“CHTENHA AFEHLYA N0 NEKAPCTBATA

w0 xgee 2
JucroBka: uudiopmManud 3a noTpeGurens /

Tagonner 1,0 mmol/ml nnmexunoueﬂfiia;'ljpop

Gadovist 1.0 mmolml solution fof infeeioiL €/ /7K 7 F1 ... 2 00 0.
I 24 -08- 202

Gadobutrol (TanodyTpour) -

IIpouereTe BAMMATEIHO HAJIATA JIHCTOBKA NpefH Aa Bu 6bae npHIGKeHO TOBA JEKAPCTBO, Thil KaTo

TH CHAbPIKA BakHa 3a Bac undopmanus.

- 3anazere Ta3u JTUCTOBKA. MoOxe 12 ce HANIXKH J1a A poyereTe OTHOBO.

- AKO BMaTe HAKAKBH JOTIBIHUTETHH EBIIPOCH, [IONUTANTE Tekapa wid AHHeTo, KoeTo Bu
npunara ['afoBucT (peHTTeHOBHA NabOpaHT) WITH NIEpCOHana Ha OOMHHYHHLATA/OTAENEHHUETO 33
MATHHTEH pE30HAHC.

- AKO MOJNYYHTE HAKAKBM HEXKENAHH JTeKkapcTBEHU PEaKLUy, yBenoMeTe Baluua nexap (peHTreHoBHs
nabopanT). ToBa BKITIOYBA ¥ BCHYKH BE3MOXKHH HEXWETAHH peaklMK, HCOMMHCAHM B TA3H JIHCTOBKA.
Bxre Touka 4.

KakBo chbabpka Ta39 JIHCTOBKA:

Kakeo npeacrasngea 'anoBucT H 3a Kakeo ce W2noi3Ba

Kaxgo Tpabpa na 3naere, npe;m Aa By 6vne npunosxen I'anosuer
Kak e Bu 651e npunaras Fagosuer

B13MoxKHH HexenaHu peakiuin

Kak na ce cexpanasa ["agosucr

CrabpKaHHe Ha OMAKOBKATA H JOTBITHUTENHA WH(OPMALIHS

S

1. . Kakso npeacrapnnea 'aioBHCT H 332 KAKBO ¢ H3NOJI3EA

['aoBHCT € KOHTPACTHO BELIECTBO 3a MarHuteH pesoHadc (AMP), usnonsraHo 3a AMATHOCTHKA HA MO3BKA,
rpbOHAYHHS CThIG U KPBBOHOCHHTE ChI0BE. ['aJOBHCT MOXE CBLIO Ja MOMOTHE Ha Baiuus nexap ia oTKpHe
Buna (N00poKaYecTBEH WM 3/10KAYECTBEH) HA YCTAHOBEHM HAM MOJO3HpaHH aGHOpMHH ofpasyBaHHA R
dyepHda apod Ui 6u0peuwTe.

IagoBHCT MOKE CBINO Aa C& M3I0/I384 32 MArHHTEH Pe30HAaHC Ha abHOPMHHW 00pasyBaHMA B APYTH HaCTH Ha
TANOTO.

Toki ynecHABa BM3yanW3upaHeTO Ha AOHOPMHHM CTPYKTYPH WM NE3MM M MOMara NpH JH{epeHuupaHeTo
MEXUTY 30paBa H MATONOTHYHO H3MEHEHA THKAH.

To#i e mpefHasHaueH 3a ynoTpeda NPH BB3PACTHH M LA OT BCHYKH BE3PACTH (BKIIKOYMTENHO JOHOCEHH
HOBOPOJEHH).

Kak aefictea I'anorHcT

MarHUTHHAT Pe30HAHC NpPEACTAaBlifsBa METOJ 3a 0Opa3Ha AMATHOCTHKA, 0azWpama ¢ Ha NOBEICHHETO Ha
MOINEKY/IHTE HA ROJIATA B HOPMAJIHHTE M YBPEASHUTE THKAHH. ToMH ce OCHIIECTBSBA UPE3 CIOMKHA CHCTEMA OT
MarHMTH Y paJvoBbAHW. M3MmepeHuTe napaMeTpu ce¢ 3amMCBaT OT KOMIOTHP H CE NPEBPBIUAT OT HETO B
u300pakeHuUs.

I'agoBHCT ce npunara xaTo HHXEKUWA BB BeHa. ToBa 1eKapCTBO €€ M3MON3BA CaMO 3a JMATHOCTHKA M ILE Ce
IpHJIara camo OT MEULIMHCKH CNEUHAJIUCTH C OTHT B KIMHHUYHATA MpakTHka ¢ SAMP.

2, Kakepo Tpsa0ea Aa 3HaeTe, upean Aa Bn 60wae npuaoken Fagosact

He m3noaseaiitre I'agopuct
- @Ko CTe aNlepru4d KbM ragcOyTpol HIH KbM HSKOS OF OCTAHATHTE CBCTARKH HA TOB
(u36poeHH B TouKa 6).

Mpeayupe;xAeHHAN H TPeana3HA MEPKH
L'oBopete ¢ Bawuua nekapp npenu na By ce npunosku [agoBuct, ako
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- HMaTe WIH B MHHAJIOTO CT€ HMallH aneprus (Hamp. CeHHa XpeMa, YPTUKAPHS) HJIH acTMa

- B MHHAJIOTO CTE€ HMAITH PeaKlIHA CpeLly KOHTPACTHH BELIECCTBA

- HMaTe MHOro Baowena Osbpeuna hyHKIHg

- nony4aBare MPHNANbLUy/THPHYORE MTOpaaH 3ab0NABaHHA HA MOZEBKA HIH CTpAajaTe OT OPYTH 3aboNidBaHus
Ha HepBHAaTa CHUCTEMa.

- HMarte chbpJeueH NelcMelKbp WiIH BMaTe HAKAKBH MMITAHTH WIH KITHICOBE, ChABDKALIH JKEJIA30, B
TAIOTO.

Baruat JICKAp e pcllH Aalld MPOBEKAAHCTO HA 3allTaHYBAHOTO H3CICABAHE € BBE3MOKHO HJTH HE.

- Cnep npunoxeHne Ha ['anoBHCT MOTaT na ce NPOABAT [OJM00HH Ha ANEPruYHE PEAKLHH, BOASLLM 10
npoGieMH CBC CBPLETO, 3aTPYAHEHNE B AMIIAHETO WIM KOJKHH peakuni. Bh3MOMXHY CA TeKKM PEaKIHH,
TlopeueTo oT TE3W PeAKLIMM BL3HUKBAT [0 TIOJIOBHH ¥ac cel NpuaokeHneTo na lagouct. [Topanu Tosa
Bue Li¢ ObjeTe HabmoaagaHHt ciiell H3cneasadero. Hafronasann ca keCHH peakiiH (Clies YacoBe 10
JOHU} (BHXTE TOMKA 4.).

BrOpenn/gepen npod

Yeenomere Bamus nekap:

- ako Bawnre 650penu He GyHKIHOHUPAT HOPMAIHO

- aKO CKOpO ¢Te GWIH HIH OYaKeare Aa Obiere MOIOKEH 8 Ha 4epHOAPOOHA TPaHCILIaHTALIHA

BauusaT nexap mosxe 1a By Hanpasy H3cnenBaHe Ha KPBBTA, 32 1a IPOBEPH NOKONKO f1o0pe GyHKIHOHHpAT
Banmte 650pewy, npeny na p3eMe peleHHe 3a yoTpebara na [agosHeT, ocofeHo ako cTe Ha BB3PacT Haj
65 roguHu.

Hosopoaenn u kbpmavera
Tl karo 660peuna yHKuMs ¢ HepaseuTa npH Oedera no 4 ceqMuuHa BR3pacT U Aeua A0 | roguinHa
BB3pacT, ['aoBHCT e Obae M3N0I3BaH PH Te3H NalMEHTH CaMo Cliel BHAMATEITHA MIPETIeHKa OT JieKap.

HApyru nexkaperea n 'agosuct
Hndopmupaiite Baums nexap, ako npueMare, HaCKOpo ¢Te IPHEMAITH HIlH € Bb3MOXKHO JIa [IPHEMETE APYTH
JIEKapCTBa.

BpeMeHHOCT H KBPMEHe
ITocneeTraiite ce ¢ Baimus nexap npeaM ynotpebara Ha KOSTO M J1a € JIEKApCTRO.

¢ BpemMeHHOCT
O6bpHeTe ce xbM Baiug nexap, ako MHCIIHTe, Ye cTe OpeMeHHa WM Ye MOXKe Aa 3afpemeHeete, Thit kaTo
INagoeucT He TpabBa Na 6bae H3NOA3BAH 10 BpeMe Ha OPEMEHHOCT, OCBEH AKO HE € KPaliHO HANOMXUTEHO.

s Knpmene
O6bpHeTe ce kbM Baus nexap, ako kspmuTe Wil Bu npencrou a 3aroyHeTe Aa KxPMHTE. BauIuaT nexap
e obcban ¢ Bac, Aanm Tpabsa Ja npolkmkuTe KbpMeHeTO UK To Tpabea na Obae npeycTasoBeHo 3a Hali-
manko 24 yaca, cnea karo Bu e 6un npunoxen Tanosuet.

I'agoBucT cpABp:Ka HATPHI

To3n nekapcTeeH NpoayKT chAbprka oA 23 mg HaTpuil BBB BCAKA 1038 (OTHECEHO KBM CPEIHOTO
KOJIMHECTBO, KOETO C& MpHJIara Ha YoBek ¢ TenecHo Tero 70 kg), T.e. NPaKTHYECKH “HE ChABPIKA HATPUI™.

3. Kaxk mie Bu 6nae npunaran I'agosucer

I"afaoBHCT C6 HIDKEKTHPA 0T MEJTHUMHCKH CISIMATHCT Npe2 ThHKA BIVIA BEE BeHa. Macnens
pe3oHaHe MOYKe Jia 3ano4He BeAHara.
Ilie ocTarete moa HabmiogeHue Haii-Manko 30 MHHYTH CTel HHXEKTHPAHETO.



O6uuaiinaTa gosa
Tounara oza, koATO e HeoOX0TMMa 3a Bac, 3asucH oT TenecHoTo Bu Terno ¥ o1 00/macTTa, Koato me Obie
uicrieapana.

Ilpu Be3pacTHR eaHa HEKkexLys ¢ 0,1 ManumHTpa 'anoBUCT Ha KHIOrpaM TeJIeCHO TEro e
npenopruMTeHa (TOBa O3HAUaBa, de J03aTa 33 70-KiiorpaMoB ManHeHT € 7 MHIWINTpA), HO MOXeE 13 ce
TIPHJIOHKH ol eIHa WHKeKIa no 0,2 Mununurpa Ha kg TenecHo Terao 1o 30 MUHYTH OT ITEPBATA
WHKeKIHs. Maxcumansata 1o3a, Koaro Moxke 11a 651e npunoxeHa, e 06mo 0,3 munwaurpa [Manosuct Ha
KHJIOTPaM TeNecHOo Terjio {TOBa 02HA4ABA 3a 4oBek Tesxany 70 kg nosara jia 6536 21 MununwTpa) 3a
H3CJIEIBAHE Ha LeHTpanHa HepBHa cHeTeMa (ITHC) ¢ 3a xoHTpacTHO yCHIBaHE [TPH MarHUTHO Pe30HaHCHA
anrvorpagma (CE-MRA). JToza ot 0,075 munmunutpa FaioBUCT Ha KHIIOTPaM TEJIECHO TEro MOxe 1a 6bae
OPHWICKEHA KATO MHHMMATHA (TOBA 03HA4aBa, 33 YoBek Texkai 70 kg noszara na Ow10e 5,25 MUIKMIHTpa) 3a

THC.

Joneinadrensa HHGoOpMaLKEa OTHOCHO TIpHIoXeHueTo U paborata ¢ ['aaoBuCT € JajeHa B Kpas Ha
JIMCTOBKATA.

Jo3HpoBKa NpU COCNHANHE TPYNH HALHEHTH

Ynotpebara Ha ['anoBHcT He ce npenopbYBa NMPH NALKEHTH CbC CePHO3HH Tpobnemu ¢ GrGpernure wiK Ha
nalHeHTH, KOWTO cKopo ca Gt HiTH e 6baar NOMN0KeHH Ha yepHOapobHa TpaHcTUianTanusa. Bee nak, ako
ynotpebara na [agosuct ce u3ucksa, He TpaOBa da Nomy4asare noseyde OT eaxa no3a ot ['anosuct mo Bpeme
Ha H3CNIeABAHETO H Be TPAGBA a MOMYyUaBaTe BTOPa MKCKLWS, [IPE/TH J1a ca U3TEeKIH noHe 7 OHH.

HoBopojenH, KbpMa1era, 1€1a d IOHOI K

IIpm meua oT BCHYKH Bb3pacTH (BKIIFOYMTETHO JOHOCEHH HOBOPOACHHW) CE Mpernopbhyka eMHHYHA 034 OT
0,1 munundTpa ['af0BHCT Ha KHAOTPaM TEIIGCHO TeTNo 33 BCHUKH H3CAeRBaHHA (B, To4ka 1).

Twit xato Ge0peuna dyrkma e Hepa3suTa pu 6ebera ao 4 ceamMuyHa BR3pacT U ella 10 | romgunHa
BB3pacT, 'anoBHCT e GBb/Ie M3M03BaH NPH TE3H MALHEHTH CaMO CJIe/l BHHMATENHA IPELEeHKA OT JIeKap.
HoBoponenu 1 KbpMadeTa TpaGpa fa [TOTy4aT caMo eaHa 1034 OT ['af0BHCT Mo BpeMe Ha CKAaHHPAHETO H He
TpA0Ba Jla NoMy4aBaT BTOpa WHKEKLMA B IPOIBDKEHHE HA HaH~-ManKo 7 IHH.

Crapuecka Bb3pacT
Hsma Hyaa OT KOPeKLUA Ha J03aTa, aKO CTe Ha BB3pacT Hajl 65 rOIMHH, HO Moxe 13 Bu OBOaT Hanpasenu
KPBBHM H3CTIE{BAHHS, 32 Ia C& TPOBEPH J0K0AKO fobpe dyHkumonnpat Baumre 6p6pew.

Axo By e npanoxena nosede or Heodxoaumara xo3a I'anoBuer

IIpenosupane ¢ MaTko BepOATHO. AKC BCE NaK TOBa ce CJIyYH, Bainmat jiekap 1me JIeKyBa BCHYKH CUMIITOMH
M MOXe Jia 3101384 OrOpeyHa nualu3a 3a oTcTpatiaBaHeTo Ha I'agosuct ot Banusa opraHHzeMm,

Hama pokasarecTBa, KOUTO Ja NPEANoONarar, 4e Tora 61 NpeJOTBpaTIWIO pa3BUTHE Ha He(PpOreHHa
cuctemna ¢ubposa (HCO; BixTe TOUKa 4.) M He Tpabea fa ¢ W3MON3RA 3a Te4eHHE Ha BEIIPOCHOTO
cheTosiHHe. B niakon cnyyan Baimar siexap uie nporepu cbpueto Bu.

AKO BMaTe HAKAKBH JOTTBTHUTENHYK BEIIPOCH, CRBP3aHM ¢ ynoTpedara Ha TOBA IEKAPCTBO, TIONHTANTE
Bawms nexap WAy peHTreHoNor.

4, Bhamo:knu HexkeJIAHA peaAKHHH

KakTo BCHUKH I€KapcTRa, TOBA IEKAPCTBO MOXKE 1A TPEeIH3BHKA HEXETaHW PEaKlHH, BRIIPEKH Y& He BCeKH
T'H MOJy4aBa.

Haii-cepuo3HATE HeXeJTAHH PeaKIHH (KOUTO ca Ouny dhaTamud HiIH )KHBOTO3ACTpAaLIA
cyvaw) ca:
® CrupaHe Ha ChpIeTo (cupoeuen apecm) H TEXKU (aHaduiaxmoudny) peakiyu,
(BKJTIOYBALIY CITMPAHE HA JHIIAHETO H MIOK).



OcpeH TOBa, ClIEAHATE HEXKETAHH PeaKNMH B HAKOH CIYYaH ca GHaM MHBOTO3ACTPAIABAINN HIH
$aTannn:
® HEJNOCTHT Ha Be3dyX (Qucnnes), 3ary0a Ha CE3HAHHE, TEKKA peakuus, nonofHa Ha ajneprus, CHITHO
MOHKEHHE HAa KPBBHOTO HANATaHe MOXKE [a JI0Bee N0 KOJIATC, CMpaHe Ha UINAaHETO, TEYHOCT B
Genmute npobore, MoAYBaHE HA YCTATA U I'BPIIOTO B HUCKO KPBBHO HATAraHE,

B pearH cIyqan:
® MOTAT A HACTHIAT MoAOGHM HA AJIEPTHS PeAKIHH (CRPLXYYBCTRUTEIHOCT U aHAdHAaKCUA),
BKJTFOYMTENHO TEKKH peakUpH (HIOK), KOKTO MOTAT 1A U3MCKBAT He3abaBHa MeqUIMHCKA HaMeca,

Axo 3abenexure:

- [OXYBAHE HA JHIIETO, YCTHHTE, €3HKa KIIH MbPIIOTO

-  KAIlNAHE M KHXaHe

- 3aTpyAHeHO JULHAHE

-~ cBpbex

- 3ACHJICHA CEKpeLMs OT Hoca

- KOmNpHBHa Tpecka (0OpHER, KATO [IPH ONapBaHe ¢ KONpPHBa)

O6bpHeTe ce He320aBHO KBM NEPCOHANA HA OTAEJIEHHETO, KBAETO CE MPOBEXKIA MATHHTHUN
pesonanc. Tora MOXKe Ja ca TEPBUTE MPH3HALM HA HACTBITRAIIA TEKKA peakumus. Balmero Hicieasane
MO3Ke Aa ce HanoxH 1a Oblle npeycTaHOBeHO, a Bue MoKe 1a ce HyXKAaeTe 0T NOMBIHUTEIHO JIEIEHHE,

B peaxu cnyuau ca HabmogapaHH NoxoGHHA Ha ANePriasa peaknuH 0T KLCEH THI, HACTHIBALIH YaCOBe WITH
HAKOJIKO JIHH crej NpHiarane Ha I'anoBucT. Axo toBa Bu ce ciyun, nezabapHO MHpopMupaiite Bawms
JeKap MM PEHTTeHOBHA nabopanT.

Haii-1ecTo HaGmoAaBaHHTe HEXKEIAHH peaKuuu (Morat 1a GB/JIaT 3acerHaTH 5 WM nopede Ha
1000 pymm) ca:

* rnaeoboine, rafeHe (npusiseane) v 3aMaiiBaHe.

[MoseyeTo OT HEXETAHUTE PEaKLHH Ca JIEKH A0 YMEPEeHH.

BB3MOXKHATE HEKETAHR PeAKUHH, KOHUTO ca HalIoJaBaHy NPy KANHNIHATE A3MATBAHAA NPEIH
paspewaBaneTo 3a ynorpeba Ha 'anoBHcT, ca W30poeHu no-JAouy, NoApeSeHH N0 TAXHATA BEPOSTHOCT.

Yeeru (Morar ga 3acersaT go 1 Ha 10 gyim)
e rnapobonHe
*  rageHe (npusnasane)

Heuectn (Morar ga zacersar fo | wa 100 qyury)
*  no700Ha Ha ANePryus PeakLs, Harp.
- HHMCKO KPBBHO HAJISTAHE
- KOTIpMBHA TpecKa
- ToOayBaHe Ha IMLETO
- noayease (0Omox) Ha Kenadure
- 3auepBsABaHE Ha JIMLETO
YectoraTa Ha clieqHATE TOTOGHA Ha aNISpris PeaKUHH He € H3BECTHA:
- TeXKa peaklus, TogodHa Ha aneprus (AHAQUAGKMOUdeH oK)
- CHJIHO NMOHHXaBaHe Ha KPBBHOTO HA/IATAHE MOYKE 1a J0BE/e 0 KONAanc (uox)
- CITHpaHe Ha JHULIZHETO
- Teynocr B DesiuTe ApoGoBe
- 3arpylHeHo AMIuaHe (6poHxocnasvm)
- NOCHHABAHE HA YCTHHUTE
- MOAYBaHE HA YCTATa H FBPJIOTO
- IoAyBaHe Ha I'bpIIOTO




- NOBUIIEHO KPHEHO HAIATAHE
- Gonxa B repauTe
- NofyBaHEe Ha JIHLETO, I'bpIOTO, YCTATa, YCTHHUTE WHIIH €3HKa (gHzuoeoem)
- KOHIOHKTHMBHT
- 3aCHJICHO TNIOTEHe
- KaluuMna
- KHMXaHe
- ycelllaHe 3a TapeHe
- b6nena xoxa (6aednocm)
3aMagHOCT, H3MEHEHHA BbB BKYCA, H3TPLNBAHE H MPABYUKAHE
3aTpYAHEHO auuiaHe {Jucnnes)
MORpEILAHE
3a4epBABAHE HA KOXATa (epumem)
cppOesk (BRIFOUMTENHO MeHEPATH3HPaH ChpOes)
0OpHR (BKMOYHTETHO reHepanusupat 00pHB, MAJKH, IUIOCKH, YePBEHH TieTHa [Makyaapen 0bpue),
MAJIKH, H3ITEKHAIH, no6pe odopmenH ne3uu (namyaapeH oOpue) U cupbam oGpHB
¢  DPA3THYHH PEAKLHH Ha MACTOTO HA HIDKEKTHpaHe (Hanp. H3TH4aHe B 06KpbKaBalaTa ThKaH, HapeHe,
CTYN€HWHA, 3aTOIUISIHE, 3auepBsBane, 05pHB, OONKa HITH MOCHHIBAHE)
®  ycelaHe 3a TOpellMHa

Pexxn (Morat na zacersar go 1 wa 1000 xyumm)
- TIpunajaHe

- KOHBYJCHf (I'bp4)

- HapyueHO 0OOHSHHE

- ydecTeHo OMeHe Ha CHPIIETO

- chpuebuene

- H3CHXBaHE Ha ycTaTa

- obulo HepaznonmKeHye (NpuzLABaHE)

- yCelnaHe 3a CTyQ

JoNbJHATENHH HeXKeJAHH PpeaKIHH, KONTO ca chbOGIIABAHY cJIeA palpeliaBaHeTo 3a ynorpela na

I'agoBRCT ¢ HEH3BECTHA 4ECTOTA (YECTOTATA HE MOXKE Aa CE OFpeie/IH B3 OCHOBA HA HANMYHUTE JAHHH):

- CIHpaHe Ha CHPUETO (cvpdeyen apecin)

- uMa cbobuieHus 3a He)poreHHa crcTeMHa pubposa - HCO (3abonseane, koeTo NpHUMHABA
3ane0eNABaHe Ha KOXKATA H MOJKE Aa 3aCerHe MEKHTe THKAHW Y BbTPEIIHHTE QPraHH).

Cnen npunarane Ha ['anosucT ca HabmoJaBaHK IPOMEHH B PE3YNITATHTE OT JIafOpaTOPHUTE U3CIEABAHMUA HA
obOpednaTa GyHKUKA (HAIPHMEp IOBUINIABAHE HA CEpyMHHs KPEeaTHHHH).

Cowobuiapane Ha HEFKEIAHH PeaKIHH

AKO noIy4dTe HAKaKBY HEXKE/IAHK TeKapCTBeHH PeakuiH, yeenoMere Bamug nekap unu pentredonor. Tosa
BIUIOUYBA BCHUKH Bb3MOMKHH HEOIIHCAHH B Ta3H JIMCTOBKA HEXeNaHH peakiiii, MoxeTe Chiio Ja Chobumre
HEXKENAHHW PEAKLIHY JUPEKTHO 4pes

W3nbAHMTEIHA areHIUA [o JICKapCTRaTA

vi. ,Jlamsan I'pyes™ Ne 8

1303 Codus

Ten.: +359 2 8903417

yeOcaiit: www.bda.bg. Kato crobiuasate HeskenaHs peakLuu, MOKETE A2 afeTe CBOS MPHHOC 34
NoJIy4apaHe Ha Nogede HH(pOpMaLKa OTHOCHO 0e30NacHOCTTa Ha TOBRA JICKApCTRO.

5. Kak na coxpansasare Fagouer

Ja ce cpxpaHsBa HA MACTO, HEAOCTBITHO 32 Aeld.




He uznonspaiite ToBa IEKapeTRO Cliell CPOKa HA FOJHOCT, 0TOEA3aH BHPXY €THKETa U KApTOHEeHaTa
onaxcexa cneg “EXP” win “T'ogen no:”. CpoKET Ha FOAHOCT OTIOBapsA HA TIOCASAHHS I€H OT NMOCOYUEHUA
Mecell. To3H NekapcTBeH NPOIYKT He HINCKBA CNEUMATHH YCIIOBHSA Ha ChXpaHeHue.

JokaszaHa e XHMHUecKa, QH3HUYecKa H MUKpoOHonorydHa ctabundoct ciiell oTeapsane 3a 24 yaca npu 20-
25°C. Or MEKpOOHONOIHYHA reAHA TOYKA, TPORYKTHT TPAOBa Aa ce H3Mon3sa He3abaBHO Ciie]] OTBAPIHETO.

To3H JiekapcTBeH MPOAYKT Npel(CTaBnABaA GUCTHD, Oe3npsereH 10 Gnexo xbat pasteop. He usnonzeaiite Tosa
JIEKApCTBO, aKko 3abeliexkHTe CepHO3Ha IPOMAHA B LBETA, HATTHYME HA YACTHIM HIH Ae(EKTHA OaKoBKa,

He mzxpbpnaiite nexapeTeaTa B KAHANH3AIMATA HIM B KOHTEHepa 3a IOMAIIIKA ornadbiu. [Tonuraiite
Baunsa dapManesT Kak 13 H3XBBPIATE JIEKAPCTRBATA, KOUTO Beye He H3ToN3BaTe. Te3W MEpPKH 1lie CIIOMOTHAT
3a ONa3BaHE Ha OKOJIHATA Cpeda.

6. CobabpxaHHe HA ONAKOBKATA H JOMBIHHTEIHA AHpOpMAL U
Kakso cpabpxa Fagosner

AKTHBHOTO BEeIHECTBO € rafobyTpon.
| MHTTHJIMTBP OT HHKEKLMOHHMA Pa3TBOp cbAbpka 604,72 mg ragobyTpon (exkBuBaneHTHO Ha 1 mmol
rago0yTpon, cbabpxkain 157,25 mg ragonunnii).

1 dnakon ¢ 2 ml ot pasteopa ceabpxa 1209,44 mg rapoGyTpon.

I ¢pnaxod cee 7,5 mi ot pasTRopa chabpxka 4535,4 mg rago6yTpoan.

1 ¢pnakon ¢ 15 ml ot pastBopa chaspaka 9070,8 mg ragobyTpon.

1 ¢naxon ¢ 30 ml ot pasrsopa chiepika 18141,6 mg ranobyrpon.

1 nudysnonHa GyTHnka ¢ 65 ml ot pastropa ceabpxa 39306,8 mg ragoSyTpon.

JpyraTe chCTABKM ca: HATPHEB kankoOyTpon (BiK Kpad Ha Touka 2), TpoMetamon, IN xnopoeonoponHa
KHCEJIHHA H BOAA 3 HKEKIHH

Kax msrnexna I'aaoBHCT B KAKBO ChILPKA OHAKOBKATA
TapoBucT npeacTasnssa OHCTHP, GeslBereH R0 Gnea0 KEAT pa3TBOp.

PaznuuHKTe ONIAKOBKM CHOBPIKAT:

¢ 1 vim 3 MEKeKUHOHHM (rakona ¢ 2 ml HKeKIMOHeH pa3TRop.

e 1w 10 yaxexiMonHu drakora cbe 7,5, 15 unm 30 ml nipkeKnuoHeH pasTBop.

o | wm 10 undysnonnn GyTHIKE ¢ 65 ml HHkeKUHOHeH pasTBOP (B MH(Y3HOHHA GyTHika ¢ 0beM 100 ml),

BonnuuHa onaxoBKa:

e 3 drakoHa ¢ 2 ml HHKEKIIMOHEH PA3TROP

¢ 10 dnaxouna cke 7,5 ml, 15 ml wau 30 ml WrokekLvoHEH pa3TBOP
¢ 10 6yTunku cwe 65 ml HIKEKUMOHEH Pa3TROP

He BcHukH BHIOBE ONMaKOBKM MOTAT Aa ObJaT IMycHat B pogaxsa.
Ilpurexare, HA pa3pelIeHHETO 32 YNOTpeda H NPOH3IBOUTEN
[TpuTexaTen Ha pa3penieHHeTo 2a ynotpeda:

Bayer AG

Kaiser-Wilhelm-Allee 1
51373 Leverkusen, ['epmanns




IHpouzeoauren:

Bayer AG
Muellerstrasse 178
13353 Berlin, 'epmanns

ToBa NexapcTBO e paspemeno 3a yNoTpeda B IThpikasure-ylenkn Ha EBponeiickoro Hronomuuecko
IIpocTpascTso Noa clieIHATE HMeHA:

Agctpus, [epmanns Gadovist 1,0 mmol/m] Injektionslésung
Benrus, boarapus, Kumep, Hanus, Ectonusg, Gadovist

durnanous, 'epuus, Hramas, TiokcemOypr,

Hopeerus, lNopryranus, [leeuns

XnpBaTus Gadovist 1,0 mmol/ml otopina za injekciju
Opanuns GADOVIST 1,0 mmol/mL, solution injectable
Hpnaugus Gadovist 1.0 mmol/m! solution for injection
Hunepnannus Gadovist 1,0 mmol/ml, oplossing voor injectie
CnoseHns Gadovist 1,0 mmol/ml raztopina za injiciranje
Croraxus Gadovist 1,0 mmol/ ml injekény roztok
Hcenanua Gadovist 1 mmol/m] solucién inyectable en vial
Manta Gadovist 1.0 mmol/ml selution for injection

aTa ra nocaeano npepasriaexkiaane va ancropkata MM/ITTT

IMocoyenaTa no-J051y RHHOPMALIKS € NpeIHATHAYEHA CAMO 38 MEIHLUHHCKH CIeHHATHCTH;
-  buOpeuno yspexpaane

TIpean npunoxenne na 'aposHcT BCHYKK mannedTH TpubBa Na 6bIAT CKPHHHEPAHHE 32 GLOpeyHa
JuchYHRIRS Ype3 NPoBeKIAHE HA JA00PATOPHH H3CICABAHH.

CrobwaBa ce 3a cyqan Ha HedpporeHHa cucTeMHa dubposza (HC®), ceep3ana ¢ H3MON3BAHETO Ha HAKOH
KOHTPACTHH MaTEPUH, ChABPKALIA Fa0NHHYH, DPH NALMEHTH C OCTPO HITH XPOHUIHO Texko Gh0peuno
yBpexaaHe (romepysida guarpaiis (GFR) < 30 mi/min/1,73m?). awpenTure, HORAONEHH HA
4epHOApoOHa TPAHCIUIAHTALMA, Ca H3MOXEHH Ha 0cobeHo BHCOK PHCK, THH KaTo YecTOTaTa Ha 0CTpa
OBbOpeyHa HeJOCTATEUHOCT € BUCOKA B Tazu rpyna. [lopanu seamoxHara mosea Ha HCD nmpu ynorpeba na
["apoBMCT, MpH NALMEHTH ¢ TEXKO 6BOPEUHO YBPeKAaHe 1 [IpH TIAIMEHTH B MMePHONCPATHBHHA NIEPHON ClEN,
4epHOApoOHa TPAHCILIaHTALMs TOM TPSOBA Aa Ce M3M0N3Ba CaAMO Clel BHUMATENHA MPELeHKa HA PUCKOBETE
H MON3UTE H KO IMarHOCTHUYHATA HHQOPMAILIKA € BaXHA H He MOKe 4 ce TIONIYUH ¢ HeyCHITeH ¢ KOHTpacT
ANpeHo-MarHUTEH pesoHanc (IMP). Ako ynorpefata Ha [afOBHCT & HANOKUTENHA, 103aTa He Tpadea Ja
npesumasa 0,1 mmol/kg TenecHo Terno. He Tpatipa na ce vanomspa nosede OT €/iHa 1034 110 BpeMe Ha
uscaenpane. [lopanu muncata Ha MAGOpMaLMA 38 MHOTOKPATHO NpHIMKenHe, ['anoBHeT He TpsOR
npHIara NOBTOPHO, OCBEH 4K0 HHTEPBABT MEKAY HHMKECKIHHTE € HE TI0-MAJIKO OT 7 AHM.

Toi KaTo 666peunnAT KIMPEHC Ha rano6yTpon Moke Aa ObIe YBpeACH NMpH NaLHeHTH B
oT 0co0eHO BaKHO 3HaYeHNe e NalldeHTHTe Ha Bh3pacT Had 65 roaudn ga Obaar cKpHH
AuChYHKIHS.



IpopexareTo HA XeMOOHANH3a CKOPO Ciel IpHnarake Ha ['agoBucT Moke Ja € OT momsa 3a
OTCTpaHsBpaHeTOo Ha [afoBHCT OT opraHusma. HsiMa faHHH, KOWTO Ja NOIKpENAT 3aIIOUBAHETO HA
XEMOJMAIM3a KATO HAYMH 3a fpeAnassade ot passHThe Ha HC® wmm nevenne na HC® npu nanmeHTy,
KOMTO He ca §HH NoAIoKEHH BeYe Ha XEeMOIMAaIH3a.

-  BpeMeHHOCT H KbpMeHe

lagoeuct He Tpabea ja Obae W3NON3BaH 11O BpeMe Ha OPeMEHHOCT, OCBEH aKO KIMHHYHOTO CHCTOSHHE Ha
sKEeHATa He U3HCKBA ynoTpebara Ha ranobyrpolr.

JlexapAaT ¥ xbpMemaTa Makka TpAGBa Ja B3eMar pelieHue, JaTH KbPMEHETO 3 POXBIKK WK 12 Ohle
CTIPSAHO 33 NepUOTN OT 24 yaca cien ApuiokeHHeTo Ha [aoBHCT.

Peaknun Ba CBPBX4YYBCTBHTECIHOCT

KaxTo apyrute HHTpPABEHOZHU KOHTPACTHH CPEJICTBA, MPHIOHKEHHETO Ha I'afosucT MoXke Aa 6bae CEBP3aHO
¢ aHadMIAKTOHIMH PeaKLHI/PeakuMy Ha CBPBXYYBCTBHTENHOCT MM IPYTH MAMOCHHKDA3HE peaKuuy,
XapaKTepU3Hpailld Ce ¢hC ChPACYHO-CBLJOBH, PECIHMPATOPHH WIH KOXKHH NPOSBH, H BapUpalld 0 TEXKH
peakuMH, BKMOUMTENHO [MoK. [To mpuHLMN, manueHTHTe Cbe CHPAEYHO-CHAOBM 3abONsBaHHS ca no-
4yBCTBHTENHH KBM TEXKKH PEaKLMK Ha CBPBXHYYBCTBHTETHOCT ChC CEPHOZEH HITH OpH (QATATIEH M3XONL.

PucKbT OT peakupy Ha CBPBXHYECTBHTETHOCT MOXKE A4 GB/1¢ MO-BHCOK B CTy4ai Ha:
- NIPEAMIIHE Peakiis KbM KOHTPACTHH CPEICTRA

- aHaMHe3a 33 OpOHXHANTHA acTMa

- 2H3MHE32 32 ATEPTHYHH HApYLeHHs

TpH nauKeHTH © ANICPTHYHA AMCAIO3HUMSA PEIIEHHETO 3a NPUNoKeHHe Ha [anorucT TpsaOra fa ce B3gMe
c1es1 ocoOeHO BHHMATEIHA NPelieHKa HA ChOTHOLUSHHETO PHCK-TION3A,

[ToBeyeTo OT T€3H peaxiliy BPLIHKKRAT [0 MOMOBHH 4Yac OT MpWIoKeHHeTo, [Topaau TOBa Ce npenophyea
HaOmojieHye Ha NallMeHTAa ClIe], IpoteIypaTa.

HeofxonuMo ¢ HankuKe Ha NEKapCTBEHH NPOIYKTH 33 JICHEHUE HA PEAKUHH HA CBPBXUYBCTBHTEHOCT,
KaKTO ¥ TOTOBHOCT 33 NMpeANipHeMaHe Ha CIeIUHH MEPKH NPH HeOOXOAHMOCT.

Pagxo ca HabmonaBaHy 3a0aBeHH peakuyH (CJIel YacoBe JIO HAKOJIKO IHH),

- I'npuose

Kaxro ¥ npu ApyrH KOHTPaCcTHH MAaTepHH, CHOBPKAILH TAJOTMBAMH, CIIEHAIHY NPEANa3HA MEPKY ca
HEOOXONUMM NPH [TAIHEHTH ¢ HUCHK [IPAr 34 [OABA Ha [BEPHORE.

- IIpenosupane

B cnyuaii Ha npeno3vpaHe 110 HeBHHMAaHWE, MOHMTOpUpaHe Ha cbpaedHata ¢yukuua (k. EKT) u na
ObOpeunara PyHKUMA Ce TPenopBLUBAT KATO NMPeana3Ha MAPKA.

B ciyuaii Ha nipego3upaHe npu nauuenTd ¢ GrOpeuHa HEROCTATEYHOCT, | aOBKCT MOKE 1A Ce elMMHHMpa
OT OpraHu3Ma 4pe3 xemoiuanuza. Cren 3 XeMOaHaH3AA UKKbIA TprbmisuTesto 98% ot BelecTBoTo ca
eMTMMHUHHPaHH OT opranu3ma. Hama ofave jaHHH 32 TOBA, Ue XEMOIMANMAATA ¢ MONX0AAMIA 3a TIpeafia3BaHe
oT vedporeHda cuctemua gudpoza (HCD).

- ITpean nHKeKTHpPaHE
Tosn nexapeTBEH NPOIYKT € NpeIHa3HAYCH CaMo 3a EAHOKpaTHa yroTpeda.

Tozu nekapcTsen npoaykr € OHcTep, GezuBeTeH g0 Gneno BT pazTBop. Tol Tpabea
BHIYATHO NTpedy yitorpeda.




TCanoeucT He TpsaGBa Na ce W3M10/1382 B CJTy4ail HA CEPUO3HA NPOMSAHA B LIBETA, HAIHYHE HA YACTHLM WITH
netheKTHA ONAKOBKA.

- HWacTpykunn 3a ynorpeba

TagoBrcT TpAbBA Ka ce H3TEIVIH OT (BIaKOHA B CIIPHHLOBKATA €82 HENOCPEICTBEHO NpeaH ynorpeba.
I'ymeHaTa zamyluanka He TpaOpa HEKora a ce npofokAa [oBeYe OT €4HH NbT.
KourpacTHara MaTepus, KOATO HE € M3NON3BaHa IPH J3AeHO H3CIeABaHe, TpAGBa Ja Obae H3XBLp/IeHa.

AKO TO3M NEKapcTBEH MpPOIYKT € TpeaHasHaden 3a yrorpefa c aBTOMaTHYEH MHXKEKTOp, Heropara
TIPUrOIHOCT 3a ChOTReTHaTa ynorpeba Tpabsa na Oble JokazaHa oT HpOM3BONUTENs Ha oGopyaBaHeTo.
BCHYKH SOTRIHUTETHR YKa3aHHA OT CHOTBETHHA MPOH3BOAMTEN Ha oOOpyABaHETo ChIO TpaOBa na Onnar
CTPHKTHO CIa3BaHHu.

Hen3mon3BaHHAT NPOOYKT Wi OTHABYHHTE MATEPHAIH OT Hero Tpia6Ba a ¢e U3XBBDIAT B ChOTBETCTBHE C
MECTHHTE H3UCKRAHUA.

Cpok Ha rogHOCT ci1el TBPBOTO GTRAPAHNE HAa ONAKOBKATA:

BCHMKMAT MHXKEKIMOHEH pazTBOp, KOHTO He € H3MON3BaH NpPU BhIPOCHOTO H3cheasade, Tpabsa nma ce
H3XRBPIH. Jloka3aHa e XuMHYecka, PrsHiecka H MUKPOOHOIOTHYHA CTa0MITHOCT clie]] OTBapsiHe 3a 24 yaca
mpu 20-25°C. Or Muxpo6HonrorHiHa riaeqHa Touka, HPoayKTHT TpabBa Jia ce u3I0n3Ba He3abaBHO, AKO He
C¢ W3NOA3RBA BeJHAra, BPEMETO H YCIOBHATA Ha ChXpaHeHHe mnpeau yrmoTtpefa ca OTTOBOPHOCT Ha
notpeburens.

CrnelHaHUAT ETHKET 34 MpociensBane BEPXY diakoHHTE ¢ TpsiOBa /14 Ce 3aenH B kaproHa/M3 Ha
NAIHEHTA, 32 [a € BE3MOXKHO TIPEHU3HO JOKYMEHTHpaHe Ha M3NO/3BAHATA KOHTpacTHa MaTepus, ChIbpKaa
ragonuuai. Ha3modseanara 1o3a ¢oiHo TpROBa fa Obae 3anucana. AKo ce H3NON3BAT EIeKTPOHHY J0CHETa Ha
NIANMEHTHTE, B PETUCTBPa TPaOBa O3 Ce BBBEAAT HMETO Ha MPOAYKTa, NAPTHAHUI HOMEp H J034Ta.

HozrpoBra

TpsiGBa na ce M3NON3BA Hali-HUCKATA [038, KOATO OCHIYPARA AOCTATEYHO KOHTPACTHO YCWNIBAHE 3a
AuarHocTHYHH tend. Jozata Tpabea na ce W3HucaABa Ha $a3aTa Ha TeNECHOTO TEIO HA TALMEHTA M He
TpaGBa la HAJBUINABA TIPENIOPLUMTEIHATA 033 HA KHMIOIpaM TENecHO Terlo, 338 KOATO HMa [oApobHa
HH(OPMaIHA B Ta3H TOHKA.

. Buvapacmnu

HHC noxasaHus

[TpenopbunTennara no3a 3a pp3pacTHy € 0,1 mmol na Kunorpam TenecHo Teryio (mmol/kg TenecHo Terso).
Tosa croteerctsa Ha 0,1 ml/kg Tenecuo Terno ot 1,0 M pasteop.

AKko BBIpeKHd Jurncara Ha AcHa MRI Haxoaka ocTaHe CepHO3ZHO KIHHMYHO ChMHEHME 33 HANMYWE HA NEe3us
MIAH B CIly4auTe, KOraTo MNMo-npelyuzHa uHbopmalys On NOBTHANA RBPXY J€USHUETO HA MAUMEHTa, €
BB3MOXHO JIOMBIHHTENHO MHXKeKTHpaHe Ha MakcumyM 0,2 mmol/kg Tenecno terno mo 30 MuHyTd cien
nepBara vmkexuus. Joza or 0,075 mmol razobytpoa Ha kunorpaM tenecHo Terno (exksusaisentHa Ha 0,075
ml I'anoBHCT Ha KHNOrpaM TENECHO TEero) Moxe na ObJe NpHIMKeHa KaTO MUHHMATHA 33 M3CIeABaHe Ha

L{HC.

MRI Ha 151070 TaI0 (¢ M3Kkmouenne Ha MRA)
O6uxuosero npunoxkernero Ha 0,1 mmol Fanosuct Ha kg TenecHo Terfio € HOCTATBYHO 33
CITMHHYHEA BBRIIPOC.

CE-MRA
3a 1 apureno mone (3M): 7,5 ml npu TenscHo Terno non 75kg; 10ml npu Tenecy
no-ronsmo (cwoteercTsa Ha 0,1-0,15 mmol/kg TenecHo Terino).




3a noseue o1 1 spurenno mone (3I1): 15 ml npu Tenecno terno nox 75 kg; 20 ml npu Tenecho terno 75 kg u
go-romame (cwoTrercTBa Ha 0,2-0,3 mmol/kg renecno Terno).

. Heouvampuuna nonyaayus

3a meLia OT BCHYKH BBE3PACTH (BKJIIOYHTENHO JOHOCEHH HOBOPOAEHH) MpenopbyuTeNHaTa q1o3a ¢ 0,1 mmol
ranofyTpon na Kg tenecHo terno (exkkusaneHTHO Ha 0,1 ml I'agoBucT Ha kg TesecHO TErno) 3a BCHUKH
nokasanus (Bx. Touka 1).

[Mopanu HepassuTaTa OEOPeUHA (HYHKIMA PH HOBOPOJEHH A0 4 CeaMHUHA BB3pacT H Jeua 4o 1 roauiHa
BB3pacT, [ anoBucT TpsalBa fa ce W3MOI2BA IPH TE€3H NAUHCHTH CaMo CJTe/l BHHMATeTHa IpeteHKa 103aTa Ja
He nansumaea 0,1 mmol/kg renecuo rerino. [To BpemMe Ha ckaHMpaHeTO He TPAOBA Aa €€ M3MON3BA ITOBEYE OT
enna ao3a. [lopany muncara Ha HHQOpMAaIUA 332 MHOTOKPATHO MPHNOXKeHHE, [ aJOBHCT HIDKEKIHH He Tpadea
Ja ce MOBTAPAT, OCBEH KO MHTEPBANLT MENIY HIDKeKLUHTE € Hali-Manko 7 JTHH.

Hizcaensane

HeobxonuMara f103a ce npuiara caMo MHTPABEHO3HO KaTo fonycHa MHkekuds. KOHTPAacTHO YCHIEHOTO
MRI u3cnenBaHe MOXKe Ja 3aouHe BeHAara clie/l TOBa (MaJIKO CJie] MHOKEKTHPAHETO B 3aBUCHMOCT OT
H3NOM3BAHATA MMITY/ICHA MOC/IEA0OBATENHOCT M MPOTOKONA Ha H3CIEABAHETO).

OnrumaneH kontpact ce Habmopaasa 3a CE-MRA o Bpeme Ha aptepuantara ¢aza, a 3a IIHC - B pamkiTe
Ha OKOJIO 15 MMHYTH Criea HHKEKTHpaHe Ha ['afoBUCT (BpEMETO 3aRHCH OT THIIA HA JIC3UATA/THKAHTA).
CranupaHeTo [IPH MHTEH3HUTET Ha noJ1eTo T1 e 0cobeHo MOAXOMAILD 32 KOHTPACTHO YCHIIBAHE,

IToseue nndopmalika oTHOCHO ynotpeSara Ha ['anoBucT e nipeJocTaBeHa B ToUKa 3 Ha JIMCTOBKATA.
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