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'azpeweHue Ne .
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2 KAYECTBEH U KOJIMYECTBEH ChbCTAB

EauH MUTUAMTBD Chibprka 44-6937 MBq dnyneokeurmokosa ('*F) (fludeoxyglucose ('°F)) kbm narara u
yaca Ha kasnmbpupane (t, + 4h). PajimoakTuBHOCTTA HaA 1PO/IyKTa B ¢/IMH (pyiakoH Bapupa ot 704 MBq 10
138740 MBq xkbM jlatara u vaca na kasimbpupane.

dayop ('°F) ce pasnaja j10 crabuien kucnopojt (1*O) ¢ speme Ha nosrypasnan ot 109,7 munyTH upes
M3JIBbYBAHE HA MO3UTPOHHA pajiHalius ¢ MaKcumaliHa eneprus ot 634 keV, nocneasana or ¢poroHHa
aHUXHMJ1alMOHHA pajitauus oT S11 keV.

[ [oMOIIIHO BEIECTBO € U3BECTHO JICHCTBHE: 34 ITLJIHUS CITUCHLK HA IMOMOIILHUTE BECILICCTBA, BUXKTE TOYKA
6.1

3. JIEKAPCTBEHA ®OPMA
MHXKEKUMOHEH pa3TBOp.

[Ipo3pauen, OE31BETCH MK JICKO XKBJIT pasTBop.
4. KJIUHHUYHH JIAHHH

4.1 TepaneBTHUHH NOKA3ZANHUS

To3u siekapcTBeH NMPOJIYKT € NpejiHazHAuYCH CaMO 34 JIMArHOCTUYHH LICIIH,
["*F] ®JII/BUOKOCMOC ¢ npeanasznayen 3a ynorpeba npu romorpadust ¢ no3suTpoHHH EMHUCHH
(positron emission tomography (PET)) nipu sp3pactum v nejinarpuutm naimeHTH.

Onkono2us

[ [py naumeHTH 1o U10KEHU HA OHKOJIOMMYHH JIMArHOCTHYHU TTPOLIC/LYPH, C OnMcaine Ha QYHKLMHTE WK
00JIECTHUTE, ITPH KOUTO JIMArHOCTHYHATA 11CJ1 ¢ TTOBUIICH ITPUTOK HA IIIIOKO3a B ONPE/CIIEHH OPraHu KK
ThKaHKU. Clie/IHUTE 1TOKA3aHMUs €a JIOCTATHLYHO JI0Ope JIOKYMEHTUPAaHK (BXK Cbllo Touka 4.4):

JluarHosa:

- Xapakrepusupane Ha 000coOeH 1yJIMOHaJIeH Bb3ell;

- YCTAHOBSIBAHC HA pPaK OT HCH3BCCTCH MPOU3X0JL, PAZKPHT HATIPUMED YPE3 HIMHHA aJICHOTATHS,
METacTasu B YCpHUA JAPOO MK KOCTHTC;

- XapaxkTepuiupaHe Ha macara Ha rnajkpeaca.

Pa3ronoxeHue:

- paKoBH O0Opa3yBalHs Ha rjlaBaTa M BparTa, BKJIIHOYHTEIIHO Haco4uBalila OUorcus;
- bpBUYEH Oes10/1podeH pak;

- JIOKQJIHO HAINpe/iHajl pak Ha rbpjara;

- paK Ha XpaHOIIpPOBO/IA;

- KapuMHOM Ha llaHkKpeaca:

- KOJIOpEKTAJICH pakK, MO-CICIMAJIHO B CJIYHAHTC HA PCLIM/IMB

- 3Jl0KavyecTBeHa Jiumdoma;

- 3JI0KauecTseHa MenaHoma, Breslow >1.5 mm wim meracraza na niumden su3en np

Haj130p Ha TepaneBTuyHms OTroBop:
- 3JI0KavecTBeHa Jimmdoma;




- pakoBH obpazyBaHMs Ha rJ1aBaTa U BpaTa

YCr1aHOBABAHE B C/1YMAH HA OCHOBATENHO CLMHCIHUE 34 PCLHANB:

-  [IMOMAa ¢ BMCOKA CTEMEH Ha 3J10KkauvecTBeld popma (Ill nin 1V);

- pakoBM 0Opa3zyBalivs Ha rj1asara v Bpana,

- paK Ha WIMTOBMUAHATA #UIC3a (HIeMeynapei): [AatMCHTH ¢ YBEJTHYCHW CEpYMHU HABA Ha
THPOTNOOYAHH H OTPHULIATEIHA CLIHHTUTpAad s Ha UAJIOTO THIIO C palHOAKTUBEH HOJ,

- nbpBuueH benoapobeH pak;

- paK Ha rLpaara;

- KapLUHMHOM Ha NnaHkpeaca;

- KOJOpeKTajicll pak;

- paK Ha SHYHULHTC;

- 3JI0Ka4ecTBeHa TUM(POMa;

- 3]I0KAQYeCTBERA MEJIaHOMA,

Kapouonozus

[Ipn kaparonornuHoTO NOKa3zaHKe, JAMAHOCTHYNIATA LIE) € HACOUCHA KbM KU3HecTiocobHa

MHOKapAYAaJHa ThKal, KOSTO InoeMa riokosa, Ho e xuno-nephysvpana, kato tpadsa na 6nLae olieHena

NpeABAPUTETHO ¢ W3MOJ3BAHETO Ha NPaBUIIBK ¢Nocobu 3a n300pazseatic Ha KPbLBHUS ITOTOK.

- OueHka HAa MHOKApAHAITHATA KU3HECNTOCOOHOCT NMpU nauMeHTH ¢ pa3ko orciabeHa QyHKUNUS Ha
N4BaTa ChPACYHA KAMEPA, KOUTO NOANICHKAT Ha peBacKylapu3alus, B CJIyHanTe, KOrato
KOHBEHLIMOHANTHHUTE crnocobu 3a uzodpassiBaHe HE ca NPOAYKTHBHH.

Heaponozcus

[Tpn HeBpONOrHUHOTO 1TOKA3AHKWE, JIMArHOCTHYHATA LIE)) € HHTCPUKTAIHHUAT FINOKO3€H XUITOMETaboNHIbM.
Jlokanuzaums Ha EMUIENTOreHHUTE (DOKYCH TPH TNIPEONEPATUHBHATA OLUEHKA HAa YaCTHUYHATA TEMNOPaTHA
EMUJETICUSA U HOAYJIapHa CKIepo3a. J[pyro npuioKeHue € INarHoCTHUMPAHETO Ha pa3iiuHu HOPMK Ha
aAeMeHunA (Hanp. Anxanmep).

4.2 JMo3npoBKa v HAMHH HA UPHIOKCHHC

,ﬂDBH POBKA

Buwapacmuu u nayuenmu @ cmapiecka 6b3pacin

[lpenopbuanaTa 103MpoBKa 34 BL3pacTeH, Texall 70 kg, e 100 ;10 400 MBq (st 1pabBa na ce ajanrupa
cLOOpPA3HO ¢ TCICCHOTO TEMNIO Ha NALMCITA, THNA HA KaMepaTa ¥ HaYyMHa 13a nony4yasate), NpUJIoKeHa
4pe3 AUPEKTHA UHTPABCHO3HA UIDKCKIIMS,

bvbpeuno u uepnoopobro yapeoicoane

M3UCKBa CC BHUMATE A AIPCIICHKA HAa NPUAOKEHATA pa/IHOAKTHIHOCT, Thid KaTO € BH3MOXKHa NMOBHINLCHA
EKCNO3NLMA Ha pajiHalus MpH TE3KU NAallHCHTH.

He ca 1npaBeHu paziivpeHu H3CIC/BAHMS HaA JI030BUS OOXBAT U JIO30BHTC RAPHAIIMK HA TO3H JICKAPCTREH
MPOAYKT IIPH HOPMAJIIK U ClICH UM NOITYJIALNY.

DapMakoKHHeTHKATa Ha Gryneokcuriiiokosa ('°F) npu yBpeaeHy NauMenNTH He ¢ XapaKTepu3upaia.

Heouampuuna nonyaayus
[IpunoxeHrero npu jielia u nojapactTeally Tpsbsa jaa ce LpeLeHsBa BHUMaTeIHO Ha 6a3aTa Ha

KIIMHUHHHTE HYXU(M M ¢ OLIEHKA Ha ChOTHONICHHUETO PUCK/MION3a 1IpU Ta3K NaUMEHTCKA IpyTa.

PannoaxTvBHOCTTA, KOATO HIC OLAC HIPHAOKEHIA 11PH JICILA Y NOJIPACTBALLH, MOXE JIa C& U3UHCITH
CBIVIACHO NpenopbkyTe Ha {o3nponnunara kapra Ha neauarpuylara rpyna koM EANM; 10
[punarasa Ha fieta ¥ noApacTBallld MOXKE J1a C€ M34YMCNH YPEe3 YMHOMKABAHE HA W3XOAHAT
LIEIMTE HA U3YHUCIIEHHETO) NO KOoe(PULIMEHTHUTE Ha TAJIO- Maca, JlaeHK B Tabnuuara rno-

A[MBQq]npunoxena = M3x0Ha 103a x Koedurmerrr




HM3xonHarta j103a 3a aBynaMepro u3obpaxerue e 25,9 M3q, a 3a tpunsmepho niobpaxenue ¢ 14,0 MBq

(npenopsLUYaHo [pHU Acla).

I Terno [kg] Koepununent | Terno [kg] | Koepunmenr | Terno [kg] | Koehpunuenr
3 l 22 5,29 42 9,14
| 4 1,14 24 5,71 44 9,57
6 1,71 26 6,14 46 0,00
8 2,14 28 6,43 48 | 1029 |
10 ‘ 2,71 30 _ 6,86 50 _ 0,71
12 | 3,14 32 | 7,29 52-54 _ 1,29
14 3,57 34 _ 7,72 56-58 2,00
_ _16 4,00 36 8,00 | 60-62 2,71
18 4,43 38 8,43 | 64-66 3,43
20 4,86 4() 8,86 68 4,00

HauyuH Ha [NPUIAOKCHHC

3a MHTPaBEHO3HO MPUJIOKEHHE.
MHorogozon (pakoH.

PasnoakTHBHOCTTA Ha (iyaeokeurmiokosa ('°F) Tpabpa fa ce uaMepsa ¢ ypea 3a U3MepBaHe Ha
AKTUBHOCTTA HEMOCPCACTBEHO NMPEUH UHXCKUHWATA,

HUikekumaTa Ha guiysicokeurnioxosa (1°F) tpsabua jia Gbjie virrpasciiosna, 3a ja ce uaberte obasunaneTo
B PE3YJITAT 114 MECTHO KPBBOTCHCHHME, KAKTO W 1A apredakt 11a n300paxkeHUeTo.

34 MHCTPYKLIMH OTHOCHO pa3pex(1aHETO Ha NCKAPCTBEHUS TIPOAYKT NpedU npuaaraHe, BHXTE Touka | 2.
3a NOArOTOBKA HA NalMenTa BUXKTC Touka 4.4.
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EMHCHOHHOTO ckaHHWpaHe OOMKHOBEHO 3anoyBa 45 no 60 MUHYTH Clle/l HHIKEKTHPAHETO Ha
bayaeokcurmokosa (‘°F). ToBa ocUrypsaBa A0CTaThYHE PAAMOAKTHBHOCT 33 aJIeKBATHA CTATHCTHKA.
Oayneokcurmoxosa (*F)-PET Moake chUlo Ja ¢€ HATIPABH JI0 [ABA WJIM TPU Yaca Cle/ IPHIIOKEHHETO K
TOBa Hamasisipa hboHoBaATa PaiKOAKTHBHOCT.

Ao € HEOOXOAUMO, B KPATHK CPOK MOXKE J1a CC U3BLPIIIAT NOBTOPHHU U3CNCABAHKA ¢ BIIYICOKCHIITIOKO3a
('*F)-PET.

4.3 IIporusonokazanun

CBPLXUYBCTRATENHOCT KM 2KTUBHOTO BEIICCTBO WKW KbM HAKOE OT IOMOIIHHATE BCILECTRA H3BPOCHH B
TOo4Ka 6.1.

4.4 Croeunannu npeaynpexacHHs H IPEINAZHA MEPKH upu ynorpeda

[loTeHuHan 3a CBPLXYYBCTBUTENHOCT U aHaUIAKTUYHY PCaKIIUK
B cnyya#t, ue Bhanukiie anepruyuia WM anapyiakTHYHa Peakils, 11pUaaralcTo Ha Jiek
[IPOJIYKT Tpﬂﬁﬁa Na ce upc}cpa*m m..3a65m||u U dKO ¢ ucuﬁ%:wmmo J1a ce 3arouHe HHTp




ObocHoBaBaHe Ha MHAUBMAYAJIHNA PUCK/TION3a
3a BCEKM MaLMENT, M3M1araleTo Ha pajaualins Tpabra ga 61ae 060CHOBANO UPE3 BLIMOXKHUTE NOJ3H.
[TpunoxkeHara n03a BLB BCEKH cliyuait TpsOra n1a Obhjie BL3IMOMNHO HAW-IIMCKATA C LET NONYHABAHETO 1A

HeobxoanMara anarnoctTuutia vugopmaims.

bubpeunn U uepHOAPOOHH YBpeXKAaHHA

ITopaau sHauwrenHata 6L6peuna exckpeuns Ha duryacokcurokosa (‘°F), npu naumenT# ¢ Hamancna
O6vOpeuna yHKIINS € HeoOX0/IMMO BHUMATENHO obcneiBale Ha ChOTHOUIEHHETO 101338 PUCK NIPH TE3H
NMaUMEeHTH, Thil KATO € Bb3MMKHO YREIIMUaBaHe Ha NojyvcHaTa pajivalinoliia eKcno3nuns. AKTUBRHOCTTA
TpsAbBa Aa ce Kopurupa, ako € HeoOXoauMo.

[leavarpryna nonynaums

3a nHdOpMalUa OTHOCHO ynoTpebara B neAnaTpuHHa NONynaumst, BUXTE ToOMKH 4.2 1 5.1.
HeobxoanMa ¢ BHMMAaTENHA NpelUeHka Ha NoKasanusTa, Thi kato ediekTHBHaTa 1032 Ha MBq e no-
BUCOKA OTKOQJIKOTO MPH BB3PACTHU (11K, Touka | 1.).

[loaroroska Ha nalMcHTa

[*F] @A /BUOKOCMOC 1psbBa aa ce 1aBa Ha AOCTATLYHO XHAPATHPAHH TAaIMEHTH, KOUTO ca
ragyBaiv B [MPOALIDKEHUE Ha IOHE 4 yaca, ¢ 1e)1 j/la ce NONYyYH MaKCHManHa IeSieBa pajilvoaKTUBHOCT,
TbH KaTO MOTTHIAHETO HA TNIOKO3aTa B KJIIETKUTE € OrpaHndeHO (,,KMBETHKA HaA HACKLIIAHETO™).
KonmnuecTROTO TeuHoCT He TpsbBa Ja cc orpanvyasa (rpsadsa jla ce u30413aT HAIIMTKH, Ch/ILPXKaULY
rmoko3za). C uen Aa ce rMmoayyvar U3o0paxKeHus ¢ BUCOKO KA4ECTBO M J1a CC HaMallk H311araletro Ha
paadanis Ha NMHKOYHHA MEXYD, NnatyeHTdre Tpsadnra 1a ¢¢ HOoIWpPLaBaT JI4 NUAT A0CTATBYHHA KOJIKYECTBA H
18 M3MNpa3Bat CBO TMKOUEH MCXYp lipean U cney PET usciienrancro,

- OHKOMO2UA, HEBPONO2UA U Ulghekyuo3nu borecmu

3a na ce n3derde npekoMepHo 3aLpKaHe Ha NpOCeIsBaliiOTO BELIECTBO B MYCKYNA, (IPEIOPHHUTENHO €
33 NMALMEHTUTE J1a U30ABAT BCHKAKBY EHCPrUYHH (PUBKUCCKK ICHIIOCTH NPCAKW U3CIIC/IBAHETO M 12
OCTAHAT CIIOKOWHN MEXY MIDKEKTHPAHETO U H3CIIEIBAHCTO M 110 BPEME Ha 1oJiyyasaleto lia
n3obpaxenusra (naurenTure TPadBa jia nexart y)obno 6e3 ga ucTar UKW roopsr).

MeTtabonuambT Ha uepebpaiiHaTa rnoKo3a 3aBUCH OT JeMHOCTTa Ha MO3bKa. 3aTOBA, HEBPOJIOTUYHUTE
uicheaBaHus TpAOBa 1a ce U3BLPILUBAT Clel NEPHOJL Ha pellakcalus B 3aTLMHEHA ¢Tasg K C MO-MaiKo
BLHLICH LIYM.

TecTsT Ha KpLBRHATA IMNIOKO3a TPAORA /1a CC MR LMK NPC/IU NPHIIATAHCTO, THLH KaTO XUNEPIIMKeMHUATA
MOXKE [1a JOBCIC J10 Hamaiena vysersuresiioct khm [ 1] OJIEMOKOCMOC, no-cnelyanntio, koraro
riMKemMusTa € ro-sucoka or 8 mmol/L. Cvmo Ttaka, PET ¢ pnyneokeurinokosa ('*F) tpabsa ja ce
U30Area npu Jinua ¢ HEKOHTposIMpal auaber.

- Kapouonozusn

HOKOAKOTO noemaneTo na rioko3a B MUOKap/ia ¢ MHCYJIMI-3aBUCHMO, 33 MHOKAPAHAIHO U3cheaBale ce
npenopbyea noriinuiane Ha S0 g rinokoza npubnusurenno | uac npeay npunaranero Ha ['5F)
OII/BUOKOCMOC. BmecTo ToBa, 0cofeHO Npy NaUMEeHTH CLC 3axapeH aAuadeT, HUBOTO HA KPLBHATA
3aXap MOXE [la Ce HarylacK 4ype3 KomOHMHHpaHa UHOY3UA HA HHCYJIWH M ITIIOK03a (MHCYJIMHO-TJIIOKO3HA-
CUCTEMA), aKO € HeoDXOIMMO.

Uurepnperupatie Ha PET ¢ uzobpaxenusra ot daryeoxcurimokosa (¥F)
B u3cneasaHeTo Ha gL3rnanureniv 3abonsBAHUN 1A 4epBaTa, JIMarioCTUUHOTO NPE/ICTABAHE HA

bnyaeokcuriokosa ('*I°) He € 1psaKo CpaBHUMO € TOBA Ha CUMHTHIPadUR, usnoraiky 6enszaHu 6enn
KPBBHM KJIETKH, KOETO MOXE J1a ce HaszHauu npeau dpnyacokcurniokosa ('*F) PET unu cnen
bayneoxcurmokosa ('°F) PET, koraro e neybeaurenno.

Mudekunosnure v/uim su3nanutesnuTe 3a6oisBaHUA, KRKTO W PEreHCPaTHBHUTE 11PO
OrepaLiusl, MOIaT JIA FIPUUMHAT 3HAYHTCIHO HoeMane na hiyucorcunnokosa (1) u cn




ROBEAAT A0 DaIIIMBH TIOJIOKWTCIIHA PE3YSITATH, KOI'aTO ThPCEHETO Ha MiIhCKLUMO31IH UK BL3NAJTUTEIIHH
OpaXxeHHs HE € LenTa Ha pryneokcurmokosa ('°I°) PET. B ciayuanre, npy KOWTO HATPYNBAaHETO HA
dbnyaeokcurniokosa ('87) Moxke Jia ce npruuKMHKM O paK, HHQEKLIKS WM BR3lAJICHUE, MOXE J1a ca
HeOOXOAMMH JOMBIHHTENHU JHArHOCTHYHHK METOK 33 ONPeAENIHE HAa IPHUHMHUTENA Ha NaTONOTHYHOTO
H3MEHEHHE, 3a J1a Ce JIONBLJIHU HH(popMmauusTa, nonydena ot PET ¢ dnyaeokeurmokosa ('*F). [pu nakou
MOCTAHORKH, HaNpUMep, UICIEABAHE HAa MUEIOMA, CE TLPCHT 3[0KAYCCTBEHHU W B3NAIMTEIHU HOKYCH U
Te3u HOKATHM TOUKH MOTaT JIa CE JIOKAIM3UPAT ¢ I'oJIIMa TOMHOCT 110 TonorpaGckn KpUTepHn, HarpuMep,
NOMILULAHETO B CKCTPAMEAYIAPIIH 3011M M/WIK YBPCAHIAHHS HA KOCTH ¥ CTaBH 11 Ob/Ie HETHUNWYHO 33
YBPEXJAHUATA [PY MHOKECTBCHA MUEIOMA M MICHTUOULUMPAHHTC Cilyuan TpuOBa la ce CBLPXKAT ¢
UHODEKLNA.

[ToHacTOsIILEM, HAMA JAPYTH KPUTEPHH 34 pa3nosHaBaHe Ha HHOEKUKWW 1 BB3NAICHUS NOCPEACTBOM
niobpaxenus ¢ gayacokcurmoxoaa (‘°F).

[Topaan ronsMoTo HUIKOIIOTHUNO [TOTIFLIANE 1A (hyicokeHrmokosa (') 8 Mo3bKa, ChpUCTO K
6u6peunte PLET/CT ¢ hnyneoxcrrmorosa ('°F) e ¢ 6uiia olcHsBana 3a JICTEKIMUS HA CEITTUYHU
METACTATHYHK OrHUILA B T€3H OPraHu, KOraTo MallMEHTLT € HacoueH nopagu bakTepeMus UK
CHAOKapAUT.

danwms nonoxuTenc uan daumns orpuuarencn pesynrar npu PET ¢ payuneokcurmokosa (‘°F) He
MOTAT J1a CC M3KJTIoUAT CJICA paiydoTepalivs npe3 iLpBUTE 2-4 Mecelld. AKO KIMHUYHOTO NOKazaHue
M3MCKBA MM0-pania auartoctuka upes PET ¢ guyosicoxenrmorosa ('°F), npuunnatra 3a no-paHHoTo
uscieasane PET ¢ duiyncokcurmokosa (‘8F) 1ps6na na 6bj1c ocHoBaTe o OKyMEHTHpalia.

OnTumanHata OTCpOUKa € 0T noHe 4-6 CeAMULM CJIEK NOCJIEAHOTO IpUNlaraHe Ha XUMHUOTEpPANHH, 1o-
crienanHo 3a U3bsrsane Ha daninvBy OTPULIATEIW PE3YJITATH. AKO KJIWHAYHOTO 1MOKA3aHKE U3NCKBA
1o-paHHa auarsoctuka upes PET ¢ dnyoneokenimokosa (°F), 0cHOBAHHETO 34 [10-PAHIIOTO H3CACHBAIC
PET ¢ ¢gayneokcurmokosa (‘°F) rps6na Jla 6n1e ocHoraTe:no JIokymeHTupano, B ciyuaii Ha peskum na
XHMHUOTEPANHA C IIUKIIK TTO-Kheu o 4 ceimunm, wicaeanancro PET ¢ dnvieokcurmokosa ('*F) rps6ia
Ja C€ U3BLPLUIK HEMOCPEACTBEHO NPEAH HAYAJIOTO HA HOBMS 1TMKDLL.

[Ipn HayanHa ¢aza Ha nuMdoMa, pak Ha JI0/THATa YacT Ha XpaHOINPOROJA M NPH CbMHEHHE 32 PCLIM/HNB HA
paK Ha ARYHUIINTE, TPAOBA 1a CC B3UMAT NPE/ABUJL CAMO TMONOXKHUTCIHUTE NIPOTHO3HKU CTOHHOCTH, NOPASH
OTpaHMuEHAaTa YYBCTBUTCITHOCT Ha uzcne/wanero PET ¢ duyieokeuriiokosa ('°F),

dnyneokcurniokosa ('°F) He ¢ chekTUBHA 33 OTKPHBANC HA MCTACTAIN B MOIhKA.

Fpeunsnoctra na PET obpasnara auarnocruxa ¢ payaeoxcurniokosa (°F) ¢ nmo-io6pa ripu ynorpeba Ha
PET/CT cpaenHedo ¢ PET caMocTosiTenta kamepa.

Koraro ce nanonssa xubpunen PET-CT ckenep ¢ unu 6e3 npunaraiic Ha CT KOHTpacTHO BELECTRO,
MOJKE J1a CE TIOJIYHAaT U3BECTHH apTedakTH Ha aTeHIOEHTHO-KopUurupanute PLET u3obpaxenus,

Cren npoue/lypara
Tpabsa na ce orpannum 671M3BK KOHTAKT € jiela U OpeMeHHM XKeHu npe3 mbpaure |2 vaca crejl
WHAKEKTUPAHETO,

CneunduryHn npegynpexaeHis

AKO € HeoOXO0UHMMO, TpsbBa 112 Ce BICME HIPCABHIL PASPEIIAHCTO ¢ HATPUER XIIOPHUA, KOCTO CC U3BRLPIIBA
B BonHHUHTE.

3a npeanasiu MCPKH 110 OTHOLICHHE HAa PUCKA 34 OKOJIHATE Cpeild, BUACTE TovKa 0.6.

4.5 Bsanmojciicrede ¢ IPYIH JICKAPCTBEHH POJYKTH H APYrH opMu Ha B3anmoaeiicTBHE

Bceyuku JCKAPCTRCHH MNPOAYKTH, KOWTO [IPOMCHAT HHBATA Had KPLBHATA NIIOKO3a, MOT'aT Ha

henobapburan u karexosamuiin),

L)

[Ipu npunarade Ha GakToOpH 3a CTUMYNHpaHe Ha xeMonoe3aTa (colony-stimulating fa




HabnIo1aBa yBeNMUEHO Moriibluade Ha (Jlyaeokeurmiokosa (°F) B koCTHUS MO3bK M B Jaitaka 3a HAKOJIKO
nHH. Toea TpabBa na ce s3eMe npearUa nMpy HHTepnpetupaleTo Ha PET n3obpaxenusTa. PazaensHeTo
Ha CSF tepanusarta ot PET u3zobpaxxenusra ¢ uirrepran or rnoxHe 5 HW MOXE Ja HaMajlyv TOBa
B3aUMONECHCTRHUE.

[IpunaraHero 1a 15110K03a U WHCYJIMH BIIKAE Ha HOITLILANCTO na guiyjicokeurinokosa ('8F) s kaerkure, B
cnyyad Ha BUCOKH HHBA HA KpbBHA IVIIOK03d, KAKTO Y Ha HACKY HKMBA Ha MHCYJIMH B NJ1a3MaTta,
OrTBilaHeTo Ha uyaeokcurmokosa ('°F) 8 opraHuTe M TyMOpUTE e Hamansea.

He ca n3pbplueHn ohUUMaHK H3CAEIBAHUSA HA B3aUMOAEHCTBHETO Mexay diyneokcuriiokosa (°F) n
KOHTPacTHM BELIECTBA 38 KOMINIOTHLPH3UpaHa TOMOTpa{us.

4.6 BpeMennocr, KbpmMmeHe H pepTHIATET

JKenu ¢ HOTCHIIHAT 3d 3HGPGMUHHHHIIC

Koraro ce npeaBiKaa rpunaraie Ha paauogapMaLieBTHYHH NPOJYKTH Ha XeHa ¢ MoTeHLHal 3a
3abpeMeHsiBaHe, BAXKHO € 1a C€ ONpeAc/iv Jaln T8 € OpeMenHa uny He. AKO XeHaTa € IponycHana LUMKbLI,
TpabBa fa ce Lpueme, uc € OpemeHHa, J10 JI0Ka3BAHE Ha NPOTUBHOTO. AKO MMa ChbMHEHHE 3a HeiHaTa
MOTEHUHANHA OPEeMEHHOCT (3KeHaTa ¢ Che 3aKBLCICHUE HA LIMKBIIA, AKO LIMKLJIBT ¢ MHOI'O HENOCTOAIEH, U
T.H.), Ha nauucHTKaTa TpAdBa n1a CC NPC;UIoKAT A ITCPHATHRIIM MCTO/IM 03 M3no/13Rance Ha KOHM3Upala
paaranmns (ako uMa 1aKuBa),

bpeMeHHOCT

[lpn panvoOHYKIWIITIH TTPOLICILYPH, U3BBLPUICHH BLPXY OPCMCIIN HCIiH, CC NOJYUaBa pa/iallHOHHO
obpuBaHe Ha nyoaa. Cneaosareliio, no ppeMc Ha dpemennoct Tpsdna jia ¢ce npuiarar caMo
3aALKUTENTIIK W3CNIC/IBAHUS, TIPH KOUTO B1L3MOXKHATA 105134 JaJICU HA/IXBLPAS pUCKa CNPAMO MaiikaTa
njoaa.

KnpMeHe

IIpenn HazHavwaBaHe Ha paarodapMalleBTHYHY MPOJIYKTH HA Malika, KOSTO KbpPMH, TpaOBa na ce 3eMme
MpEeABRMA Bh3MOMHOCTTA 3& OTJiarafie Ha IPUIIOKCHUETO Hd pajIMOHYKIIA/IA JIOKATO Makkara cripe
KLPMEHETO, KAKTO M J1a cC NIPEICHU KoM € Hai-nparuiiust u30op na pajmodapmaues iy NpoayKTH,
KATO C€ MMa NMPEBKUJL CCKPELIMATA HA NMPOJIYKTA B KhpMaTa. AKO NPUIATaHCTO CC CHHTA 3a HeoDX0JIMMO,
KbPMEHETO Tpabra Ja ce IpekLCHE 33 12 yaca, a M3NOMIaHATa KbPMa - U3XBLPJIEHA.

Tpabea na 6bae orpannueH OaM3KUAT KOHTAKT ¢ Oebera npes nmuLpeuTe 12 yaca cnel HHXKEKUMUATA.

Depruianter
He ca u3nbLpuisaiy u3ciaciipalius Bhpxy Qepruimrera.

4.7  Edexru supxy cnocobuocrra 3a mogupane H padbora ¢ MakiHHU
Henpunoxumo.
4.8  Hexenann JICKapeTBCHN PCAKIHN

¥lanaraneTto Ha HOHH3UPALIA PaJMAIINA € CBBP3alIo ¢ PUCK OT pakoolpa3syBatie v [TOTCHIIMAIHO Pa3BHTHE
Ha HacneacTBeHH AedexTH. [Ipy edexTrBHa nosa or 7,6 mSy, xoraTo ce HazHayaBa MaKCUMaJTHA
npenopbyaHa akTusHoCcT OT 400 MBq, Te3n crpannyim edekry ce 0HaKBa /1a ce NPOoABAT C NO-Manka
BEPOATHOCT.

CrobuiapaHe Ha [10103UpaHM HEXeEJIaHU Peakl{uy
Cbo0LaBaHeTO Ha NOAO3UPAHH HEXKENAHHM peaKIMK ClICH paspellaBane 3a ynorpefa Ha Jieka
NPOAYKT € BaxkHO. T'oBa rno3BonsBa aa rnpojib/iku HaboAeHUETO Ha CHLOTHOLLIEHHETO 110
NEeKapCTBEHUA NPoAYKT. OT MeJINUMHCKUTE CIELMANIKCTH CE U3NCKBA /1a chobIilaBaT B
HEXEJTaHA peaklnst Ype3 HalMOHANIHATa cUcTreMa 3a chobmanane s M3nmauurenna are
nekapcrsarta yn. . Jlaman [pyes™ Ne 8, 1303 Codgus, ten.: +359 2 8903417, yebeaiir:




4.9 Ilpepoznpane

B cnyuait Ha mpunarade Ha paanalnolna capsxa03a duiyaeokcurinokosa ('8F) abcopbupaniara no3a ot
nalyeHTa TpsOBa Ja CC HAMAIH, KhAETO € Bh3MMKHO, YPC3 YCKOPABANE U3REHKAAHETO HA PAJIMOHYKIIMAA
OT TAIOTO NMOCPEACTBOM dopcHpalia AMYPE3a U 4ECTo U311pa3Balic Ha NUKoYHUs Mexyp. Moxe n1a Onjte or
nos3a Aa ce oueHH ePpekTHBHATA 1032, KOATO ¢ OMia npuiioxkKeHa.,

5. @APMAKOJOI'MYHH CBOHUCTBA

S.1 DapmakoAMHAMHYNINA CBOHCTREA

dapMakoTepanesTHUHa rpyna: JHarHocCTUYHHU pagnopapMaleBTHLH, APYrU JHArHOCTAYHH

pagnodapMallcBTHLIM 32 TYMOpPHA JHArHOCTHKA.
ATC kon: VO9I1X04

DapMakKoAWHAMUYHK CPCKTH
B XMMHHECKUTE KOHLICHTPALUMM, H3NOA3BAHM 33 JIMArHOCTHYHH U3chensanns, dayaeokcurniokosa (I°F)

He H3rjiexa Jla MMa HiKaksa ¢rapMakoJAHHAMMYHA AKTUBHOCT.

5.2 PDapMaKOKHNICTHUHH CBOICTBA

Pasnpeaenenuc
dnyneokeurimokosa (*F) e rnokosen anajior, KOHTO ce HATPYNBA BbB BCHYKH KINETKHU, KOWTO W3NON3BAT

FAKOKO3aTa, KATO NhpBHYEH €HEPrueH uatounuk. Onyacokcuriokosa (1°F) ce HaTpynsa B TYMOpPH ¢
BUCOKO HUBO Ha OOMCI! Ha I1I0K034.

Cnen MHTPABEHO3HA HIDKCKIMS, HapMaKoKHHETHYHUAT npodui na dayacokeurmokosa ('°F) B cuaosoto
otaenedue e Ouekcnonenancy. Bpemero 11a paznpeienciuc € | MHUHYTa, 8 BPEMETO HA EJTUMUHUPAHE €
npubinzurenio 12 MuyTy,

[Mpu 3apasu nuug, bayjeokcurniokosa ('°F) ce pasnpeaeis no LWIoTo THI0, 110-CHEUHAIHO B MO3bKA U
CbPUETO, U B NO-MaJiKa ¢cTeneH — B Oenure n1podose U B uepHUs apoo.

Abcopbiims
Knethunoro nmoemarnie 1a dpayacokcuriokosa (°IF) ce uannhpuisa o1 THKaHHO-CHEUH(PUUHH NPEHOCHHK
CHCTEMH, KOMTO Cd YACTUYHO MHCYJIMH-3ABUCHMMM W [10pajiH TOBA MOrar a ¢e BIMAAT OT NpHeMa Ha
XpaHa, YCNOBHUATA lla XpaHCHE M HATTHUHETO Ha 3axapcH auaber. [Tpu naumentv ¢be 3axapeH auaber ce
HabnionaBa HamasieHa abcopbums Ha dbayaeokeurtioxosa (°F) B KICTKWTE, JbJIKaILA C€ HA TIPOMEHEHOTO
pasnNpencsICHUE B TbKaHUTE W IJIOKO3HUSA MeTaboNnu3nLMm.

dnyneokcurmiokosa () ce Tpancnioprupa 1pes kiersurara memBpana no uaunn, nogo6en na
TPAHCNOPTA HA ITIIOKO3dTa, HO IIPEMHHABA CAMO 1PE3 1ILPBATA CTHIIKA HA 1V1I0KOJIM34, KOETO BOJIM JI0
obpasyBsaneTo na gnyjeoxcurinokosa (' *F)-6-docdar, koiito octasa 3aTBOPCH B TYMOpHATA KJeTKa U No-
HATaTBHK He ce MeTabosiu3npa. Thit KaTo nocneasawara AcHocHoprialvs OT BLTPEILIHOKIETLYHUTE
dbocdarasu ¢ 6aena, payneokcurnmokosza ((F)-6-ocdar ce 3abpaa B ThKaHHTE B IPOIILIXKCHHE Ha
HAKOJIKO Haca (MEXaHM3IBLM Ha 3a)1hPKane),

diyseokcurniokosa ('°F) npemunana npes kphino-mosbyniarta Gapuepa. [ pubausnrenno 6,9% ot
MHXXEKTUPAHATA 1034 CC HATPYIHBA B MO31Ka j10 60 MUHYTH CIEC) MHKEKTHPAHETO, ENMUNENTOr¢HHNTE
POKYCH couar HaMmalieH roxo3el Metabon3nm npu hasure 6¢3 NPUNANBLM,

[ Ipubnusntenno 3,3% ot uHxKekTHpaHaTa 1032 c¢ NoeMa OT MHOKapua B paMKaTe Ha 60 M
Pasnpeneneuuerto na payncokcurmokosa (°F) B nopmantiio ¢hplie ¢ npeaumMHo xomore

rNOKO34d.




0,3% n 0,9-2,4% oT HIXKEKTHpaHaTa J03a C€ HaTpynBa B rnaHkpeaca v B benus apod.
dnyneokcurmoko3a (°F) ¢hluo Taxa ce CBbLp3Ba B MM0-MAJIKA CTEIICH C OYIIHsS MYCKYJ, (hapHHKca 1
yeppaTta. CebpP3BaHe ¢ MYCKYJ MOX<e aa ce Habmonara CNeiL CKOPOUIHO HANDATAHE U B CJiydaH Ha
MYCKYJIHO YCHIIMC 110 BPEME HA U3CHIEBAHCTO.

Ennmununpate
Enumuunpanero Ha pnyneokcurmokosa ('°F) e rnasHo 6n0peuno, kato 25% OT aKTHBHOCTTA €€ OTACIIA C

YpHHATA Npe3 MLPBUTE [ABa 4aca CJICA HIDKEKTHpaleTo.
Cebp3saHeTo KbM O1L6peunns napenxum € ciabo, Ho nopaju gakra, ve payneokcnrmokosa ('°F) ce
SJIMMUHHUPA Ypes OLOpeIMTE, 1J1aTa HKHKOYHA CUCTEMA M HTO-CTICIIMAINTO TMKOYHUAT MEXYP INOKa3Ba
3HAYKTEIIHA AKTHBHOCT.

3.3 Ipeakannmuaum Janny 3a 6e3onacHoct

TOKCHKONOrHYHWTE U3CNCABaHWSA C MHIIIKH H FUTLXORC COYAT, YC IIPU CAMIIMYIIA HHTPABECIIO3HA UHXKEKLIMA
ot 0,014 mg/kg duyicokcnrmokosa (°F), ne ce nabinoiasar cMbprid ciiydaun. TokcuuHocTTa 1npu
NOBTOPHO NPHJIOKEHHE HE € OLEHENa, Thil Kato duiyacokcurmokosa ('°F) ce npunara kato eAMHHYHA
ao03a. To3u nekapcTseH NPOAYKT HE € NpeAHa3sHaucH 3a PEIOBHO WIH NPOABIDKHUTEIHO [IpUJIaraHe,
Hacnensanus 3a MyTareHHOCT M ALJTOCPOUMHH H3CIIEABAHMSA 32 KAPLUMHOIeHHOCT He ca OunK
[POBEXIAHU.

6. OAPMAIHEBTUYHHUA NJAHHH
6.1 Cnucenk HA IOMOIHNATE BCIICCTBA

Boaa 3a kikexunu
Hunarpues xunaporenuurpar-1,5-xuapar
Tpuuarpues uurpat-2-xuapar

6.2 HechBMECTHMOCTH

To3un nekapcTBEH NPOAYKT HE TPAOBA 1a C€ CMECBA C JIPYI'H JICKAPCTBCHH IIPOAYKTH, C UIKJIIOUCHHWC 11a
NMocoUYeHUTE B TOUKA 2.

6.3 Cpok na rojunocr

['8F] ®AT/BUOKOCMOC € npunoskum 12 yaca oT AaTaTa ¥ 4aca Ha Kpas Ha CHHTE3a.
CpOKbBT Ha rojIHOCT € MOCOUEH HA ONAKOBKATA Ha BCEKU (hnakoH.
6.4 Cuenuanum ycnoBus na ¢LXpaucHue

JlekapcTeetinsr npojtykr Tpsabnsa 1a ce chxpansra npu remicparypa 1o 25°C B HeropaTa opuMruHaliHa
OMNaKkoBKa.

3a yC/IOBUSTA HA CLXPAHCHHE CIIE/L pa3peikaie, BHXKIC Touka 6.3,
ChbxpaHenneTo Ha paaHodapMaueBTHHINTE NIPOAYKTH TpadBa jla ¢ U3BLPIIBA B ChOTBETCTBUE C

HalLMOHANTHUTE pa3nope/iBH 3a pPafHOaKTHBIM MATCPHANIM.

6.5 Bu/J 1 chaLpxanue 1A OIIAKOBKATA

MHOro10308a ollakoBka, nipospaudcii quiakoit ¢ obem 20 ml., Tun I no Esponeticka ¢a
ryMeHa sarnyuajika v sancuarai ¢ a/lyMUHHERA Kartauka.




kanubpHpaHe.

6.6 Crnenuainy Npeaiasyd MCPKH NIPH H3XBLPAUNC 1 padora

Q6uM npeaynpexaeHs
PagunodapmanesTuunTe Tpabsa na ObAaT NOAYUYEHH, M3NOA3BAHK W NIPHIAraly CaMo OT OTOpPH3HWpallX

JTHUA B CNCUHAJIM3IHUPAlU KITHHUKH. TAXHOTO nomnydapatc, CnXpaHCeHHue, U3110A3BaHC, 11PCHACHHS H
H3XBBPJAAHC Ca IpCAMCT Hd HOPMATHBHHUTC aKTOBC W/ nJitH CbOTBCTIHIN paspClIUTC/IHNU OT KOMTICTCHTHUA

ouuHManeH opran.

[[punaranero Ha paanoapMaleBTHYHH NPOAYKTH Ch31aBa PHCK 38 OKOMHHTE XOpa OT BbHILHO
obnbYBaHe WK 3aMBLPCIBAHE OT NPHCKU OT YpHIia, TIOBLPHAT cexper U Ap. Tlopaju Te3n NpyHYHHH,
TpAOBA Jia ce B3EMAT MEPKH 33 NMPeAna3naHe OT PajMoaKTHBRHO 3aMbPCIRAHE B CHOTBETCTBUE €

HALIMOHAJIHWTE paziiopcibn.

Heusnonzganuar JICKAPCTEBCH INIPOAYKT HMJIK OTIIAABLHCH MATCpHAJ OT HET'O Tpﬂﬁﬂa Aa CC H3XBBLPJIH B
CBHOTBECTCTBHUC C MCCTHHUTC U3HCKBAHHA,

7. INIPUTEXATEJ HA PASPEHIEHHUETO 3A YIIOTPEDLA

BIOKOSMOS S.A.

Thesi Panormos

Lavrio Attiki, 19500
["epuns

Tel, No.: + 3022920 63900
Fax No.: +30 22920 69235

8. HOMEP(A) HA PASPEINEHHUETO 3A YIIOTPEBA

Per. No: 20190279

9. HATA HA IThPBO PASPEINABAHE/ITOAHOBSIBAHE HA PABPEIIIEHHUETO 3A
YIIOTPEBA

JlaTta Ha MepPRO paspeutaiaHe: 29.11.2019
Jlata Ha nocneaHo NnoJHOBABAHC:

10, HATA HA AKTYAJIMZUPAHE HA TEKCTA
11/2024

11. JO3IUMETPHAS

HaHRATE MOCOUECHU 110-7101y ITOKA3BRAT N03UMETPUATE, Kasikyarpana coriaacio ICRP 106 nybnunkauns,

AGcopOHpana 1032 HA CAMHHUA NpHJcxKena paanoakTusnoct (ImGy/MBq)

Opran Buspacren | 15 roumcen {10 roguuicn | S rogunien 1 roaniucu
Han6u6peunu xieau 0,012 0,0_1-6 0,024 0,039
[MukoueH Mexyp 0,13 0,16 0,25 0,34
KOCTHU NOBBLPXHOCTH 0,011 | 0,016 0’02_2 (_}’03%
M 0,038 0,039 0,041 0,046 {
03bK




[bpau 0,0088 0,011 0,018 0,029 0,056
KIThUEH MEXyD 0,013 0,016 0,024 0,037 0.070
CTOMALIHO-4PEBCH TPaKT o
CToMax | 0,011 0,014 0,022 0,035 0,067
ToHKH YepBa 0,012 0,016 0,025 0,040 0,073
JleGesto uepso {_J,O 3 0,016 0,025 0,039 (_),[_}70
[opHo nebeno yepso 0,012 0,015 0,024 0,038 0,070
Honno nebeno qr.:-puo 0,014 0,017 0.027 0,041 0,{20
CupLe (_},067 {3,087 0,13 0,21 0,_‘% 8 |
En6peint 0,017 0,021 0,029 0,045 0,078
Yepen apob 0,021 0,028 0,042 0_,'5}_(33 0,12
Benu ﬂmﬁm;e 0,020 0,029 0,041 0,062 0,12
Mycky i 0,010 0,013 0,020 0,033 0,062
X paHONpPOBOA 0,012 0,015 0,022 0,035 0,066
P T — 0,014 0,018 0,027 0,043 0,076
MMakpeac 0,013 0,016 0,026 0,040 0,076
UepseH KocTeH MO3LK 0.0H 0,014 0,021 0,032 0,059
Kosxa 0,0078 00,0006 0,015 0,026 0,050
Ilanak 0,011 0,014 0,021 0,035 0,066
TecTHen 0,011 0,014 0,024 0,037 0,066
TumycHa xne3a 0,012 0,015 0,022 0,035 0,066
Tupounana xuiesa 0,010 0,01 0,021 0,034 0,065
Martka 0,018 0,022 0,036 0,054 0,090
OcTaHanuTe OpraHu 0,012 0,015 0,024 0,038 0,064
EdexTnBna 1034 0,019 0,024 0,037 0,056 0,095
(mSv/MBq)

EdexkTHBHaTA J103a B PE3YTAT OT [IPUIIAraHe Ha Bb3PACTEH 1ALIMCHT Ha MAKCHMMAJIHATA NpenopbYurelita
no3a ot 400 MBq dnyacokcuriokosa ('°F), e oxon0 7,6 mSv 3a BL3pacTeH nanmenT, rexam 70 kg.

3a npuioxeHa pajauoakTuBHOCT oT 400 MBq, THRHYHKTE pagnaliMOHHKU A03H IOCTABCHU J0 KPUTHUHHUTC
OpPraHH MHKOYEH MEXYP, Chplie M MO3BK, ca pecriekTUBHO: 32 mGy, 27 mGy u 15 mQy.

12 HHCTPYKIHUHA A TIPUTOTBSIHE THHA PAJJHODOAPMALIEBTHYHHA
JJEKAPCTBEHHA NPOAYKTH

HauuH Ha NPUrQTBSHE
OnaxkoskaTta Tpsa0Ba J1a ce NpoBCpH lipein ynorpeda u pajiHoakTHBHOCTTA Jla CC U3MEPH C ITOMONLTA 113
ypea 3a U3MEPRAHE 11a aKTHBHOCTTA,

JlexapcTBEHHAT HPOAYKT MOXC Ja CC Pa3pejid ¢ ROJIA 3@ HHIKCKIINH.

Marernaxero B cupriiioBkara rpadBa 1a ¢ OCLILCCTBY LIPH acCHTHYIIM yei108U. DnakonuTe He Tpsabia
la ce OTRAPAT W CJIeA KaTO Ce JAC3IMH(EKUMPa 3anylankara, pasTeopbT TpsOBa Jla ce H3Teru
NoCpeICTBOM CIIPHHLIOBKA 33 €JHOKPATHO NOJI3BaHe, cHabeHa ¢ NoAXoAd1a 3a1iuTa U
CTEPHIIHA MIJ1a WK U3MOJI3BANKY 0J10DpeHa asToMaTH3IUpala CUCTEMA 34 LIpuiIaratic.

AKO LISOCTTa 11a TO3H Cbﬂﬂl{(ﬂl C HADVYIICHA, TIROJIVKTLT HC TP}IGIIH ld CC H3T0JI3BA.




KayecTREH KOIITPo!
PazrsopnLT TpaOBa A4 CC NPOREPH BHIYAIIHO HIPC/M u3nonisaiic. Tpadsa na ce u3nonisar camo
MPo3payHH pazTROpPH, O3 BUAMMH HACTUILY,




