1. HME HAJIEKAPCTBEHHUSA NTPOJYKT

['*F] @J1/BUOKOCMOC 44-6937 MBg/mL. skxkeKiioncH pasraop
['*F] FDG/BIOKOSMOS 44-6937 MBg/ml. solution for injection

2.  KAYECTBEH U KOJIMYECTBEH ChCTAB

Exmn mununurep enabpxa 44-6937 MBq duyncokcurimokosa ('*F) (fludeoxyglucose ('°F)) kum
Jarara W 4aca Ha Kajinbpupane (Lo + 4h). Pagnoakrueioctra na npoaykra s ¢/1nh dakon
Bapupa ot 704 MBq ;10 138740 MBq knM satara v vyaca 1ia kaauGpupanc,

Onyop ('*F) ce pasnana 10 erabunci kneaopos (O) ¢ speme na nonvpasnan o1 109.7 MunyTH
Ype3 UJILUBAHE HA JIO3WTPOHHA pajidallng ¢ MakcuMania ciueprus ot 634 keV. itociiesipana or
(OoTOHHA aHUXWIIALNOHHA pajivaius oT 511 keV.

[TomMOIIHO BEIHECTBO ¢ H3BECTHO JACHCTBHE: 3a HBJIHMSA CIHCHLK HA TIOMOUIHUTE BENICCTRA. BHXTC
Touka 6.1

; W3NLNHWTERHA ATEHLIMA N0 NEKAPCTBATA
> JEKAPCTBEHA ®OPMA Kparrmaxapaxmepucmum HE NpOgyxma - npu:\omauual
Ao ,9 -‘-‘a? ?’7
HMiKekunonen pasteop, Kom Pez. e ..
,gg//—zmv/ 8767
{Ipo3paven, OCIUBETCH MW JICKO XKBIT pazrBop. Paspewerue Ne 2 9 g
| Ogobperue Ne

4. KJAHHHYHH JAHHHU
4.1 TepaneBTnyHU NOKAZAHNA

To3u nekapeTeeH DPORYKT € [PEHA3HAYEH CaMO 3a JIMArHOCTHHIN 11C1H.
["*F] ®JIT/EUOKOCMOC ¢ npeanaznaden 3a ynotpeda rps ToMorpadus ¢ no3uTpotim
eMHCHH (positron emission lomography (P1:1)) npu Bb3pacTHH W 11C/1MATPHYHK DAIMENTH.

Ouronons

Ilpy mauuentu nojUIoKCHI Ha OHKOJIONHHIK JIMATHOCTHYHI HPOICYPH. C OIIMCAHKE Ha
OYHKUHHTE WM QONECTHTC. TIPH KOMTO JIHAIHOCTHYHATA HEN C HOBHINCH UPHTOK HA IIOK03a B
olpeieNcHI Opraik Wik ThKanu. CAcIHATC NoKaauua ¢a [LoCcTaThulo A00pe JI0OKYMCHTHPANH
(B cbIuo Touka 4.4).

ﬂnamoza:

- XapakTepusMpatie Ha 000coDCI YIMOHANEH Bhi3eI:
- YCTAHOBSBAHE 1A PAK OT HCHIBCCTCI IPOMIXO;L. PASKPAT HANPHMCD UpCs Mg

a/leHONATYS., MCTUCTAIH B YCPHHA P00 WM KOCTHTE:
- XapaxkTepulMpaHe Ha MacaTa Ha nankpeaca.

PaznonoxeHue:

- paxoBM 0DpazyBaHHA Ha IJ1apara ¥ Bpara. BKJHOHUTEHO HacoyBalla O
- nupBuucH BesoapodeH pak,

- JIOKAJITHO HalIpE/IHAIl PAK 114 Ibp,1aTa,;




- paK Ha XpaHoIpoBO/1a:

- KaplMHOM Ha naHKpeaca;

- KOJIOpEKTANEH pakK. [0-CNCLHalHO B CIIYHAHTE HA PEILAIMB

- 10kauvecTRena anMdpoma;

- 3jloxayecTBeHa meaoma. Breslow > 1.5 mm wim meracrasa na numden BL3C TIPH ThpBa
JIMarHosa.

Haj130p HA TepalleBTHUYHUS OTIQBOR:
- 3JlI0KauecTBeHa JTMMPOMa;
- pakoBM oOpa3yBaHHs Ha [JlaBaTa W BpaTa

- [7UOMa ¢ BHCOKA CTEHEH HA 310KaYeCcTReHA d)opma (l]l Wi IV}:

- pakosu 0OpaszyBaius 11a rjilasaTa u Bpara;

- PaK Ha IMMTOBMANATA JKIe3a (HeMeAyJapeH): HallMCHTH ¢ YBETHYCHH CCPYMHM HHBA HA
TUPOrNOOYNHH U OTPHLATENIHA CUMHTHIPAdKUs HA LAJIOTO THIO C PA/IHOAKTHRCH HOL,

- mepBHuUeH Gentojipoben pak:

- pak Ha rmpjlara;

- KaplUHOM Ha aHKpeaca:

- KONOPCKTANECH PaK;

- paK Ha SHYHHIMTE,

- 3/70KauecTREHA JIMM(pomMa:

- 3JloKayecTBEHA MehaHoMa.

Kapouoaoeus

[Tpu KapAHOAOMHHOTO HOKA3AHHUE. JIHAINOCTHHDATE LGS ¢ HACOUCHA KhM KH3HECII0c00Ha

MHUOKAP/IMAIHA ThKAH, KOSTO 0CMA 1JIKOKO34, HO ¢ XHIO-nepdysupana. karo rpabdsa jaa Onie

OUEHCHA TIPEABAPHTEIIHO € W3IIOI3BAHETO Ha NIPABH/IHK CLIOCODH 3a M300pa3spalic HA KPLBHHA

NOTOK.

- OueHnxa Ha MHOKApMATHATA KH3ECTOCOGHOCT NPH NALKMEHTH ¢ psa3ko orchabena gpyukuna
Hg JIABATA CBPACYHA KAMCPA. KOMTO NOJUICHAT HA PeBACKy/lapuialltig, B CTyHauTC, KOravo
KOHBEHIIHOHATHHUTE CNOCOOH 32 M300pa3aRaHe HE ca 1POAYKTHBHH.

Heapoaoous

[Tpy HEBPOIOTHHHOTO 1IOKA3AHHWE, JIHArHOCTHYHATA 11 C HINTCPHKTTHUAT IIKOKO3CH
xUNomMeTabonnIbM,

Jloxanusanus Ha CHHACHTOMEHHUTE (POKYCH 1IPH NPCONCPATUBHATE OICHKA Ha YacTrynara
TEMIOPAJIHA MUIICHICHS W BO1yJIaphia ckacposa. JIpy1ro HpHAOKCHHC ¢ JIMarHOCTULLHPaHETO Ha
pazivynu GOopMH HA AEMEHUMS (HAaUp. AJuxaimep).

4.2  Jlo3MpoBKA M HAYHMH HA NPUIIOKCHHE

ﬂO?l‘l[lOBl(a

Bw3pacniiy 4 nayuenini 6 CMAapYecrd 6h3pacm
[lpenopbuadara jio3uposKa 3a sp3pacted., Texwail 70 kg, ¢ 100 no 400 MBq (ra v
a7anTipa ceo0pa3He ¢ TCICCHOTO TCIIIO HA 11AIMEHTA. THIIA HA KAMCpaTa n Ha
noJjiyyasate). npuoKeHa upes JIHPEKTHA HHTPABCIIO3IA NIDKCKIIHA.




bvopeuno u weproopobne yapexdane
M3ucksa ce BHUMATEMHA NPEHEHKA HA 1IPHIOKCHATA PA/IHOAKTHRHOCT. ThH KATO € Bh3MOKHA
MOBHLICHA EKCITOZHUMA HA PE/(MALLHS LIPH TE3H HAIMCHTH.
He ca npageny paznivpesn H3che/IBaHus 11a jLo30BKHA 00XRaT ¥ A030BHTC BAPHAIIMHA HA TO3H
JE€KAPCTBEH IIPOAYKT I1PH HOPMAIHH W CIICTIMAIHRK NONYAAINK,
dapmakoxuHeTvkarTa na quiysieokcurnokosa () npu yspenenv nanvenTy He e

XapakTepu3vpaHa.

Heduampuuna nony:taist

[TpunoweHHETO 11PU JICHa | noApacTrany TpAbBa Aa C¢ NpeleHaBa BHUMATCIHO Ha Hazata Ha
KJIIMHUHHWTC HYA/1M K C OlIEHKA HA CHOTHONIEHWETO PHCK/NO13a ITPH Ta3K NAIIMEHTCKA Ipyna.
PasmoakTuBHOCTTA, KOATO Lie Ob/1e NPUIOKCHA IPH JICHa H T10IPACcTRaAlIN. MOXC /1a €€ H3UYHCIIH
ChITIACHO NpenopbkuTe Ha Jlo3MpoBbybata kapTa Ha nejadarpuynara rpyna kM EANM;
J03Y¥POBKATA. NPHIAraHa Ha JIella W NO/IpacTRallld MOKE J1a CC HAUKCIIK MPC3 YMHOXARAHE Ha
H3IX0AHATA 1034 (33 USIUTE Ha M3YUCACHUETO) 1O KOCPUIIMCHTHTC HA T8I0~ Maca. AaacHu B

Tadauuara no-1ouy.

A[MBg]ipuwman = M3xoauna noza x Koepuunent

M3xoanara 7103a 3a ABYHIMCPHO H300p@mxkene ¢ 25.9 MBg. a 3a tpuniMepno niodbpamcnne ¢
14.0 MBq (npenopbuano npu acua).

Terno [kg] Koegpuunenr | Terno [kg| | Koepnumenr | Terao [kg| | Koepnumnenr
3 l 22 5,29 42 9.14
4 1.14 24 5.71 44 9.57
6 1,71 26 6,14 46 10.00
8 2,14 28 6.43 48 10.29
10 2,71 30 6.86 50 10.71
12 3.14 32 7.29 52-54 11.29
14 3.57 34 7,72 56-58 12.00
16 4,00 36 8.00 60-62 12,71
18 4.43 38 8.43 64-66 13.43
20 4,86 40 3.86 68 14.00

Ha4mp Ha HPHIIOKEHME

33 HHTPABEHO3ZHO NPHIIOKEHKE,

Muoro;10:208 Gpaakou.

PasmoakTMBHOCTTA Ha (uiyacokcuimokosa ((*F) Tpabsa jla ¢¢ M3MCPRa € Ypel 32 HIMEPBAHC HA
AKTUBHOCTTA HENIOCPEUCTREHO NP HHKEKIMATA.

Wkexunara na dryncokenrmoxosa ('°F) rpabsa sia Gb/ie MuTpanenosna, 3a j1a ce ni0erie
gTo,

0DILYBAHETO B pE3YJTAT HA MECTHO KPLBOTCUYCHHE. KAKTO M Ha ap'rc(bak'm Ha 1300




3a I10/IFTOTORKA HA MalnMciiTa RHKTC ToUKa 4.4,
Hoayuasane wa usobpaycenue

EMucHOHHOTO ckanupase 0OMKHORCHO 3anoyia 45 ;10 60 MUHYTH CIC/I HHKCKTHPAHETO Ha
dayreoxeurnokota (*F). Tora ocHIypsiBa J0CTATLHIE PA;IMOAKTHBHOCT 3a 4CKBATHE
cratucThka. ®nyncokenrnorosa (*F)-PET Moxe ¢hilo j1a ce HaNpask ;10 /iBa WM TPH Yaca
CJIC 1 NPHIIOAEHHCTO M TOBA HaMalIsBa POHOBATA PalMoak THRIOCT,

Axo e HeoOx01MMO, B KpaThK CPOK MOE /1d CE€ H3RBLPILIAT MOBTOPHH WICIEC/IRAHUS C

$ay neoxenrmoxosa (BF)-PET.

4.3 [lpoTHBOonOKa3ZaHHA

CBpbXUYBCTRUTCAHOCT KbM AKTUBHOTO BEHICCTRO HIIH KbM HAKOC OT HOMOUIHHTE BEILCCTRA
H30poeHH B TOouka 6.1.

4.4 Cnenga/ivy npeaynpe:xRJIeHHa M MPCANAHH MEPKH HPH ynoTpeba

IloTeHuman 38 CBPLX4YYBCTBUTENHOCT M aHAGUWIAKTHYHH PEaKIAH

B cnyuaid. ye BL3HUKNIE anepruulia v anadriakTUHHa PCaKitis. NPHIAIaHCTO Ha
NCKAPCTBCHUS TPO;TYKT TPAGBA /1a ¢¢ IIPCKPaTH He3adaRiio M ako ¢ HeoOX0IMMO J1a ¢C 3ailoule
MHTPABCHOZHO JICUCHHUC. 3a J1a ¢¢ OCHIYPAT He3abaphnnTe JICHCTBUS B Ciydan Ha COCLIHOCT.
TpsifBa Jla ca Ha paslioiokKeHHE HEOOXOIUMHTE JIEKAPCTBCHH NPOJIYKTH ¥ 0DOpy/IRaHE. KaTO
eHA0TpaxeaHa TpbOa M BEHTUNATOP.

O6ocHOBaBAaHE HA HHJ/IMBHAYAIHUA PHCK/ 110134

3a BCEKH MANMEHT, U31AraieTo Ha pajiMaius Tpadsa ja Ob/ic 000CHOBAHO YPE3 BHIMOKHHTE
nonsu. [punoxkenara jio3a BhR BCEKH Cay4ail Tpsadsa /1a ObIe BL3IMOKHO HaH-HHCKATA ¢ Le
MOJYUYaBaHCTO HA HEoDX0IMMAaTa JIMarHOCTHYHA HE(POPMALIHS.

brOpeuHu 1 YepHoapobHu YBpSHLAHUS

[Topany 3nauutennara G1.0peuna ekekpelis na Quryicokeninokosa (1), npyn nanneny ¢
Hamaliena 6bGpeyna QyHKIMA ¢ HCOOXO,IMMO BHMMATCIINO 00Cie/(BAHe HA CHOTHOWEHHETO
TI0J13a PUCK TIPH TE3H NIAUKWSHTH., ThH KaTo ¢ Bb3MOKHO YBeIHYdBaHE Ha 110JtyucHara
paMalMoNHa EKCIIO3HIHA. AKTHBHOCTTA TPADBA Na ce KOPHUIUPa. ako € HeobX0/InMo.

[lennarpuyuna nonynanus

3a undopmanva orHocHo ynotpebata B nie/HaTpUYla noiyanus. RUxTe Toukn 4.2 1 5.1
Heo6xo0,4MMa € BHUMATCITHA HPELEHKA Ha NoKa3anusTa, Thil kato eektunnara no3a va MBq e
MO-BUCOKA OTKONKOTO NPy Bh3pacTiu (8x. Touka 11.).

[Hoaroroska Ha nauueHTa

['*F] ©JIT/BUOKOCMOC Tpabsa /1a cc 1ara Ha A0CTaThYHO XHIPATHPAHH NALMCHTH. KOHTO ca
FIAAYRAIH B IIPO/ILJKEHMC Ha noHe 4 yaca. ¢ 11e) /1a ¢ 110JYHH MAKCHMAHa 11e€1eBa
PA/IMOAKTHBHOCT. ThH KaTO NOMIILIAHCTO HA [IOKO3ATa B KICTKUTC ¢ OTPaHHICHO (LKMHCTHKA

H3CNEABAHCETO.




- OHKOI62UR, HEGPOAOAUA U WH(heRyUOIHU OO tecmu

3a Jla ce usberne [PEKOMEPHO 33 ABPX¥AHE Ha NPOCTICABAINOTO BEHICCTRO B MYCKYITa.
NPENOPBUHTENHO € 33 HAIMEHTHTE jla W30AFBAT BCIKAKBY CHCPrHUHN (PU3HUCCKH JICHHOCTH
HPE/IM HICTCABAHETO H /1A OCTAHAT CHOKORHK MEWLY HHAKCKTUPAHETO U U3CIIE/IBAHETO H N0
BPEME HA NOJIYHABAHETO HA W300paxeHHATa (nanncTuTe Tpadea Jia sexart yobno Hes jla yetar
HJIH FOBOPSIT).

MeTabonu3mMbT Ha LepebpaiHaTa rioKo3a 3aBUCH OT JICHIIOCTTa 1a MO3BKa. 3aToRA.
HEBPOAOTHUYHHTE H3CNEABAHUA TPADRA 1 CC U3BBPIIBAT CJIC/L ICPHO,L Ha PEJIaKcallna B
3dThMHEHA CTad U € 110-MAIKO BLHUICH LIYM.

TecThT Ha kpBRHATA I1110K03a TPAORA j1a CC M3BBPLIK IPC/IU IPHAAIAHCTO. Thid KaTo
XHIEPTIIMKEMHMATA MOXKE 12 JIOBCIIC J10 HAMAICHA MVRCTBUTCIINOCT K1:M |"¥1°])

GOJ11 /BMOKOCMOQC., no-coeiyaiio. KOraro IMHKeMuara ¢ no-sucoka or 8§ mmol/l. Cohuw
taxa, PET ¢ ¢payneokenrnoxosa ('*1) Tpadsa na cc u3barsa npy auia ¢ HEKOHTPOMpaH auader,

- Kapouoaoous

JIOKOJIKOTO NOEMAHETO Ha 1U1H0KO3a B MHOKAP/1a € MHCYIIMH-3aBHCUMO. 32 MHOKAPAUAIHO
H3CC/BAHE CE€ HPENOPhURA NOIbIaHe Ha 50 g nnoxoza npudiamimrenno | yac upejm
npunaraneto Ha | "*FF] @JI1 /TBUOKOCMOC. BMecto tora. 0cofeHo IPH HALKCHTH Che 3axapeH
AnadeT, HUBOTO HA KPBBHATA 3aXap MOXKC Jid CC Har1ack upes komOGuHrpana nidysus va
HHCYJIMH M [IIOKO33 (MHCYAHHO-IJIIOKO3HA-CHCTEMA), aKO ¢ HCOGX01MMO.

Uutepuperupane va PET ¢ u3oBpaxeuuarta ot duyacokcuriokosa (FF)

B u3cnenraneTo Ha BL3NAMMTEIHYW 3a00/ARAHHUS HA YCPBATA. JIMAFHOCTHYHOTO NIPCIACTaBAHE Ha
dayneoxcurmoxosa ('*F) He e npako cpasiuMo ¢ Tora na crunTrrpadua. HINOIBaTKY
Gensizann 6eiM KPLBIM KICTKH. KOCTO MOWKE /14 ¢¢ HA3HANK 1P durysicokenrnokosa (')
PET unu cuen darysneoxcurmoxosa (FF) PET. koraro ¢ HeyBemte:nio,

MnbexunosnnTe u/mMian Bb3NaluTeHuTe 320014BalHs. KAKTO 0 PEIEHEPATHBHHTE 1IPOIUECH ClIE]L
ONEPALMS, MOFaT 1a IIPHYMHAT 3HAYHTENHO NoeMate Ha dayacoxkcurmokosa ('F) u
CJIC/IOBATENHO JIa 0BENAT J10 DAUKBH 1TOJIOHKHTEIIHE PEIYITATH, KOI'ATO THPCCICTO Ha
UHOEKIMOZHY WITH BRINAIMTCIIHU NOPANKCHUS HE ¢ 1EJITA HA (Y ICOKCHIIIIOKO3a ("IYPET. B
CILYYANTE. 1IPH KOMTO HATPylBaneTo Ha duyjeokenriokota (°1) Moske 2a ce npuunnm ot pax.
MHPEKLIHI HIIH BL3TANCHHUC, MOKE J1a ¢a HEOOXO/IMMH JI0iIBIHHATCIIHA AMAIHOCTHYHN MCTOJTH 32
onpeaeNsHE Ha NPHYHHHTENA HA MATOAOTHUHOTO H3MEHEHHE. 33 1a Ce JIONBLIHNH HHpOPMALHATA.
nonyuena ot PET ¢ dryaeokerrmokosa ('*F). [1pu HAKOM IOCTAHOBKM, HANPHMED. H3C/IEABAHE
Ha MHEITOMA, CE THPCAT 3J0KaYeCTRCHH M Rb3NaiMTelIHN PoKycH 1 Te3H (PoKaTiu TOUKH MoraT
Jla ce IOKATH3UPAT C rojsiMa TOUHOCT 10 TONOTpadicKi KPUTCPHH, HANPUMEP. HOMILILANCTO B
eKCTPaME/TIyTApHH 30HHM /MK YBPEK/IAHHSA HA KOCTH W CTaBK 11E Oh,1C HCTHITHYHO 32
YBPEKIAHHATA [IPH MHOKECTBEHA MHCJIOMA H WenTAQGMIMpannTe cayuau Tpadea na ce
CBBPHKAT ¢ HHPpEeKLHs,

[MonacroaiueM, HAMA APYFH KPUTEPUH 3a paznoznapaie Ha HHPCKIMK 1 BL3INANCHASA
HnocpeIcTBOM Hiobpaxcuus ¢ diycokcuriokota ().

METACTaTHYHH OUHUINA B T¢3U OPraHd. KOIaTo NAIMCHThT ¢ HACOUCH nopa M G
€H/IOKAP/IHT.
Damuus nojtoxureney win hamme orpriarenen peyrar npn PET ¢ gy




(**F) 11¢ Morat s1a ce H3KMIoUaT CIC/ PAAMOTEPAIINS 1PC3 IBPBHTE 2-4 Mecena, AKO KIMHHYHOTO
MOKa3aue HIMCKBa 10-patika suarboctuka apes PET ¢ duiyoscokeurmoxosa ('*F). npwuunara
3a no-pantoro useneasance PET ¢ dutyieokenryiokosa (1) tpabra 1a Objie ocHoBaTeHO
JIOKYMEHTHPaHA.

OnTUManHaTa oTCpoUKa € OT NOHE 4-6 CeAMHIIN CI1¢]] HOCICAHOTO [IpHiaralic Ha
XHMHOTEPAIHS, 110~ CHEIHAIHO 32 n30arBane Ha GaliuUBK OTPUNATEIHK PeIYNTATH. AKO
KJAMHHYHOTO IOKa3aHHe W3INCKBA 110-paHHa jarnoctika upes PET ¢ guiyocokeniokosa ("F).
OCHOBAHMETO 3a Mo-paHHoTo n3cierae PET ¢ duiyncokcurtokoia ('*F) rpabra ia 6bite
OCHORATENNO JIOKYMEHTHPANO. B ciiyuail 11d pekmnm Ha XUMHOTEPANA ¢ IHKAW N0-KBeH oT 4
ceamuui. wacneasanero PET ¢ duyitcokenrmiokosa (**F) rpalra aa ce nirnupinm
HENOCPE/ICTREHO HPEAH HAYAIOTO HA HOBHS LMK

[Ipu Havanna daza Ha TMMdoMa, paK Ha I0tHATA YACT HA XPatolpoROA] M 11pH ChMHEHHE 34
PEIM/IMB HA PaK HA AHUYHHLATE, TpSORA /1a Ce R3UMAT NPEIBHJL CAMO MONONKHTEITHNTE MPOrHOIHH
CTOMHOCTH. NOPAM OIPAHHYCHATA UYBCTBHTEIOCT Ha Micie/saHeTo PET ¢ duyieokeurinokosa
(IKF).

Oayacokenrmokosa (1) He ¢ edekTvBHa 3a OTKPUBALE A MCTACTA3H B MO3BKA.
IMpeuunsHocrra va PET ofpa3nata nnarsoctvka ¢ pryacoKCHITIOKO3a ('*F) ¢ no-nobpa npw
yiorpeba Ha PET/CT cparneno ¢ PLET camocroaTenna kamepa.

Korato ce u3znonssa xubpuaen PET-CT ckencp ¢ uiu 6e3 npunaranc na CT KoHTpacTHoO
BCILECTBO, MOMKE JIa CE [107YHAT U3IBCCTHH apTe(hakTv Ha arcitocHTHo-kopurupanute PET
U300paKeHUS.

Cnen npouenyparta
Tpabsa j1a ce orpaHHuK GIIM3BK KOHTAKT € /1eHa ¥ OPCMCHHK XKCHY 11PC3 1BPBUTE 12 yaca chcn
HHKEKTHPAHETO.

Cuenundununy npeaynpenicHus

Ako e HeoOx0/ Mo, TpAOBa Na Ce R3EME MPCABHIL PA3PCKAAHETO ¢ HATPHER XJOPH/L. KOCTO CC
W3BBPIIEA B DONHULIHTE.

3a rpeanasHu MEPKH 110 OTHOILICHHE HA PUCKA 38 OKOIHATA Cpejla. BUKTE TOUKA 6.6.

4.5 BiaumojeciicTBHE ¢ APYIH JEKAPCTBCHK NPOYKTH W pYIn Gopmu Ha
B3aHMOAECTBHE

BcHukH TEKapCTBEHHM MPOIYK TH. KOUTO NPOMEHAT HMRATA HA KPhBHATA 11IIOKO34. MOTAT J1a
NOBJMAAT HA UYBCTBHTEJIHOCTTA Ha M3CNCUBAHETO (HAIIP. KOPTHKOCTCPOHLH. BaNnpoar.
kapbamazenuit, GeHuTouH. eobapbHTal H KATEXONAMHRHHN).

[Tpu npu:iarake Ba GakToOpH 3a CTHMY/IMpalc 1a xemonocsata (colony-stimulating factors
(CSFs)). ce Ha0s110/iaBa yBEIHUCHD 11O IBIIANE Ha (PIVICOKCHI THOKO3 ("*F) B KOCTIIHSE MO3LK H
B jlaNaKa 3a HAKoJIKo /utd. Tora TpaBRa jla cc BICMC NPE/IBHIL IIPH URTephpeTnpancto na PET
uzobpaxennsta. Pazacnsuero na CSF repannsta o1 PET n306pancHHaTa C HHTEpPBA/ OT NOHE
JIHM MOJKE /12 HaMaJli TOBa B3aMMOJICHCTBHE.

[IpuiaraHeto Ha rOKo3a W MHCY.IMH BIKHAC HA HOTIILINANETO 1 (PAYACOKCHTI

He ca n3BBpLICHH O(GHIIMATHI M3CHE/BAHMS HA B3aHMOICHCTBHETO MEWKLY,;
("*F} ¥ KOHTPACTHM BELIECTBA 3a KOMIIOTHLPHIUPAHA TOMOIpapus.



4.6 BpemenHoCT, KbpMeHe B PepTHIINTET

Kenn ¢ iorenuuan 3a zadpemMeHapase

Korato ce npenBuK/1a npuiaraie Ha paModapManeBTHUHMN 1IPO/IYKTH HA KCHA € NOTEHLHAN 32
sabpeMeHsBale. BaXKHO € /1a C& ONPE/ICaH JIIn 15 ¢ DpeMceiiia mith He. AKO KeHata ¢
HPONYCHAJA UKL TPADBA /14 CC 1IpHeMe. e ¢ BpeMeling. /10 /I0Ka3BaHE HA IIPOTHRHOTO. AKO
MMA CbMHEHKE 3a HellHaTa noTeHIMalHa OPEMEHHOCT (HCHATE C ChC 3AKhCHEHNE HA MK h/IA. aKO
IHKLILT € MHOIO HEIIOCTOSHEH, M T.H.). Ha NankcHTKaTa TpAdRa jia ¢C npe/uiokar
ITEPHATHBHY MeTO/I1 OC3 W3MOoNZRAC HAa HOHM3MpAallla pa/1MalliA (aKO HMA TaKHBa).

bpemennoct

[ Ipu panHOnYKJIMIHU 1IPONLEJIYPU. HIBBPIIEHY BHPXY OPEMCHIIN KCHH. €C N01yYaRa
paananuonno obikunane na niosa. Crie/loBareino. 1o Bpeme 11a Opemennoct Tpsbsa na ce
[pUJIarar camo 3aIb/DKMTECIHH W3CHCABAHUA, 1IPH KOMTO BH3MOMCHATA 110J133 JIJIC HAUXBBPId
PHCKA CHPAMO MalKkara v njoaa.

KbpMeHe

[pesiu Ha3nauasane Ha pagno(apMalleBTHUHH NPOJLYKTH Ha Maika. KOSTO KbpMH. TpAOBa na ce
B3EMeE TIPEARH/T Bh3MOKHOCTTA 32 OTJIardaie Ha NPHJIOKCHHETO Na pajIHOHYKIIn/1a I0KaTo
MaiKaTa cipe KhPMEHETO, KAKTO W /1a ¢C [IPCICHY KO# ¢ Hal-tipasninins T widop 1a
pa/iMohapMalcBTUUHK NIPOJIYKTH. KATO CC UMA NPC/IRH/L CEKPCIIMATA 1A NPO/IYKTa B KhpMaTa.
AKO NpUIIAraHeTo ce CHUTa 3a HeoOXOMMO. KEPMEIeTo Tpadina A o Ipckhere 3a 12 vaca. a
W3MNOMITZHATA KbPMa ~ H3XBBPIICHA.

Tpabsa ia GLae orpaunyen Giu3kuaT korrakT ¢ 6eGera npes nupsute 12 vaca ciel
HHKCKIHATA.

Oeprunurer
tHe ca n3pLPLIBAHK M3CIC/IBAHKA BBPXY QepTuiadiera.

4.7 FEdexTu BHpXy ciocoOHOCTTA 3a modupane v pabora ¢ MAIIHEN
Henpuaoxumo,
4.8 Hexenann JeKapeTBeHH PeakiiuM

M3naraneTo Ha OHM3MpANla PATHAIKS € CBBP3AHO € PHCK OT paKooOpazyRaHE 1 110TEHIHMAIIHO
pasBuTHe Ha HacneacTenn dedekty. lpy edekrunna jio3a o1 7.6 mSv. Korato cc HazHavasa
MaKCHMalTHa Tipenopbyuaa akrveHoct o1 400 MBq. tesn crpannuny eiekTn ¢c 0MaKBa jia ce
[POSBAT C LIO-MAJIKA BEPOATHOCT.

Crobulapane Ha NOA03WPAHH HEKENAHN PCaKILWK

C1oBLIABAHETO HA TO0MPAHM TICHKCIAHN PCaKItHK CIIC/T paspeltasane 3a ynorpeda Ha
neKapeTBeHHA TPOJIYKT ¢ BaxkHo. ToBa 1103R0:19B4 /1 1PO;IB:IKA HAOKOICHHETO Ha
CHOTHONICHHETO MOJ3a/PUCK 34 JICKAPCTREHMS TTPOAYKT. O ME/IMIMHBCKUTE CICIHAINCTY CC
WIMCKRA /12 CLOOIIABAT BCAKA M10103HpaHa HEXKETaHa Ppeakitis Ypes HAllMOHATHATa CUCTEMA 3a

Ten.: +359 2 8903417, yebealit: www.bda.bg




4.9 [lpenosupane

B coyuali Ha npusiarade Ha paaManMoung CRpbLXi03a (ayjIcoKCHIIIIORo3a ('*F) abeopBupanara
71038 OT llalMeHTa TPAtBa Jla ce HaMAIH. Kh/ICTO ¢ BLIMOMKHO. UPC3 YCKOPSBAHE U3BCHUIAHCTO HA
PANHOHYKIIH/IA OT TAJOTO MOCPC/ICTROM (POpCHpana jIMypes3a U YeCTO W3Npa3Bate Ha NMUKOUYHNA
Mexyp. Moxe na 6he 0T nosisa aa ce olleHy edekTHRHATA 1034, KOATO € Duna npuioxena.

5. ®APMAKOJOI'MYHU CBOUCTRA

5.1 QapMaKoIHHAMHYHH CBOHCTBA

hapMakoTepaneRTHUHA IPYIA: JIMATHOCTUUHY Pa/IModapMalleBTHLH, JIPYTH JIHATHOCTHUHY
pajinohapMaueBTHIIH 32 TYMOPHA JIMArHOCTHKA.
ATC kom: VO91X04

QapmaxkoJuHaMH4HU edexTH
B xuMHueckuTe KOHIUICHTPALLUH, WINON3IBAHK 34 JAHAINHOCTHYIHA H3CIC/IBAHKSA,
dnyncokenrmokosa ('*F) ne narnexia j1ia nMa Haxkaksa GpapMako;lMHaMH4YHa aKTHBHOCT.

5.2 ®apMakoKHHETHYHM CBOHCTEBA

Pasupeiencuue
®ayncoxeurmokosa ('*F) e rirokosen ananor. KOHTO c¢ HATPYNIBa BhB BCHYKH KIETKH. KOUTO
H3110J13BAT IIOKO3ATa, KATO (IbPBAUYCH eHEPrHeH niTounnk. duyicokenrmokosa ('*F) ce
HaTPYMNBa B TYMOPH ¢ BUCOKO HHBO HA 0OMEII J1a UHOKO3A.

"Cllest MHTPABCHO3HA MHKCKIIHS, (PAPMAKOKHHETUUHUAT npoduil Ha iy ICOKCUTTIIOKO3a ("*F) r
CBLIAOBOTO OT/IENEHHE € BuekcnoneHHaneH. BpemMeTo 1a pasnpesaciieine € | MHHYyTa. a BpeMeTo
Ha eIMMUHHpaHe ¢ npubaunsnuTento |2 MUHYTH.

IMpu 1paek nuna., iy teokcurmokosa (*F) ce pasnpeacis 10 11070 TI0. HO-CHCIHATHO R
MOTLKA M ChPIETO, M B MO-MANKa CTeNEH - B OC/IMTC APoOORS 1 B ucpius Jipod,

AbGcopbiuy
KnerbunoTo noemane Ha quiyacoxeurinokosa ('°F) ce n3gbpiisa o1 ThKaHHO-CIELH(HYHH
IPEHOCHM CHCTEMH, KOHTO €a 4acTHYHO HITCYTHH-3aBHCHMH W NOPA/IH TOBA MOTAT /1a €& BITHAST
OT MpHEMa Ha XpaHa. YCJIOBHST2 Ha XPaHCHE W tasiiueto Ha saxapen jswaber. Hpw naunenry
cbe 3axapen anaber ce nabitosana namanicna abeopdiinsg na (hIy1COKCHIIKKO (""F)n
KJIETKHTE, JIBbJIKAINA CC HA [IPOMEHCHOTO Pa3lIpe/ICiICHHE B ThKAHHTC W NIIOKO3HUA
MeTabOIINIBM,

dayneokcurmokosa ('¥F) ce Tpancioprupa 1pes kierTbunaTa MeMOpana 1io Havni, nojoden Ha
TPAHCIOPTa Ha [III0K03aTa, 110 NPeMHHAaBa camo 11pes NbPBATA CThIKA HA IIHOKOIH3A, KOETO
BO/IM J10 0Dpa3zyBaHeTo Ha (PI1y HEOKCHTIIKO3a ('%F)-6-ocar. koiiTo 0cTaBA 3ATBOPEH B
TyMOpHATa KIETKA M o-HaTaTLK He ce MeTabonninpa, Thi karo rociic/isainara




Gnyacoxenrmokosa ('*F) npemunasa npes kpheuo-moibunara tapuepa. I lpubansure:ino 6.9%
OT MHKEKTUpAHATA 103d €€ HATPYMBA B MO3IBKA J10 00 MHHYTH CIIC/1 HEKEKTHPANETO.
EnunenroreHHuTe (oKycH coyaT HAMAIICH [T1H0K03CH MeTalo/ M 3hM npu (azuTte He3 NpUaibiiu.
MMpuGamsurento 3.3% oT HHKeKTHPaHaTa /103a ¢C 00cMa OT MHOKapaa B paMKHTe Ha 60
MHHYTH. Pasnpenencuuero na dnyaeokcurniokosa (*F) B HOpMANHO Chple € NIPeIUMHO
XOMOTFeHHo, 0Daye ca onucaun peruonanuu pazinaus 10 15% no otuonienne na
MHTCPBCHTPUKYIApHaTa 11pcrpa/jia. [lo BpCMC M ClICH PCBCPCUBHA MUOKAD/IHA HEXCMHA. B
MHOKap/HaTa KIeTKa cc 3a0C/1a38a YBCAMHEHO 1HONIBIANE HA IIOKO3A.

0.3% 1 0.9-2.4% o1 MHKEKTHPAHATA /1034 CC HATPYIIBA B Nalikpeaca u B Heausa sipod.
dyacokeurmokosa ('8F) cbllo Taka ce CBLP3BA B NO-MAJIKA CTENECH ¢ OUHUS MYCKY. hapuHkca.
u ueppara. CBbP3BAHE C MYCKYJI MOXKE J1a ¢ HaDJ10/1aBa cNejl CKOPOIIHO HANIPATaHe W B Cry4aii
Ha MYCKYAHO YCHJIME 110 BPEME Ha H3CJIC/(BAIICTO.

EnyiMuHupane
EnvmunupaseTto Ha dutyacokeurmokosa (FF) ¢ rnapuo 618peunio. karo 25% o1 akTHBHOCTTA €&

OTJIESISt € YPHHATA TIPE3 MBLPBKTE JIBA Yaca CIEL HIKCK THPAICTO.

CBLP3BaHETO KbM OBOPCUHKS HapeHXHM ¢ ciado. 1o 1opaji akra. ue Iy ICOKCHITIOKO3a
("*F) ce enmmuHypa upes 6LEPCUMTE, 1191aTA IMKOUHA CHCTEMA W 10-CIICHHAIHO NUKOYHHAT
MeXyp HOKa3Ba 3HAYMTE/IHA aKTHBHOCT.

5.3 TpeaxuHu4M AaHNM 3a Ge3onacHocT

TOKCHKONOrMUHUTC M3C/C/IBAHUS ¢ MULLIKH U [1BXOBE COMAT, HE HIPH CJIMHHUMHA HHTPaBEHO3HA
nrokekiag ot 0,014 mg/kg gy neokcurmorosa ('F), ve ce nab1r0/1aBaT CMBPTHH CllydaH.
TOKCHYHOCTTA TPH NOBTOPHO [IPUIIOKEHHUE HC € OLCHEHA. ThH KaTO (UIYACOKCHIIIOKO3A ("*F) ce
[puara KaTo eAWHUYHA 1032, T03H JICKapCTBCH IPOAYKT HE € NPE/IHATHAYUCH 32 PE/IOBHO WK
NPOABJEKHTCIHO npuilaraHe,

M3ciieiBanig 3a MyTarciiiocT W ThJINOCPOMHH H3C/IC/BANSA 30 KAPIHBOICHHOCT HE ca Bnin

[ POBEK/IAHH.,

6. GAPMAUEBTHYHH JAHHHU
6.1 COHCHLE HA MOMOIMHHTE BCINECTRA

Bona 3a HHKEKIHH
Junarpuen xpaporeHigrpar-1.5-xuapar
Tpunatpuer uMTpaT-2-xuapar

6.2 HecLBMeCTHUMOCTH

To3u nekapeTBeH NPOAYKT He TpaORa Jla ce CMCCBa ¢ JIPYTH JIEKAPCTRCHH [POIYKTY. €
HKJIHQUEHHE HA NOCOYEHNTE B To4Ka 12,

6.3  Cpok Ha rojHocr /

AL B
AR,

["¥F] @AI/BUOKOCMOC e npunoxns 12 vaca oT Jlatara v yaca ha Kifadg) g”éa%’pe%ﬁ
; g s
CpOoKBT Ha FOAHOCT € 1OCOHEH 11a ONIAKOBKATa l1a BCCKH (uiakon. %?;; s };@
33 %.t. e P




6.4 CuoenuajHy YC/J0BHA HA ChXPAHEHHE

JlekapcTReHMAT NPOAYKT TPSORA A2 CC ChXpaHsBa npy TeMiieparypa 1o 25°C B Heropara
OPMIHMHAJIHA ONAKOBKA.

3a yc/IOBHSATA Ha ChXPAHEHUE ¢lie]] Pa3pexilane. BHKTE Touka 6.3.
ChXpaHeHHETO Ha panrodapMalleBTHUHKTE NPOJLYKTH TPsORa /1a ¢¢ HIBLPIIRE B ChOTRETCTBUE C
HAIIMOHAIHHTE pa3ope/i0u 3a pa/IMOaKTHBHH MATCPHATH.

6.5 DBuan chabpikanne HA ONAKOBKATA

MHOro10308a 0llakoBKa. ripospaued gpnakon ¢ obem 20 ml.. Tun | no Espoucekicka gapmakones.
C ryMCHA 3anyIlanka v 3aneyaran ¢ alyMHHHERA KandHka.

Emnn dnaxo craspia 0.2 mL. g0 20 mL pastsop. orrosapaut na 704 1o 138740 MBq no
BpEMETO Ha KanuOpupane.

6.6 CnenuaiHu NPE/NAHA MEPKH UPH H3XBLPJISHE 1 pabora

QO01UM IPEAYIIPEIKICH N

PaanodapmanerTriviTe TPAORa JAa Obar 10JIyUCHH. H310/13BAITH W IIPHUIIATratN caMmo ot
OTOPU3IMPaHY JHUA B CHCUHAIHINPAHH KIMHUKK. TAXHOTO NO.y4aBaHE. ChXpaHeHue.
H3M0J3BaHE, IPEHACAHE W M3XBbPAAHE Ca NPe/IMET HA HOPMATHRBHUTC AKTOBC W/MAM ChOTBETHHM
PA3PELIMTEAHN OT KOMIIETEHTHHA OPHIIMAJIEH OPIaH.

[ IpunaraneTo Ha pajuodapMalcBTHUHM IPO/IYKTH Ch3/1aBA PUCK 38 OKOIHHUTC X0pa OT BhHUIHO
OBIThUBAHE MM 3aMBPCSABAHE OT NPLCKH OT ypUHa, NoBLpHaT cekper v /ip. Hopaau 1e3n
PAYHIK, TPEOBRA A2 ¢¢ B3EMAT MEDPKH 34 11pe/llid3pate oT Pa/MOaKTHEHO 3aMhpEABAHE B

HeuznomssaHusdT JIEKQPCTBEH NPOAYKT HIIH OTHaAbh4CH Marcprall oT Hero '|‘p$1613a Jlace
H3XBBHPIH B ChOTBETCTBHE ¢ MECTHHTC U3IHCKBdHHA.

7. [IPUTEXATEJ HA PAZPEHIEHHUETO 3A YHOTPEBA

BIOKOSMOS S.A.

Thesi Panormos

Lavrio Attiki, 19500
I'bpuus

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

8. HOMEP(A) HA PA3PELMIEHHUETO 3A YIHOTPEDA

9. JIATA HA ITbPBO PAZPEINABAHE/MOJAHOBABAHE HA :
3A YIIOTPEBA '



10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

11/2019

1.  JAO3NMETPHUA

JlaHHMTE NOCOHEHHN NO-JI0JY MOKAZBAT JIOIMMETPHSTA, KaTKyJMpana cwraacio ICRP 106

nybnuxkauus.
AGcopOMpaNa JI03A HA ETHHHIA IEPHHGREHE PATHOAKTHRHOCT
(mGy/MBaq)
Opran Boeipacren |15 roaumen |10 rogpmen| S roanmen 1 roaumen
Han6u6petny xesu 0,012 0.016 0.024 0.039 0.071
ITukoueH Mexyp 0013 7] 006 025 | 034 0.47
KOCTHM 110BLPXHOCTH 00T TTTTooTe T 0022 | 0.034 0 0064 7
MoThi 10038 7 0039 7 0.041 | 0,046 1770063 ]
'[“"1;;3 A 0.0088 0.011 0.018 | 0.029 0.056
;fE;LHCH MEXYD 0.013 0.016 0.0247 | 0.037 0.070
CToMamHo-4YpeReH
tpawkr_ 0\ NIUUD
Cromax 0.011 0.014 0.022 | 0.035 | T0.067
Thtiku epsa 0.012 0016 1 0025 |  0.040 .__0:073 __
71%6;1(;@1)3;) : 0,013 0.016 0.025 0.039 7 _U_.O
Fopio sebeao sepmo | 0012 | 0015|0024 0038 | 0070
JIoNHo f1e6enio 4epro 0.014 - 0.017 ' '05027 0.041 1 0.070
ChpLe 0.067 0087 | 0.13 0.21 177038
BuGpewn 0017 0021 0.029 0.045 0.078
zl—(;w_;l_;o% b 0021 - 0.028 - 0.042 00637 )OIZ
Be, ﬂ',}'}lpo_ﬁ_e;;** B 0.020 - 0.029 - 0.041 0.062 R
Myckynu 0.010 0.013 0020 ] 0,033 0.062
X panonpoBoa 0,012 0.015 - 0.022 0.035 0.066
F— 0.014 0018 07 | 0043 | 0076 |
Haskpeac 0.013 00160 7 0.026 1 0040 0076 B
UepeH KOCTEH MOTHK 0,011 0.014 00210 0032 0.059
Komua 0.0078 00006 | 0.015 | 0.026 0.050
Tanax 0011 0014 U002 0035 T 0066 |
T;c;;;u B T 0.011 - 0.014 1024 0.037 " 0066 -
Tumycmua wnesa 0.012 0,015 0.022 0.035 | 0066
Tupouana xesa B 0.010_ 0.013 0.021
MaTka 0.018 0,022 0,036
Ocravgure oprann | 0012 | 0015 002
Edexrusna noia 0.019 0.024 0.037

Edexrusna nosa
(mSv/MBq)




EdexTrpnaTa 103a B pe3ylitar OT NpUIaraHe na Rh3pacTeH TAIMCHT 11a MakcuMarnara
npenopwurrentia nosa ot 400 MBq ¢pnyacokenriiokosa ("*F}. ¢ oxono 7.6 mSyv 3a Bb3pacTeH
nanenT, texan 70 kg.

3a npuiokena pajneakMRHOCT o1 400 MBq. THIHUIHTC pa/IHAIIMONHK A03H JIOCTABECHH /10
KPUTHUHATE OPrall MUKOYEH MEXYP. ChPIE M MO3BEK. ca pectektTusro: 52 mGy., 27 mGy u 15
mGy.

12 HHCTPYKLIUU 3A TIPUTOTBSAHE HA PAJITHO®APMAIIEBTHYHH
JJEKAPCTBEHU MPOJAYKTH

Hauut na MpuroTeaye

OnaxoBkaTa TpaOBa jla ce POBEPH NPCAK yrioTpeba 1 paltOaKTHBHOCTTA Jla C& H3MEPH €
NIOMOLITA HAa YPEA 3a U3MCPBAlIC Ha aKTUBHOCTTA.

JleKapcTBEHMAT NPOAYKT MOKE Aa CC pa3pe/iv € BOJIA 38 MHIKCKIHH,

HU3rernaneto B cripuHiloRKaTa Tpa0Ra /1a €€ OCHINECTBH 11D aCCHITHYHK YCIIOBUA. (djlakoHWTE HE
TpabBa Jia ce OTBapAT W CAIEJL KaTo ce Je3MHdEeKIMpa 3ailyliajlkarta, pasTBoOpbT Tpsadsa j1a ce
W3TEPIM NPE3 TalaTa NOCPeACTROM CIIPHHILORKA 34 €/IHOKPATHO HO/I3BANC. cuabdjigHac
MO/IXO/IAINA 3alHTa M €AHOKPATHA CTEPHIIHA HITIA WK H3II0JI3BAHKH o.0GpcHa apToMaTyiMpana
CHCTEMA 3a MpUIarane.

AKO LlENoCTTa HA TO3H (b.IIaKOH € HapyuIcHa. NpoJyKThT HE 'rpuﬁna ;@ ¢¢ u3noniea.

Kaude¢TBeH KOUTDON
PazteopbT TpabBa 4a ce IPOBEPH BH3YAMIO PC/H H3IOI3BANC. TpaOra 1a ce W3INOA3RAT CAMO
Npo3payHH pa3TBOPH. HC3 BUJIMMH HaCTHILK.




