KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

1. MME HA JIEKAPCTBEHHUS [TPOJAYKT

Oy peokcurmokosa ('*®) Moupo:n 200 - 2200 MBg/mi uiKeKIMOHEH pa3TBOp
Fludeoxyglucose (**F) Monroi 200-2200 MBg/ml solution for injection

2. KAYECTBEH H KOJIMYECTBEH CHCTAB

Eaun MuHauTsp cpabpaxa 200 - 2200 MBq ¢ayacokeurnokosa (¥F) (fludeoxyglucose ('*F)) kbm natata
yaca Ha kanuopupane (to + 4h). PagnoaxkTHeHOCTTA Ha NpoAyKTa B eAuH ¢nakod Bapupa ot 40 MBq 1o 44000
MBq k®BM fatara v yaca Ha KanubpHpane.

dayop (°F) ce pasnaga ao crabunen kucaopos ('20) ¢ ppeMe Ha nonypaznad ot 110 MHHYTH 4pe3 H3TbUBaHEe
Ha MO3HTPOHHA pagualids ¢ MaKCHMaiHa eHeprud ot 634 keV, nocneaBana oT (OTOHHA aHMXHIALWOHHA
paauauus ot 511 keV.

IloMOLIHY BEWIECTBA C U3BECTHO AEHCTBHE:
Beexn Munmuiutsp dinyneokcurmokosa (°F) cwaspika 29 mg HaTpwit.

3a IbAHUA CITUCEK HA MOMOIUHHTE BEINECTBA, BUKTE TOUKA 6.1

NSNBLAHUTESHA ATEHLNS 110 TEKAPCTBATA |
3. JEKAPCTBEHA ®OPMA Kpamika xapaxmepasing Fa g T

KbM Pea. Ne evIA C:’.j o0

HH)KeKuHGHeH paBTBDp. ................................................................
ITpo3payen, De3UBETEH WM NEKO K BJIT pa3zTBop. Paspetuenue Ne

pH Ha pa3sTBOpa € Mexay 4.5 u 8.5, BG/MA/MP -

ogospenue w A K- 3 55817 TUAMY: 1

4, K/IHMHWUYHHU JAHHH

4.1 TepaneBTHYHH NOKA3AHUS

To3u nekapcTBeH NPOIYKT € NpeaHa3Ha4YeH caMo 33 JHArHOCTHUYHH LISJH.
dny neokeurnokosza (°F) e npeanasnauen 3a ynotpeba npH TomorpadMs ¢ NO3UTPOHHH EMHCHH (positron
emission tomography (PET) npu Bp3pacTHH H NeIMaTPpHYHH MALIMESHTH.

Onxonrozus

[Tpy maumeHTH NONIOKEHH HAa OHKOJOTHYHHM AMArHOCTHYHH MPOLEAYPH, C OMHCAHHE HA (PYHKLHHTE WM
bonecTute, NMpH KOMTO AMArHOCTHYHATA 1€ € MOBHUICH MPUTOK HA IIIOKO3a B ONPEAS/ICHH OpraHd UM
TbKaHH. CJIeIHUTE NOKA3aHUs ¢a A0CTAaThYHO J00pe AOKYMEHTHPAHH (BkK CBUIO TOYKA 4.4):

Huarnosa:

- XapakrepninpaHe Ha 0D0ocobeH myJIMOoHaneH Bb3el

- YCTaHOBABAHE HA PaK OT HEM3BECTEH MPOM3XO /[, PA3KPHUT HAMPpUMED 4PEe3 WKiHA aJCHONATHA, METaCcTa3H
B YCPHHUS Ap0oD WIH KOCTHTE.

- XapaKTepu3MpaHe Ha MacaTa Ha naHKpeaca.

PaznonoxeHie:

- PaxoBw o0pazyBaHud Ha rnaeara 4 BpaTa, BKIIOUHTEIHO HacO4Balla DHoncus

- lwpBuuen benoapodeH pak

- JlokanHo HanpeaHan pak Ha rbpjaTa

- Pakx Ha xpaHonposoja

-  KapuuHoM Ha naHkpeaca

- KonopekraneH pak, HO-CNELMaNHO B CIy4YauTe Ha PeIiM/IuB

- 3]10Ka4ecTBeHa TUM(pOMa

- 3nokauvecTBeHa MenaHoma, Breslow >1.5 mm wiu MeTacrasa Ha nTHMOEH Bb3e) NP




Haa3op Ha TepaneBTHYHHA OTIOBOP:
- 31g0KavecTBeHa AMMdoMa
- Pakoeu 00OpazyBaHHA Ha IJlaBara M BpaTa

YeraHoBsBaHE B ¢Ty4aid Ha OCHOBATEIHO ¢bMHEHHE 32 PEelH/IHB!

- I'mmoma ¢ BUcOKa cTeneH Ha 31okadecTBeHa gopma (11 unu [V}

- PakoBu o0pa3zyBaHHs Ha FjlaBara W Bpara

- Pak Ha wuTOBUAHATA xUIE3a (HEMENY.1ApEeH): NALMEHTH C YBEIHYEHU CEPYMHU HHBA HA TUPOTOOYIHH U
OTPHLATENHA CLIMHTHIpadHs Ha LANOTO TAJIO C PaJHOAKTHBEH HOJ

- IlnpBuueH benoapoden pak

-  Pak Ha ropaara

- KapuunHoM Ha naHkpeaca

- KonopekraneH pax

- Pax na shunnnmre

- 3noxayecTBeHa nuMmdoma

- 3710KavyecTBEHA MEJaHOMa

Kapouoaozus

Tpx KapAMONOTHYHOTO MOKA3aHHE, THATHOCTHHHATA LEN € HACOYeHAa KbM JKH3HECIIocOOHA MHOKapAHAIHA
TBKaH, KOATO NMOEMa [JIOKO3a, HO € XHUno-nepdy3upana, kaTo TpAbBa 1a OBje OlLIEHEHA NpeBAPUTENHO C
H3NO0J13BAHETO HA MPABHIHHN CIIOCOOH 33 W300pa3zaBaHe HA KPBBHHSA MOTOK.
- QOueHKa Ha MHOKapJHATHATA »KW3HECTIOCODHOCT MpH NMALMEHTH C PA3KO OTcjaabeHa QYHKLIHA Ha
JABaTa ChpAedHa KamMepa, KOHTO TIOANEKAT HA pPeBacKyjapusallus, B CIY44AHUTE, KOraTo
KOHBESHLIMOHAIHUTE ¢MOCO0H 3a H300pa3ABaHE HE Ca NPOAYKTUBHH,

Hesponoeus

HpH HCBPOJOIHMHOTO NMOKAa3aRHC, JHAIrHOCTHYHATA LCH € HHTCPHKTAIIHHAT I'TIOKO3CH XHIIOMeTA0O0IU3EM.
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Jlokanu3zauua Ha enunenroreHHUTe QOKYCH NPH MpeaonepaTHBHATA OLCHKA Ha 4acTHYHATa TeMnopaiHa
ermunerncus. dudexyuu win 6b3naiumetny 3a060196anus

[Ipy HHEKUMK HAM BB3NANTHTENHH 3a0019BaHUA THArHOCTHYHATA Lie] € ThKaH WIH CTPYKTYpH ¢ abHOPMHO
ChAbPXKaHUE HAa AKTHUBHH Oelid KPBBHH KJIETKH.
[Ipy MHQeKIHK UK BB3NATHTENHH 3a00/1IBaHHS 10CTATbYHO JOKYMEHTHPAHH €& CIIEHHTE MTOKa3aHHAL:

Jlokanu3vpane Ha abHOPMHH OrHHLIA, HATTPAB/ABALLO AHATHOCTHLUMPAHETO B CIYYal HA TPECKA ¢ HEH3ACHCH

MPOU3XOJ

HuarsocTuuvpane Ha YHQEKINA B CayUai Ha:

- lloposupana xpoHWYHA HMHQEKUMS HA KOCT W/WIM CBCEAHH CTPYKTYPH: OCTCOMHENIHT, CIIOHAWIHNT,
JUCLIKT MJIK OCTEHUT BKIIIOYUTENHO NPYA HANUYHME HA METAJIHH HMILIAHTH

- IlaudeHt ¢ quabeT cbe CbMHEHHE 3a HeBpoaprpomnatus Ha lllapko Ha XOAWIOTO, OCTCOMHENNT H / HITH
UHPEKLIHA HA MEKMTE ThKAHM.

- bonesnena Heapena nporesa

- Cpaosa nporesa

- Tpecka npu nmauuent cwe CITHH

- OrTKpuBaHe Ha CeNTHUYHH METAaCTATHMYHH OTHULIA B Cjyyal Ha DaKTepeMHa HIH €HIOKAPAUT (BXK. CHILO
Touka 4.4.).

YCTaHOBABAHE HA YABIDKEHO Bb3NAJICHUE B Cy4ai Ha:
- Capkongo3sa

- Bm3nanutesnHo 3abonsBaHe Ha YepBaTa

- Backyaur, BKAKOUYBAIL FOJCMUTE ChJAOBE

IlpocaegBaHe Ha TepanMsaTa:
Heonepabunna anBeonapHa eXMHOKOKO3a, B TBPCCHE HA AKTUBHA JIOKAIM3a1us Ha [1apa3yTa no BpeMe Ha
JICYEHHUE H CJIE] NPEKLCBAHE HA JICYEHHETO.

4.2 Jo3MpoBKa H HAYHH HA OPHJIOKEHHE

JHO3HpOBKa

Buvspacmnu u nayuenmu 8 cmapuecka 8p3pacm

IIpenopryanaTa qo3upoBKA 3a Bb3pacTen Texaw 70 kg, e 100 go 400 MBq (Ta TpabBa na ce agantupa
CbOOpA3HO C TEJECHOTO TEIJIO HA NMAalMEeHTa, TUMA Ha KaMepaTa M HauMHa Ha NOMY4aBaHe), IPWIOKEHA Ypes
AUPEKTHA UHTPABEHO3HA HHXKCKLIIHA.

Bvopeuno u vepnoopobro yspesrcoane

M3uckBa ce BHMMAaTenHa MPEUEHKA HA NPUIOKEHATA PARHOAKTHRHOCT, ThH KaTo € BBb3MOJKHA IOBHIIEHA
EKCTIO3MLIHMSA HA paJHalng TIPH Te3H NIallMeHTH.

He ca npaBeHH pa3lIMpEeHH U3CIe[BaHMA HA 1030BHA 00XBAaT M J030BMTE BapHAaLMH HA TO3HM NEKAPCTBCH
NPOAYKT NPH HOPMAaJIHH W CIISLIHAIHY TIOMYIALIKH,

DapMakokMHeTHKaTa Ha by aeokcurTiokosa (‘°F) npu yBpeieHH nalKeHTH He € XapaKTepH3HpaHa.

{leouampuuna nonyaayus

[IpunosxeHHeTO nMpH Aeua W moapacTeamuy TpAOBa Aa ce TIpeLCHSBa BHUMATEIHO Ha 0a3aTa Ha KITHMHUYHHTE
HY>KIH U C OLIEHKA Ha CHOTHOLICHHUETO PUCK/MOoN3a NMPH Ta3H NallHEHTCKA rpyna. PaTnoakTHBHOCTTA, KOATO
e Obae MAPWIOKEHA NpH Jela M MOApacTBAllM, MOXKE Ja C€ M3YWCAM CBITIACHO TPENOPBKUTE Ha

MOAPAcTBALM MOXKE J1a ce U3YHCIM Upe3 YMHOXKABaHe Ha U3XOAHaTa A03a (3a LeINTE Ha
KOePUIIMEHTHTE HA TANO- MAca, 1aJIcHH B TabaMuara no-aoiy.

A[MBq] npurosena = U3x0aHa no3a x KoeguypmeHt

H3xoanara no3a 3a AByU3IMEPHO H3o0pakeHue ¢ 25.9 MBq u 3a TpunamepHo H300parkeHUE



MBq (mpenopsuaHo npK geua).

F]fg?m KoepunuueHt '[l‘]fgr]ﬂo Koednnment i[‘lfgr]nn KoeduuueHT
3 1 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 0.86 50 10,71
12 3.14 32 7,29 52-54 11,29
i4 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 8.86 68 14.00

Hauyun Ha npuaokeHue
3a MHTPABEHO3HO NTPUITOIKERHE.

MHorono208 ¢rakoH.

PajnoakTHBHOCTTA Ha uiyaeoxcurmokosa (1 °F) TpadBa na ce MaMepBa ¢ ypea 3a M3MepBaHe Ha aKTHBHOCTTA
HETOCPeACTBEHO NPEIH HHKEKIUATE.

Hraxekumnara Ha dhayacokcurmoxosa ('°F) Tpsabea na 6bae HHTpaBeHO3HA, 32 1a ce u3berrde oGIbYBAHETO B
pe3ynTaT Ha MEeCTHO KPBBOTEUEHHE, KAKTO U Ha apTedaKkTi HA H300pasKeHHETO.

Ilpednaznu mepru, koumo mpadsa oa OvOam esemu npedu paboma Ul APUIONCERUE HA TeKAPCMBEHA
NPOOYKHI.

Ha He ce mpunara noseue ot 10 ml.

3a MHCTPYKLHH OTHOCHO pa3peXJAaHETO Ha JEKAPCTBEHMSA TPOAYKT NpPEAH NPHIATAHE, BHIKTE
TOUKH 6.6 1 12,

3a NOJAroTOBKA HA NALMEHTA BUMKTE TouKka 4.4.

[Tonyyasane na uzobpaxcenue

EMucHoHHoTO cKkaBupaHe oO0uxkHoBeHo 3anousa 45 10 60 MHHYTH cnel  HIDKEKTHUPAaHETO Ha
dnyacokcurmokosza (°F). ToBa ocurypsBa J0CTaThbYHAa paJMOAKTHBHOCT 3a aJIeKBaTHA CTaTHUCTHKA,
duty neokeurmokosa (PF)-PET moxke chiilo 3 ¢€ HANpasy 40 JBa Wik TPH 4aca ciien NPUIOKEHHETO, U TOBA

HaMaJisBa (hOHOBATA paJMOAKTHBHOCT.

AKO e HeoOXO0AHMO, B KpaTkK CPOK MOKE Jla C€ M3BBPLLAT MOBTOPHU H3C/eABaHMA ¢ (PI1y A1€OKCHIIIIOKO3a

(‘*F)-PET.
Jla He ce npunara noseue ot 10 ml.

4.3 IlporuBonokaszanng

LCBPBXYYBCTBUTEIHOCT KbM AKTHBHOTO BELIECTBO MIH KBM HIKOE OT IIOMOIIHHTE BELIEC
To4yKa 6.1.

¥

4.4 CHoenualdHd NpeaAyYNPeKACHHA H HPeANa3HH MEPKH HPH YHOTpeda

[ToreHIHan 3a cBPbLX4YBCTBUTENHOCT W AHA(WIAKTHYHH PEAKLIWH



B cnyyail, 4e Bb3HMKHE aePrUvHa wiH aHad)MNaKTHUHA peakilug, NPKUIAraseTo Ha JIEKapCTBEHHA NPOOYKT
TpsAOBa /la ce npeKkpaTH He3a0aBHO M 4KO e HeoOXO0aMMO Ja Ce 3amouHe UHTPABEHO3HO JCYCHHE. 3a na ce
OCUrypsaT HeszabaBHUTe IelicTBMS B CAy4Yad Ha CHENIHOCT, HeOOXOAMMMTE JIEKAPCTBEHH IMPOJIYKTH M
oOopy/IRaHe, KaTo eHJ0TpaxeajHa TPbOa U BEHTH/IATOP TPsAOBA Ma ca HA Pa3NOI0KEHHE.

ObocHoBaBaHe Ha UHAMBULY ATTHUA PHCK/TION3a

3a BCEKM NAUMEHT, M3JaraHeTo Ha pagudauMs Tpabea aa Obiae 00OCHOBAHO 4pe3 BB3MOMHUTE MO3H.
[IpunokenaTta 103a BbB BCEKM ciydait TpaOra na Objie B3MOKHO Hall-HMCKara ¢ L€l NOJIy4YaBaHETO Ha
Heo0X0AUMaTa JHarHoCTU4HA UH(OPMALIHAL.

bEOpeyYHH M 4epHOAPOOHH YBPEKIAHUS

[MTopaay 3HauMTennata OGwuOpeuna exckpeuMs Ha ¢ayacokcurmokosa ('°F) npH maumeHTH ¢ HaMaleHa
ObbpeyHa QyHKUMS € HeoOXOAMMO BHHMATENHO 00CHEABAHE HAa CHLOTHOWIEHHETO 10132 PHCK MPH Te3M
NalMEHTH, ThH KaTO € Bb3MOXKHO YBEIMYAaBAHEC HA MNOJIy4YEHATA PaAMALMOHHA EKCIIO3HUWA. AKTHBHOCTTA
TpAOBA /14 CC KOPHUIHpa aKo € HeoOX0aHuMO.

[leanarpuyHa nonyaauus

3a wH(opMaLHa OTHOCHO ynoTpebara B reAHaTpUYHA MOy 1aLus, BHKTe To4ukd 4.2 1 3.1.

Heobxonuma ¢ BHUMAaTENHa NpeLEHKA HA NOKAa3aHUATA, Thid KaTo edexTuBHaTa J03a Ha MBq ¢ no-BHcoka
OTKOJIKOTO TPY Bb3pacTHH (BxkK. Touka 1 1., JozuMeTpus™).

[loAroToBka Ha nNaUKEHTA

@ayaeoxcurmokosa (°d) Moupon Tpabea na ce aaBa Ha JOCTATBYHO XHAPATHPAHHU MALHEHTH, KOUTO Ca
rnaayBajiy B NPOABIDKEHME Ha MOHE 4 yaca, ¢ Les Ja € NOTYyYHd MaKCHMaHa LeneBa pajHoakTUBHOCT, ThH
KaTo MOTTBILAHETO Ha TJFOKO3aTa B KIETKHTE € orpaHuueHo (“KHHEeTHKa Ha HacHILAHETO ). KolH4ecTROTO
TeYHOCT He TpsOBa Aa ce orpaHHuasa (TpabBa Ja ce W30ArsaT HalUTKH, ChABPAKALLH MIOK034).

C nen aa ce nonyyar W3o0paskeHHUs ¢ BUCOKO KAUeCTRO M J1a e HaMa/ld H3/1aralHeTo Ha pajiHalua Ha THKOYHHUA
MEXYP, aLuMeHTHTE TpAOBa 1a ce NMoouUIpaBaT Ja MUAT JOCTATHYHH KOJIMYECTRA U J1a U3Npa3BaT CBOs MHKOUYEH
Mexyp npeau u cieg PET uscneasanero.

- OHKOR02UA U HEBPOAOCUA, U UHDEKYHO3HU Doaecmu

3a fa ce u3berHe NpekoMepHo 3aJbprKaHe Ha NPOC/ICAABAILOTO BEIECTBO B MYCKYJIa, NMPENOPbUYUTENHO € 32
NMalKMeHTHTe 1a W30ArBAT BCAKAKBM €HEPrHYHH (GHM3IWYECKH ASHHOCTH NpeaH HM3C/ICABAHETO H Aa OCTaHAT
CMIOKOWHH MEXKIY HHKEKTHPAHETO W W3C/IEBAHETO H MO BpPeME Ha MOJIYYaBaHETO Ha H300paKeHMATA
(naueHTuTe TPAOBA /1a NeXkaT ya00HO Oe3 Ja YeTaT WM FOBOPAT).

Metabonn3MbT Ha UepeOpanHaTa rAKOKO3a 3aBUCU OT AEeMHOCTTA HAa MO3bKa. 3aTOBA, HEBPOJIOrHYHHTE
U3cseIBaHK TPAOBA J1a C€ W3BbLPLUBAT C/Ie] IEPUO/L Ha PeJIaKCalHa B 33aTbMHEHA CTas W C 10-MaJIKO BLHLICH
LY M.

TecTbT Ha KpBBHATA ITIIOKO3a TPAOBA Ja C& U3BBPLUM NTPEAH MPHIIAraHEeTO, ThH KaTO XHNCPIINKEMHUATA MOXKE
1a JOBEME A0 HamaneHa uyscTBHMTenHocT xbM Dnyneokcurmokosa (1*®) Morpos, no-crneuyanHo, Koraro
[JIMKEMHATA € no-Bhucoka ot 8 mmol/L. Cemo Taka, PET ¢ dnyaeokcurmokosa (°F) Tpabea na ce usbarea
MPH JIMLA ¢ HEKOHTPOAUpaH Auader.

- Kapouonozus

HOKONKOTO MOoeMaHeTO Ha IOKO03a B MHOKapJa € WHCYJIHH-3aBHCUMO, 324 MHOKAapAH4
npenopsLUBa Norjroblane Ha 50 g rnoko3a NPHOAU3NUTENHO 1 Yac npeau NPHIaraHeTO Ha/
(%) Monpon. Bmecto ToBa, 0cobeH0 NpH NALMEHTH Che 3aXapeH AHabeT, HUBOTO Ha
. la ce Harjlacy ypes KoMOWHUpaHa HHDY3UA Ha MHCYJIHH YU IIFOKO3a (MHCYITHHO-TIIK]
He0oOX0 AHMO.

Unrepuperupane Ha PET ¢ u3o6paxennsra ot dayagokeurarokosa (1°F)
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B wuscieaBaHeTo Ha BB3NaNMTeNHM 3a00s1SBaHMs HA 4EpBaTa, UArHOCTMMHOTO TMIPEJICTABAHE HA
(ayacokcurmokosa ('°F) He e mpsko CpaBHMMO C TOBa Ha CUMHTHrpadua, winonseaiiku Genssanu Geiu
KPBBHH KJIETKH, KOeTO MOke jaa ce HasHaud npean Onyneoxcurmokosa (*F) PET wnn cnea
¢y neokeurmokosa ('°F) PET, korato e HeybeIHTENHO.

WHbekuno3HUTe H/WITH Bb3NATUTENHHTE 3a0019BaHHUA, KAKTO W PEreHEPATUBHNTE NPOLECU Ce]] Ollepalius,
MOraT Ja MPHUYMHAT 3HAUMTEIHO TOeMaHe Ha (YJCOKCHINIOKO3a (®F) u cnegosaTenHo a J0BenaT A0
¢aTKUBH NONOKUTENHH Pe3yNTaTH, KOTATO THPCEHETO HA HH(MPEKUMO3IHU WIH Bb3AAIHTEIHH IIOPAKEHHA HE
e uenTa Ha dnyaeokcurmokosa (1°F) PET. B cayuawTe, NpH KOMTO HATPYNBAHETO Ha (i1yA€OKCHITIIOKO34
(1*F) moxe 1a ce NpUUMHK OT paK, HHOEKUUA WIH Bb3MAleHHE, MOXKE 1A ca HeOOXOIUMH JOMbIHHTENHH
JHATHOCTHYHM METOAM 3a OfIpe/ICNAHE HA MPHYMHUTENA Ha NAaTOMOTHYHOTO H3MEHEHHE, 3a J1a ¢ AOITBIIHH
udopmanuara, nonydeHa ot PET c¢ duyaeokcurmokosa (®F). IIpu HSIKOM MOCTAHOBKM, Hanpumep,
H3CJieIBaHE HAa MHEJIOMA, C€ THPCAT 3/IOKAYECTBEHH M BB3ITANHTENHH GOKYCH H Te3d (POKATHY TOYKH MOTAT
Ja ce JIOKATM3UPaT ¢ roisMa TOYHOCT MO TONOrpaQCcKH KpUTEpUH, HaNpUMEpP, MOMTBLIIAHETO B
eKCTpaMeTyJIapHH 30HM W/WIH YBPE:KIaHHS Ha KOCTH M CTaBH Lle Ob/Je HETHITMYHO 3a YBPEKIAHHATA [IPH
MHOXKECTBEHA MHEJIOMAa U WISHTUDHUMPAHHTE CITyYald TpAOBa 1a ce CBbpKaT ¢ HHpEKLMS.

[ToHacTosmeM, HSMa JApPYrd KPUTEPUM 3a Pa3MO3HABAHE Ha HHGMEKUMW M BB3NANEHUA TIOCPEHCTBOM
H300pakeHus ¢ Gy acokcurmokosa (°F).

[Mopaau rongmMoTo GU3MOIOrMYHO norabade Ha ¢gayacokcuriokosa (°F) B Mo3tka, chplieTo H 610peuunTe
PET/CT ¢ du1yaeokcurmokosa (‘°F) ne € 6u1a oLieHABaHA 32 JETEKIIWA HA CENITHYHM METACTATHYHH OTHUILA
B T€3H OpraHu, KOraTo NauMeHTHT € HacOUeH NMopajd DakTepeMus UAv ¢HIOKAPIHT.

Danmue nonexuTeneH UK danumue otpunarenet pesynrar npu PET ¢ dinypeokcurmokosa ('°F) e morar
Ja € M3KIIoYaT CAe] paaMoTepamus Hpe3 MbpBUTE 2-4 Mecela. AKO KIHHMYHOTO NMOKAa3aHHE U3UCKBA [10-
panHa aMarHoctHka upes PET ¢ dnyoneokcnrmokosa (°F), npuumnara 3a no-pasHoto n3cneasane PET ¢
¢ayneokcurmokosa (°F) tpabsa ma 6b1e OCHOBATEIHO JOKYMEHTHPaHA.

OnTtuManHaTa OTCpodKa € OT 1oHe 4-6 ceAMHUM Ciiel MOCJIEAHOTO TpUilaraHe Ha XUMHOTEparus, [1o-
CHENHAITHO 3a M30i4rBaHe HA GaalIHBH OTPULIATENIHM Pe3YITATH. AKO KIMHUYHOTO [OKA3aHHE M3UCKBA TO-
paHHa quarHoctka 4pes PET ¢ dnyoneokeurmokosa (°F), ocHoBaHueTo 3a no-panHoTo Micneasane PET ¢
dnyneokcurmokosa ('°F) Tpabea na Gbae OCHOBATENHO JOKYMEHTHpaHO. B ciyuait Ha pexxum Ha
XHMHOTEpATHA C IIMKJIH 110- Kbeu oT 4 ceamuuu, uscneasanero PET ¢ dayneokeurmiokosa (®*F) tps6ea na
CE U3BBLPIUK HEMOCPEACTBEHO NPeIM HA4Ya0TO HA HOBHS LIMKDJI.

[1pu nayanHa ¢aza Ha TMMGoMa, paK Ha JOJHATA 4acT HA XPAHONPOBOAA H NPH CbMHEHHE 33 PEUHAMB HA paK
Ha gifuHMLMTe, TpsaOBa na ce B3UMAT MPEABHI CAMO ITOJIOKHTENHMTE MNPOTHO3HH CTOHHOCTH, NOpaiH

OrpaHMHEHaTa YyBCTBHTENHOCT Ha u3cieasaneTo PET ¢ dayaeokeurmokoza (°F).

@iy neokcurmokosa ((°F) He € edexTHBHA 33 OTKpHBaHE HA METACTA3M B MO3bKA.

IMpeumsHoctra Ha PET oGpasHara avarHocTtHka ¢ ¢uyaeokcurmokosa (°F) e no-no6pa npu ynorpeba Ha
PET/CT cpaeneno ¢ PET camocTosTenHa kamepa.

Korato ce u3nonzea xudpuacd PET-CT ckenep ¢ unm 0es npunarade Ha CT koHTpacTHO BEWECTBO, MOJXKE 1A
ce MOJIyYaT H3BECTHH apTedakTH Ha aTeHleHTHo-Kopurupanute PET uso6paxenus.

Cren npoueaypara
Tpsbea na ce orpaHWuM ONM3IBK KOHTAKT ¢ JAcua U OpEMEHHH >KeHHM mnpe3 NepBHTe 12 uaca cien
HHIKCKTHPAHETO.

CnenndHYHH Npeay NpeK/ISHHS
To3u nexapcTBEH NPOAYKT CbhabpAa 29 mg HaTpHil 3a eIMHMMA 1033, €KBHBaIEHTCH H4
npenopbuBaHata oT C30 MakcHMaliHa JHEBHA /103a OT 2 € HATPHI 3a BB3PaCTEH.

3a npearnasHun MePKH N0 OTHOILEHHE Ha PHCKA 33 OKOJIHATA CPeJIa, BHKTE Touxa 6.6.

4.5 BzanMoaelcTBHE ¢ APYIH JdeKAPCTBEHH NPOIYKTH H ApYrA ¢OpMH HA B3aHMO

Bcuuku JIEKAPCTBCEHH MNPOIAYKTH, KOHTO IMPOMCHAT HHUBATA H4 KPbBHATA I'MKOKO34d, M

.



YYBCTBHUTEJNHOCTTA HA H3CAEABAHETO (Hanp., KOPTHKOCTEPOMIH, BAaINpOaT, KapOamasenuH, (eHWTOMH,
denobapburan M KaTeXONaAMHHH).

[Ipn npunarane Ha axrtopw 3a cTUMyIMpaHe Ha XeMmoroesara (colony-stimulating factors (CSFs)), ce
Habo1aBa YBEIUUEHO norTbliane Ha GuyacokcHrmokos3a {('°F) B KOCTHHS MO3BK M B JaNaKa 3a HAKOJKO
anu. Toera Tpabea na ce B3ieMe npeapua mpu WHTepnpeTupadeTo Ha PET w3o0paxenusara. PaznensHeTo Ha
CSF tepanusara or PET n3o0paskeHnaTa ¢ MHTEpBAN OT MOHE 5 IHA MOXKE A4 HAMAAH TOBA B3aHMOJCHCTBHE.

[MpuaraHeTo Ha MIFOKO3a M MHCYJIMH BiIHS€ HAa NOrmbmaneto Ha dnyeokcurmoxosza (°F) B knetkute. B
cJly4aii Ha BUCOKH HHMBa H3 KPbBHA TJIHOK034a, KAKTO M HA HHCKM HMBa Ha HHCYJIMH B MJ1a3Mara, NorbIIaHeTo
Ha (uyaeokcurmokosa (°F) B opraHure u TymMopHTE C€ HaMasABa.

He ca um3BBbpUIcHH odHMUHAIHM M3CReJBaHHA Ha B3aHMOJICHCTBHETO MexXAy (UiyIeOKCHUITIIOK03a ("F) u
KOHTPACTHH BELIECTBA 3a KOMMIOTbPH3KpaHa ToMorpadus.

4.6 PepTHIATET, OPEMEHHOCT H KbpMeHe

XKenu ¢ noreHuuan 3a 3abpeMeHaBade KoraTo ce peIBHXK/1a IpUiAaraHe Ha paguopapMaleBTHUHHA NPOIYKTH
Ha JKE€Ha C MOTEHIMA 3a 3a0peMeHABAHE, BAXKHO € A ¢e OIIpeie/IM JAJIM TA ¢ U He € OpeMeHHa. AKO KeHaTa
¢ MpoIycHajla IMKB/J, TpAOBa Aa ce npueMe, d¢ ¢ OpeMeHHa, A0 JAOKa3BaHE Ha MPOTHBHOTO. AKO UMa
CBMHEHHE 3a HelHaTa MoTeHLManHa GpeMEHHOCT (3KEHATA € ChC 3aKbCHEHHE HA LIUKBJIA, 4KO UHKBJIBT € MHOTO
HEMOCTOAHEH, W T.H.), Ha MallMEeHTKaTa TpaOBa Ja ce MPeaIokKaT ATTePHATHBHH METOAN Oe3 H3NMO/3BaHe Ha
HOHM3Hpalla paaualis (aK0 MMa TakUuEBa).

bpeMeBHOCT

IIpy paguMOHYKAHIHM NpPOUEAYPH, H3BbLPUIEHH BbpXy OpPEeMEHHHM JKEHH, CE€ MOJly4YaBa paJHallMOHHO
obnbuBaHe Ha utoga. CnegoBarteliHO, MO BpeMe Ha OpeMeHHOCT TpAOBa Aa ce IpMUnarat CaMo 3ab/IKUTEITHU
M3CJIeIBAHMS, NPH KOKUTO Bb3MOKHATA MoJI3a Aaied HaJXBhPJIS PUCKa CIIpIMO MaHKaTa U II1o44.

KtpMmeHe

[Tpenu HazHauyaBaHe Ha paaModapMalleBTHUHM MPOAYKTH Ha Mailika, KOoATO KbpMH, TpAOBa aa ce B3cMe
NpeJBHA Bb3MOXKHOCTTA 33 OTJIAraHe Ha MPUJIOKEHHETO Ha paAvoOHY KIHIA J0KATO MaHKaTa cripe KbpPpMEHETO,
KaKTO M Ja ¢€ NMPEeUcHHd Ko € Hali-mpaBUnHUAT u30op Ha paguodapMaleBTHYHH NPOAYKTH, KaTo €€ HMa
NPEeABHA CEKPELMATA HAa MPOAYKTAa B KbpMaTa. AKO NPUNAraHeTo ce CYMTA 3a HeODX0AHUMO, KBPMEHETO
TpaOBa 1a ce NpeKbCcHe 3a 12 vaca, a H3noMnaHaTa KkpMa - U3XBBpJIcHa.

TpabdBa aa 6bae orpaHHyen ONU3KUAT KOHTAKT ¢ OcbeTa npes mepBUTe 12 Yaca ciiel HHXEKUHATA,

DEePTUIHTET
He ca u3sBbplLIBaHUW W3cneaBaHUA BLPXY QepTHIMTETA.

4.7 EdexTd BLpPXy cnnocodnocTTa 32 IIoPpApPAHE H padoTa ¢ MALIHHY
Henpunoxumo.
4.8 HexelaHH NeKapCcTBeHH peaKkuHH

H3anaraneTo Ha HoHM3Mpalla pajgHalug € CBbpP3aHo ¢ PUCK OT pakooOpasyBaHe U NOTEHUMAIHO Pa3BUTHE Ha
HacJIeACTBEHH aedekty. [1pn edexTuBHa no3a oT 7,6 mSv, KOraTto ce Ha3Ha4YaBa MaKCMMaJTHA NpernopbyaHa
axTiBHOCT OT 400 MBq, Te3u cTpaHH4YHH eDEKTH C€ 04aKBa /la ¢e NPOABAT € 0-MajIKa BSposT

Cpro01maBane Ha NMpeanonaracMy HEKSIaHH PeakuvH

Cro01aBaHeTo Ha NPEANOIaraéMH HEXeJaHH pPeakuMH cliell pa3pellaBaHe 3a ynoTpe
OpPoJAYKT € BakHo. ToBa MO3BO/IABa Ja MPOAB/DKA HaOMOJEHUETO Ha CHOTHOLIEH
NeKapcTBEHUA NpoAYKT. OT MEAHUHHCKHUTE CIIELHAIMCTH €€ M3MCKBA Ja ChOOWABAT B
HEXXeJlaHa peaKlus Ype3 HaUMOHANIHA CHCTEMA 3a ChOoOIIaBaHe:




HampaHuTETHA areHU A o NeKapcTBaTa
yi. ,Jaman I pyes™ Ne 8

1303 Codus

Ten.: +359 2 8903417

yebOcaiiT: www.bda.bg

4.9. Ilpenozupane
B cnyuaii Ha npuiaraHe Ha paaMalMOHHA CBpPBXA03a dayaeokcurmokosa (°F) aGcopbupanata no3a oT
natpeHTa TpAOBa 1a c& HAMANH, KbJETO € Bb3MOXKHO, YPE3 YCKOPABAHE U3BEKAAHETO HA PAJAMOHYKIHIA OT

TA10TO NOCPEACTBOM (hopcHpana AMype3a H YSCTO M3MPA3BAHE HA MUKOYHUA Mexyp. Moxe aa Obae oT nossa
1a ce oLeHH ¢PEKTHBHATA A03a, KOATO € OHila NMpUIIoXKEHa.

s. GAPMAKOJIOT'HYHU CBOHUCTBA
5.1. <PapMaKOAHHAMHYMHH CBOHCTBA

PapmakoTepal¢cBTH4YHa  Tpyna:  JHarHOCTUMHHU  pagHodapMaueBTULHM,  JAPYrM  AHArHOCTHYHH
pagHodapMalleBTHLM 3a TyMOpPHa aHarnHocthka, ATC koa: V091X 04

MdapMakoAMHAMUYHU eeKTH
B XMMHYecKHMTe KOHUEHTPALMH, H3MOJ3BaHH 3a AHArHOCTUYHM W3clieiBanus, dayaeokcurmokosa (°F) ne
M3rneskaa 1a ¥Ma HAKakBa papMakoAMHAMWYHA aKTHBHOCT.

5.2. PapMaKOKHHETHYHH CBOHCTBA

PasnpegencHue

dy neokcurmokosa ('*F) e rnokoseH aHamor, KOHTO ce HATPYNBA BLB BCHUKH KJIETKH, KOMTO HM3MOJI3BAT
FIIOK03aTa, KaTo IILPBUYEH eHEPrHeH H3ToOUHKK, Dayneokcuraokosa (°F) ce HaTpynBa B TYMOPH ¢ BUCOKO
HHMBO Ha 0OMeH Ha IIKo3a.

Cnea MHTpaBeHO3HA MIDKEKUMSA, GapMakOKHHETHUHHAT npodun Ha dnyneokcurmokosa (1°F) B ¢ba0BOTO
oTaencHue € GueKcnoHeHUManeH. BpemMeTo Ha pasnpeaciiceHHe € | MUHYTa, a BpeMeTO Ha e/IHMHHHPAHE €

NPHUOIH3HTEAHO 12 MUHYTH.

[Tpu 3apaeu nuua, Gayacokcurnrokosara (°F) ce pasnpefens no usaioto Tan0, NO-CNELUHATHO B MO3bKA H
CbPLETO, W B II0-MaJIKa CTENEH — B OenuTe ApodoBe H B YepHHA Ipob.

AGcopbums

KneTbuHoTo moemade na ¢ayacokcuriokosa ('°F) ce M3BbpliBA OT ThKaHHO-creLUWdHUHNA TPEHOCHU
CHCTEMH, KOUTO €a YaCTHYHO UHCYJIMH-3aBUCUMH M HOpaJy TOBAa MOTAT Ja Ce BAHAAT OT pUeMa Ha Xpana,
YCIOBHMATA Ha XpPaHEHE U HAIMUMETO HA 3axapeH axader. [Ipu nauMeHTH che 3axapeH auabeT ¢e HabmoaaBa
HamaseHa abcopOuus Ha Iy I€OKCHIIIOK03a (**F) B KJIETKHTE, ABJKALLA CE HA NPOMEHEHOTO pa3npeleiieHUe
B ThbKAHWTE U INTIOKO3HHUA METADOTUIBM.

®ny peoxcurmokosa (°F) ce TpancniopTHpa npes KIeThYHAaTa MEMOpPaHa 10 HAYMH, NOA06EH HA TPAHCNOpTa
Ha IIII0K03aTa, HO MpEMHHABA caMo Npe3 MbpBaTa CTHAKA Ha TIIOKOJM3a, KOeTO BOAW A0 00pa3yBaHeTo Ha
dayaeokcurmokosa (*°F)-6-docar, koiiTo ocTaBa 3aTBOPEH B TyMOpHATAa KJIETKA M II0-HATAThK HE CE
meTabonuzupa. Toit kaTo nocnensamara aegochopunauus OT BETPELUHOKIETBYUHHTE (ocdarazu e OaBHa.
Gy neokcurmokosa (°F)-6- docdar ce 3anppka B TBKaHHTE B IPOABIKCHHE Ha HAKOIKO 4aca
Ha 3a0BEPKAHE).

“®nyaeokcurmokosa ('°F) npeMunaBa npe3 KpbBHO-MO3buHaTa Gapuepa. [lpu6
- MH)KEKTHpPaHaTta /034 ce HaTpynsa B MO3bKa 710 80-100 MHHYTH cle]l MHKEKTUPAHST
" (OKYCH coMaT HaMAJICH I'VIIOKO3eH MeTabOIH3BM NMpH (PasuTe 0e3 Npunagbum.



[Mpubausurenno 3% oT HHWXKEKTHpaHara a03a ce NoeMa OT MHOKapaa B pamkure Ha 40 MHHYTH.
PaznpeneneHuero Ha dayacoxcurmokosa ('°F) B HopmanHo ¢bpue € mpeJUMHO XOMOTeHHO, obaue ca
ONUCAaH{ PErMOHANHHU paznuuns 1o 15% o oTHOWEHHE HA HHTEepBEHTPUKYIapHaTa nperpaja. Ilo Bpeme u
ClEel peBepCHBHA MHOKAP/JHA UCXEMHS, B MHOKApJHATa KJIeTKa ce 3a0enss3Ba YBEJIHYCHO NMOIrNblIaHe Ha
TIKKO3A.

0,3 % u 0,9 - 2.4 % oT UIKEKTHPAaHAaTa 103a C& HATPYIBa B MaHKpeaca U B benus qpod.

@iy neokeurnokosa (°F) ¢bmio Taka ce cBLp3Ba B NI0-MaJIKa CTENEH ¢ OYHHA MYCKYJI, GapHHKCA U YepBara.
CBbp3BaHe ¢ MYCKYJ MOKe 1a ce HabuioJaBa ciejl CKOPOLIHO HanpsaraHe v B C1y4ad Ha MYCKYJTHO YCHIIHE [0
BpeMe Ha H3CJIeIBAHETO.

Enumunupase
Enumuaupaneto Ha dnyaeokcurmokosa (°F) e raBHo 60u0peuHo, kato 20% 0T aKTHBHOCTTA CE OTAENA C
YPpHHATa IPe3 MEPBUTE ABA 4aca CNe)l MHKEKTUPAHETO.

Crbp3BaHETO KbM OBOpeuHHs napeuxum e ci1abo, Ho nopaaM dakra, ue duyaeoxcurmokoza (I°F) ce
eUMHHHpa 4pe3 OnOpeuuTe, LATaTa NHKOYHA CHCTEMA H MO-CMELHANIHO NHKOYHHAT Mexyp MoKa3Ba
3HAYHTEIHA AKTHBHOCT.

5.3 IlpeAKIMHHYHHE JAHHH 33 0€30MACHOCT

ToKCHUKONOrHYHKTE H3CIeABAHMSA ¢ MHIIIKH U TUTEXOBE COYAT, Y€ MPH eJHHUYHA UHTPABEHO3HA HHIKEKUHA OT
0,0002 mg /kg dnyneokcunmokosa ('°F), He ce HabarogaBaT cMBPTHHU clyyan. TOKCHYHOCTTA NMPH NOBTOPHO
MPHJIOKEHHE HE € OLeHeHa, Thit kato ¢uyneoxcurmokoza (°F) ce mpumara kato eauHM4Ha 103a. To3w
JIEKAPCTBEH MPOAYKT HE € MpeAHA3HAUYEH 32 PeIOBHO WIH NPOABIKHTEIHO IPUIaraHe.

HMzcneaBanus 3a MyTAr¢HHOCT U IBJIFOCPOYHH H3CICABAHMA 32 KAPLUKXHOTEHHOCT HE ¢a OMMH NMPOBEXKAAHH.
6. PAPMAILIEBTHYHH JAHHH

6.1. CnAaCHLK HA NOMOIIHHTE BelleCTBA

Boaa 3a HHXEKUHH

Kucen narpues uMtpar

Harpuee uurpar

Harpues xnopun

6.2. HechbBMeCTHMOCTH

To3u nexkapcTBeH NpOAYKT He TpadBa Aa ce cMecBa ¢ APYIH JICKApCTBEHU NPOAYKTH, C H3KIKOYEHHE Ha
[MOCOYEHHUTE B TOUYKA 6.6.

6.3. Cpok na rogHocTt

Ony neokcurmokosa (@) Moupon e npuaokum 15 gaca oT aarara M yaca Ha Kpasi Ha CHHTE3a, TIOCOYEH B
ceprudUKkara Ha napTHAaTa.

6.4. CneuHanHHA YCJIOBHA HA ChXPaHeHHe

JlekapcTBeHMs MpoAYKT TpAOBa Ja ce chXpaHsaBa IIpPH TeMmnepatypa moa 25°C B HerosaTa OpHrdHalHa
OMNaKoBKa.

CpXpaHeHHeTO Ha paavo(apMaUEcBTHYHUTE NPOAYKTH TpAOBa Aa ce HM3BbLpIUBA B --

HALWOHAJIHKTE pa3niope10M 3a palHOaKTHBHH MATEPHAN.
6.5. Bua B cLAbPAAHHE HA ONAKOBKATA

g
MHorono3oBa onakoBxKa, MakCMMyM 24 ml Oe3lBeTeH (JIaKOH OT HEYTPATHO CTHKIO [HK % ’



dapmakornies, 3aTBOPEH ChC 3aMyLIaNKa OT €CTECTBEH KayUyK U 3aneydaTaH ¢ alyMUHUEE TIPBCTEH.
Enun dnakon cpavpxa 0,2 no 20 ml paszteop, otrosapsauy Ha 200-2200 MBg/ml no BpeMe Ha kanubpHpane.

MHoroa0308 UIaKOH.

6.6. CoenHa/iHd NpeaANa3HHd MePKH NPH H3XBLPJ/IAKRE H padoTa

O61m npeaynpekaeHus

Paanodapmanestiinte TpsOBa na 6bAaT NOAYUEHH, H3MOA3BAHH Y MIPUIATaHy caMo OT OTOPH3HUPAHH JTHIIA

B CTel[HATH3UPAHA KNIMHHKH, TAXHOTO NOyyYaBaHe, CbXPaHCHHME, H3ION3BaHEe, NPeHacaHe M H3XBBP/AHE ¢a
npeaMeT HAa HOPMATHBHMTE aKTOBE W / WIM CbHOTBETHH pa3pelIMTENTHH OT KOMIETeHTHaTa OQMHIlManHa

OpraHHu3alHA.

PapuodapmanesTudre TpadBa 13 ce NPUTOTBAT IO HAYMH, KOHTO OTroBapd Ha M3HMCKBAHUATA 3a
panMauHoHHa ©Oe3onacHOCT W (apMaUeBTHYHHMTE H3HUCKBaHMA 3a KauecTBo. TpabBa aa ce B3emar

HEeODX0JHMHTE aCeNITHYHH MEPKH.

ITpunaraHeTo Ha paauodapMaueBTHYHU NIPOAYKTH CH3AaBa PHCK 32 OKOJIHMTE X0pa OT BHHINHO OObYBaHe
W/TH 3aMBbPCABAHE OT MPBLCKK OT YPHUHA, NOBBPHAT CEKpeT U Ap. [lopanu Te3u npuyuuHHM, TpaOBa 1a ce B3eMar
MEPKH 3a Npeana3BaHe OT PAAHOAKTURHO 3aMBbPCABAHE B CBOTBETCTBHUE ¢ HALIMOHATHUTE pasnopeou.

Hewsnon3gaHHAT JEKAPCTBEH IIPOAYKT WJIH OTHNAABYCH MATCpHAl OT HETO TpﬂﬁBa da CC H3XBBPJIH B
CBOTBCTCTBHUC C MECTHHUTES UIHUCKBAHHA.

7. TIPUTEXATEJ HA PARPEHIEHHUETO 3A YIIOTPEBA

S.C. Monrol Europe SRL

Str. Gradinarilor, nr. 1 ,Pantelimoq,

[lIfov county, ZIP 077145, ROMANIA

Phone: +40 21 367 48 01

Fax: +40 21 311 75 84

8. HOMEP(A) HA PABPEIIEHHETO 3A YIIOTPEBA

20150300

9. JATA HA ILPBO PA3PEIIABAHE/TIONHOBABAHE HA PA3PEUHIEHHETO 3A
YIIOTPEBA

Hara Ha nmbpBo paspewasaHde: 07.09.2015r.
JlaTta Ha nogHoBaBaHe Ha PY: 18.09.2019r.

10. JATA HA AKTYAJIUIUPAHE HA TEKCTA

08/2023

11. TO3UMEPHUSA

JlaHHUTE NMOCOYCHU NO-0JTy MMOKA3BAT JO3UMETPUATA, KankyaapaHa cbriiacHo ICRP 106
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AGcopOupana 1033 HA eIHHRENA NPHJIMKena pagacakTHBHOCT (nGy/MBq)

Opran Buipacten | 15 roquuien | 10 rogumen | 5 roaumien 1 roppmen
Han6wu0peuny skiesu 0.012 0,016 0,024 0,039 0,071
[TukoyeH Mexyp 0,130 0,160 0,250 0,340 0,470
KocTHY noBbpxHOCTH 0,011 0,014 0,022 0,034 0,064
Mo3bk 0,038 0,039 0,041 0,046 0,063
['vpan 0,0088 0,011 0,018 0,029 0,056
ArpueH mexyp 0,013 0,016 0,024 0,037 0.070
CTOMAIIHO-YPEBEH TPAKT

Cromax 0,011 0.014 0,022 0,035 0,067

THHKU yepBa 0,012 0,016 0,025 0,040 0.073

Hebeno yepso 0,013 0,016 0,025 0,039 0.070

(FopHo aebesio uepBo 0,012 0,015 0,024 0,038 0,070
| (lonno 1¢6e10 4epBo 0,014 0.017 0,027 0,041 0,070
Copue 0,067 0,087 0,13 0,21 0,38
Bropenu 0,017 0,021 0,029 0,045 0,078
Hepen apobd 0,021 0,028 0,042 0,063 0,120
benun ppobose 0,020 0,029 0,041 0,062 0,12
Myckyn 0,010 0,013 0,020 0,033 0,062
XpaHonpoBoj 0,012 0,015 0,022 0,035 0,066
HAAHHULIH 0,014 0,018 0,027 0,043 0,076
IIHHKPB&C 0,013 0,016 0,026 0,040 0,076
YepeeH KkocTeH MO3BK 0,011 0,014 0,021 0.032 0,059
Koxa 0,0078 0,0096 0,015 0,026 0,050
Hanak 0,011 0,014 0,021 0,035 0,066
TecTucH 0,011 0,014 0,024 0,037 0,066
TumycHa xe3a 0,012 0,015 0,022 0,035 0,066
Tuponana xJiesa 0.010 0,013 0,021 0,034 0,065
MaTtka 0,018 0,022 0,036 0,054 (0.090
OcraHanute opranu 0,012 0,015 0,024 0,038 0,064
fggﬁ;‘;g‘;‘; 0% 0,019 0,024 0,037 0,056 0,095

EdexTBHaTA 003a B pe3yTaT OT NPHIAraHe HA Bb3PACTEH NMALMEHT Ha MAKCHMAaJTHATa NMpenophUuMTENHA J103a
ot 400 MBq dayacokcurmokosa (**F), € okomno 7,6 mSv 3a Bb3pacTeH manueHT, Texkauy 70 kg.




12. HHCTPYKIIHH 3A IIPHI'OTBAHE HA PAJHOPAPMAILIEBTHYHH JEKAPCTBEHU
NNPOAYKTH

HayuH Ha npuroTBaHe
OnakoBkata TpsabBa Aa ce NPoBepH npead ynorpeda v pagHoaKTHBHOCTTA 1a e U3MepH ¢ NOMOLITA Ha ypes

38 U3MCpBAaHC Ha aKTHBHOCTTA.

JlekapcTBEHUAT NPOAYKT MOKE Ja ce pa3pelH ¢ HaTpHeB Xaopua 9 mg/ml nHxekunoHeH pasTeop.

HMaternavero B ¢cnipyHUoBKata TpaOBa Ja ¢€ OChIIECTBH NPH aCeNTHYHHU YcoBHA. DiakoHUTe He TpsiOBa Ja
Ce OTBAPAT M clej Karo ¢& Ae3WH(eKUMpa 3amyluajikata, pa3TBOpbLT TpAOBA Aa ce M3TErNM mpe3 Tanara
MOCPeACTBOM CIIPHMHLIOBKA 32 €THOKPATHO TOJI3BAHE, CHabeHa ¢ IMOAXO0AMLIa 3al|Ta ¥ ¢IHOKPATHA CTEPHIIHA
MTTIa WJIH M3M0JI3BaiiKy 000peHa aBTOMaTH3HPpaHa CHCTEMA 3a NPUIIaraHe.

AKo 11es10¢cTTa Ha TO3H (PJIaKoH € HapyLleHa, TPOAYKTHT He TpAOBa Ja ¢ W3Mmo3Ba.

KauecTBEH KOHTPOJI
PasTeOpbT TpaOGBa Aa ce MpoBepH BH3YanHoO npead usnonspade. TpadBa aa ce u3non3Bar caMo NMPO3IPAuHH

pa3TBOPH, O€3 BUANMH YaCTULIM.
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