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JIueroska: nndopmanus 3a norpedn BLsLs

["*F] ®JAI'/BUOKOCMOC 44-6937 MBq/mL nikeknnonen pasrsop
["*F] FDG/BIOKOSMOS 44-6937 MBq/mL solution for injection

dbayeokenrmokosa ("*F)/fludeoxyglucose ('*F)

[Ipouerere BHUMATEIHO ISLJIATA JIHCTOBKA HPEIH /1A 32110MHAT /1A BH HIPHJIATAT TOBA JICKAPCTBO,

ThH KATO TH Ch/ILPAKa BaxKua 3a Bac nndopmanmsi.

- 3anasere Tazu JIMcToBKa. MOKE Jla cC HaJIOKH J1a sl HPOUETETE OTHOBO.

- AKO UMAaTe HIKAKBH JIOILIHUTCIHN BLIPOCH, nonuraitre Bauus Jiekap niu (papmaliesr.

- Toga nekapcTBO € npeanucalo auuno Ha Bac. He ro npeorcrurnbaiite Ha Apyru xopa. To Moxke /1a
UM HaBpE/IM, HE3aBUCUMO Y€ NPHU3HALIMTE HA TAXHOTO 3a00JisiBaHe ca ChlUTe KaTo Batuunre.

- AKO 110JIy4HTe HAKAKBH HCXKEIAHH peakiinu, ysejlomere Bamus sickap wiam papmaienr. Tosa
BKJIIOYBA M BCHYKH BL3MOKHH HEKEJIAHW PCakilMM, HCOIMCAHN B TA3M JIMCTOBKA. BHKTE TOUKA
4,

KakBo ChABLPIKA TA3H JIMCTOBKA:

Kakso npejacrasissa ["°F] ©JII/BUOKOCMOC 1 3a KakBO ce U3110/13Ba
Kako Tps6Ba Jjia 3uaere, npeau jia usnosnszsare ['°F] dJI/EUMOKOCMOC
Kak j1a nsnoaszsare ['°F] ®JII'/EUOKOCMOC

3BH3MOXKHH HEKECIIAHH Peakilui

Kax sa coxpansiare ['°F] D) /BUOKOCMOC

ChabpKaHUe HAa ONAKOBKATA M JIOMBJIHUTE/IHA HH(popMallKs

O\ L L D

1. Kakso npencrasiasnsa ["*F] ®JII/BUOKOCMOC u 32 KAKBO €¢ H3110J13BA
Toga nekapcTBo € pajinoapmallcBTHUECH NPOJIVKT CaMo 3a JIMarHocTuyHa ynorpeoa.

AKTHBHOTO BEUIECTBO, Chbpkalllo ce BbB [*F] d)[I/TbUOKOCMOC ¢ duyjieokcurmorosa ('°F) n e
[pe/iHazHa4YeHo 3a 1oJiyyaBaie Ha pajuorpadcku n3odpaxenus Ha HAKOM YacTu ot Batuero Tsiio.

Ciiet MHXKEKTHPAHETO Ha Majiko kKostnuecTso ['*1F] D)1 /BMOKOCMOC, MeiniMicKHTE
M300paKEHUS, KOUTO CC 11OJIyHaBaT ypes ClieiHalia kamepa, [e no3BoJidT Ha Jjekaps Jjia ornpe/ie/iu
Kbjle ¢ Bausit donecrei npodiicm 1 Kak ce pa3BuBa ToM.

.8 KakBo TpsioBa 1a 3naere, upejn jia udnoassare ['°F] ©JI/BUOKOCMOC

He u3noussaiire ['*F] OJIN'BUOKOCMOC
- aKo cre ajiepruiHu KoM Quiyeokcurimokosa ("°F) mim kbM HSKOst OT oCTaHajuTe ChCTaBKH Ha TOBA
jnekapcTBo (M30poetn B TOMKa 06).

IIpeaynpexaenust u npenasnu MepKu

["oBopere ¢ Bauns siekap 1o nykjieapHa Me/iuitMna, npeu aa Bu ce npunoxu ['°F]
OJII/BUOKOCMOC:

- ako cre jinadeTuk 1 Baiwmsr jinader nonacrosiiem He ¢ danatcupa:

- aKo UMaTe MH(pCKIIMO3HA WK Bh3lajiuTelina 00JIecT;

- ako umare 1pooJicmu ¢ OLOpernTe.

Yeejiomere Barus JICKAp 1O HyKJcaphia MC/IMIIHHAa B CJICJIHHUTC ClIYHaH:




- ako cTe OpeMeHHa Uy cMATaTe, Y€ MOoXe J1a 3abpeMeHeeTe,
- aKO KbpPMHTE.

[Tpeau npunoxennero na ['°F] GJII/BMOKOCMOC Bue psabna sa:

- nuere oOUNII0 KONHYECTBO BO/IA IPCAH HAUAJIOTO Ha M3CHC/BAHETO, 32 J1a yPUHUPATE Bh3MOXKHO
NO-4YECTO MO BPEME Ha ITbPBUTE 4 Haca Chefl H3C/ICABAICTO,

- H30ArBaTE BCAKAKBA ChILECTBEHA (PU3NYECKA aKTUBHOCT;

- rAaayBaTe NoHe 4 yaca.

Hena v 10101IK
Mons rosopere ¢ Balus niexap 1o iykineapia Me/iilMHa ako ¢Te na Bu3pacT noj( 18 rojinnu.

N pyrn aexaperea ¥ [°F] ®JIII/BUOKOCMOC

Tpsabsa na kaxcre na Bauus jiekap no HykneapHa MeAMLMHA, 2KO TIPUEMATE, HACKOPO CTE NIPHEMAJTH WK
€ Bh3MOXHO /ia IPUEMATE APYFH JICKAPCTBA, Thil KATO TE MOraT Ja NOBJIHAST HA HHTEPNPETALHATA Ha

H300paXxeHusITa OT CTpatia Ha Jiekaps:
- BCHKO JIEKAPCTRO, KOSTO MOXKE /1a NPEIM3BUKA [IPOMSIHIa B HUBOTO HA KPbLBHATA 3axap (FIHKEMusi),

KAaTO JIEKApCTBA, UMALUH ChEeKT BLPXY Bh3NnanecHusTa (KOPTUKOCTEPOH/IH ), IEKapCTBRa CpeLlly
KOHBYJICHH (Bannpoat, kapbamazenut, GetnToun, dpenobapburan), nekapcrsa 3acarailld HEpBHaTa
cUcTema (aipeHaNuH, HOPaAPEHAJINH, IOTIaMKH);

- FMOKO34,;

- MHCYIINH;

- JICKapCTBA M31I0JI3RAHHM 33 YBEIHYABAHC [TPOU3BOJICTBOTO 1A KPLBHH KJICTKH.

["¥*F] ®AT/BUOKOCMOC ¢ xpana u HaMuTKH

Bue Tpsbaa na cre rnalyBaiM noHe 4 yaca npeiu NpuiloXKeHHETo Ha TO3M NPORYKT. Bre Tpsabra fa nuere
MHOIO BOJa M J1a U30RrBarTe jla 1IUCTC TCHHOCTH, CLALPKAIILM 3aXap.

Baiuusit ekap mo HykJjieapia MEJAMLUIA 11e U3MCPH KpbBiiata By 3axap npeay npunokeHUeTo Ha
JIEKAPCTBEHHS 1IPOJIYKT, BCHUIHOCT BHCOKATA KOHICHTPANMS A KPBLBHA [JIIOK03a (XHIIEPrinKeMuUs ) MOXKe

A4 3dTPYAHHU HHTCPOPCTAIIWATA OT CTPdlid ild JICKAPA.

bpemMenHOCT, KbpMEeHE K PEPTHIHTET

AKO cTe GpeMeHia UK KbPMUTC, CMSITATC, Ue MOXC J1a CTe Opemenna wid ralnupare 6peMeHHoCT, ako
CTe MPONyCHAMM UMKL, Bue Tpsibia xa ysejiomure Bauns nekap no nyxjicapHa MeAHIIMHA NIPCAY
npunoxuyero Ha ['8F| dJII/BMOKOCMOC.

Korato ¥Mare CbMHEHHE, BAXHO € 12 Ce KOHCYJITUpare ¢ 3auima nexap o Hykjicapna Me/iniinia, KOUTo
1€ HaA3KpaRa npolenypara.

AKO CcTe OpeMeHa
BaluusaT nexap 1o HykicapHa MeJIMIIMHa, KOWTO Npuiara NCKapCTBEHUS NPOAYKT LS NPEUCHY JalH
[Ton3aTa OT TOR& U3CJIC/(Balie HA/IBHILABA PUCKOBETE 110 BpeMe Ha OpeMeHHOCT.

AKO KLPMHUTE
Tpabsa fa cripere KbpMEHETO 3a 12 yaca C/ic/l MHXKCKTUPAHETO, KaTO M3NOMIIAHOTO MASKO TpsibBa aa

Obae W3XBBLPIICHO.

[loAlOBABAHETO NA KLPMCHETO TPAOBA Jla CTale Cbe ChINIACHETO Ha JICKaps 110 HyKIleapia
KOHTO LUe HaJ[3Kpasa npoucaypard.



LHlodnpane u pabota ¢ mamuny

[Mpuema ce, ye ['*F} ©AI/BMOKOCMOC usima BeposiTHOCT Jla 3acerie Bawara cnocobHOCT Aa
wodupare WK Aa U3N0N3BATE MAILIKHH,

3. Kak aa usnomsare ['°F] ®AI/BHOKOCMOC

MMa cTpuKTHY 3akoHH 3a ynorpe6ara, o6paborkara u y HHILOXKABANCTO 112 pajIModapMalieBTHYIINTE
npoayktu. ['*F] G /BMOKOCMOC e ce u3non8a camMo B CHEHUANHN KONTPOJinpanH 301U, C 1o3u
AEKapCTBEH NpoayKT ce paboTn 1 Bu ce npefocTans caMo OT Jula, KOUTO ca o0yueny ¥ KBanupuunpatu
Aa ro uanon3sat GezonacHo. Te3u nuua Lie nookKaT cliellHaniy rpuxi 3a 6e30nacHoOTO U3NO0JI3BaHE Ha

TO3H JICKAPCTBEH NPOAYKT H LIC Bu HH[t]DpMHpElT 34 CBOUTE ACHCTBHA.

JlexapaT no HykjcapHa MEAUILMIA, HAA3MPABALL ITPOLCAYPAT4, 11le NPEUSHHM 33 KoNU4ecTBOTO Ha ['°F]
OJII/BUOKOCMOC, koeTto ja ce npujtoxu 3L Batins ciydad. Tosa kotduecTBo e OLAE Bb3MOXKHO
Hal-MankoTO HeoBX0AKUMO, ¢ OrJie]l NONy4YaBaHe Ha XKenanara HHGOopMalius,

[TpenopbuuTesnatra jJo3a 3a sbapacreit ¢ 100-400 MBq (B saspckuMOCT OT TeflecHaTa Maca Ha rnaiHenTa,
THITLT KaMepa, H310JI3BaHa 32 CHUMAHE ¥ [1oJiydasanie Ha u3obpaxetine). MerpuuHarta eannui(a 3a
H3passBaHe Ha paxnnoakTHBHOCT € Merabekepen ,,Megabecquerel™ (Mi3q).

YnorpeGa npu aena U 1I0H0UIH
B cayuaid 1a ynotpe6a fipu geua W I0HOIM, KOJIHYCCTBOTO, KOCTO TpabBa aa OLae nprioxkeHo, e ce
¢choOpa3mn ¢ Tenecnata Maca Ha JIeTeTo.

[Ipunaraite na ["*F] ©JF/BUOKOCMOC u n3nrsiancnue na 1poineaypara

['3F] ©AT/BUOKOCMOC ce nmpuiiara HHTPapcloano.

EaHa uHXeKUM € J10CTaThbUHa 338 [IPOBCHJIAHE Ha H3CACIBAHETO, O KOETO rMa Hy»x1a Baiuusr iekap.
Cnen nHxekuusaTa Bue iie ce Hy»aaeTe oT nbaeH nokoi, 6e3 ja verere wik roropute. [lle Bu
MPEANOKAT HANUTKE 1 1116 BY NOMOJIAT Aa YpUHUpaTe HENOCPEACTREHO NPE/H U3CJIeABaHETO.

JlokaTo Bu cc upasur cnumkure, Bue vpsbBa j1a 6nj1cre B nsjacn nokoH. He Tpadaa ja ce asHxkuTe
HJIH I'OBOPHTE,

HpoabixnTennocT Ha NPOUCAYPATA
Bawusat nekap no HykneapHa meauiluna e By uindopmupa 3a obuyaiiHata npojtbIXKHUTENHOCT Ha

npoueaypara.
[18F1 AT /BUOKOCMOC ce npunara karo erHu41a BeHo3Ha ninkekiusa 45-60 muiyTh npean aa ce

M3MTBJAHK NPOUELYPaTa [10 NTOJyqasaleTo Ha nzobpaxuchusra. CaMoTo 1oJlyyaBaHe Ha 300paxeHusTa
upes kamepatra Tpac 30 o 60 mitny 1.

Caejn npuiarauero na {*F] ©AI/BHOKOCMOC, Bue rpabea ja:

- u3barsare OJIM3LK KOBTAKT C MAJIKH Jieda U OPCMCHHN XEid B [IPOAbLIRKCHNE 11a | 2 Yaca cnen
HHXKEKLINATA

- YPUHUPATC HCCTO, 3d J1a U3XWLPIKTE LpoayKTa o1 Bauero Tsio.

AKO BH ¢ OnJa HpUIKCHA toBeue 0T HeobXxoumaTa jo3a ['*F) @AIVBHOKOCMOC
[Ipeno3upaHeTo € MalKko BEPOATHO, 3alloTo Bre Iiie nonyunTe exnokpaTha ao3a ['*F]

OUI/BUOKOCMOC, npeyy3Ho KOHTPONHpaHa OT JIEKaps no HykacapHa MeIUlMHa, Haa
npoueaypara. Obaue, B ciiyyai Ha npeiuoznpane, Brc e NodyHHIe NOAX0ASUI0 JIeUeH




feKapsaT 1o HykaeapHa MeNLIMHA, PLKOBOJEL NPoLeaypaTa, MOXE Aa [pernopbya Aa N1UeTe H300uaue oT
TEYHOCTH, 3a Aa yckopute usxpbpasinero na [3F] ®JIII/BMOKOCMOC ot Baiuero 15110 (BChIMHOCT,

rMaBHUAT HAYMH HA W3XBLPIKHE HA TOBA JICKAPCTBO OT THIOTO ¢ npe3 OnOpeunTe upes ypunara).

AKO MMAaTe HIKAKBY JOLAHUTCIM BBIIPOCH, CRBLP3aNi ¢ ynorpebata ua ['*F] OJII/BUMOKOCMOC,
nonuTaiite Bauius nekap no HykjeapHa MeavUdHa, KOATO Habnoaasa npollenypara.

4, Bn3Moxny uekejlany peakius

KakTo BCHUKH JICKapcTea, TORA JICKAPCTBO MOXC /(@ ITPpEANU3BHKA HCKCIIAHK PCAKLIUH, BBIIPCKKA HC HC
BCCKHU ' NOJIyHdna.

To3u paauodapMaleBTHYEH NPOJYKT 1I€ BHECE HUCKO KOJIMUECTBO HOHM3Upallla paanalus ¢ MHOrO
MaJTbK PHCK OT paK U HAaCREACTBEHH aHOMAalHH.

BawuaT nekap npeueHsBa Aan KIMHAHHATA [10J133, KOSTO 1€ NoAYYHTE OT IPOoHeAYypaTa ¢
paHOhapMAaLICBTHUYHHS NPOY KT HANXBLPISE PHCKA, CHLP3aAI ¢ pajlHalnsiTa.

AKO NONYYHUTE HAKAKBY HEXKENAaHN peakuuy, yrepomere Balus neckap no Hykneapsa meaulUMHa. Tosa
BKJIKOYBA BCUMKH BL3MOXKHY HEOTIMCAHYU B Ta3M JIMCTOBKA HEXEAHU peakL UM,

CrobujaBane HA HEKENAHHM PEAKIHH

AKO NOJIYUHTE HIKAKBK HEXKCIAIIN JICKAPCTREHUW peakiliy, yscjomere Baius nekap nny gapmanest nin
MeAMUHHCKA cecrpa. ToBa BKINOUBE BCHYKHM BLIMOKIEM HCOLHCAlN B TA3H JIMCTOBKA HCXKENAHHU PEaKliin.

MoskeTe cbllo Aa ChoOIHTE HeXENaHH peaKiiny JMPEKTHO Ype3 HallMOHAJIHATA CMCTeMa 3a cbodILlaBate,
B M3anbiiHuTEeNHa aresus no nexaperaarta ya. Jamsn pyes Ne 8, 1303 Codms, Ten.: +359 2 8903417,

yebcaliT: www.bda.bg,

Kato crobuiasate HexeNaHd peaKiini, MOXeTe jid J1a,/1cTe CROosl NPUIIOC 33 NOJIy4YaBaHe Ha NOBCUE
ndopMallns OTHOCHO He30MacHOCTTa Ha TOBA JHEKAPCTRO.

S. Kak na cexpausisate ['"°F] @I /BHOKOCMOC

Hama [a BH ce HANOXY Ja ChXpaHsBaTe TO3IMW NEKAPCTBEH NPOJYKT. 103M NeKapCTBEH NTPOAYKT C¢
CBHXPaHABa 110 KOHTPOJ1A Ha CNCLMANUCT B NojIXoasny nomentet s, CLxpalcHUero Ha
paAnodapManeBTHUIH [TPOAYKTH TPsOBa j1a §1,/IC B ChOTBCTCTBHC ¢ HAHOHANNKUTE Hapenby 3a
PAAMOaKTUBHHY MATCPHAIIH,

Cnenpaulata HHOpMaLMs € NpeAHa3liayeHa camo 32 MEAMIRICKN CNCUHAJTUCTH.

To3u nekapCTBCH NPOAYKT iic TpsaOBa 1a C& M3N0A38a CIC/ CPOKA Ha I'OULHOCT, OThC/s3aN BLPXY CTHKCTA.
CpoxbT Ha rOAHOCT OTIOBAPS Ha NOCHCIHUS JICH OT HOCOHCHIHS MECCIL,

To3u nexapcTBeH NPOAYKT He TpAOBa Aa CE H3I03BA aKO ce 3abelisi3Bar BUAMMY OCIe3H 3a BIOIABAHETO
Ha KA4YECTBOTO MY.

6. C'h,[lbpﬂ{ﬂllﬂe Ha ONIAKOBKAaTA H JOULIINTWTCIHA HH(I)(}[JMHIIHH

Kaxso chanpaxa [P*F] @AN/BUOKOCMOC
- AKTHBHOTO BellecTBO € hanyacokcurmoxosa ("*°F). Eaun ml. oT pHxkeKkuMoHH




44-6937 MBq ¢nyaeokcuriiokosa (‘°F) koM aarara u yaca Ha kannGpupase.
- IlpyruTe CHCTABKH Ca: BOAA 38 MIOKEKINH, JHHATPHEB XHAPOreHUHTpaT-1,5-XHapar,
TpUHATPHEB LIUTPAT-2-XHADAT.

Kak marnexna [*F] ®IT/BHOKOCMOC 1 KaKBO ChAbPkKa ONaKOBKATA

['*F] ®AT/BUOKOCMOC ce npeanara B MHOrOZ030Ba ONMakoBKa, npospaveH dnako ¢ obem 20 mL, Tun |
no Eeponeiicka (apmaxones, ¢ r'yMeHa 3anyiianka 1 3afeyaraH ¢ ayMHHHEBA Kanauka.

Exun dnakon ceabpika 0,2 mL g0 20 mL ot pastBopa, koeTo ¢hoTBeTcTBa Ha 704-138740 MBq no
BpPEMETO Ha KaJidpupaHe.

[TpuTexaTes1 HA pa3pelicHHETO 32 ynoTpeda H NPOH3BOANTEI]

[IpuTekaTen Ha pa3pelleHHeTo 32 ynorpeda

BIOKOSMOS S.A.

Thesi Panormos

Lavrio Attiki, 19500
["bpuus

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

IIpoussoauTen

BIOKOSMOS S.A.

Thesi Panormos, 19500 Lavrio Athens
[Mpplius

Tel. No.: + 30 22920 63900

Fax No.: +30 22920 69235

BIOKOSMOS SA -~ HALKIDIKI
Lakkoma Industrial Area

63080 N. Propontida, Halkidiki
["bpuua

Tel. No.: + 30 22920 63900

Fax No.: +30 22920 69235

JlaTa Ha nOCeAHO Mpepa3riiexJaHe HA NHCTOBKATA

04/2025

[ocouenata no-noiy uHopMaLus € npeaHazHayeHa caMo 3a MEAHLKHCKH WK 34PaBHH CREUHANHCTH!
Tsnuata Kparka Xapaktepucrtrka Ha [Ipoayxra Ha ['*F] ®AT/BUMOKOCMOC e nageHa kato oTaeNeH
IIOXYMEHT B OMAKOBKATA Ha jIEKApCTBEHUA NPOAYKT C el Ja NPEAOCTaBH Ha 3APABHHTE CNCLHANTUCTH
APYTH AOMBAHUTENIHH HAYYHH H NPAaKTHYECKH AAHHH 32 [IpUNara{eTo U ynotpebara Ha To3x
panodapMaueBTHUYCH NMPOAYKT.

Mouns, nanpaserte cnpaska B KXIT (KpaTkara Xapaxrepucruka sa IIponykra tpsibsa na
KYTHATA).




