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Fludeoxyglucose ('°F) Monrol 200-2200 MBg/ml solution for injection
Fludeoxyglucose ('°F)

[TpoyeTeTe BHHMATEIHO UAIATA JHCTOBKA, Npean Aa Bu npuioxkaTt ToBa JeKapcTBO, Thil KATO
TSl CbAbPXKa BaxkHa 3a Bac undgopmanus.

- 3ana3sere Ta3u JUCTOBKA. Moxe J1a ce HaJIOKW JIa s TPOYETETE OTHOBO.

- AKO MMaTe HAKaKBH JIOMbJIHWTEJIHH BBITPOCH, NonuTaiiTe Bawms jiekap o HykneapHa MeJMLHHA,
KOWTO 1II€ Ha/Ji3upaBa npoueaypara.

- AKO ITOJTyYUTE HAKAKBH HEXKEJIaHH JIEKapCTBEHH peaknu, yseaomere Bawmms JIEKap Mo HyKJieapHa
MeJIHLIMHA. ToBa BKIJIFOYBA U BCHYKH Bb3MOXKHHU HEXeJIaHW peakLM, HEOTMCAHM B Ta3M JINCTOBKA.

KakBo ¢cbabp&a Tasm JIHCTOBKA:

KakBo npezacrasissa Oiyaeokcurimokosa (‘@) MoHpon 1 3a KakBO ce U3NoJ3Ba
KakBo Tps0Ba na 3Haete, npeau aa nsnoassare Onyneokcurmokosa ('*®) Moupon
Kak na usnomnssare ®nyneokcuriokosa ('*d) Moupon

BB3MOXHH HEXEJTaHW peaki i

Kak n1a cexpanasarte ®uyaeokcurinokosa (*®) Moupon

ChbbpXaHWe Ha OMakoBKaTa M JIOMbIHUTETHA WHDOpMalis

B W -

1. Kakso npeacrasiasiba @iayaeokcuriaokosa (*®) Monpoa 1 3a KakBo ce H3M0/13Ba
Tosa nexapcTBo € paauodapmaleBTHUEH MPOAYKT CaMo 3a JAWArHOCTHYHA yroTpeba.

AKTHBHOTO BEIIECTBO, CHABPXKaLLO ce BbB Diryneokcuriiokosa (18d) Moupon e dyneokcurinokosa
('*F) u e npeiHa3Ha4yeHo 3a MoJjlyyaBaHe Ha paguorpadcku H306pakeHns Ha HAKOW 9acTH oT BameTo
TAJIO.

Cnen karo manko komuyectso @nyaeokcurmokosa ('*®) MoHpon e OuI0 MHKEKTHPAHO,
MEJMLUMHCKHUTE N300paKeHNs, KOUTO Ce MOoJTydaBaT upe3 ClielMaliHa KaMepa, 11e Mo3BoJAT Ha JieKaps
Ja onpejesid kbJie e Bamar bonectex rnpobsemM u kak Toii ce pa3BuBa.

2. Kakpo TpsiGBa aa 3naeTe, npeau j1a n3noasarte Muayaeoxcuriaokosa ('*d) Moupos

He m3noaseaiite ®ayaeokcuriiokosa ("*®) Moupour
- @KO CTe aJlepru4yHu KpM ¢y aeokcurnokosa (°F) uiin kbM HAKOSl OT OCTAHAJIUTE CHCTABKH HA TOBA
JIeKapcTBO (M30pOeHU B ToUKa 6).

[Ipeaynpexaenust ¥ npeanasHu MepKH

["oBopeTe ¢ Bawus siekap no HykJieapHa MeMIIMHA, TTpean Ja Bu ce npunoxku Oiyaeokcurinokosa
("*®) Monpour:

- aKo cTe auadbeTHK U Bammar auabet noHacrosueM He e 6anaHcupan

- aKo UMaTe UH(EeKLMOo3Ha WK Bb3naluTe/iHa 0oJect

- aKo umMmare npodnemu ¢ 6LOpeumTe.

YBenomere Bauus jiekap ro HykieapHa MeIMLIWHA, B CJICAHUTE CITyYan;

aKo cTe OpeMeHHa WITH cMATaTe, Yye MoxXe J1a 3abpeMeHeeTe
aKO KbpPMHTE




[Tpean npuiokednero Ha Piayaeokcuriaokosa ('*®) Moupon Bue Tpsabsa aa:

- ITHeTe 0DMITHO KONMYECTBO BOAA MpPEAM HAYANOTO Ha M3CNEABAHETO, 3a Ja YPUHHPATE Bb3MOKHO
MO-4€CTO 110 BPEMe Ha ITPBUTE YacoBe CJie]l H3CIEABAHETO

- u304rBaTe BCAKAKBa ChINECTBEHA (PU3NYECKa aKTUBHOCT

- IIagyBaTe NMoHE 4 yaca

gega H KHOLIIH

Mons roopete ¢ Bawuus nekap no HykeapHa MeanUMHa ako cTe Ha BbapacT noa 18 roaunwy.

Apyrn aexaperBa u ®ayaeoxcurinoxosa (*®) Monpoa

Wndopmupalite Bains nekap no HykiieapHa MeIMIIMHA, aKo NIPUEMATe, HACKOPO CTe RPHEMANH WITH
€ Bb3MOXHO J1a MPUEMETE JIpYTH NeKapCTBa, Tht KATO T¢ MOraT Ja MOBIHAAT BbPXY UHTEpNIpeTauuaTa
Ha H300paXkenuaTa OT CTpaHa Ha Nekaps:

- BCAKO JICKAPCTBO, KOETO MOXKE Aa NPEAU3BHKaA NMPOMAHA B HHBOTO HAa KpbhBHATA 3aXap (rINKeMus ),
KaTo JEKApCTBA, MMAIUW eeKT BbpXy Bb3NaleHWATa (KOPTHKOCTEPOMAM), NEKapcTBa CpeLly
KOHBYJICUH (BaJINpOAT, kapbamasernuH, hpeHUTonH, peHobapOuTan), NekapcTsa 3acArallid HepBHATA
cucTeMa (aXpeHaIMH, HOpaipeHalTHH, JOTIAMHH),

- TTHKO033,

- WHCYIJIUH,

- JIEKapCTBa U3NON3BAHU 32 YBENHYABAHE MPOU3BOACTBOTO Ha KPBBHH KNETKH.

daygeoxcuraiokosa ('*d) Moupoa ¢ XpaHa ¥ HANUTKH
Bue Tpabsa na cTe rnanysanud none 4 yaca npeiy NpUNOXKEHUETO HA TO3U NPoAYKT. Bue Tpa6ea aa
MHUETE MHOTO BOAA U J1a H30ArBaTe Ja NHETE TEUHOCTH, ChAbPXKALLM 3aXap.

BammuAar nekap no Hyk/ieapHa MeXMLMHA lle H3MepH KpbBHATa BH 3axap npeau npunokeHHeTo Ha
NIEKapCTBEHHA NMPOAYKT, BCBLUIHOCT BMCOKATa KOHIIEHTPALMA Ha KPBBHA MNOK03a (XMIIEPrUKeMHUs)
MOQ2K€ Ja 3aTPYAHM HHTEPPETALUATA OT CTPaHA Ha JleKaps.

bpeMeHHOCT, KbpMeHe H pepTHINTET

Bue Tpsbsa Aa ysepomute BawmaT nexap no HykneapHa MeAMUMHA NPEJM MPUNOKEHUETO Ha
Gy neoxcurmokosa ('*®) MoHpon ako MMa BEpOATHOCT 4a cTe GpemeHHa, ako CTe NpoMmycHanu
LUHKBIT HITH KbPMUTE.

Koraro nmare CbMHeHHE, BXHO ¢ [a ce KOHcynTupare ¢ Bammsa nekap no HykneapHa MeIHUuHA,
KONTO ille HaJ3Kpasa npoueaypara.

AKO cTe bpemMeHHa
BawnaT nexap no HykneapHa MeJULMHA, KOATO Npunara NeKApCTBEHWUA MPOAYKT Wie NpeLeHH Jann
non3ara OT TOBa U3C/ieIBaHE HABULIIABA PUCKOBETE I10 BpeMe Ha OpeMeHHOCT.

AKO KEPMUTE
TpsabBa na cnpere kppMeHeTo 3a 12 yaca cilel HHKEKTHPAHETO, KaTO H3MOMITIAHOTO MIISKO TPAOBA Ja
ObAe U3XBBLPIICHO,

[loaHoBABaHETO Ha KbpMEHETO TpAOBA Aa CTaHE CbC CHITACHETO HA AIEKaps MO HYKIIeapHa MeANLIHHA,
KOHTO Llle Haa3upasa nmpoueaypara.

Axo cTe BpeMeHHa UK KbPMUTE, CMSATATE, Ye MOXE Ja CTe GpeMeHHa HITH TUTaHUpaTe _... AN,
nockBeTBaliTe ce ¢ Batmua nexap no Hykneapua MeauumHa npeau na Bu ce npunosku Top . DOTRE ’(5(,’?,

lIogupane u pabora ¢ MaILIHHK s -;é
[Tpuema ce, ue HaMa BeposTHOCT Py neoxcurmokosa (*®) Monpon na zacertne Bau T§ =
S\ *
AN &
p . . &



Aa lWogupaTe WK Aa HINON3BATE MALIHHY.

®ayneokcuriokosa (**d) Moupon cbabpixa HaTpHi

ToBa nekapcTBo CuABPkKa 29 mg HATPHH (OCHOBEH KOMNOHEHT Ha rOTBAapCKATa CON) BBB BCAKA A030BA
€aINHNLUA. ToBa € eKBUBANEHTHO Ha 1.5 % ot MPETIOPBYHTENHUA MAKCHMAIICH JHEBEH XpaHHTENeH
MpHEM Ha HaTPHH 3a BL3pacTex.

3. Kak aa usnonseare ®ayneokcnrmokosa (@) Monpon

HiMa cTpukTHU 3aKkoHM 3a ynotpebata, 06paGoTkara i YHHIUOXKABAHECTO HA pagHogapMaLleBTHYHHTE
npoayxtu. Omyaeokcurmokosa ('*d) Moupon we ce w3nonisa camo B CNEUUANTHW KOHTPONUpaHH
30HH. C TO3U NlekapcTBeH NPoAYKT ce paboTH 1 Bu ce TPEAOCTaBA CaMO OT HLA, KOMTO ca ofydeHu
W KBATHQWUMPAHW 12 ro u3nonssaT GesomacHo. Tesu nwua e ITONIOXKAT CHEeUMalHH IPHXXU 32
6e30MacHOTO H3NON3BaHE Ha TO3M JIeKAapPCTBEH MpOXYKT H e By nHdopMupaT 3a cBouTe deiicTRHI,

JlexapsT N0 Hykneapna MeaHuMHa, Hasupasaly npouexyparta, L€ NPELUEHHU 33 KOJNHYECTBOTO Ha
Onyaeoxcurimokosa ('*®) Moupon, koeTo aa ce npunoku Bbs Bawmms ciyyail. ToBa KONHYeCTBO 1le
Oble BB3IMOXKHO Hall-MankoTo HeoGXoaHMO, ¢ orNes nony4aBaHe Ha xeNaHaTa HHbopMaLu.

INpenoprsunTennata no3a 3a ew3pacrew e 100 - 400 MBq (B 3aBHcHMOCT OT TenecHaTa Maca
Ha NalueHTa, THITLT KaMepa, U3NON3BaHA 32 CHUMaHE U NolTyuaBaHe Ha H3o0paxerue). MeTpHunara
CAMHULA 33 H3pasABaHEe Ha PaAHOAKTHBHOCT € MeraGekepen »Megabecquerel* (MBq).

Ynorpeba npu aeua o woHoH
B cnyvait Ha ynotpe6a npu aeua v roHoun, KOIM4ECTBOTO, KOeTO TpsAbBa fa 6bae npunoxeHo, we ce
CB00pasy ¢ TeNecHara Maca Ha JeTeTo.

IIpanarane Ha ®ayneokcuriiokosa (**®) Morpon H HabIHEeHHe Ha npouenypaTa
Onyneokcurmokosa (**®) MoHpon ce npunara HHTpaBeHO3HO.

Exna wixekuud e foctaThyHa 3a [MPOBEKAGHE Ha H3CTEIBAHETO, OT KOETO MMa HYXa Baumst nexkap.

Cnen nHxekuunsara Bue e ce HyxaaeTe oT nuien nokow, 6e3 na verere unu rosopure. llle By
NPENNOKAT HAMMTKA U LIE B NOMONAT Ja ypHHHPATE HenocpeacTBeHo npead U3caeBaHEeTO.

Jlokaro Bu ce npasar cuumkuTe, Bue TpabBa Aa 6bAeTe B nuaen nokoit. He TpAOBa qa ce ARMAKHTE
HJH rOBOPHTE,

HpoanaxuTeaHOCT HA mponteaypaTa

BalipaT nekap no HykneapHa MelMLUUHa Lie Bu HH(pOpMuUpa 3a 06KUualiHaTa NPONLIKATENHOCT HAa
npoueaypara.

Dnyneokcuraokosa ('*d) MoHpon ce npunara KaTo eQHHWYHA BEHO3HA HHXeKUns 45-60 MUHYTH
MpEAH fa C€ W3NBIHK NpoueflypaTa Mo nojy4aBaHETO HA M306paxeHuaTa. CaMoTo NnonyyYyaBaHe Ha
U300paxkeHUATa Ype3 kamepara Tpae 30 10 60 MUHYTH.

Cren npunaranero Ha dayaeokcnraokosa () Monpoa, Bue Tpatea ga;

- H30arBaTe GTM3BK KOHTAKT C MANIKH JeUa ¥ GPeMeHHH KeHH B npoabiokeHWe Ha 12 vaca crien
WHXKEKLMATA

- YPHUHUpaTe HeCTo, 3a Aa UIXBbLPAUTE NpoaykTa ot BaweTto Tano.

AKO CTe NpHEJH NoBeye 0T HeoGXoaUMaTa 1032 Dryneoxcuraokosa (‘*d) Monpoa
[Tpenosupanero e Masko BeposTHO, 3a10TO Bre we nony4uTe eAHOKpaTHa Ao3a Onyne
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OT BaweTto t410 (BCHIMHOCT, MMABHMAT HAYMH HA W3XBLPIAHE HA TOBA IEKAPCTBO OT TATIOTO € Mpe3
OuOpeunTe upes ypunara).

AKO UMate HAKaKBH TONBIHHTENHN BLIIPOCH, CBBP3aHK ¢ ynotpebara Ha Oiyaeokcuritokosa (13d)
MoHpon, Mons nonuraitte Bamus nexap no HYKI€apHa MEAWUMHA, koltTo HabmonaBa npoueaypara.

4. BL3MOXKHH HeXEJaHH PeaKIHi

KakTo BCH4KM NekapcTsa, TOBA NleKapceTBO MOXE Ja NPEAN3BHKA HeXelaHH PEaKiMH, BBIIPEKH Ye He
BCEKH I'd MOJIyYaBa.

To3u panuodapmalieBTHHEH NMPOAYKT LIe BHECE HHCKO KOTHYECTRO HOHHW3Mpalwa paaualls ¢ MHOTO
MaITbK DHCK OT paK W HacNeACTBEHH aHOMAITHH.

BaiiuaT nekap npeuensBa Jand KIMHWUYHATA 10134, KOATO LUe NONYy4HTE OT npoueaypara c
pannohapMaueBTHYHUA RPOAYKT HATXBLPIA PUCKa, CBbp3aH ¢ panualmaTa.

AKO NMONy4YHTe HAKAKBY HEXENAHH peakLUnH, yBeoMeTe Baius JeKap no HykjneapHa MequiuHa. Toga
BKJTIOYBA BCUMKY BL3MOXHHU HEOTIHCAHH B Ta3U JINCTOBKA HeXellaH! peakLtH,

CrobiaBaHe Ha HeXkeTaHH peaKlHH

AKO MONYYHTEe HIKAKBH HEXENAHH NIEKapPCTBEHHU peakLyH, yBeaoMeTe Baing nexap, ¢papmMauesT uiu
MEIMUHMHCKA CecTpa. ToBa BKIIOYBA BCHUKM BB3MOXHW HEOMHCAHH B TA3¥ JIUCTOBKA HeXemaHu
peakunu. MoxeTe cbio Aa ChOBIUUTE HEXENAHH peaklun AUPEKTHO 4Ype3 HallMoHaIHATa CUcTeMa 3a
cbobulapaHe:

H3nbaHnTeNHa areHUNs o NekapcTsaTa

yn. ,,JamsH I'pyer” Ne §

1303 Codpus

Ten.; +359 2 8903417

yebcaiit: www.bda.bg

Kato cbobluasaTe HexkemaHu peakuny, MOXETE [a JafeTe CBOS MPUHOC 3a TTONTYYaBAHE HA MOBEYE
MH(OpMaLKA OTHOCHO 6e30MacHOCTTa Ha TOBA NEKaPCTBO.

S. Kax na coxpanssare ®ayneokcurmokosa (*®) Monpon

Bue He Tpabra na ceXxpaHdBate TO3W NeKapcTBeH MPOAYKT. T03K JIeKapCTBEH MPONYKT Ce ChXpaHABa
[TOJ1 KOHTPONa Ha CIIEUMATUCT B NOAXOAAWH NMoMeleHus. ChxpaHeHHeTo Ha paguodapMalleBTHYIHH
NPORYKTH TpAOBa 1a 6bAe B CHLOTBETCTBHE C HAUMOHATHHTE HapeaGH 3a PaguOaKTHBHH MaTepHAIH.

Cnenpawara nHdopmauus e npeaHa3HAuEHa camo 3a MEANLIMHCKH ClIeLHATHCTH,

To3u nekapcTBeH NpoxykT He TpaBBa ma ce W3MON3Ba clel CpoKa Ha rOAHOCT, oTOeNA3aH BLPXY
ETHKETA.

6. ChabpxkaHHe HA OTAKOBKATA M AOIILIHHTEIHA HHpOpMAaUNa

KakBo cbabpxa ®ayaeoxcuriaioxosa (*d) Moupon
- AKTUBHOTO BelecTeo e Onyaeokcurmokosa ('5F). 1 ml neskekumuoneH pasTBop chOLpxka 200-2200
MBq ¢uryneokcurmokosa ('°F) kbM aaTarta v 4aca Ha kanuBpupane.

- /lpyruTe BelecTBa ca: HaTPHEB XJOPHI, BOAA 33 MHXKEKLMH, KHCEN HATPHEB Iy

LATPAT.

Kak usraexna ®inyneoxcuraioxosa (*®) MoHpoa 1 KaKBO chALPKA ONAKO
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Onyneokcurmokosa (13d) MoHpon ce npeanara B MHOrogo3oB (brakoH, 3aTBOPEH OT eCTeCTBEHa
YMEHa Tana u saneyaran ¢ anyMuHueB npbeted. Enun dnakon cbabpxka 0,2 2o 20 mi or pa3sreopa,
KOETO CrOTBETCTBA Ha 40 - 44000 MBq npu Bpeme Ha kanubpupane.

IIpurexaten Ha paspemenuero 3a ynorpebda u npoussoauTe.l

IpuTekaTen Ha paspewrenmeTo 3a ynorpeba
Curium Romania SRL

Str. Gradinarilor, nr.1,Pantelimon,

[lfov county, ZIP 077145, Romania

IIponssoaurennu

Curium Romania SRL

Str. Grddinarilor, nr.1,Pantelimon,
[lIfov county, ZIP 077145, Romania

»Kiopuym buarapus EOQJI“
p-H Jlionun,

ya. ,barcko moce* Ne 128,
rp. Codpus 1331, Benrapus

JlaTa Ha moclteHo npepasraexaate Ha JIHCTOBKATS 09/2025

[TocoueHata mno-mony wHbopMaums e pEAHa3Ha4YeHa camM0 3a MEAHLMHCKM WM 3paBHH
CMELIHANNCTH:

ITennara Kpatka xapakreprcTuka Ha NpoAykTa Ha My reokcurirokosa (8d) Moupon e nanena kato
OTACNICH AOKYMCHT B OTIaKOBKATa Ha NEKapCTBEHHS NPOAYKT ¢ Ien na NMPeAoCTaBu Ha 3JpaBHHTE
CHCLIMATUCTH APYTU ROTLAHUTETHH HAYYHH H IPAKTHYECKH JaHHHM 34 TNpUnaralHeTo ¥ ynorpebara Ha
TO3W paaHodapMaleBTHYEH NPOAYKT.

Mons, Hanpaeete cripaBka B KXIT (Kpatkata xapaktepucTika ua npoaykra Ttpabea na Obie
BKJTIOHEHA B KYTHATA),




