BOANTEIA HA U3JIETTHETO.

[[snara KOHTPACTHA MaTepusi, KOATO HE € M3MOJ3BaHa MpH BLIIPOCHOTO M3CieABaHe, TpibBa ja ce
M3XBBPJIM B CbOTBETCTBHE C MECTHHUTE U3UCKBAHHA.

CpoK Ha rOAHOCT ¢JieA MbPBOTO OTBapsiHe HA ONAKOBKATA!

BCHYKHUAT MHKEKLIMOHEH PAa3TBOP, KOWTO HE € U3MOJI3BaH [P BLIIPOCHOTO M3CJIC/IBAHE, TpsOBa Ja ce
u3xBbpin. JlokasaHa € XMMHuYecKa, u3nyecka 1 MUKPOOHOJIOrHYHa CTAOMITHOCT Cie/l OTBapsHE 3a
24 yaca npu 20-25°C. Ot MHMKpOOMONOrHYHa Ije/lHa TOYKa, MPOAYKTHT TpAbdBa na ce H3Moj3Ba
He3abaBHO. AKO HE CE€ M3MOJI3Ba BEHAra, BpEMETO M YCJIOBHATA Ha CbXpaHEHHE Npe/H ynortpeda ca
OTrOBOPHOCT Ha NMOTPEOMUTES.

CrneuMalHUAT ETUKET BbPXY CIPUMHIIOBKHTE/TIATPOHUTE 3a MpociieisBaHe TpAOBa /1a ce 3aneny B
kaproHa/M3 Ha mauuenTa, 3a 1a € Bb3MOXHO MPELM3HO TOKyMEHTHPAaHE Ha U3M0JI3BaHaTa KOHTpacTHa
MaTepHs, ChbpiKalla raaoauHuii. M3mon3BaHara 103a cbLio TpsOBa 1a Ob/ie 3anucaHa. AKo ce
W3MOJI3BAT €JIEKTPOHHU JIOCHETA Ha MallMeHTUTEe, B pErucThpa TpadBa Ja ce BbBeIaT UMETO Ha
NPOAYKTa, MApTHAHUSA HOMED M J103aTa.

Jlo3upoBKa

TpsabBa na ce M3MON3Ba Hai-HUCKATa 1033, KOATO OCHUTypsABa J0CTaThbYHO KOHTPACTHO yCHJIBAHE 3a
aMarLHocTuuHM uesu. Jlosara TpabBa aa ce u3uMciigBa Ha 0asara Ha TEJIECHOTO TETJIO Ha MalKueHTa H
He TpsOBa /1a HaJBHMILIABA NpPENOpPbYMTEIHATA 1032 HAa KHJIOrpaM TEJIECHO TEro, 3a KOATO HMMa
nojapo6Ha uHGopMaLMs B Ta3H TOYKA.
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’ Bv3pacmnu

[ THC nmokaszaHus

[IpenopbuMTenHaTa go3a 3a Bb3pacTHH € (,1 mmol Ha KHiiorpaM TejecHO TErno (mmol/kg TenecHo
terno). Tosa ceorpercTsa Ha 0,1 mi/kg TenecHo terno ot 1,0 M pastsop.

AKo BBIpeKkH auncara Ha scHa MRI Haxoznka ocraHe CepHO3HO KIMHHYHO CbMHCHHE 34 HAIHYHE Ha
Ne3us WIM B CINY4YauTe, KOraTo no-npeuusHa uHpopMmaims OM nosixana BLPXYy JCUCHUETO Ha
MALMEHTA, € Bb3MOXKHO AOITBIHHTENHO HIDKeKTHpaHe Ha MakcuMyM 0,2 mmol/kg TenecHo Terno ao
30 MMHYTH clieql mhpBaTa HHxekuns. Jlosa ot 0,075 mmol ragobyTpon Ha KHIOrpaM TEJECHO TErNo
(exBuBaneHTHa Ha 0,075 ml ["afOBKCT HA KHNOTPaM TEECHO TEr0) MOXe Aa 6nae NPUIOKEHA KaTo
MUHKMaIHA 3a u3ciaensaHe Ha LIHC.

MRI Ha wanoto a0 (¢ m3knwyeHne Ha MRA )

O6ukHoBeHO nMprinoxeHuero Ha 0,1 mmol NanoBucT Ha kg TenecHo Terno e XOCTaTb4YHO 32 OTTOBOD
Ha KNWHHYHHS BBIPOC.

CE-MRA

3a | sputendo none (3IT): 7,5 ml npu TenecHo Terno noa 75 kg; 10 ml npu renecHo Terno 75kgn
no-ronamMo (cboTBercTha Ha 0,1-0,15 mmol/kg TenecHo Terno).

3a noseue ot | 3putenyo nonae (3I1): 15 ml npu TenecHo Terno nox 75 kg; 20 ml npu TenecHo Terno
75 kg v no-ronamo (cwotBercrpa Ha 0,2-0,3 mmol/kg TenecHo Terno).

. Ileouampuuna nonvaayus

3a Jela OT BCHYKH BB3pacTH (BKIIOYHTENHO AOHOCEHH HOBOPOAEHH) NMpEnopbvMTENHATa A032 €
0,1 mmol razo6yTpon Ha kg TenecHo rerno (exkpupaneHtHo Ha 0,1 ml 'anoBHCT Ha kg TenecHo Terno)
33 BCHIKH NMOKa3aHHUA (BX. TOUKa 1).

[lopagy HepassuTata 6B6peuHa (yHKUMA NpPH HOBOPOAEHH 10 4 CeIMHYHA BB3pacT W Aeua 10
| rogMiiHa Bb3pacT, [[afoBHCT TpabBa a2 ce M3M0N3Ba NPH TE3W NALMEHTH CaMO CiRCA BHHMATEIHA
npeueHKa ao3ata ga He Hagsumasa 0,1 mmol/kg TenaecHo Terno. Ilo BpemMe Ha CKaHHPAHETO HE
Tpa6Ba Ja ce U3MON3Ba NoBeYe oT eaHa A03a. [lopaau nuncara Ha WHpOpMALMA 332 MHOMOKpPaTHO
npwiokKeHHe, [AIOBUCT WHKEKUMH He TpAOBa Aa ce MOBTAPAT, OCBEH aKO HHTEPBANBLT MEXAY
HHXEKLIMHTE € Had-ManKo 7 JHH.

Hicneapane

HeobxonuMaTa 103a CE TIpUara caMO MHTPABEHO3HO KaTo H60sTycHa HHkekLua. KOHTpacTHoO
ycunexHoro MRI u3cnensane Moxe [ia 3arovHe BeaHAra ciiel ToBa (Manko Clel HHKEKTHPAHETO B
3aBMCUMOCT OT M3NOJI3BAHATA MMITYJICHA [TOCAECAOBATEIHOCT U NPOTOKOJA HA M3CNEABAHETO).
OnruManed KOHTpacT ce Habmoaasa 3a CE-MRA no BpeMe Ha apTepHanHata ¢asa, a 3a LIHC -8
paMKHTE Ha OKOJIG 15 MUHYTH Cliel MIDKeKTHpaHe Ha [al0BHCT (BpeMETO 3aBHCH OT THIIA Ha
Ne3HATA/ThKaHTA).

CxaHupaHeTo NMPH HHTEH3HTET Ha nonero T1 e 0cobeHo NOAXOAAINO 32 KOHTPACTHO YCHIIBAHE.

[ToBeue MHDOPMaIMA OTHOCHO yRoTpebara Ha ["afoBHCT € peAOCTaBeHa B TOUKa 3 HA IMCTOBKATA.
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