JIncroBka: mndopmanun 3a norpeburens

I'agosreT 1,0 mmol/ml nHXkeKNHOHEH PR3ITROP
Gadovist 1.0 mmol/ml solution for injection

Gadobutrol (FagoGyTpon)

IlpoueTeTe BHEMATEHO HSJIATA JIHCTOBKA Npean Aa Bn 6bae NpHIOKEHO TOBA J1€eKAPCTBO, THH KATO

TA CHABLPKA BaxHa 3a Bac napopmanua.

- 3anazere Ta3sy JUCTOBKA. MoOXe Aa ce HAJIOKH [a 9 MPOUETETE OTHOBO.

- AKO HUMaTe HAKAKBH LOIMBJIHUTEAHH BBIIPOCH, NOMUTANTE JeKaps WIH JIHLETO, KoeTo Bu
npunara FanoBucT (peHTreHOBHA N1abopaHT) WK NepcoHana Ha 60HHLATA/OTAENIEHHETO 3a
MarHMTEH PE30HaHC.

- AKO ITOJTy4YHTE HAKAKBU HEXENAHH JICKAPCTBEHH peaKLMH, yBeaoMmeTe Bauima sekap (peHTreHOBHA
nabopaur). ToBa BKJIIOYBA H BCHYKH BBE3MOXKHH HEXKeEJIAaHH peaKLMH, HEOMUCAaHHW B Ta3H JTIHCTOBKA.

BixTe TOUuKA 4.
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1. Kaxkso npeacrasassa 'afoBHCT H 33 KAKBO ce H3N0/13BA

["aOBHCT € KOHTPAacTHO BEIIECTBO 3a MarHMUTeH pe3oHaHc (AMP), vinonssano 3a QHarHoCTHKa Ha MO3BKa,
rpsOHAaYHKUA CTHIG U KPbBOHOCHHTE CbhAoBe. | aloBHCT MOXKE CBILO Ja NOMOrHe Ha Bauius niekap Aa OTKpHe
BHAa (moOpoKauecTBEH WM JIOKAYECTBEH) Ha YCTAHOBEHH MW MOAO3IMpaHH aDHOPMHHM o0OpaszyBaHus B
yepHua apob wnu 6nbpeumre.

["'anoBHCT MOXKe CHIIO Aa C€ H3NON3Ba 32 MArHWTEH Pe30HaHC HAa aDHOPMHM 00pa3yBaHHs B APYTH 4YacTH Ha
TANOTO.

To#t ynecHsBa BH3yanW3HpaHETO Ha aOHOPMHM CTPYKTYPH WIH JI€3WH M momara npu AudepeHUHpaHeTo

MEXAY 3pasa H ATOJIOTHYHO U3MEHEH2 ThKaH.
Toii e npeaHa3HayeH 3a ynorpeba npH BB3PACTHH H J€La OT BCHUYKH BBL3PacTH (BKIIOYHTE/IHO AOHOCEHH

HOBOPOEHH),

Kax nedicrea I'agosscrt

MAarHHTHHAT PE30HAHC MPEACTaBAABA METOA 32 obpa3Ha IHarHocTHka, Oaszupallia ce Ha NOBEAECHHETO Ha
MOJIEKYJINTE Ha BOJIaTa B HOPMAJIHUTE U YBpeaeHHTe ThkaHH. ToH ce OCHIIECTBABA UPe3 CIOXKHA CHCTEMA OT
MArHHTH H PaAHOBBIIHH. M3MepeHHTe nmapaMerpy ce 3aMucBaT OT KOMIMIOTBD H C€ NPEBPBILAT OT HEro B
H300paXkeHus.

["anoBHCT Ce npiiara KaTo MHKEKIUA BbB BeHa. ToBa JIeKapCTBO C€ H3MO0J3Ba CaMO 3a AHArHOCTHKA H le Cce
puara CaMo OT MEIHLMHCKH CIIELHAJIHCTH C ONHT B KJIMHMUYHATA npaKkTika ¢ AMP.

2. Kaxkso Tpa0Ba 1a 38aeTe, npean aa Ba 0bae npanoxed I'agosncer

He n3nona3paiiTe 'apoBacr
- aKO CTe aJIeprHYHH KbM raao0yTpon Wid KbM HAKOS OT OCTAHAJIMTE ChCTABKU Ha

(u3bpoeHH B TOUKa 6).

IIpeaynpexnenns H Npeana3nl MEPKH
["'oBopere ¢ Baluus nekap npeau aa Bu ce npunoxu [ aqoBHCT, aKko
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-  MMare WM B MHHAJIOTO CT€ HMAIM aneprus (Harp. CEHHa XpeMa, YPTHKapHus) WiH acT™a

- B MHHaAJIOTO CTC MMAJIH peakKuHi CpCUly KOHTPAaCTHH BEUICCTBA

- HMaTe MHOTO BioLieHa Ob0pedna PyHKLNA
- MOnyYaBaTte NMPHUNagbBLH/ MbPUOBE NOpany 3a00NABaHNUA HA MO3BKA WY CTpajaare oT Apyry 3abosisBaHusd

Ha HEPBHATA CHUCTEMA.
-  HMMAaTE ChPACUYEH NeHcCMERKbP WIKW UMATE HAKAKBH UMILUTAHTH MITH KNHICOBE, ChAbPXKAlily JKENA30, B

TAJIOTO.

Baluuar jekap 1ie pely Jany NMpOBS)KIAHETO HA 3arU1aHyBaHOTO U3C/I€IBaHe € BE3MOXHO HIIH HE.

- Cnepn npunoxenne sa ['anoBUCT MOTaT Aa ce NpOABAT NOACOHH Ha aneprus peakuyy Wik Apyr BUI
peaKkLit, BOACUIH-A0 NPOONEMH CBC ChPLIETO, 3ATPYAHEHHE B AHILAHETO HIIM KOXKHH PEaKLIHH.
Bn3aMoxHM ca Texku peakums. [ToBeueTo OT T€3U peaKii Bb3HHKBAT O MOJOBHH Yac Clel,
npuioxkeHdeTo Ha ['agoBuct. Ilopaau ToBa Bue Lie ObaeTe HabM01aBaHNU CIIEA M3C/EABAHETO.

Habmonaranu ca KbCHM peakUHH {Clied 4acoBEe N0 AHH) (BHXKTE TOUKa 4).

bnOpenn/aepen apob

YBeaomete Bawns nekap:

- ako Bawmwure 6u6peun He QYHKUHOHHPAT HOPMATHO

- aKO CKOpO CTe OWIHM WM O4YaKBaTe Ja Obaere noasioxeH/a Ha yepHoApoOHa TpaHCILIaHTalHg

Baumsr nexap moxe Aa BH HanpaBu u3ciieABaHe Ha KPbBTA, 3a 1a IPOBEPH JOKOIKO AoOpe PyHKUHOHHpAT
Bamure 610peud, npeay 1a B3eMe peleHHe 3a ynotpebata Ha ['anoBHcT, 0c00€HO aKo CTE€ Ha Bb3PACT Hal

65 roJHHH.

HoBopoesn H KbpMa1eTa
Tni kaTo OBOpeuHa PpyHkLKA € Hepa3BUTa NpH Hebeta 1o 4-ceaAMHYHA BB3paACT U Aela A0 | -roamilHa
BB3pacT, [ aloBHUCT e ObAc H3NON3BaH NPH TE3H NALMEHTH CaMo ClISA BHUMATEIHA NpelieHKa OT JieKap.

Apyrn nexaperea v I'agoBucrt
Hudopmupaiire Bauiua nekap, ako rnpueMare, HaCKopo CTe NpHEMATH KITH € Bb3MOXKHO /12 NpHeMeTe ApYry
JIEKapCcTBa.

bpeMeHHOCT H KbpMeHe
[TocsBeTBaiiTe ce ¢ Balina nekap npeau ynorpedara Ha KOETO ¥ a € NEKAPCTBO.

¢ bpeMeHHOCT
["ano6yTpon MoXe Aa nNpeMHHe npe3 wianeHsTata. He e u3sectHo fanu 3acsra 6edero. ObnpHete ce KbM

Bamus nexap, ako MUCIHTE, Ye cre OpeMeHHa Wik e Moxe Aa 3abpemeHeere, Thi KaTo ['anoBHCT He TpaOBa
na 6bae H3NOA3BAH NO BpeMe Ha OPpeMEHHOCT, OCBEH aKO HE € KpaiHO HAJIOKHTEIHO.

e Knpmene
OO0BpHeTe ce kbM Baiuns nexap, ako kppMHTE WiH BH npeacTon aa 3anouHeTe Ja KbpMHUTe. Baluar nekap
e o6cbau ¢ Bac, nanu TpaGBa Aa NpOAWDKHTE KbPMEHETO HIH TO TpiaOBa na ObAe NpeycTaHOBEHO 3a Hak-
Manko 24 yaca, cnen kato Bu e 6un npunoxkeH ['anoBuCT.

I'an0OBHCT CHALPKA HATPHH
To3m JieKapcTBEH NMPOAYKT CLAbPXKA oA 23 mg HaTpHii BLB BCAKa 1034 (OTHECEHO KbM CPEAHOTO
KOIMUYECTBO, KOETO CE€ NpHIara Ha 4YoBek ¢ TenecHo terno 70 kg), T.e. NpakTHYESCKHU “He ChABPKA HATPHH .

3. Kak nie Bn 6nae npunaras I'agosnct

['anoBHCT ce HHXKEKTHpa OT MEAMLIMHCKH CNEUMAUCT NIpe3 ThHKA Urna BuB BeHa. U3cne

PE30HAHC MOXKE Ja 3anQvHe BeaHara.
e ocTanere noa nabmoaeHne Hai-Manxko 30 MUHYTH Clea HHKEKTHPAHETO.




O6uuasinara x03a
TounaTta 1032, KOSTO € HeobxoauMa 3a Bac, 3aBucH ot TenecHoTo Bu Terno u or obnacrra, KodaTo e 6nae

H3C/1EABaH4a.

[Ipa Bn3pacTHR enHa vkekuud ¢ 0,1 MmuiunuTpa I'anoBUCT Ha KWIOrpaM TEJIECHO TETJIO €
npenopeUHTeNiHa (TOBA 03HAYAaBa, Ye J03aTa 33 70-KWiorpaMoB MALMEHT € 7 MMIWIHTPA), HO MOXKeE Ja Ce
MPHAOKH oule eAHa nrkeKuMa Ao 0,2 muwmnutpa Ha kg TenecHo Terno ao 30 MMHYTH OT IThbpBaTa
MRIDKEKLHA. MakcHMalTHaTa 1034, KOATO MOxke aa Obae npuioxkeHa, € odwo 0,3 mununntpa ['agoBUcT Ha
KMJIOTpaM TEJIECHO TEro (ToBa o3Ha4aBa 3a yoBek Texaul 70 kg nosara na dbnae 21 munuautpa) 3a
M3caeaBaHe Ha HeHTpaiHa HepeHa cucteMa (LIHC) 1 3a koHTpacTHO YCHIIBaHE NPH MarHUTHO pe30HaHCHA
aurnorpadua (CE-MRA). Jlo3za ot 0,075 munuanrpa ['anoBUCT Ha KHIOrpaM TeJIECHO TETJIO MOXeE Aa Obae
MPHIOKEHa KaTO MHHUMAIHA (TOBa 03HA4YaBa, 3a YoBek Texaul 70 kg nosara na 6uae 5,25 MUNMIHTPA) 3a

L{HC.

JonuaHuTenHa WHGOpMaLMa OTHOCHO NPHIOKEHHETO M pabortaTa ¢ I 'afoBHCT € AaaeHa B Kpas Ha
JIMCTOBKATA.

Jlo3rpoBKA NPH CNEeNHANHH rPYNH DalHeHTH

VYnorpebara Ha [afoBUCT He ce NpenopBbYBa MPH NALMEHTH CBC CEPHO3HU NpobiemH ¢ OBOperMTe WIK Ha
NalMEHTH, KOUTO CKOpO ca OWIH WM we ObAaT NoANoKEeHH Ha yepHoApoOHa TpaHcIuiaHTauma. Bee nak, ako
yrnorpebarta Ha ['afIoBUCT ce M3UCKBa, He TPAOBA [1a NONy4YaBaTe NOBCYE OT €/1Ha A03a OoT ['anoBHCT No Bpeme
Ha M3CIEABAHETO M He TPAOBRa /12 MoyyaBaTe BTOpPA HHXXEKLMA, NPEd J1a ¢a U3TEKIU NOHEe 7 JHH.

HoBopoaeHn, KbpMa4eTa, A¢lia H OHOINH

[Npu nena oT BCHUKH BB3PacTH (BISTIOMUTENHO AOHOCEHH HOBOPOJECHH) Ce NpeNnopbyuba €AHHHYHA K034 OT
0,1 MununuTpa 'anoBUCT Ha KMIIOrpaM TeIeCHO TerJo 338 BCHYKU U3CIeABaHHA (BXK. ToUKa 1).

Twii kaTo OBLOpeuHa dyHkIMA € HepazBuTa npu OedeTa 10 4-ceIMHYHA BB3PACT H Aeua A0 1-roauiliHa
BB3pacT, ['aOBHCT e 6bie H3MON3BaH NPH TE3H NALMEHTH CaMo Clle[ BHHMATENHA NMPEUCHKA OT JIeKap.
Hoeoponenu ¥ kbpMaueTa TpAOBa Aa MOJy4aT ¢caMo €Ha 103a OT [[anOBHCT NO BpeMe Ha CKAaHHPAHETO H He
TpaOBa Ja NOy4YaBaT BTOpa HHXKEKLUA B [IPOABIKCHUE HAa HAH-MAIKO 7 AHH.

Crapuecka Bh3pacT
Hsama Hyxzaa OT KopeKilida Ha 103aTa, aKO CTe Ha Bb3pacT Haj 65 roauuM, HO Moxe na Bu 6baaT HanpaBeHH
KpPBbBHH H3CNEBAHHA, 32 1a C€ MPOBEPH AOKONKO n00pe dyHKuHonupaTt Bamnre 6u0peLn.

Axo Ba e npunoxena noseve or neobxoanmMaTa 1032 F'agosacr

[Ipeno3upaHe € MaIKo BEpOSTHO. AKO BCe NaK TOBa ce Cy4H, Balnar nekap e JeKyBa BCHUKH CHMOTOMH
1 MOXE Na H3no3Ba 6b0peuHa anaikia 3a orcTpaHsBaHeTo Ha ['anoBucT or Baius opraHusbM.

Hama gokazaTencTsa, KOWTO Ja NpeAnonarar, e ToBa O NpeAOTBPaTWIO pa3BUTHE Ha HedPOreHHA
cucteMHa ¢Hbpoza (HCD; BuskTe TOuka 4) 1 He TpaOBa Aa ce M3MON3Ba 34 JICUCHHE Ha BBIPOCHOTO
cbeToARME. B HAKoM ciryuan Baumar nexkap ue nposepu cnpueto Bu.

AKO UMaTe HAKAKBU JAOITLJIHHUTE/IHH BLIIPOCH, CBbP3aHH ¢ ynoTpebdara Ha TOBa JIeKapCTBO, MONHTaliTe
Bainus nekap WM peHTTE€HOJOr.

4. B1u3MOXKHHE HeXXE/IAHHA peakKlHK

KakTo BCUUKH NieKapCcTBa, TOBA JICKAPCTBO MOXKE Aa MpeAH3BHKA HEXKECNIAHH PCaKLiMH, Bb
rd noayyvana. [ToBeueTo oT TE3H peakliMi HACTLNBAT B PAMKHTE Ha fIOJIOBHH 4Yac cfien N
IanoBucT. B penxy ciyyan ca HabmonapaHu 3abaBeHH peakuuu, MOAOOHH Ha aneprus
HEeXeN1laHM peaklHH, HaCTBIBALLM YACOBE A0 HAKOMNKO AHH clel npwiarane Ha I'anosu
cryuu, HezabaBHO yBenoMere Bainug tekap wnu peHTreHoB nabopaHr.




Haii-cepHO3HHATE HeXeJAHH peakind (KouTo ca 61K dpaTalHM WM )KMBOTO3aCTpalllapalild B HAKOH
clyqan) ca.
® CIHMpaHe Ha CHPUETO (cvpoeyeH apecm), TEXKO benoapodHo 3abonssaHe (ocmup pecnupamopen
oucmpec curdpom) / Teunoct B 6enure apobose (beroopobern omox) ¥ TEKKH (anagurakmouonu)

peakuuy, NogoOHM Ha aneprus (BKIIOYBALUH CTIMPAaHE HAa QUILAHETO H UIOK).

OcBeH TOBa, ¢JICAHATE HEXKENAHH PeaKIHH B HAKOH CJOYYAH ca ON/IH :KHBOTO3aCTPAIIABAIIH HJIH
PaTanHH:
® HEIOCTHI Ha Bb3ayX (Qucnues), 3aryba Ha Chb3HaHME, TEKKA peakiys, noAodHa Ha aneprua, CHNHO
MOHMWXEHUE Ha KPBBHOTO HanAraHe MOKe aa JOBeAe OO KOMNAMC, CNHPaHe Ha AUILAHETO, TEUHOCT B
6enute ApodOBE, NOAYBAHE HA YCTATa H I'bPJIOTO H HUCKO KPBLBHO HAJIATaHE.

B peaxH cayuan:
® MOTAaT Ja HACTHNAT NOACORH HA AJIEPTrHA peakniH (CBPBXUYBCTBUTEIHOCT U aHAPHIaKCHA),
BKJIIOUHMTENIHO TEXKKH peakuyy (LIOK), KOWTO MOrar J1a U3HCKBAT He3abaBHa MeMLIMHCKA HaMeca.

Axo 3abenexure:

- TOJOYBAHE Ha JMLETO, YCTHUTE, €3UKA WIH I'bpJIOTO

- KalUISHE KW KHXaHe

- 3aTPYAHEHO JMLIAHE

- c¢bppbex

- 3acCH/IeHa CeKpeLMa OT Hoca

- KONpHBHa Tpecka (0OpUB, KaTO NpH ONnapBaHe ¢ KONPHBA)

O0bpHeTe ce He3a0aBHO KbM HEePCOHAJIA HA OTAEJCHHETO, KbACTO ¢ NPOBEKAA MArHHTHHA Pe3OHAHC.
ToBa MOXe€ aa ca MbPBUTE NPH3HALM HA HACTHIIBALIA TEXKKA peaKnHN. BalleTo HicaensaHe MOXKe Ja ce
HasiookH Ja 6bae npeycTaHoBeHO, a BHe Moxke Ja ce Hy)Kaaete OT JOMBIHUTENHO JIeYE€HHE.

Haii-uecTo HaONI0AaBAHHTE REKEIAHA peaknrn (Morat Aa ObJaT 3aCErHaTH 5 WIH MOBEYE Ha
1000 ayium) ca:

e raapobonne, raaeHe (npusnseane) v 3amaliBaHe,

[loBeueTo OT HeKENAHUTE PpEaKLIMH Ca JIEKH 10 YMEPEHH.

Bu3MOKHRTE He)KeJJAHH PpeaKNHH, KOMTO ca HabmoAaBaHU NpH KJIHHEMHHTE H3NHTBAHASL Npeau
pa3peilapaHeTo 3a ynotpeba Ha [[anoBucT, ca H3GPOEHH NO-101y, NOAPEACHH MO TAXHATa BEPOATHOCT.

YecTH: morar aa 3acerHar ao 1 Ha 10 gymm
e rnasobonue
®  rafeHe (MpusIAsane)

HeuecTH: Morat fa 3acersar ao 1 Ha 100 qymmn
e noaoOHa Ha aneprus peakLMa, Harnp.
- HHCKO KpPBBHO HAJIAraHe
- KOMpHBHA TpeckKa
- TOAYyBaHe Ha JIMUETO
- noayBaHe (0mokK) Ha KNeTlavunTe
- 3a4yepBiaBaHE Ha JIMLIETO
YecToTaTa Ha cieaHuTe NOoAOOHM Ha aneprus peakLMH HE € U3BECTHA: ey
- TexXKa peaklMi, noaodOHa Ha aneprus (aHaguwiaxkmouoen wox) g T {;e;f{i‘f"_"" g /}5_“\..
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- MOBHILEHO KPbBHO HANATAHE

-  Oonka B repaure
- TNOIYBaHe Ha JIHLETO, MbPAOTO, YCTaTa, YCTHHTE WHITH €3HKa (anzuoedem)

- KOHKOHKTMBHT
- 3aCHUJICHO TOTEHE
- KauLUlHLua
- KHXaHe
- ycelllaHe 3a napeHe
- Onena xoxa (6reonocm)
3aMasHOCT, H3IMEHEHHUS BbB BKYCA, H3TPBIIBAHE U MPAaBYUKAHE
3aTPYAHEHO AMIlaHe (Qucnxes)
NOBPBILAHE
3auepBABaHE Ha KOXara (epumem)
cbpOex (BKIIOUHUTENHO reHepantu3paH chpoex)
0OpHB (BKIIOYHTENHO reHepany3npan oOpHuB, MANIKH, TUIOCKH, YEPBEHH NETHA [Makyaapen obpus),
MaJIK{, H3ITbKHAMH, 100pe odopmenn nezun (namynaped oopus) u cupbaw obpus
¢ PpaVIMYHH PEAKLIHK HA MACTOTO HA HHXKEKTHpaHe (Hamnp. H3Ti4aHe B 0OKpbaKaBalllaTa ThKaH, NapeHe,
CTYIEHHMHA, 3aTOIUISHE, 3aUepBaBaHe, oOpHB, HonKka WK NOCHHABAHE)

®  yCeliaHe 3a ropelnHa

Peaxn: Morar aa 3acersat Ao 1 Ha 1000 qymmu
- [pHnagaHe

- KOHBYJICHA (I'bpt)

- HapyueHo oboHsHuUE

- ydecTeHO OHEeHe Ha ChPLETO

-  cbpuebueHe

-  H3CBbXBaHe Ha ycTaTa

- obu1o HepasnonokeHue (npusnasane)

- yCelaHe 3a CTyA

JIONbLIRATEHH REXKENAHE PeaKIHH, KOHTO ¢a cho0IHABAHH CJIC[l PA3pEeNIaBANETO 32 YHnoTpebda na

Caa0BHCT ¢ HEA3BECTHA YeCTOTA (UECTOTATA HE MOXKE J1a Ce ONpeAcNH Bh3 OCHOBA HA HATHYHHTE JaHHH ).

-  CIHMpaHe Ha ChPLETO (Cvpoeuer apecm)

- Texko benoapobHo 3abonasane (ocmvp pechupamopen oucmpec CuHopom)

- TevHocT B HenuTe apobose (beroopoben omox)

-  uMa cboOuleHHs 3a HedporeHHa cucTemHa ¢pubposa - HCD (3abonsasane, koeTo NMpHUUHABA
3anebengBaHe Ha KOXaTa W MOXKe /1a 3aCerHe MEKWTE ThbKaHH K BBTPELIHHTE OpPraHH).

Cnen npunarade Ha ['agoBucT ca HabioaBaHH NMPOMEHH B pE3yNTAaTUTE OT J1a0OPaTOPHHTE HICIIEABAHHA HA
O0BOpeyHaTa PyHKLMA (HAMPHUMEP NOBUILIABAHE HA CEPYMHHUS KPEaTHHHUH).

CrhobmabBaHe Ha HeXKe/1aHH PpeaKIHH

AKO MOYUYHMTE HIKAKBH HEXKEJIAaHH JICKAPCTBEHH peakLMH, yBeaoMeTe Bamnsg nexap wiu peHtreHosor. Tosa
BK/KOYBA BCHYKH BB3IMOXKHH HEONHCAHH B TA3H JIHCTOBKA HexXXeJlaHH peakuMn. Moxere ¢bLuo Ja crobuiure
HeKeJJaHW peaKUy OAMPEKTHO Hpe3

H3nbaHuTenHa areHUMs no Jekapcersara
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He n3non3BaiiTe TOBa NEKAPCTBO CNIEA CPOKA HA FOAHOCT, OTOENA3aH BLPXY €THKETAa H KapTOHeHara
onakoBka cien “EXP” nau “I'oaeH n0:”, CpoKbT Ha rOOHOCT OTIOBaps Ha NMOCEHMR JEH OT NOCOYSHMA

Meceu. To3u JCKAPCTBCH NMPOAYKT HC H3IHCKBA CNCUHAIHH YCIIOBHA HA ChbXPaHCHHC.

JlokazaHa e XHMHUecKa H Pu3Huecka cTaOHWIHOCT ciie oTBapaHe 3a 24 yaca npu 20-25°C.

Ot MuKpOOHONOrHYHA MMEAHAa TOYKA, aKO HE C€ M3M0A3Ba HENOCPEACTBEHO Clie/l OTBApPAHE, BPEMETO H
YCJIOBHSATA Ha ChXPaHEHME B NEPHOAA OT MbPBO OTBapAHE 4O NMPEaH NMPHIOKEHHETO Ca OTTOBOPHOCT Ha
notpeburensa 1 He Tpadra Aa HaaBWwaBa 24 yaca npu 20-25°C.

[Tpu eAHOA030BO NMPHUIOIKEHHE BCHYKHUAT HHXKEKLIMOHEH pa3TBOp, KOWTO HE € H3NMON3BaH MPH BBIIPOCHOTO
H3cneaBaHe, TpAOBa 0a CE U3XBBLPIIH.

[Tps MYJTTHNAUHKEHTHO NPHIOKEHHE BCHYKHAT OCTAHAN HHXKCKUMOHEH Pa3sTBOP, KOMTO HE € M3MOI3BaH B
PAMKHTE Ha €AHH HENMpPeKBLCHAT NIEPHOA OT 24 Yaca ciiell ITbPBOTO OTBapsHe, TpSOBa Aa ce H3XBBPIIH.

To3u nekapcTrBeH NPOAYKT NpeacTasiiapa OUCThp, Oe3useTen no 6neno xwvaT pasteop. He nanonzpaire ToBa
NeKapCTBO, ako 3abenexxure cepruo3Ha NpoMAHA B LIBeTa, HATMYKE Ha YaCTHLIM WU Ae(eKTHA ONaKoBKa.,

He u3xBhpiasiiTe IeKapcTBaTa B KaHANM3alMATa UK B KOHTeHHepa 3a JOMalliHH oTnaabuy. [lonuraiite
Bawusa dapmaiesT Kak 1a H3XBBLPJIATE JIEKAPCTBAaTa, KOHTO BeYe He M3Mon3pare. Te3d MepKH LIe CIIOMOTHAT

3a OIna3BaHE Ha OKOJIHaTa Ccpcaa.

6. Coranpkanne HA OHAKOBKATA H JONBLJAHATENHA HEPOPMALHSA
KakBo cbabpxa I'agoBHCT

AKTHBHOTO BemiecTBO € ragobyTpoi.
| MUWIMAKTBD OT HHXKEKLIMOHHHA pa3TBOp CbAbpxka 604,72 mg ragobyTpon (ekBuBaAIEHTHO Ha 1 mmol
ragodyrpon, ceabpxain 157,25 mg raionnHHun).

1 dpnakoH ¢ 2 ml ot pasTBopa chabpxka 1209,44 mg ranobyTtpon.

1 ¢naxon ¢be 7,5 ml ot pasrBopa chabpka 4535,4 mg ranodyTpon.
1 ¢naxkon ¢ 15 ml ot pasTBOpa ceaspxka 9070,8 mg ranobyrpon.

1 ¢naxon ¢ 30 ml or pasTeopa cpabppxka 18141,6 mg ranobyTrpon.

1 6yTunka ¢ 65 ml ot pazteopa ceabpxa 39306,8 mg ranobyTpon.

JApYyruTe chCTABKH Ca: HATPUEB KanKoOyTpoan (BIDK Kpas Ha TOUKa 2), Tpomeramorn, 1N xnoporogoponHa
KHCEJTHHA H BOAA 33 HHKEKLIUH

Kak n3raexaa 'azoBHCT B KAKBO CHABPKA ONAKOBKATA
["apoBucT npeacras/naBa OUCTBP, Oe3lBeTeH 1O ONeR0 XKBIAT PasTBOP.

PainH4yHHUTE ONAaKOBKK ChAbLPIKAT:

e ]| wiH 3 ¢nakoHa ¢ 2 ml HHXXCKUHKOHEH pa3TBOP.

e ] wnu 10 ¢nakoHa cue 7,5, 15 unn 30 ml nxekuHoHeH pa3TBop.

o ] unu 10 6yrunku ¢ 65 ml HHXKeKUHOHEH pa3sTBop (B OyTHIKE ¢ 00eM 10{ ml).

bosHHYHA ONAKOBKA:

e 3 ¢gnaxoHa ¢ 2 ml HHXKEKLUHOHEH pa3TBOp

e 10 ¢nakona cbve 7,5 ml, 15 ml unu 30 ml HibkekunOHER pa3TBOP
o 10 6yTrnkm ¢ 65 ml nibkexLIMOHEH pa3TBOp




He BcHuku BHAOBE ONMAKOBKM MOTaT Aa ObAAT MycHATH B npoaaxda.
IlpaTexaTte/1 HA pa3pemMEHHETO 32 YyoTpe6a B NPONIBOAHTE

[IpuTexkaten Ha paspelIeHHETO 3a ynoTpeda:

Bayer AG
Kaiser-Wilhelm-Allee 1
51373 Leverkusen, I'epmManus

[Ipon3zBoauTen:

Bayer AG
Muellerstrasse 178

13353 Berlin, ['epmanns

ToBa nekapcTBo e pa3pemieno 3a ynorpeba B AbpxaBuTe-wieHKH Ha EBponeiickoTo Ukonomruecko
IIpocTpancTBO NOA C/IEAHHTE HMEHA:

AsctpHus, [ epmaHus Gadovist 1,0 mmol/ml Injektionslosung

benrusa, buarapua, Kumep, anuns, EcTonus, Gadovist
Ounnangua, ['opuma, Uranus, Troxcemdypr,
Hopserus, Ilopryranug, 11seuus

Gadovist 1,0 mmol/ml otopina za injekciju
GADOVIST 1,0 mmol/mL, solution injectable
Gadovist 1.0 mmol/ml solution for injection

Gadovist 1,0 mmaél/ml, stungulyf, lausn

| Gadovist 1,0 mmol/ml, oplossing voor injectie

CrnoBeHus Gadovist 1,0 mmol/ml raztopina za injiciranje
Cnopakus | Gadovist 1,0 mmol/ ml injekény roztok |
Wcnanus B Gadovist 1 mmol/ml solucién inyectable en vial
Manra Gadovist 1.0 mmol/ml solution for injection

JdaTa Ba nocjieAno npepasriaexiane Ha aucroskara 07/2025

[locoueHaTa no-J0I1y HH(IJOPM&HHH € [1Ip€jHa3Ha4vcHa CaMO 3a MCAHUHHHCKH CNNCHHAIIHCTH.

-  bnOpeuHo yBpeKAaHe

IIpean npuioxesne Ha 'aJOBHCT BCHYUKH NaHHEeHTH TPRAOGBA 14 OBAaT CKpHHHPAHH 33 0LOpeuna
AHCPYHKIIHA vpe3 NpoBeKAAHE HA JTADOPATOPHE H3C/IeABAHHS,

CrolinaBa ce 3a ciryuan Ha HedporenHa cucreMHa ¢ubposza (HCD), cBbp3aHa ¢ H3MON3BAHETO HA HAKOH
KOHTPAaCTHH MaTepuy, CbhABPAKAIIH raONIHHUHA, TIPH NalKEHTH € OCTPO WIH XPOHHYHO Tekko OnOpeyHo
yepexaaHe (rnomepynsa ¢punrpauns (GFR) < 30 ml/min/1,73m?). [TauneHTHTE, NOANIOXKEHH, iy
yepHOAPOOHA TPAHCILVIAHTALMA, ¢a M3JI0KEHH Ha 0COOEHO BHCOK PHCK, ThH KaTO YECTOTAT

["anoBMCT, NpH NaiMEHTH € TEXKKO OBOPEUHO YBPEKIAHE H NPH NALKEHTH B NepHonepa
yepHOApOoOHA TpaHCIUIaHTaAUMA TOH TPAOBA fa ce U3MOM38a CaMO CJIE BHHMATENHA npe
H MOJI3UTE W aKO AHArHOCTHUYHAaTa HH(OpMalUs € BaXKHA U HE MOXKE J1a Ce MOJIYYH C HEY



w3cieasane. [lopaay avrncata Ha HHpOpMaLMa 3a MHOTOKpaTHO NpWiIoxkeHKe, ['anoBucT He TpsadBa aa ce
MpUnara NOBTOPHO, OCBEH AKO HHTEPBAIBT MEXKAY HIDKEKUHHMTE € HE NMO-Maliko OT 7 AHH.

Toii kaTo HBLOPEUHUAT KIMPBLHC Ha ranodyTpon Moxe Aa Obae yBpeeH NPH NaLHEHTH B CTapyecka BB3pacT,
OT 0COOEHO BAXHO 3HAYEHHE € MALIHEHTHTE Ha BB3pacT Haja 65 roavHu Aa 0baaT CKpHHHpaHH 3a 0b0peyHa

JUCHYHKLHA.

[lpoBexxnaHeTo Ha XeMoOAManW3a CKOpo cjel MnpunaraHe Ha [afoBUCT MoXe Na e OoT nojnsa 3a
OTCTpaHABaHEeTO Ha [agoOBMCT OT opraHu3ma. HsMa JaHHHW, KOHTO Aa NOAKPENAT 3ano4yBaHETO Ha
XeMOAHANH3a KaTO HA4YMH 3a npeanaipaHe oT pa3BuTHe Ha HC® wnmm nedenne Hva HCO npu nauuesT,
KOMUTO HE ca OUNH MOAJIOKEHH BEUYE HA XEMOAHANH3a.

-  DbpeMeHHOCT H KHPMCEHE

I"'apmoBHUCT He TpabBa na ObAE M3NON3BaH NO BpeMe Ha OPEMEHHOCT, OCBEH aKO KIIHHHYHOTO ChCTOSHHE Ha
’KeHaTa He H3KMCKBa ynoTpedara Ha ranodyTpon.

JlekapsaT v KbpMelaTa Maiika TpaOBa Aa B3eMaT PCLICHUE, AANH KbPMEHETO Ja NMPOABJIKH HIH Ja Obae
CNPAHO 3a NepHoa OT 24 yaca ciae MPHIOKEHHETO Ha [ anoBKCT.

- PeaKIHH HA CBPBLXYYBCTBHTEIHOCT

KakTo apyrure HHTpaBeHO3HH KOHTPACTHH CPEACTBA, MPUIOKEHHETO Ha ['anoBUCcT Moxe Ja Obae CBBpP3aHO
¢ aHaQWNAKTOMAHHM PpPEeaKUHU/PEaKLMH HA CBPBXUYYBCTBHTCIHOCT WIM APYrH MAHOCHHKPA3HHU peakilH,
XapaKTEPH3UPAIIIM C€ ChC ChPAEYHO-CbLOBH, PECTIMPATOPHH WM KOXXHHM NPOABU, W BapHpalllH A0 TEXKH
peakLMH, BKIOuMTENHO oK. [lo mpHHUMO, nmauMeHTHTE CbC ChPAEYHO-CBAOBU 3adongBaHMs ca no-
YYBCTBHTEHHU KbM TEKKH PEAKLIMH HA CBPBXYYBCTBHTEIHOCT ChC CEPHO3EH WIH AOPH (PaTaleH H3XOL.

PHCKBT OT peakluMH Ha CBPbXYYBCTBHTEIHOCT MOXKE Aa Obie NO-BUCOK B ClIy4aii Ha!
- NpeayuuIHa peakkg KbM KOHTPAacTHH CpeacTBa

- aHaMHe3a 3a OpoHXHaIHa acTMa

- aHAMHE3a 3a aePruvyHH HapyLUCHUS

[Ipy naLpeHTH ¢ anepruyHa JUCMO3HLMA PEIIEHUETO 3a NPWIOKEeHUE Ha ['anoBHCT TpadBa na ce BieMe
cnen ocobeHo BHUMATENHA NpeLeHKa Ha ChOTHOUIEHHWETO PHCK-M10138.

[ToBeueTo OT TE€3H peaKLIMK BEb3HHKBAT A0 MOJIOBHH 4Yac OT npwioxkeHuero. [lopany ToBa ce npenopbusa
HabnioneHHe Ha nNauMeHTa ciea npoleaypara.

HeobxoauMo € HannuMe Ha NEKAPCTBEHM NPOAYKTH 34 JICUCHUE HA peakKllUH Ha CBPBXUYBCTBHTEIHOCT,
KAKTO H FrOTOBHOCT 3a NMpeANpHEeMaHe Ha CNECIIHHA MEPKH I1pH HEOOXOOHMOCT.

Panko ca Habmonasany 3abaBeHH peakUMH (Clea 4acoBE N0 HAKONKO AHMU).

- I'npaoBe

KaktTo H NpUu NpYrUu KOHTPaCTHHU MAaTCpHH, ChABbPKALLH ragoJIMHHH, CNCLIHAJTHH npcana3ii MCpPKH Ca
He0DXOAHMH Nnpy MauHCHTH C HUCBK Tpar 3a 1ossa Ha FbpHOBC.

- Iipeao3npane
B cnyu4ait Ha npeo3UpaHe N0 HEBHUMaHHE, MOHHTOpHpaHe Ha CbpledHaTa QyHKUNS (Bm MH:Q ﬁ
O61v0peuHaTa QyHKLNA Ce NPEnopbYBAT KaTo npeana3Ha Msapka. 7 'T-f, N
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B cayuaii Ha npeno3upane npu nauMeHTH ¢ 6s0petHa HeAOCTATLYHOCT, [ aJOBHCT MO egd W M EHED
OT OpraHu3Ma 4pe3 xemoauanusa. Cnea 3 xeMoaHaIH3HH LMKBIA NpHban3uTenHo 98% oF Leu[&c‘i'nm caf :
¢TMMHHMpaHM OT opranu3Ma. HaMa odaye naHHH 3a TOBA, 4E XEMOAMATH3ATA € NOAXO 3

ot HedporeHHa cucTeMHa hubposza (HCD). AN




- HucTpyknnH 3a ynotpeba

To3u nexapcTBeH NPOAYKT NpeacTapisea 6uctop, 6esusered no 6aea0KbaT pazTeop. Tpabpa aa ce nposepH
BU3YAJTHO NMpeay ynotpebda.

["anoBucT He TpaOBa Aa ce M3NOJ3Ba B cllyyald Ha 3HauMMa MPOMAHA B LIBETA, HANHYME Ha YaCTHLH WIH
aedeKkTeH KOHTEHHED.

OnakoBKH CaMoO 3a €IHOA030BO NpuiioxeHue: dnakonun ot 2 ml, 7,5 ml u 15 ml.
OnakoBKH 3a €MHOA030BO WIH MYJITHNALUMEHTHO NpHiokeHue: pnakoHu oT 30 ml u OyTunku ot 65 ml.

[Ips MynaTHNauMeHTHO npuioxkeHue [anoBuct, TpabBa Ja ce npunara ¢ MOMOIUTA Ha ABTOMATHYEH
MHXKEKTOP, KOHTO € 0N00pEH 32 MYJITHMALMEHTHO NMPHIOKEHHE.

PaGoTraTa ¢ KOHTPAaCTHOTO BeuleCTBO TPAOGBA Ja ce U3BBLPIIIBA, H3NOA3BAHKH aCENTHYHA TEXHHKA.
['ymeHaTa 3amywianka He TpaOBa HUKOra Aa ce npoOHBa NoBeYe OT BEAHBXK.

lapoeucT TpaGBa Aa ce H3TErNM B CNPUHUOBKATA HIH B aBTOMATHYHMA HHXEKTOP €AHHCTBEHO
HEMOCPEACTBEHO Npeau ynorpeda.

Jatata ¥ 4ackT Ha npoOuBaHe Ha 3amywankata Tpabsa aa OBbaaT otOenssaHM BLPXY €THKeTa Ha
(diakoHa/OyTHIKATa Ha NPEABHIEHOTO MACTO.

H3non3BaHHAT aBTOMAaTHYEH MHXKEKTOp TpabBa na € onobpeH 3a €AMHHYHO MM MYJITHOALMEHTHO
npuioxeHue. IlpousBoaurensT Ha YCTPOHCTBOTO TpADbBa Ja AOKaXE MNPHIOAHOCTTAa Ha aBTOMATHYHHS
MHXKEKTOP H HETOBHTE KOHCYMATHBH 3a €QHOKpaTHa ynortpeda 3a npeaHasHAYEHOTO NpUiIoKeHHe. BeHUkH
JOITbITHHTENIHHA HHCTPYKLHMH OT CHOTBETHHSA NPOU3BOANTEN Ha 00opyaBaHe Tpsabra cbulo Aa OBAAT CTPUKTHO
cnaseaHd. TIpH MynTHMALMEHTHO MPUNOKEHUE, KOHCYMATHBHTE 3a eQHOKpaTHa ynoTtpeba TpabBa na ce
CMCHAT NPH BCEKH MaLUEHT.

CreuHaJHUAT/MTE OTNEMALL/M CE €THKET/H 3a mpocieasBaHe BbpXy ¢nakoHure/OyTunkdare TpsbBa aa ce
3ajlenny B KaproHa/M3 Ha nauueHTa, 3a 1a € BB3MOXKHO NPELM3HO JNOKYMEHTHpaHe Ha H3MOJ3BaHaTa
KOHTpAacTHa MaTepHs, ChAbpiKalla razonuHHiA. Manon3saHara no3a cbino Tpadea na 6bae 3anucana. Ako ce
H3M0/I3BaT €eKTPOHHH JOCHETa Ha MaLUHCHTHTE, B perucThpa TpaOBa na ce BbBEJAT HUMETO Ha MPOAYKTa,

NapTHAHHA HOMECP H 4034aT4.
CPGK HA N'OAHOCT CJieq NBPBOTO OTBAPDHHC HA ONNAKOBKATA.

3a noapoOua MHQOpMallig OTHOCHO YCJIOBHATA Ha ChXPaHEHHE U CTaOWIHOCTTA Clle] MTbPBO OTBapAHE, MOJis
NPOYETETE TOYKA 5 OT TUCTOBKATA.

Ennono3oro npuaoxenue (2 ml, 7.5 mlu 15 ml):
BCHUKHAT HHXKEKLMOHEH pPa3TBOP, KOWTO HE € HM3NOJ3BaH NMpU BBIPOCHOTO H3cneABaHe, TpadBa na ce

Enuono3oso Win MynTunaiyeHTHo npunoxkenne (30 ml u 65 ml): pcst e ’an‘ﬂ' 1’70 e
[Tpn eaHon030B0 NpUIIOKEHHE BCHYKHAT HHKEKUMOHEH PasTBOpP, KOATO HE € M3NON3B; th l1DO 3@1 A
H3caeaBaHe, TpAOBa Aa ce H3XBBPIIA, Wy a.ﬂ'#?'-‘;-;a $ 1 \ 3
[Ipy My THNALMEHTHO MPHAOKEHWE BCHYKHAT OCTaHaN WHKEKIMOHEH pa3TBOP, mﬁ@pmk c mnﬂ.ﬁsnawf a ;
PAMKHMTE HA eAYH HeMpeKLCHAT Nepuoj oT 24 yaca chel NbPBOTO OTBapAHe, TpAOBa na MHBman s
’*«.“‘ ;-"‘ \L‘u .
Q@ﬁ«*/




H3xBhprigHe
Heusnoa3pauusT nekapcTBeH NPOAYKT WIH OTNAIbYHHATE MAaTEPHANY OT Hero TpAOBa Aa ce H3XBLPAAT B
CbOTBETCTBHE C MECTHHTE H3HCKBAHMUA.

Jdo3upoBka

Tpabea na ce u3non3pa Hal-HUCKaTa [03a, KOATO OCHMIypsBa AOCTATBYHO KOHTPACTHO YCHJIBaHE 3a
AWarHocTHYHH tenu. Jlozara TpabBa na ce M3uMcnsBa Ha 0asata Ha TENECHOTO TEIVIO HA MAailHEHTa ¥ He
TpaGBa Aa HAABHILABA NPENOPBYMTENIHATA A03a HA KWIOTpaM TENECHO TErNo, 3a KOATO HMa noapobHa
MHpOpMAaLIMS B Ta3H TOYKA.

. Byvapacmuu

[{HC noka3anus
ITpenopruuTenHara no3a 3a Bp3pacTHH € 0,1 mmol Ha kunorpam TenecHo rerjio (mmol/kg TenecHo Terno).

Tosa cvoTBercTBa Ha 0,1 mi/kg TenecHo Terno ot 1,0 M pasrsop.

AKo Bbnipeku auncarta Ha acHa MRI naxonka octaHe cepHO3HO KIHHHYHO ChMHEHHE 32 HAIMYME HA JIE3HA
HIM B CAY4YaWTe, KOTATO MO-Npeln3Ha WHpopMauua O MOBNMAJIA BBPXY JIEUEHHETO HA MalHEHTa, €
BB3IMOXHO JOMBJIHUTENHO WIDKEKTHpaHe Ha MakcHMyM 0,2 mmol/kg tenecHo Terno no 30 MuHYTH Cnea
nmbpBata HibkekuUusa. Jlosza or 0,075 mmol raaobyrpon Ha KWiIOrpaM TENECHO TErno (CKBMBAJIGHTHA Ha
0,075 m! N'agoBHcT Ha KMAOrpam TeNecHO Terfno) Moxe Aa Obpae NpUIoKeHa KaTo MMHHUMAJTHA 3a H3CIICABaHE

na L{THC.
MRI Ha yanoro Taao (¢ u3knwyesne Ha MRA)

O6ukHoseHo npwioxeHuero Ha 0,1 mmol IN'anoBucT Ha kg TesnecHO Terno € AOCTATBYHO 3a OTrOBOP Ha
KJIMHHYHHS BBAPOC.

CE-MRA

3a 1 spurendo none (3I1): 7,5 ml npu TenecHo terno nmoa 75 kg; 10 ml npu TtenecHo Terno 75 kg w
no-roasmo (ceoTBeTcTBa Ha 0,1-0,15 mmol/kg TenecHo Terno).

3a noseue ot 1 3pureano noje (3I1): 15 ml npu TenecHo Terno noa 75 kg; 20 ml npu renecHo terno 75 kg u
no-roasamo (croTBercTBa Ha (,2-0,3 mmol/kg TenecHo Terno).

. Ileduampuuna nonyaayus

3a neua OT BCHYKH BBL3PAacTH (BKJIIOUHTEHO AOHOCEHH HOBOpOJAEHH) npenopbunTenHara ao3a € 0,1 mmol
ragobyrpon Ha kg TenecHo terno (exeuBaneHTHo Ha 0,1 ml ['agoBHCT Ha kg TenecHo Terio) 3a BCHYKH

nokaszaHus (Ba. Touka 1).

[Topaau Hepa3suTaTa OpOpetiHa QyHKUMS NpH HOBOPOAEHH 10 4 ceAMHYHA BB3PaCT H Aelia 10 | roavilHa
Bb3pacT, ' afoBHCT TpsibBa Aa ce H3NOM3Ba NPH TE3H MALMEHTH CaMO CIe/l BHHMATENHA NMPELEHKa 103aTa Ja
He Hansuinasa 0,1 mmol/kg TenecHo terno. Ilo BpemMe Ha ckaHHpaHeTO He TpAOBa Aa ce H3MoJI3Ba NnoBeue oT
eaxa no3a. llopaam nuncara Ha HHOpMaLMA 32 MHOTOKPAaTHO NPWIOXKEHKE, ['anoBUCT HHXKEKLIHH He TpadbBa
fa ce MOBTaPAT, OCBEH aKO HHTEPBATBT MEKAY UHKEKLIMUTE € HAH-MallKo 7 AHH.

Hicaensane
Heobxoaumara n03a ce npuiara caMo HHTPaBeHO3HO Kato OomycHa HIDKEKLHA. KOHTPacTHO yCHNIEHOTO
MRI u3cneasaHe Moxe Ja 3amo4dHe BeaHara ciej ToBa (Manko cnea HHDKeKTUPAHETO B 3aBUCHMOCT OT
M3MOJI3BaHATA HMITYJICHA MOCAEAOBATETHOCT H MPOTOKOJA HA H3C/IEBAHETO).
OnrHMaieR KOHTpacT ce Habmoaana 3a CE-MRA no speMe Ha aprepuanHara ¢a3sa, a
Ha OKO0JIO 15 MHHYTH Ciel HHXKEKTHpaHe Ha ['afoBUCT (BpeMETO 3aBHCH OT THIA Ha
CkaHHMpaHEeTO NMPH HHTEH3HTET Ha noneto T1 e ocobeHo noaxoalauo 3a KOHTPACTHO

[ToBeye WHdoOpMaLMa OTHOCHO ynoTpebara Ha ['anoBHCT € npefocTaBeHa B TOuKa 3
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