HPUJIOKEHUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



vTospI JICKapCTBEH MPOAYKT IOJIC)KH Ha JOMBJIHUTEIIHO HaOmoaeHre. ToBa 111e 1mo3BoJu 0bp30To
YCTaHOBsIBaHE Ha HOBa HH(OpMAIMs OTHOCHO O0e30macHOCTTa. OT METUITMHCKUTE CIICIIMATTUCTH CE
M3WCKBA J1a ChOOIIAaBaT BCSIKA MOA03MpaHa HeKellaHa Peakiis. 3a HaunHa Ha ChOOIIaBaHe Ha
HEKeJIaHU PEaKIuH BIKTE Touka 4.8.

1. HUME HA JIEKAPCTBEHMA TPOAYKT

Locametz 25 mukporpama KuT 3a paguodapMaieBTHUEH Mpenapar

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
®DakoHBT CHABPKA 25 MUKpOTpaMa ro3etoTun (gozetotide).
PanvoHykIuabT HE € 4acT OT KUTA.

IToMoIIHO BEMIECTBO C U3BECTHO JIEUCTBUE

®nakoHBT chAbpAKA 28,97 mg HATpHIA.

3a IBJIHUA CHUCHK Ha IIOMOIIHUTE BEIIECTBA BIKTE TouKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Kut 3a paguodapmaneBTuieH npenapar

Enun dnaxon ¢ 61 muodunusupan mpax (Mpax 3a MHKEKIIMOHEH Pa3TBoOp).

4. KJIMHUYHU JAHHHN

4.1 TepaneBTUYHU MOKA3AHUSA

To3u nekapcTBeH MPOAYKT € NpeAHa3HAUYEH caMo 3a INarHOCTUYHU LIENH.

Locametz, cien MapkupaHe ¢ painOaKTUBEH W30TOI TaIuii-08, € MoKa3aH 3a OTKPUBAHE Ha JIE3UH,
TIOJIOXKHTEIIHY 3a MpocTaTHO-crieruduyen memOpanen anturen (PSMA), upe3 no3sutpoHHo-

emucronna romorpadus (ITET) mpu Be3pacTau ¢ pak Ha npocratara (PCa), mpu clieIHUTE KINHUYHA
YCIIOBUS:

o [IppBUYHO cTanupaHe Ha MAMEHTH ¢ BUCOKOpUCKOB PCa npenn mbpBoHayaiHa KypaTHBHA
Tepanus.

o [Momo3upan pennaus Ha PCa npu maneHTH ¢ TOBUIIIABAIIY C€ HMBA Ha CEPyMHUS IPOCTATHO-
cneruduyaeH antured (PSA) cien mppBoHauanHa KypaTUBHA TEparusl.

. Wnentudunupane Ha nanueHTd ¢ PSMA-1010XHUTEIeH, IPOIPECUBEH, PE3UCTEHTEH Ha

KacTpauus MeracraTudeH pak Ha npocrtarara (MCRPC), nmpu kouto e nokazana PSMA-
TapreTHa Tepanus (Bx. Touka 4.4).

4.2 Jlo3upoOBKa M HAYMH HA MPUJIOKEHHE
To3u nekapcTBeH MPOAYKT TPSOBA J1a ce Mmpuara caMo OT 00y4eH! MEIUIIMHCKH CIICIIHAIIUCTH C

TCXHHUYCCKH OIINT B U3II0JI3BAHCTO U 60paB€HCTO CbC CPCACTBA 3a 06pa3Ha JUAardHoCTHKa B
HYKJICapHaTa MCAWIIKMHA U CaMO B CIICHUAJIM3UPAHU 3BCHA 110 HYKJICapHa MCIUIIUHA.
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I[IpenopbunTtennara no3a ramies (*®Ga) rozerorun e 1,8-2,2 MBq/kg TenecHo Terno, MUHMMaIHA 1033
111 MBq o makcumanna o3a 259 MBg.

Cneyuannu nonyrayuu
Cmapuecka 6v3pacm
He ce m3uckBa xopurnpaHe Ha J103aTa IIPU MAMEHTH HA BB3pacT 65 TOAWHU U TTOBEYE.

bvopeuno yepesicoane

Jluncear nanau 3a ramves (8Ga) ro3eToTu I Npy MAlMEHTH C YMEPEH JI0 TEXKbK/TEPMUHAJIEH CTAIHil
Ha OB0pedHo yBpexaaHe. He ce cumnra 3a HE00X0AMMO KOPUTHPAHE HA J103aTa MPH MAIUEHTH C
0B0peuHo yBpekaaHe (BXK. Touka 5.2).

YeproopobHo yspexcoane
He ce n3nckBa Kopurupane Ha J03aTa IpH MAUeHTH ¢ YePHOAPOOHO yBpexaane (BK. Touka 5.2).

Teouampuuna nonynayus
Hsama croTBeTHa ynorpeba Ha Locametz B meauaTpudHaTa MOMynanus 3a WACHTUUITpaHe Ha

PSMA-103UTHBHY JIE3UH MTPH PaK Ha IPOCTATaTa.

HauwuH Ha npuitoxxkeHue

To3u nekapcTBeH NPOAYKT € 32 HHTPABEHO3HO MIPUIIOKEHUE U MHOTOKpaTHa ynoTpeba. TpsoBa na ce
PEKOHCTUTYHPA U J1a € MapKUpa C PaJOaKTHBEH U30TOI IPEAH 1A CE IPUIIOKHU Ha MALUECHTA.

Crniesi peKOHCTUTYHpaHe ¥ MAPKUPAHE ¢ PaMOaKTHBEH H30TOII, pa3TBophT ranues (8Ga) roserorus
TpsOBa 1a ce MPUIIOKHU upe3 OaBHAa MHTPABEHO3HA HHKEKIHs. TpsiOBa 1a ce n30sATBa JTOKaTHA
eKCTpaBa3allys, BOJIEIa JI0 CIIy4aiiHO 00bYBaHE Ha MaleHTa u apredakT B o0pasa.
WmxekTupaneTo TpsioBa 1a ObJie MOCIeABaHO OT HHTPABEHO3HO MPOMHBAHE ChC CTEPHUIIEH
MHKEKITHOHEH pa3TBop Hatpues xiaopua 9 mg/ml (0,9%), 3a 1a e curypho, de 1is1ara g03a €
JI0CTaBeHa.

OOmara paMOaKTUBHOCT B CIIPUHIIOBKATA TPsIOBA JIa ce MOTBHPIU Upe3 J030B Kanrbparop
HEMOCPEICTBEHO MPEU U CIIE/ MPUIAraHeTo Ha nanueHTa. JI030BUT KanubpaTop TpsOBa 1a e
KaJuOpUpaH U Jia ChOTBETCTBA HA MEXIyHAPOJAHUTE CTaHAapTH. TpsOBa 1a ce clieBaT yKa3aHHsITa 3a
paspexane Ha pastBopa ramues (%Ga) rozerotusn (Bxk. Touxa 12).

3a DOArOTOBKA Ha IIallMCHTA BMXKTC TOYKaA 4.4,

3a YKa3daHusg OTHOCHO PEKOHCTUTYUPAHETO U MAPKHUPAHETO C PAAUOAKTUBECH U30TOIl Ha JICKAPCTBCHUSA
MNPOAYKT INpCAu MPUIIOKCHUEC BUIKTC TOYKA 12.

Ilonyuasane na obpasa

IMonyuasane Ha ITET o6pa3 ¢ ramues (*®Ga) rozetoru TpsOBa J1a ce M3BLPLIM UpPE3 CKAHUPAHE Ha
ISUIOTO TS0, KaTo CE 3aloyHe OT cpeAaTta Ha OeApOTOo U ce CTUTHE 10 ocHOBarta Ha uepena. [IET
oOpasuTe Tpsi6Ba Aa ce momyd4ar 50 70 100 MUHYTH clie; HHTPaBEHO3HOTO MPUIIOKEHNE Ha Pa3TBOP
ramues (®Ga) rozerorun.

HaganHoTo BpemMe u MpoaBIDKUTETHOCTTA Ha TTOTy9aBaHEeTO Ha oOpa3uTe TpsiOBa ma Obaat
CchOOpa3eHH C M3MOJI3BAaHOTO 00OPY/IBAHE, XapaKTEPUCTUKUTE HA MAI[UCHTA U Ha TYMOpa, 3a Jia ce
MOJTyYH BH3MOXKHO Hal-T0OPOTO KauecTBO HA 00pa3a.

IIpenopbusa ce kommoTbpHa ToMorpadus (KT) wiu sapeno marauteH pesoHadc (IMP) 3a kopekius
Ha 3aTUXBAHETO.



4.3 TIlpoTuBomoka3aHus

CBpPBXUYYBCTBHTEITHOCT KbM aKTUBHOTO BEIIIECTBO, KbM HIKOE OT IMOMOIIHUTE BEIECTBA, M30POCHU B
TOouYKa 6.1 WK KbM HAKOS OT ChCTABKUTE HA MAPKUPAHUS C PAJTUOAKTUBEH U30TOI
panunodapMaIeBTHK.

4.4 ChneuuajHu npegynpe:kaeHus U NpeAnasHu MEPKH NpH ynorpeda

MunuBuayanga 000CHOBKA HAa CHOTHOIIEHHUETO 10JI3a/PUCK

3a BCEKM MAIUCHT SKCITO3UIIHMSITA Ha pajualus TpsiOBa a € 000CHOBaHA OT BEpOsATHATA I10JI3a.
[IpuoskeHaTa paMOaKTUBHOCT BHB BCEKH CTydail TpsiOBa /1a ObIe TOTKOBA HUCKA, KOJKOTO € Haii-
pa3yMHO 3a MOJIy4YaBaHETO Ha HEOOXOAUMaTa TMarHoCTUYHa HH(OpMAITus.

K®M nmHemHa fgata HIMa TJaHHU 3a pe3yJITaTH, KOUTO Jia MOCTY kAT KaTo HH(GOpMAIUs 3a MOCIIeIBAII0
JIeYeHNe Ha MAIMeHTH C BUCOKOPHUCKOBO 3a0oisaBane, korato PSMA TIET/KT ce u3mon3sa 3a
H'prI/I‘IHO CTa[II/IpaHC.

Onutst ¢ ynorpeba Ha I1ET ¢ ranues (*Ga) roserorua 3a n360p Ha nanuenTu 3a PSMA-tapreTna
Teparnus € OrpaHUuueH JI0 MAIMSHTH C TPOrPECUBEH, PE3UCTEHTEH Ha KaCTPAlLUs METaCTaTHYCH paK Ha
npoctarara (MCRPC), kouto ca JieKyBaHH Ype3 MHXHOMpaHe Ha aHAporeHHus perentopeH (AR) mbT
¥ XMMHOTepanus, 6a3upaHa Ha TAKCaHH, M 10 U300p Ha MallMeHTH 3a IedeHue ¢ ayrenues (Y7Lu)
BUITUBOTH/ TeTpakceTaH. ChOTHOIICHUETO MOJI3a/PUCK HE MOXKE J1a Obie 0000IIICHO 3a IPYTH BUIIOBE
PSMA-tapretna Tepanus u nanreHTH ¢ MCRPC, xouTo ca nMaiu pa3inuiyHy NpeaiecTBaIN
JICYCHUSL.

Puck ot pajuanus

Tanues (*®Ga) roseTorua qonpuHacs 3a o611a NPOIBILKUTENHA KyMyJaTHBHA €KCIIO3MIIUS Ha
paauanus Ha MmalueHTa, KOeTO C€ CBbp3Ba ¢ MOBHILIEH PUCK OT pak. TpsiOBa aa ce ocurypu
Oe3omacHOCT IIpu PaboTa, MU MPOLECIYPUTE 32 PEKOHCTUTYHUPAHE U 32 MAPKUPaAHE C PaIHOaKTUBEH
W30TOII, 32 JIa C€ MPEANa3AT NAUCHTUTE U MEAUIMHCKHUTE CIICIIUATIMCTH OT CITy4aifHa eKCIO3UIHS Ha
paananus (BX. TOYKH 6.6 1 12).

Wutepnperarst Ha oOpasure ¢ ramies (¥Ga) rozerotnn

IIET c ranues (%8Ga) rozetorus Tpsa6Ba Ja ce MHTEPIPETUPAT Ype3 BU3yalHa olleHKa. ChbMHEHHMETO 32
3JI0Ka4ECTBEHU JIE3UH ce 6a3upa Ha brTelka Ha ranues (*®Ga) rozeToTua B CpaBHEHME C TO3U B
OKOJIHUTE THKaHU.

‘bureiiksT Ha ranues (®®Ga) rozeroTu He € crenudUYeH 3a paK Ha IPOCTATATa M MOJKE 14 HACTBIIU B
HOPMAJTHH ThKaHH (BXK. ToUKa 5.2), APyrH THUIIOBE PaKk U HE3JIOKAUECTBEHH MPOIECH, KOETO
MOTEHITUATHO BOJH JI0 (DaJIINBO IMOJIOKHUTETHH HAX0AKH. 3a0ensi3Ba ce yMepeH JI0 BUCOK
¢usnonornyen PSMA brteiik B 0b0penuTe, CIb3HUTE KIIE3H, YSPHHSI P00, CITIOHUCHUTE HKIIC3H U
CTeHaTa Ha MUKOYHHS MeXyp. DalBO MOJOKUTEITHUTE HAXOKU BKJIFOUBAT, 0€3 J1a ce OrpaHrYaBaT
J10 OBOPEYHOKIIETHUCH KapIIMHOM, XEIaToIeNyJIapeH KapIIMHOM, PaK Ha I'bp/aTa, paK Ha OenuTe
JIpo0oBe, 100poKavecTBEHH KOCTHH 3a00iisaBanus (Hamp. 6oject Ha Paget), OenoapobHa
CapKOMI03a/TpaHyJIoMaTo3a, IIIMOMH, MEHHHIHOMH, NaparaHrinoMu u Hedppodudpomu. ["aHrmnTe
MOJKE J1a UMUTHPAT JTUMGPHU BB3IIH.

Juarnoctrynara edektuBHOCT Ha ranues (®Ga) roseroTna Moxke 1a 6b1€ NOBIMAHA OT CEPYMHHTE
HUBa Ha PSA, aHIporeH-pelenTopHoO TapreTHO JieueHne, CTaans Ha 3a00JIsIBAHETO U pa3Mepa Ha
3JI0KQ4ECTBEHHUTE JTUM(PHHU BB3JIH (BXK. Touka 5.1).

IET o6pasute ¢ raaues (8Ga) rozerotna TpsabBa 1a ce MHTEPIIPETUPAT CAMO OT PEHTTEHOJIO3H,
00yuenu 3a pazuutane Ha [IET o6pasu ¢ ramues (%Ga) rozerorun. Haxoxxute B IIET 06pasute ¢
ramies (*®Ga) roseTorua BMHaru TpsAbBa 1a ce MHTEPIIPETUPAT BBB BPB3Ka ChC M J1a CE MIOTBBPIAT



4pe3 ApyrH AUATHOCTHYIHU METOIH (BKITIOYMTEITHO XHCTONATOJIOTHS), IPE/IH J1a C€ MPUCTHIH KbM
MoCIIe/IBaIa MPOMSIHA B JICUCHHETO Ha TAIeHTa.

IloaroroBka Ha HallMEHTA

IManuenTuTe TpsA6BaA 12 OBAAT KOOPE XUAPATHPAHHU HPENU NpHIokeHneTo Ha ranues (*8Ga) roserorun
U TpsiOBa 1a ObJaT ChBETBAHHM J]a YPUHUPAT HEMOCPEICTBEHO NPEIU U YECTO MPE3 ITBPBUTE YaCOBE
cJie]] mollyyaBaHe Ha o0pasa ¢ el HaMaJsiBaHe Ha CKCIIO3UIMATA Ha paIuallys.

CHCHI/I&J’IHI/I OpeaAYyNpEexKIACHUA

Cwovporcariue Ha Hampuul
To3su nekapcTBeH MPOAYKT chabpxka 28,97 My HaTpuil Ha MHXKEKIHS, KOUTO ca eKBUBAJICHTHH Ha
1,5% ot npenopbUNTETHHS MAaKCUMAJICH THEBEH MIPUEM OT 2 g HATPHIA 32 BB3PACTEH.

Kuceno pH u ekcmpasazauus

Huckoro pH Ha ramues (*8Ga) roserorun Moe 1a 10BeIE 10 PEAKIHS HA MACTOTO HA MHKEKTUPAHE
cien npwioxenue. CiayvaiiHa eKcTpaBa3alys MOXKe 1a IPUYNHH JOKAIHO Jpa3HEeHe, IOpaau
kucenoro pH Ha pa3tBopa. Cityuante Ha eKCTpaBa3alys TpsAOBa Aa ce JeKyBaT ChITIACHO yKa3aHUATA
Ha 3/IpaBHOTO 3aBEJICHHE.

45 B3auMmopeiicTBHE ¢ IPYTHU JeKaAPCTBEHH MPOAYKTH M APYru (JopMH HA B3aUMOo/eiicTBHE
B3 ocHoBa Ha in Vitro npoyusanus 3a Bzaumoeiicteus ranues (®Ga) roseroTun He ce ouakBa 1a uMa
KITMHIYHO 3HAYUMO B3aMMOJICHCTBHUE C APYTH JICKAPCTBEHH MPOAYKTH (BK. Touka 5.2). He ca
NPOBEKAAHU POYYBAHUS 32 B3aUMOACHCTBHATA.

4.6 @epTHANTET, OPEMEHHOCT H KbpMeHe

BpemenHoct

Locametz ue e npegHasHayeH 3a ynorpeda npu sxeHu. JIuncsar naHHM 3a yrorpebara Ha rajaues
(°®®Ga) roserotun nipu sxenn. He ca nmpoBexk1aHu MPOydYBaHKs 38 PENPOIYKTUBHA TOKCHYHOCT TIPH
#uBoTHH ¢ Tanues (¥Ga) roserotua. Benpekn ToBa BCHUKM paauo(apMaleBTHIIN, BKIIOUHTETHO
ranues (*®Ga) rozeToTr, UMaT MOTEHIMAN JIa IPMYMHAT YBpEXkIaHe Ha (eTyca.

KespMmene

Locametz He e npennasHaveH 3a ynorpeba npu xenu. Jluncsar nanuu 3a edekra Ha ranues (*Ga)
rO3eTOTHI BbPXY KbPMEHOTO HOBOPOICHO/KbpPMAUETO WK BbPXY JiakTaiusta. He ca mpoBexaaHu
NPOYYBaHHsl OTHOCHO JIAKTALMATa NpH XUBOTHU ¢ Tanues (*8Ga) roserorus.

DepTUnuTer
Jluncear nannu 3a epexra Ha ranues (®Ga) roserotun Bbpxy (epTuIMTETa IPH XOpA.
4.7 EdexTu BbpXy criocodHOCTTa 32 modupaHe U padoTa ¢ MAIIUHA

Tanues (*®Ga) rozeToTa He NOBJIUABA WU TOBJIUABA IPEHEOPEKUMO CIOCOOHOCTTA 32 MOpUpPAHE U
paboTa ¢ MaIlIMHU.

4.8 Hexenanu JieKapCTBEeHH peaKUuH

O06001menre Ha npoduiia Ha 6€30HaCHOCT

Excriosunusita Ha HOHU3MpaIa paJnanus ce CBbp3Ba C MHAYIUPAHE HA PAKOBU 3a00JISIBAaHUS U
MIOTEHIINAI 33 Pa3BUTHE Ha HacleaAcTBeHn nedektu. Thit kato edexruBHara mo3a e 0,0166 mSv/MBq,



IIpY MaKCHMaJIHa MpenophunTeana g03a 259 MB( (4,3 mSv), BeposSTHOCTTa TE3U HEKETAHN PEAKIH
Jla Ce MOSBST € HUCKA.

Jleku 110 yMepeHHU HeXeJlaHu Peakluy Bh3HUKBAT IIPY NaLUEHTH, oTydapaniu ramues (%Ga)
ro3eTOTH I, C u3KIovYeHue Ha ymopa creren 3 (0,1%).

Hait-uectute Hesxenanu peakuuu ca ymopa (1,2%), ragene (0,8%), 3amex (0,5%) u moBpbiaHe
(0,5%).

TabauyeH CIHUCHK HA HEXKEITAHUTE PCAKIINN

IpodunsT Ha Ge3onacHocT Ha ranues (%Ga) rozeToTna npu MeaMana Ha 103aTa Bb3 OCHOBA Ha
tenecHoTo Teruio 1,9 MBg/kg (muamnason: 0,9-3,7 MBag/kg) e orenen npu 1 003 manueHTH ¢
PE3UCTEHTEH Ha KacTpalys MeTaCTaTHUEH paK Ha MpocTaraTa, MoJTy4aBally Mo IpeleHKa Ha JeKapsi
Hail-moOpwust craHAapT 3a nedeHue (mpoyusane VISION).

Hexenanure peakiuu (Tabmuma 1) ca uzdbpoenu cropes cucteMo-opranet kiac mo MedDRA. Bee
BCEKH CHCTEMO-OpPTaHEeH KIIAC HEXETAHUTE PEAKIUK ca MOJIPECHH 110 YECTOTa, KaTO MMbPBHU Ca Haii-
YeCTUTE peakiui. BbB BCska Ipymia Mo 4ecToTa HeXelIaHUTE PEakiiy ca MPEJACTAaBCHH B HU3XOJISII
peI 1o OTHOILICHHE Ha TSAXHATa Cepruo3HOCT. OCBEH TOBa ChOTBETHATA KATETOPHS MO YECTOTA Ha BCSKA
HE)KeJNaHa peakins ce ocHoBaBa Ha cieanata koHBeHuus (CIOMS III): mHoro uectu (>1/10); uectn
(>1/100 no <1/10); meuectu (>1/1 000 no <1/100); pexxu (>1/10 000 mo <1/1 000); MHOTO peaKH
(<1/10 000).

Taonuua 1 Hexenanun peakuuu, Hadaonasanu npu raaues (®Ga) rozerorua

Kareropus no
Cucremo-oprasneH Kiac Hexenana peakuust
4ecToTa
Heuectu T'anene
Heuectn 3anek
CromairHo-4peBHU HapyIIEHUs Heuectn IToBpbiane
Heuectn Huapus
Heuectn Cyxorta B ycTata
Yectn YmMmopa
OO0y HapyieHUs U e)eKTH Ha MICTOTO I
Heuectn Peakiu Ha MACTOTO HAa MHXKEKTHUpPaHe
Ha IPUJIOKEHHE
Heuectu Brpucane
L PGaKLlI/II/I Ha MsICTOTO Ha MHXXKEKTHUPAHE BKJIKOYBA. X€EMATOM Ha MACTOTO HAa MHXKXCKTHUPAHE, 3aTOIJISIHE HA
MACTOTO Ha MHXKCKTHUPAHEC, C’Bp6e)K Ha MACTOTO HAa MHXXCKTUPAHE

C'BO6I]_IaBaHe Ha 1003 pPaHH HEXCJIaHU PCAKIINH

CpoO11aBaHeTo Ha T0I03UPAHH HEXKEITAH! PEaKIUK CJIe]] pa3pelaBaHe 3a yrnoTpeda Ha JIeKapCTBEHUsI
NPOAYKT € BaxkHO. TOBa MO3BOJISABA 1a TIPOIBIKK HAOIOICHUETO Ha ChOTHOIICHUETO TIOJI3a/PUCK 32
JICKapCTBEHUS MPOAYKT. OT MEUIIMHCKUTE CIICIUATHCTH CE U3MCKBA J]a ChOOIIABAT BCSIKA
MOJI03UPaHa HeXellaHa Peakiusl Yype3 HAllMOHAIHA CHCTeMa 3a ChOOIIaBaHe, TIOCOYCHA B

IIpunoxenne V.

4.9 TIlpemo3upane

B ciyuaii Ha mpuiIoKeHUE Ha CBPBX103a paauanus ¢ ranues (%Ga) roserorn, abcopoupanara
paauanyoHHa 1032 OT MalMeHTa TpAOBa Ja ce HaMalli, KOraTo € Bb3MOXKHO, KaTo ce YBEIHYH
SJIMMUHHUPAHETO Ha PaJUOHYKIIMJA OT OpraHu3Ma upe3 XuApaTUpaHe U 4ecTo ypuHupase. Moxe aa e
MOJIE3HO J1a c€ U3YMCIY epeKTUBHATA 1032 pajnanus, KOsSTO € MPUII0KEHA.



5. ®APMAKOJIOTUYHHA CBOMCTBA
51 d@apmakoaMHAMMYHU CBOiiCTBa

dapmakoTepaneBTHYHA rpyna: PagnodapmaiieBTHIHN THATHOCTHYHH CPEICTBA, APYTH
pamuodapManeBTUIHN CpEICTBA 3a TyMOpHa auarnoctuka, ATC xon: V091X14

MexaHn3bM Ha IEHCTBUE

Tanues (%8Ga) roseTorua ce cBBbp3Ba ¢ KIETKUTE, KOUTO ekcnpecupat PSMA, BKIIIOUMTETHO
3JI0KaYECTBEHU PAKOBU KJIETKU Ha IpocTaTaTa, KOUTO UMAT cBpbxekcnpecus Ha PSMA. [Nanuii-68 e
PaAMOHYKIH C EMICHOHHO U3 ThYBaHe, KOETO MO3BOJIsIBa 00pa3Ho u3ciensane upes [IET. Bp3
OCHOBa Ha MHTeH3MTeTa Ha curHanure, [IET o6pasute, nonydenu c ranues (%8Ga) roserorus,
nmokasBaT HauuueTo Ha PSMA B ThkaHUTE.

dapmakoguHAMUYHA €(DEKTH

I[Ipy XMMMYHATE KOHLEHTPALMH, U3MOJI3BaHH 3a IMATHOCTHYHY M3CleaBanus, ranues (%Ga)
ro3eTOTH/ HsAMa (apMaKOAWMHAMUYHA aKTUBHOCT.

Knnnnuna edukacHocT ¥ 6€300aCHOCT

YyBCTBUTEIHOCTTA U crienipuunocTTa Ha ranues ($Ga) roseToTun ca oleHeHt B ClIeIHUTE JBE
IMPOCIICKTUBHU IPOYYBAHUA:

B npoyusane, ormmcano ot van Kalmthout et al, 2020 r., 103 Bb3pacTHH MAIUEHTH OT MBIKKH IO C
JIOKa3aH 4pe3 OUOTICHS PaK Ha MPOCTaTaTa C XapaKTePUCTUKH 32 HHTEPMEANECPEH U BUCOK PHUCK,
MOKa3aHU 3a paslIupeHa pe3eKins Ha Ta3oBu jiuMpuu BB3aH (extended pelvic lymph node dissection,
ePLND), ca momnosxxenu na [IET/KT obpa3Ho n3cnenBane ¢ rajves (%8Ga) roserorun. I[IET/KT
obpasure ca pazdeTeHH OT JBaMa HE3aBUCHUMH 3aciielieHu orneHuTenu, kato ePLND e
XHMCTOMATOJOTWYeH pedeperteH cranaapt npu 96 ot 103 (93%) manmenT. YyBCTBUTEIHOCTTA,
Creu(pUIHOCTTA, OJTOKUTEIHUTE U OTPUIIATSTHUTE TIPEIUKTUBHE cToHOCTH (POSitive predictive
value, PPV u negative predictive value, NPV), na 6a3a nauuent, Ha [IET/KT obpasute ¢ raiues
(®8Ga) roseroTuy 3a onpenensHe Ha Metactasu B iuMbnute B3u (lymph node metastasis, LNM) ca
000061enn B Tabnuma 2.

Ta6auna 2 Pe3yaraTu 3a eppuKacHOCT NPH NANIMEHTH € PaK HA MPOCTATATA B MbPBHU CTATHUN,
NMOTBbP/IEH ¢ Ononcus

Ha 6a3a manuenTt
N=961
Yyscteurennoct (95% JAN) 42% (27, 58)
Crnemmduunoct (95% AN) 91% (79, 97)
PPV 77% (54, 91)
NPV 68% (56, 78)
! Ouennma nonynanus

CBOTBETCTBUETO MEX/y JJBAMAaTa HE3aBUCHMU 3aciielieHu oleHuTenu e K = 0,67. OT aHanm3upaHure
67 LNM, 26 ca otkpuru upe3 IIET/KT ¢ ramues (*®Ga) rozerorua, koeTo Boau 10 pesyirar 38,8%
YYBCTBHUTEIHOCT CIIPSIMO BB3IUTE. Meranara Ha JuaMeThpa Ha METACTATUIHUTE JICTIO3UTH B T€3H
otkput LNM e 7 mm (auanazon: 0,3-35). [1pu pasunranero na [1ET ca npomycnat 41 LNM ¢
MearaHa Ha MeTactaTudeH aeno3ut 3,0 mm (quanason: 0,5 g0 35,0).

B mpoyurane, omcano ot Fendler et al, 2019 r., Ha 635 BB3pacTHH MAUEHTH OT MBKKH TIOJ C
JIOKa3aH 4pe3 XUCTOMATONOT S PaK Ha mpocTaTtara u ¢ onoxumuueH peruaus (biochemical recurrence,
BCR) cnen npocrarexkromust (N=262), mpueneuenne (N=169) nwnnm u neere (N=204), ¢ HanpaBeHa
o6pasua quarnocTuka ¢ ranues (%Ga) roserorna upes IIET/KT umu IIET/SIMP. BCR e onpeznencn



ype3 cepymeH PSA >0,2 ng/ml cre moBede oT 6 ceMUIIM Clie/l TPOCTATEKTOMHUS HITH Upe3
MOBHUIIIaBaHe Ha cepyMHUs PSA ¢ Haii-manko 2 ng/ml Haji Hal-HUCKAaTa CTOWHOCT ciell TehUHUTUBHO
apyenedeHue. [lanmenture umat Meauana Ha HUBOTO Ha PSA 2,1 ng/ml Hax Hali-HUCKaTa CTOHHOCT
cren mpueneyenue (nuanason: 0,1-1 154 ng/ml). ChcraBen pedepeHTeH cTaHaapT, BKIFOYBAIILL
XHCTOIATOJIOTHSI, TIOPEIHH CepyMHM HUBa Ha PSA u Haxonku npu obpasua nuartHoctuka (KT, IMP
W/WITA CKaHHUpaHe Ha KOCTH) € HanndeH 3a 223 ot 635 (35,1%) manuenTH, a caMo XMCTOMATOIOTHIEH
pedepenren cranaapt e HamuueH 3a 93 (14,6%) manuentu. ITET/KT obpasute ca pa3yeTeHH OT

3 HE3aBUCHMHU OICHUTEIH, 3aCIICTICHH 3a KIIMHUYHATA HH(OpMAIIHs, OCBEH 3a THIIA Ha
IBPBOHAYATIHOTO JICUCHIE M HAl-CKOPOITHUTE CEpyMHH HHBa Ha PSA.

PSMA-H0I05KUTENHY JIE3UN €a OTKPUTH ITpH 475 oT 635 (75%) nauumenty, nonyuunu raaues (%8Ga)
TO3EeTOTH/I, KaTO YeCTOTaTa Ha OTKPUBAaHE 3HAYMTEIHO ce yBenn4yaBa ¢ HuBata Ha PSA. Uectorara Ha
OTKPHMBAHE Ha MOJIOKUTENHH Jie3uu py u3nonssane Ha [IET ¢ ramues (*8Ga) rozerorun ce yBenuuasa
C TIOBHIIIaBaHETO Ha cepyMHHUTE HUBa Ha PSA (Bk. Touka 4.4). HyBCTBUTETHOCTTA U MOJOKUTETHATA
npeaukTuBHA croiinocT (PPV) Ha IIET/KT o6pasnara quarnoctuka c ranues (*8Ga) rozerorun ca
0006menn B Tabmuma 3. Fleiss k nmpu onenntenute npu [IET/KT o6pa3Hara AuarHoOCTHKA C TalueB
(®8Ga) roserotun e B auanasona ot 0,65 (95% JU: 0,61, 0,70) 1o 0,78 (95% JAU: 0,73, 0,82) cpen
OlleHsIBaHKUTE 00J1aCTH (IIPOCTATHO JIOKE, TA30BU BB3JIH, MCKH ThbKaHH U3BBH Ta3a U KOCTH).

Ta6auna 3 Pe3ysararu 3a epUKaCHOCT NPH NANMEHTH C PaK HA MPOCTATATA, TOKA3aH C
xucronaroJorus, 1 BCR

CncraBen XHCTONATOJIOTHYEH
pedepeHTeH cTaHAapT pedepeHTeH CTaHAAPT
N=223! N=93!

UyBCTBUTEIHOCT Ha 06a3a MalyeHT 0

(95% JTK1) NA 92% (84, 96)
YyBCTBUTENHOCT Ha 6a3a perHoH 0

(95% JTH) NA 90% (82, 95)

PPV na 6a3a marment (95% JIN1) 92% (88, 95) 84% (75, 90)

PPV na 6a3za peruos (95% JIN1) 92% (88, 95) 84% (76, 91)

1 Ouennma IOy JIALIMS

B panzomusnpano, MHOTOIIEHTPOBO, OTBOpEeHO npoyuBane, gaza Il VISION, nsnurtsaimo
edukacHocTTa Ha Pluvicto miroc Hait-100pHs cTaHAapT 3a JeYeHHEe WK caMo Hail-100pust CTaHIapT 3a
JledeHue, e u3non3BaHa oopasHa auarsoctuxa upes [IET/KT c ranues (%8Ga) roserorus 3a
uaeHTHHIIMpaHe Ha Bb3pacTHH nanueHTH ¢ nporpecuBed PSMA-nonoxutener MCRPC pak. O6mo
1 003 maumeHTy OT MBKKHU TI0JI, KOUTO ca JIEKYBaHH C IIOHE €IMH MHXUOUTOP Ha aHIPOT€HHUS
peuenToper (AR) mbT 1 1 uiy 2 npenmecTBaly XMMUOTEPAIeBTUYHN PEXXUMH, Oa3upaHu Ha
TaKcaHH, ca OwmiIH n30paHu Bb3 ocHOBa Ha PSMA ekcripecusiTa Ha TEXHUTE JIE3UH HA PaK Ha
npocrarara. [lanuenture ca ckanupanu upe3 [IET/KT ¢ ranues (%Ga) rosetorns, 3a na ce onenn
PSMA excnipecusita B jIe3UUTe, ONpeesicHa M0 HeHTPaTH KpuTepun 3a pazuutane. [lono6penue Ha
o01aTa mpexXUBAEMOCT U MPEXKUBSIEMOCTTa 6e3 paarorpadcka mporpecus ca ChoOIIEHH B paMOTO €
PSMA-tapreTHa Teparmusi.

IlenuaTpuunga Iomyaanus

EBponeiickaTa areHuus 1o JiekapcTBaTta 0cBOO0kKAaBa OT 3aIbJDKCHUETO 3a MPEIOCTaBSIHE Ha
pe3yiATaTUTe OT NpoyyBaHMsATa ¢ Locametz BbB BCUUKH MOArPYIH HA MeJUaTpUYHATA [TOMYJIAHs 32
Busyanmsupane Ha PSMA nipu pak Ha npocrarata (Bx. Touka 4.2 3a uH(GOpMaIys OTHOCHO yroTpeda
B IICAUATPHSATA).



5.2 dapMaKkoKHHETHYHH CBOWCTBA

PasnpeneneHue

Tanues (*®Ga) rozeTotua MposiBsiBa GHEKCIOHIIUMAIHO MOBEAEHUE B KPHBTA, C OMOJOTHYEH MOIYKHBOT
6,5 MUHYTH 32 OBP3Hs KOMIIOHEHT U TEPMHHAJICH MOTYKUBOT 4,4 Yaca 3a 1o-0aBHUSI KOMIIOHEHT. Bb3
OCHOBA Ha IN VIitro JaHHU rO3eTOTH I OCHOBHO C€ pa3mpe/els B ia3mMara CbC ChOTHOIICHUE KPHB/
mwra3ma 0,71. 33% ot rozeroTrs ce CBHP3BaAT C YOBEUIKUTE MJIa3MEHH MPOTEHHH.

‘borelik B opranure

Haii-Bucoka m03a paguanus ot ramues (°8Ga) roserorun ce aGcopoupa B 6b0penuTe, CI'E3HUTE KIIE3H,
CITFOHYCHUTE XKJIC3H, CTCHATA Ha MMKOYHUS MEXYD U YSPHHS JPO0.

Nzuncnenute abcopbupanu 1031 panuaIis B Te3W OpraHH MPH MpHIIoKeHa akTuBHOCT 259 MB( ca
62,1 mGy (6u0penn), 28,5 mGy (cirb3uu xiie3n), 23,1 mGy (cmondenn sxiesn), 14,8 mGy (cTena Ha
nukouHus Mexyp) u 13,7 mGy (4epen apo0).

Buorpanchopmars

B3 ocHoBa Ha in Vitro nannu rames (*8Ga) rozerotua ce MeTaboNIM3Mpa IPEHEOPEKUMO B UEPHHUS
Ipob 1 OBOperuTe.

Enumunupane

TanmueBust (*®Ga) roserorun ce enmmuaMpa npeaumMHo upe3 6uopenute. [pudnusurento 14% ot
npunokenara no3a ranues (*8Ga) rozeToTH I ce eKCKpeTHpa B ypuHaTa 2 4aca CJIE] MHKEKTHPAHETO.

IosyXMBOT
Bb3 0cHOBa Ha OMOJOTMYHHUS ¥ TEPMUHAIHUS TTOTY)KUBOT Ha ramveBus (®Ga) rozerorun 4,4 yaca u
(hU3HYECKUS MOy XKUBOT Ha Tanii-68 — 68 MuUHYTH, TOTY4YeHHUAT e()eKTUBEH TOIYKHBOT Ha TAJINEBUS

(®8Ga) roserotun € 54 MUHYTH.

In vitro oneHKa Ha MOTEHIMANA 34 JICKADCTBEHH B3aMMOJICUCTBUS

CYP450 uzoensumu

l'ozetoTrn He € cyOCcTpaT, MHXHOUTOP WM HHAYKTOp Ha tuToxpoM P450 (CYP450) nzoensumure. He
ce ouaksa ramues (®Ga) rozerotun na nma nekapcteenu s3aumosneiicteus ¢ CYP450 cyGerparw,
WHXUOUTOPH WIIA UHIYKTOPH.

Tpancnopmepu
Tl'ozerotun He e cyocTpat Ha BCRP, P-gp, MATEL, MATE2-K, OAT1, OAT3 unu OCT2. I'ozeroTun

He ¢ uaxubutop Ha BCRP, BSEP, P-gp, MATEL, MATE2-K, OAT1, OAT3, OATP1B1, OATP1B3,
OCT1 unu OCT2. He ce ouaksa ranues (*®Ga) rozerorus 1a uMa J1eKapCcTBEHH B3aMMOJIEHCTBHS ChC
cyOcTpaTy Ha T€3U TPAHCTIOPTEPH.

CrernyansHu oIy IAIHA

Cmapuecka 6v3pacm

B ximmangaOTO ipoyuBane VISION 752 ot 1 003 (75%) nmanmenTH ca Ha Bb3pacT 65 TOIWHU WITH
noBeue. Kato 11510 He ce HaOmroaBa pa3nnka B npoduia Ha 0e30MacHOCT U e(h)UKACHOCT TIPU TE3U
MAIUCHTH CIPSIMO ITO-MJIAJH MAIUCHTH.

Bvbpeuno yepescoanelueprodpobno yepescoane
dapmMakoKMHETUKATa U OuopasnpeeieHueTo Ha ranues (*8Ga) rozerorun He ce ouaksa 1a ce
MOBJIMSABA OT OBOPEUHO/YEPHOIPOOHO YBPEKIAHE B KIMHUYHO 3HAYMMa CTEIICH.




5.3 IlpeakJUHHYHHU JAHHH 32 0€30MACHOCT

l'o3zerotun € o1icHEH BB (hapMaKOJIOTHYHH MMPOYYBAHUS 38 O€30MIACHOCT U TOKCUYHOCT MTPH
€IHOKpaTHO NpuiIoKeHne. HexnmmHuYanTe TaHH! He TToKa3BaT 0co0eH PUCK 3a Xopa Ha 0azara Ha
KOHBEHITMOHATHATE (papMaKOJIOTHYHH ITPOyYBaHus 32 0€30MaCHOCT U MPOYYBaHUS 32 TOKCHYHOCT IIPH
€THOKPATHO MPUIIOKECHHUE.

KanueporeHHoCcT ¥ MyTareHHOCT

He ca npoBex1aHu MPOy4YBaHKs 33 MyTareHHOCT U KaHIeporeHHocT ¢ ranues (*8Ga) rozeroru.

6. DAPMAIIEBTUYHU JAHHHU
6.1 Cnucbk Ha NIOMOIIHHUTE BelIeCTBA
I'enTH3nMHOBA KHCETHHA

Harpues anerat Tpuxuapar

Hatpues xmopun

6.2 HecnbBMeCTHMOCTH

To3u nekapcTBeH NPOAYKT He TPsAOBa J1a ce CMecBa ¢ APYTH JIEKAPCTBEHU NPOAYKTH, C U3KIFOUCHUE Ha
IIOCOYEHHUTE B TOUKH 6.6 11 12.

6.3 Cpok Ha rogHocT

HeotBopen ¢nakon: 1 ronuHa

Cren pekOHCTUTYHpaHe U MapKHpaHe C PaJHOAKTHBEH U30TOII € JOKa3aHa XUMHYHA U PU3HYHA
cTabmiiHOCT rpu ynotpeda 3a 6 yaca npu 30 C (k. Touka 6.4). CbxpaHsBaiiTe B U3PABEHO
MIOJIOKEHHE.

OT MUKPOOMOJIOTYHA TJIeIHA TOYKA, OCBEH aKO METOABT HA OTBapsiHe, PEKOHCTUTYHpaHEe, MapKUpaHe
C PaAMOAKTHBEH M30TOI WM PAa3TBAPSIHE M3KIIOYBA PUCK OT MUKPOOHOJIOTMYHO 3aMbpCsBaHE,

HPOJYKTHT TPOBa /1a ce U3M0JI3Ba BEIHAra.

AKO He ce U3M0J3Ba He3a0aBHO, BPEMETO H yCIIOBUSTA Ha ChXpaHEeHHE NPH YHOTpeda ca OTTOBOPHOCT
Ha TIOTPEeOUTENSI.

6.4 ChenmnaJHM ycJI0BHUS HA CbXpaHeHUe
[Ipenu pekoHcTHTyHpaHe J1a ce chxpanssa noj 25°C.

3a YCJI0BUATA HAa CbXPAHCHUC CIICA PCKOHCTUTYUPAHC U MAPKHUPAHC C paIMOAKTUBCH U30TOIT HA
JICKAPCTBCHUSA NPOAYKT BUIKTC TOYKA 6.3.

C’BXpaHeHI/IeTO Ha pa,Z[I/IO(i)apMaL[CBTI/ILII/ITC Tpﬂ6Ba Ja C€ OChIICCTBABA CbITIAaCHO HAIITMOHAJIHUTC
pa3nope;16n OTHOCHO paIUOAKTUBHUTC MAaTCpUAIH.

6.5 Bwuau chbabp:kaHHe HA ONAKOBKAaTa
Locametz ce mocTtaBs KaTO MHOTO/I030B KUT 33 paro(hapMaieBTHUHO MPUTOTBSIHE Ha HHIKEKIHOHCH

pasteop ramues (®Ga) rozeroru (Bx. Toukn 2 u 3). Locametz chabpixa equn 10 ml ¢puakon ot
CTBKJIO THII | IITIOC, 3aTBOPEH C TYMEHA 3aITyIanka U 00KaTka ¢ OTYyIIBaIlO Ce Karayde.
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6.6 ChnenuaJHu mpeana3Hu MEPKH NP U3XBBPJIsiHE U padoTa

001110 IpeAYIPEKICHUE

PamunodapmaneBTunnte TpsSOBa J1a ce MOTydaBaT, M3MOI3BAT U MPHUJIAraT caMo OT OTOPU3HUPAHH JIHIIA
B OTIpe/IeNIeHN KIIMHUYHU yCIOBHA. TSIXHOTO MOTydaBaHe, CbXpaHEHHUE, N3II0I3BaHe, TPEXBBPISTHE U
U3XBBPJISHE ca PEIMET Ha ChOTBETHHUTE HAPEIOU ¥/WITH JIMIICH3UPAHE OT KOMIIETEHTHA O(UITHaIHA
OpTaHM3aIHsL.

PaI[I/IO(l)apMaHeBTI/IHI/ITe Tp}l6Ba Ja C€ NPUTrOTBAT 110 HAYWH, KOMTO OTroBaps Ha U3UCKBAHUATA 3a
paauanioHHa 0e30IMacHOCT U 3a (1)apMaIIeBTI/I'-IHO KadcCTBO. TpH6Ba Ja C€ B3€MaT IMoaxo 11
ACCIITUYHU IIPEATIa3HU MEPKH.

CoabpkanueTo Ha (1akoHa € mpeIHa3HaueHo caMo 3a yrnorpeda Mpy NPUrOTBSIHE Ha MHKEKIIMOHEH
pastsop ramues (Ga) rozerorun u He TpsAOBa Ja ce MpMiIara JUPEKTHO HA TAlUeHTa 6e3
IpeBapUTENTHO J1a € IPEMHUHATA MPOoIIeAypara 3a MOAroToBKa (BXK. Toukd 4.2 u 12).

[Ipenma3au MEpKH, KOUTO TPsAOBA Ja OBIaT B3€TH Npear paboTa CbC WM IPIIOKEHUE HA
JIEKAPCTBEHUS IPOAYKT

[Ipeau peKOHCTUTYHpaHe ChabpikaHueTo Ha Locametz He e paanoakTusHO. Clie/l pPEKOHCTUTYHMpAHE U
MapKHpaHe ¢ PaJMOaKTHBEH H30TOI, TPAOBa Jia ce MOUTbpKa aJICKBATHO PaNAIMOHHO €KPAHUPAHE
Ha MHKEKLIMOHHHUS pa3TBop ranues (Ga) rozerorus (Bx. chio Touka 3).

Cresl peKOHCTUTYHMpaHe U MApKUPaHe C PaJH0aKTUBEH H30Tol Locametz chabp:ka cTepuiieH
MHKEKIMOHeH pasTeop ramues (8Ga) rozerorus ¢ aktusrocT 10 1 369 MBq. I'anues (3Ga)
rO3eTOTH/I HHKEKIIMOHEH Pa3TBOP ChABbPIKA CHIO COJHA KUCEIMHA, KOSTO CE T0JIyYaBa oT pa3TBopa
ranueB-68 xjopus.

Tanues (8Ga) rozeroTn MHKEKIMOHEH Pa3TBOP € CTEPUIIEH, OUCTB, OE3LBETEH Pa3TBOP 3a
MHTPaBEHO3HO MpUJIOKEHNEe, 6e3 Hepa3TBopeHH yacThuu u ¢ pH mexay 3,2 1o 6,5.

Tps6Ba 1a ce B3eMaT MOAXOAALIM AHTHCENITHYHU MEPKH, KOTaToO Ce M3TErNs U Ipuiara ranues (Ga)
TO3ETOTU/T MHXKEKITMOHEH Pa3TBOP.

IIpouenypure 3a mpuiarane TpsiOBa Aa ce MPOBEXKAAT TaKa, Ye J1a C€ CBeJlE 10 MUHUMYM PUCKBT OT
KOHTaMHUHAIIUS Ha JIEKApCTBEHUS POYKT U OT 00IbuBaHe Ha onepatopute. EQekTuBHO
PagUalMOHHO EKPAHUPAHE € 33 IbIDKUTEIIHO.

B ciy4aii ue nenoctra Ha ¢uakona Ob1e HapyIIeHa 1o KOETO | Jia € BpeMe OT MOJrOTOBKaTa Ha TO3H
JIEKapCTBEH NPOAYKT, TOH He TpIOBa Ja ce M3MOJ3Ba.

3a yKa3aHus OTHOCHO PEKOHCTUTYHpPAHE U MapKUpaHe ¢ PaAHOAKTHUBEH U30TOIl Ha JICKAPCTBEHUS
MPOAYKT MPEIU MPUIIOKESHUE BIXKTE TOUYKa 12.

Hewnsnonspanusr JICKAPCTBCH NPOAYKT WIN OTHAABYHUTC MATCPUAJIN OT HETO Tpﬂ6Ba Aa CC U3XBBPJIAT
B CbOTBECTCTBUEC C MCCTHUTC N3UCKBaAHMU.

7. HPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Upnanaus
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8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/22/1692/001

9. JATA HA ITbPBO PAZPEINABAHE/IIOJJTHOBABAHE HA PASPEIHIEHUETO 3A
YIIOTPEBA

09 nexemBpu 2022 .

10. [JATA HA AKTYAJIM3BUPAHE HA TEKCTA

11. AO3UMETPUSA

[annii-68 ce mpom3Bex/Ia ¢ IOMOLITAa HA TEHEPATOp Ha TepManmii-68/ranmmii-68 (*8Ge/*®Ga) u ce
pasmazaa ¢ moIyXUBOT 68 min 10 crabmieH nuHK-68. ['annii-68 ce pa3nana KakTo cienBa:

o 89% upe3 mo3uTpoHHA eMUCHS ChC cpenHa eHeprus 836 keV, mocneasana ot poToHHU
U3IbUBaHUS NpH aHuxuaims ¢ eneprus 511 keV (178%).

o 10% upe3 npuxBaiaHe Ha OPOUTATHH EIEKTPOHH (PEHTTEHOBH €MUCHH WU €MHUCHHU Ha Auger),
u

o 3% upe3 13 rama npexonau ot 5 Bb30yIcHU HUBA.

EdexTtupnara paauoakTusHa fno3a ramues (%Ga) rozerorus e 0,022 mSv/MBq, Boaema 10
npuOIU3UTETHO eDeKTUBHA PaJroaKTHBHA 1032 5,70 mSv 3a npuiokeHa MakCuMaliHa aKTUBHOCT
259 MBaq.

Meuanara Ha J03UTe paauaius, abcopOrpaHu B OPraHu U ThKaHU Ha Bb3pacTHU naimeHTd (N=6),
CJIe/l MHTPaBEHO3HO MHKeKTHpaHe Ha ranues (*8Ga) rozeToT, BKIHOYHTENHO HAOIIONABaHUTE
JMaIa3oHH, ca u3uncienu ot Sandgren et al, 2019, kato e n3monssan ICRP/ICRU voxel phantom cse
codryep IDAC-Dose 2.1. Meaunanara Ha abcopOupanuTe 1031 paguanus ot raaues (%Ga) rozerornn
ca nokazanu B Tabmuma 4.
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Tab6auna 4 W3unciiena Meauana Ha aGcopOupanuTe 1034 paauanus ot rajues (Ga) rozerorua

A6copOupana a03a paguauus (mGy/MBq)*

N=6
Opraun Menuana (mGy/MBQ) Junana3zon (MGy/MBQ)
Hanow0peunu xiie3u 0,048 0,0405 — 0,0548
Mo3bk 0,008 0,0065 - 0,0079
I'epau 0,008 0,0077 - 0,0087
Enmoct (KOCcTHA IOBBPXHOCT)™ 0,011 0,0095 -0,0110
Jlemu Ha ounre* 0,0051 0,0047 — 0,0054
CreHa Ha KIITbYHHUS MEXYP 0,027 0,0212 —0,0343
CreHa Ha ChPIETO 0,026 0,0236 — 0,0317
bropenu™ 0,240 0,2000 - 0,2800
Cab3au xie3n™ 0,110 0,0430 - 0,2000
CTeHa*Iia JIABaTa 4acT Ha Je0enoTo 0,014 0,0120 — 0,0140
4epBO
Yepen apooc™ 0,053 0,0380 - 0,0710
Benu npobose™ 0,016 0,0130 - 0,0170
Myckynu 0,0083 0,0073 - 0,0086
XpaHomnpoBoa® 0,014 0,0110 - 0,0150
[Taukpeac 0,019 0,0173 - 0,0209
CreHa Ha PEKTOCHUTMOHIHATA YaCT Ha 0,013 0,0108 — 0,0149
ne0esoTo YepBo
YepBeH (aKTUBEH) KOCTEH MO3BK™* 0,015 0,0140 - 0,0150
Sg;;{s*ia IICHATA 4acT Ha n1e0eIoTo 0,014 0,0120 — 0,0140
CirroHueHn xKiae3n™ 0,089 0,0740 - 0,1500
Koxa* 0,007 0,0059 - 0,0069
CreHa Ha THHKUTE YepBa 0,014 0,0129 — 0,0149
Cneska* 0,046 0,0300 - 0,1000
CreHa Ha cToMaxa™ 0,015 0,0150 - 0,0170
Tectucu™ 0,009 0,0074 —0,0089
Tumyc 0,0081 0,0072 - 0,0085
IlluToBHHA KIe3a™ 0,010 0,0090 - 0,0100
CreHa Ha MUKOYHUS MEXyp™ 0,057 0,0280 — 0,0840
Edextusna no3a (MSv/MBQg)*? 0,022 0,0204 — 0,0242

* kakTo ce chobimaBa ot Sandgren et al, 2019; croiiHocTrTe 32 BCHUKHU JPYTH OPTaHH ca U3YUCICHU Ha 0a3aTa
Ha Koe(hUIIMEeHTH 3a BpeMe-HHTerPUpaHa aKTHBHOCT Ha OPTaHUTE U3TOYHHUIIM, TyOIUKYBaHU B CTATHATA

** cp0o0MIeHo Ipu Sandgren KaTo eIMHUYHA CTOMHOCT, 0003HaYeHa KaTo “1ebeno 4epBo”

! nosure ca uzuucienu ¢ usnonssane Ha codryep IDAC-Dose 2.1.

2 nonyuenu, cernacuo ICRP Publication 103

12. UHCTPYKIUHU 3A TIPUTOTBSAHE HA PAINOPAPMALEBTULIN

Hauun Ha TIPUTOTBAHE

Cmvnka 1: Pexoncmumyupane u Mapkupane ¢ paouoakmueen u3onon

Locametz no3BosisBa QUPEKTHO NPUroTBaHe Ha ranues (%Ga) roseToTu HHKEKIMOHEH Pa3TBOP C
eJIyar OT €JIMH OT CJIEJHUTE FeHepaTopu (BXK. MO-10y 38 KOHKPETHH YKa3aHuUs 3a ynoTpeba ¢ BCEKH
TeHepaTop):

. Eckert & Ziegler GalliaPharm repmannii-68/rannii-68 (*8Ge/®®Ga) reneparop

. IRE ELIT Galli Ad repmannii-68/rannii-68 (®®Ge/®3Ga) reneparop

VYkazaHusTa 3a ynorpeda, IpeIoCTaBeHH OT MTPOU3BOAMUTENSI Ha TeHEpaTopa Ha
repMaHuii-68/ranuii-68, TpsOBa ChILO ca Ce CJIe/IBar.
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Tannes (*8Ga) rozeToTHa MHKEKIIMOHEH Pa3TBOP TPAOBA JIa Ce MPUTOTBS KATO CE CIIEBA CIIEAHATA
acenTHYHa MPOoIeaypa:

a.

0.

Maxsnere Kanadero Ha ¢urakoHa L.ocametz U mo4ncTeTe cenTyMa ¢ TAMITOH C TIOIXO/ISIIIT
AHTHCENTHUK, CIIe]l TOBA OCTaBETE CENTyMa Ja N3CHhXHE.

IIpo6wuiite centyma Ha (hmakona Locametz che cTepuiHa Uria, CBbpP3aHa ChC CTEPIIICH
BeHTHJIAIMOHEH GriIThp 0,2 MUKpOHA C IIEIT Ja ce MOoJIbpika aTMOc(hepHO HAIsITaHEe BBB

¢akoHa o Bpeme Ha mporieca Ha pekoHcTutyupane. [locraBere ¢uakona Locametz B

KOHTEMHEp C OJIOBHA 3alIUTA.

CrenBaiiTe KOHKPETHUTE MPOIICAYPH 3a TeHEPaATOpa 3a PEKOHCTUTYHPAHE U MapKUpPaHE ¢
pamnOaKTHBCH U30TOII, TIokazaHu B Tabnuia 5 u @urypu 1 u 2. Ciex TOBa MPOIBIDKETE ChC
Crplka 2.

Ta6auna 5 PekoHCTHTYHpaHe U MapKHpaHe ¢ PaAH0aKTHBEH U30ToN ¢ reHepaTopu Eckert &
Ziegler GalliaPharm u IRE ELIT Galli Ad

Axo ce u3nou3Ba renepartop Eckert & Ziegler
GalliaPharm

Axo ce uznon3Ba reneparop IRE ELIT Galli
Ad

enyupane (pasmep 21G-23G).

CB’Lp)KeTe MDBKKHA JIYEPp Ha U3XOoAHATa JIMHKUA Ha r€HEPaTOpa KbM CTCPUIIHA UTJIa 3a

Cebpxere ¢uakona Locametz AMPEeKTHO KbM M3X0HATA JIMHUS HA TEHEPAaTOpa KaTo

BBBE/ICTE UIJIaTa 3a €IyHpaHe Mpe3 T'YMEHHS CENTYM.

EnywupaiiTe nMpeKkTHO OT reHepaTtopa BB (urakona Locametz.

W3Bbpiiere enyrpaHeTo phYHO WU C IOMOIITA
Ha MOMIIa ChIITIACHO YKa3aHHATA 3a ymoTpebda Ha
re’eparopa.

Cebpxere ¢uakona Locametz upe3
BEHTWJIALIMOHHA HTJIA ChC CTEPUITHUS
BeHTWIAMOHEH GunThp 0,2 MEUKpOHA KbM
BakyyMeH (hrakoH (MuHHMaseH odeM 25 ml) ¢
momoliira Ha crepuina uria (pasmep 21G-23G)
WIN KbM IIOMIIa, 3a JIa 3aII0YHE eJIyHPaHEeTo.

Pekoncrutyupaiite tnodunu3npanus npax c
5 ml ot enyara.

Pexoncrutyupaiite tnodunusnpanus mpax c
1,1 ml or enyara.

Koraro 3aBbpinm exyupaHero, oTKaueTe
¢makona Locametz oT renepaTopa Kato
W3BaJINTE UIJIATa 32 eyHpaHe U
BEHTWJIAIIMOHHATA UTJIa ChC CTEPHITHUS
BeHTWIAMOHEH GuiThp 0,2 MUKpOHA OT
rymenus centyM. Ciiel TOBa 00bPHETE BEAHBK
(hnaxona Locametz u ro ocTaBeTe B U3IPABEHO
MIOJIOXKEHHE.

Korato 3aBbpiu enynpaneTo, mbpBo U3BagETE
CTepHITHATA UIJIa OT BAKYyMHUS (PIIAaKOH MU
OTKa4eTe BaKyyMHaTa [IOMIIa, 32 J1a Ce 3ara3u
aTMocdepHo Hajsirane BbB (prakona Locametz,
HocJie oTkavere (h1akoHa OT TeHepaTopa KaTo
U3BaJMTE U UIJaTa 3a eIyupaHe, u
BEHTWJIALIMOHHATA UIJ1a ChC CTEPUIIHUS
BeHTHIANUOHeH GunThp 0,2 MUKpOHA OT
TYMEHHS CeNTyM.
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®@urypa l Ilpoueaypa 3a peKOHCTUTYHPaHe U MAPKHPaHe ¢ PAIM0AKTHBEH U30TOM 3a
reneparop Eckert & Ziegler GalliaPharm

5ml HCI
0,1M
8Ga s HCI
8Ge/*®Ga
reHepaTop V-
20-30°C B
M3IIPaBEHO
~ TIONIOXEHHE 32
5 MUHYTH
JInopuansupan ranues (%Ga)
npax ro3eTOTH]I

®urypa 2 Ilpoueaypa 3a peKOHCTUTYHPaHe M MapKHPaHe ¢ PaM0AKTHBEH U30TOII 32
rereparop IRE ELIT Galli Ad

1,1 ml HCI
0,1 M
Ga B HCI
8Ge/%®Ga ‘
reHepaTo
patop | Bakyym
20-30°C B u3npaBeHO
9 [OJIOXKEHUE 32
A 5 MUHYTH
JInopuauzupan raaues (%Ga)
npax ro3eToTu/
Cmuvnka 2. Unkybupane
a. Wuky6upaiite pakoHa Locametz B U3MpaBeHO MOJIOKEHHUE TIPH CTallHa TEMIIEpaTypa
(20-30°C) 3a mone 5 MuHyTH 0€3 [a TO pasKJjaliare Wik pa3dobpKBare.
0. Cnen 5 MuHyTH aHanM3upaiite (akoHa, chabpxka ranues (2Ga) roseToTy MHKEKIIMOHEH

pa3TBop, 3a 00IIa painOoaKTUBHA KOHLIEHTPALH, KaTO U3I0JI3BaTe J030B KAINOpaTop, 1
3aluIIeTe pesyirara.

B. W3BbpiIeTe KOHTPOJI HA KAYECTBOTO B CHOTBETCTBUE C IIPEIOPHbUAHNUTE METOAH, 3a J1a
NPOBEPUTE AU Pa3TBOPBT OTroBaps Ha crienupukanuute (Bx. Crorka 3).
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Coxpanssaiite Quakona Locametz, cbabpskain ranues (8Ga) rozeToru HHKEKIMOHEH
pa3TBOp, B M3MPABEHO IMOJIOKEHNE B KOHTEHHEP C OJIOBHA 3aIuTa pu Temreparypa mox 30°C,
JIOKATO O'bJIC U3IOJI3BaH.

Cnen 106aBsHETO HA ranuii-68 xmopua kbM (rakona Locametz, usnonspaiite ramuesus (%Ga)
TO3eTOTH/I MHXKEKITMOHEH Pa3TBOP B paMKHTE Ha 6 Jaca.

Cmwnka 3: Cneuud)ukauuu U KOHmMpOoJ Ha Ka4yecmeonio

U3Bwpiiere KOHTPOJIA HAa KA4eCTBOTO, chriacHo Tabnuna 6, 331 npena3Ho OJOBHO CTHKIIO 32
paIualroHHa 3aluTa.

Tabauna 6 Cnemuduranuu Ha raaues (*Ga) rozeroTna MHKeKIHOHEH Pa3TBOP

Tect Kpurepum 3a npuemane Meton
BobHIeH BUJI Buctbp, mpo3paden pa3tBop 6e3 BuauMu | BusyaiiHa nmpoBepka

YaCTHUIIH

3,2-65 pH-mHIMKAaTOpHU JIEHTH
EduxacHoct Ha Hecpbp3an ranmii-68 <3% TpHKOCTONHHA XpoMaTorpadus
MapKHpaHe ¢ (ITLC, Bx. metaiiiure mMo-a0y)
H30TON

Onpenenete eukacHocTTa Ha Mapkupane Ha ranues (*8Ga) rozeToTu MHKEKIMOHEH Pa3TBOP KaTo
U3BBPIIUTE ThHKOCHOMHA Xpomartorpadus (ITLC).

IMposenete ITLC, karo uznonssare ITLC SG nenTu u nsnonssare amonues anetat 1M: meranon (1:1
V/V) karo noaBmxHa (hasa.

ITLC memoo

a.

0.

ITocrasere ITLC SG nenTara Ha pa3cTossHUE 6 cm OT TOUKaTa Ha NPUIIOXKEHHE (T.€. Ha 7 cm OT
nmonnarta gacT Ha ITLC nenrara).

Cxkanupaiite ITLC SG nentarta ¢ paguomerpudex [TLC ckenep.

N3zuncnere ehrkacHOCTTa HA MapKUpaHe KaTo HHTETpUpaTe MMKOBETE HAa XpomarorpamaTa. He
M3I0J13BaliTe PEKOHCTUTYHPAHHS U MapKUPaHUS C PaIHOAKTUBEH N30TOI IPOIYKT, aKO
npoteHTwT (%) HeCBbp3aH ranuii-68 e Hag 3%.

Cnenudukanuure Ha akTopa Ha 3aabpxane (Rf) ca kakro criensa:

Hecbp3zan ranmii-68, Rf = 0 10 0,2;
Ianues (%Ga) roszerorna, Rf = 0,8 1o 1

Cmuvnka 4: [lpunoxcernue

a.

0.

Tps0Ba 1a ce U3MoI3Ba aceNTHYHA TEXHUKA U PaAHALlIOHHA 3aIIMTa, KOraTo Ce U3TETI U
npunara ranves (%®Ga) rozeroTn MHKEKIMOHEH Pa3TBOP (BX. TOUkH 4.2 1 6.6).

IIpenu ynotpeba OlEHETE BU3yaaHO NpUTroTBeHus ramues (®Ga) ro3eToTn 1 HHmKeKIMOHEH
Pas3TBOP 3a] MPEAIa3Ho OJIOBHO CTHKIIO 3a paJualMoHHa 3amuTa. TpsoBa 1a ce U3I0JI3BaT CaMo
pa3TBOPHU, KOUTO ca OMCTpH, OE3BETHU U O€3 HEPA3TBOPEHU YaCTHLHU (BXK. TOUKHU 4.2 1 6.6).
Crnesi peKOHCTUTYHpaHe ¥ MApKUPaHe ¢ paluoakTHBeH n3oTon raaues (8Ga) rozerorun
MHXEKIIMOHEH Pa3TBOP MOXKE Jla C€ Pa3pe/iH C BOJa 32 MHKEKLUH WM HaTpueB xiuopua 9 mg/ml
(0,9%) undysnonen paszrBop 1o kpaeH odem 10 ml. Heo6xoaumo e paspexnane 10 MUHUMaICH
obem 4 ml nmpu ynorpeba na reneparop IRE ELIT Galli Ad, 3a 1a ce Hamaimu ocMoannTeTa.
Karo u3mosssaTe CIpHHIIOBKA 3a €HOKpaTHA yrmoTpeba che crepriHa uria (pasmep 21G-23G)
¥ TIPE/INa3Ball eKpaH, acelTHYHO M3TErJIeTe NpUroTBenus raaues (%Ga) rozetorns
UHKEKIIMOHEH pa3TBOp Tpenu npuiioxenue (Bx. Touku 4.2 u 6.6).

O01aTta paMOaKTUBHOCT B CIIPUHIIOBKATA TPIOBa Ja ObJe MOTBBPCHA C T030B KaIHOpaTop
HETIOCPECTBEHO TIPEIN U CIIEM IPWIOKeHHeTo Ha ranmues (*8Ga) roserorun Ha nanuenra.
JozoBusT KanuOpaTop TpsAOBa Ja € KaTuOpHpaH U 1a OTroBaps Ha MEXKAYHAPOAHUTE CTAaHAAPTH
(BX. Touka 4.2).

[onpobna uapopManys 3a TO3M JEKapCTBEH NPOIAYKT € MpeJocTaBeHa Ha yebcaiita Ha EBpomnelickaTa
areHIws 1o jekapcraaTa http://www.ema.europa.eu.
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HPUJIOKEHUE I1

MMPON3BOJUTEJL, OTTOBOPEH 3A OCBOBOXIABAHE HA
MHHAPTUHA

YCJIOBUA NJIN OTPAHUYEHUA 3A TOCTABKA U YIIOTPEBA

APYI'U YCJIIOBUSA U U3BNCKBAHUSA HA PASPEHIEHUETO 3A
YIIOTPEBA

YCJIOBUSA NI OT'PAHUYEHMUSA 3A BE3OITACHA U EOEKTUBHA
YIOTPEBA HA JIEKAPCTBEHMUS ITPOAYKT
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A.  TIIPOU3BOIUTEJI, OTTOBOPEH 3A OCBOBOKJIABAHE HA ITAPTHUIN

HwMe 1 afipec Ha TPOU3BOJIUTENS, OTTOBOPEH 3a OCBOOOKIaBaHE HA MAPTHIUTE

Advanced Accelerator Applications (Italy) S.R.L.
Via Crescentino snc

13040 Saluggia (VC)

Hranus

b. YCJIOBHUA NN OI'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlekapCTBEHUSAT MPOAYKT CE OTIyCKa M0 OrpaHUuEHO JieKapcko npeanucanue (Bx. [Ipunoxenue I:
Kpatka xapakTepucTika Ha IPOyKTa, Touka 4.2).

B. JAPYI'U YCJIOBUSI U UBUCKBAHUS HA PASPEHIEHUETO 3A YIIOTPEBA
. IlepuoguyHu aKTyaJau3npanm aokaanau 3a oezonacuoct (ITAJIB)

WsuckBanusra 3a nogaBane Ha [TAJIb 3a T0o3u JIeKapCTBEH MPOAYKT Ca MTOCOYCHH B CIIHCHKA C
pedepentaute nati Ha EBponeiickus cvio3 (EURD cnucek), npensuaeH B wi. 1078, an. 7 ot
HupextuBa 2001/83/EO, 1 BB BCHYKH CIIeIBAIN aKTYaIN3alHH, ITyOJIMKYBAaHN HA €BPONEHCKUS
yeOIopTa 3a JeKapcTBa.

ITpuTexxaTemnst Ha pasperieHrero 3a ynorpeda (ITPY) tpsodsa na nomgane nepBus [IAZlB 3a To3n
IPOAYKT B CPOK OT 6 Mecella Clie/l pa3peraBaHeTo 3a ynorpeoa.

.  YCJI0BUsA UJIN OTPAHUYEHUS 3A BE3OITACHA 1 E@OEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUS ITIPOAYKT

. Ilnan 3a ynpaBiaenue Ha pucka (ITYP)

[TputexxaTenst Ha paspeweHurero 3a yrnorpeba (I1PY) tps0OBa na u3BbpIIBa H3UCKBAHUTE AEHHOCTH U
JIECTBUS, CBBP3aHU C TIPOCiIe/siBaHe Ha JIeKapcTBeHaTa 6e30MacHOCT, MocoueHH B 0700penus [TYP,
npezncrased B Moayin 1.8.2 Ha pa3pelieHueTo 3a ynorpeda, KakTo U BbB BCHUKH CJIC/IBAIIN 0JOOpEHH
akTyanu3auuu Ha [TYP.

Axryammsupan [IYP TpsiOBa na ce moxaBa:

o 1o uckaHe Ha EBponelickaTta areHus o JeKapcTBara;

. BHHATH, KOTATO Ce M3MEHS CUCTeMaTa 3a YIpaBJIeHUE Ha PUCKA, 0COOCHO B pe3yiTaT Ha
MoJTyYaBaHe Ha HOBa MH(OpMAITHUs, KOATO MOXKE Ja TOBEJIE JI0 3HAYMMU IIPOMEHU B
ChOTHOIICHUETO IMOJI3a/PUCK, MIIK CJIC] JOCTUTAaHE Ha BayKEH eTall (BbB BPh3Ka C MPOC/IeIsIBaHe
Ha JIeKapCTBeHaTa 0€30MaCHOCT WJIU CBEXKIaHE HA PUCKA 10 MUHHMYM).

18



HPUJIOKEHHUE I11

JAHHU BBPXY OITAKOBKATA U JIMCTOBKA
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A. JAHHHU BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

BBHIIIHA KAPTOHEHA OITAKOBKA

1. HNME HA JIEKAPCTBEHUA TPOAYKT

Locametz 25 mukporpama KuT 3a paguodapMaieBTHUEH IIpernapar
TO3CTOTHU]T

‘ 2. OBSIBABAHE HA AKTUBHOTOMTE) BEIIECTBO(A)

Bceku dnakoH chappka 25 MUKpoOTrpaMa ro3eTOTH/.

‘ 3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

Hatpues xmopua, TeHTU3MHOBA KUCEMHA, HATPUEB alleTaT TpUXuapat. Buokte nucToBkaTa 3a

JOIIBJIHUTCIIHA I/IH(i)OpMaHI/I)l.

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

Kur 3a pannodapmaneBTrdeH npenapar

1 ¢makon

| 5. HAYMH HA MPUWJIOKEHUE U MHT(MIIA) HA BBBEXKIAHE

3a MHOTOKpaTHa ynoTpeoa.

[a ce pa3TBOpH M MapKHpa C paAMOaKTUBEH U30TOI Pa3TBOP Ha TajueB-68 XJIOpHI, OCUTYpEH OT

TeHepaTop Ha TepMaHuii-68/rannii-68.
[Ipenn ynorpeba npoyereTe JIMCTOBKATA.
HHTpaBeHO3HO PUIIOKEHHE CIIe]l pa3TBapsSHE H MAapKUPAHE C PAJIMOAKTHBEH H30TOI

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, UYE JTEKAPCTBEHUAT NIPOAYKT TPSABBA
JA CE CBbXPAHSABA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

Z[a C€ CbXpaHsABa HAa MACTO, HEJOCTHITHO 3a JICIIA.

‘ 7. JAPYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJANMO

JlexapcTBeH MPOIYKT, KOMTO € palMOaKTUBEH CJIe] N30TOITHO MapKHUpaHe.

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

Cren pa3TBapsiHe U M30TOIIHO MapKHpaHe, ChbXpaHsBaiTe B U3paBeHo moynokenue nog 30°C u

M3II0JI3BANTE B PaMKUTC Ha 6 gaca.
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9. CIIEIIMAJIHU YCJIOBUS HA CbXPAHEHUE

IIpenu pa3TBapsine cbxpansaBaiite mox 25°C.

10. CHELHAJIHU MPEANIASHU MEPKU INPU U3XBBPJISTHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NJIN OTHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

Hewnznon3panust JICKApCTBEH NPOAYKT WM OTHAABYHUTE MAaTCpHUaId OT HETO TpH6Ba Ja C€ U3XBBPJIAT
B CBOTBCTCTBHUEC C MCCTHUTC N3UCKBAHHA.

11. HWME U AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Upnanaus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/22/1692/001

13. TAPTHUJAEH HOMEP

ITapt. Ne

| 14, HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHUA 3A YIHOTPEBA

| 16. MH®OPMAILIMS HA BPANJIOBA A3BYKA

[Ipueto e ocHOBaHME a2 HE ce BKIOUM HH(opManus Ha bpaiinoBa a30yka.

‘ 17.  YHUKAJIEH WIAEHTUH®UKATOP — JIBYU3MEPEH BAPKO/L

Henpunoxxnmo

‘ 18. YHUKAJIEH WIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA

Henpunoxumo
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MUHHUMYM JAHHHU, KOUTO TPABBA JJA CBABPXKXAT MAJIKUTE EANVHNYHU
II'BPBUYHH OITAKOBKH

DJIIAKOH C ITPAX

1. HUME HA JIEKAPCTBEHMSA NTPOAYKT U IIBT(MIIA) HA BBBEKJIAHE

Locametz 25 pg kut 3a paanodapmaneBTHYCH MpenapaT
r03eTOTU]
VHTpaBEeHO3HO NPHUIIOKEHNE CIIE Pa3TBapsHE M U30TOITHO MapKUpaHe

‘ 2. HAYMH HA ITPUJIOKEHUE

Ha ce pa3TBOpHU U MapKupa ¢ paAHOaKTHUBEH U30TOI Pa3TBOP Ha TajIueB-68 XJIOPUI, OCUTYPEH OT
TeHepaTop Ha repMaHuii-68/ranuii-68.
IIpenu ynorpeba npoyerere JIMCTOBKATA.

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. ITAPTUJAEH HOMEP

Lot

‘ 5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

25 g

| 6. JIPYTO
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MUHHUMYM JAHHHU, KOUTO TPABBA JJA CBABPXAT MAJIKUTE EJUHUNYHHN
II'BPBUYHH OITAKOBKH

ETHUKET 3A 3AIIIUTHUSA EKPAH, KOUTO A CE IOCTABH CJIEJ] U30TOIHO
MAPKHUPAHE

‘ 1. HUME HA JIEKAPCTBEHMSA INTPOAYKT U I'BT(MIIA) HA BBBEKJIAHE

Locametz 25 muxporpama
rames (*3Ga) ro3eToTH MHKEKIMOHEH Pa3TBOP
VHTpaBEHO3HO MPHUIIOKEHUE

2. HAYUH HA ITPUJIIOKEHUE

IIpenu ynorpeba npoyereTe JIMCTOBKATA.

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

EXP yac/mara

Crnen MapKupaHe ¢ paIiOaKTUBEH M30TOII, U3I0JI3BAITE B paMKUTE Ha 6 yaca.

4. ITAPTUJEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

OO0111a aKTUBHOCT: MBq

OO0 00eM: ml

Bpeme Ha kanuOpupane: vac/nata
| 6. JIPYTO

CoxpansBaiiTe B U3npaBeHo noyoxenne nox 30°C.

Pa,I[I/IoaKTI/IBHO CpCACTBO 3a 06pa3Ha JUAardHoCTHKa
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b. IUCTOBKA
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JIncroBKa: l/IH(l)OpMalII/lﬂ 3a ManueHTa

Locametz 25 mukporpama kut 3a paguogapManeBTHY€EH Mpenapar
rosetotun (gozetotide)

vTosn JIEKapCTBEH MPOAYKT MOJIEKH Ha JOMIBIHATENHO HaOmoaeHne. ToBa mie mo3Boiu 0bp30To
YCTaHOBsIBaHE Ha HOBa MH(OpMaIMs OTHOCHO Oe30macHOCTTa. MoXeTe Ja JajieTe CBOs MPUHOC KaTo
CHOOIINTE BCSKA HEXKETaHa PeaKIHs, KOSTO CTe MOMyYMId. 3a HAaurHA Ha ChOOIIaBaHe Ha HEXeJlaH!
peakIuy BIDKTE Kpas Ha Touka 4.

IIpouyeTeTe BHUMATEIHO USJIATA JJUCTOBKA, peau 1a Bu 0be npuiioxkeHo ToBa JeKapcTBO, Thil

KaTo T4 ChAbpPKa BaxHa 3a Bac undgopmanms.

- 3anazere Ta3u JUCTOBKA. MoxXe J1a ce HAIOXKU J1a 51 TPOYETETE OTHOBO.

- AKO UMaTte HAKaKBH JIOITBIHUTEITHU BBIIPOCH, TONMUTaiTe Barms nekap mo HykieapHa
MEIHIINHA, KOWTO IIie Ha0Ito1aBa mporerypaTa.

- AKO TOTy4YuTe HIKaKBU HEXXEJIAaHW PEaKkIuH, yBenoMeTe Barmms iekap 1o HykiieapHa
MEAUIIMHA. ToBa Bk/II0YBa M BCUYKH BB3MOKHU HEXKEIIaHU p€aKknnun, HEOIMMCAHU B Ta3n
TUCTOBKA. BrmkTe Touka 4.

Kakso CbABbPiKa Ta3u JIMCTOBKA

Kakso npencrasmnsiBa Locametz u 3a kakBo ce U3Moi3Ba
Kakgo Tpsi0Ba 1a 3HaeTe, npeau Aa ce nsnonssa Locametz
Kak ce n3nonsea Locametz

BB3MOXHU HEXETaHU peaKuu

Kak ce cpxpansiBa Locametz

ChabpkaHue Ha ONIAaKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

BN INE .

1. Kaxkso npeacraBiassa Locametz u 3a kakBo ce U3M0JI3Ba

Kakso npeancrasasia Locametz
ToBa nexapcTBo € paanodapMaleBTHICH IPOIYKT CaMo 328 JUATHOCTHYHH TeITH.

Locametz chabpika BemecTBO, HapeUeHo ro3etotus. [Ipean aa ce u3non3sa, ro3eTOTH I (MIPaxbT BbB
¢akoHa) ce CBbP3Ba ¢ PAJMOAKTHBHO BEIIECTBO, HAPEUCHO rainii-68, 3a 1a ce moay4u pa3TBop Ha
rames (*®Ga) rozerorya (Ta3u nporueaypa ce Hapuda MapKHPaHe C PaJIUOAKTHBEH U30TOM).

3a kakBo ce u3noa3sa Locametz

Crnen MapkupaHe ¢ paJIMOaKTUBEH U30TON ranuii-68, Locametz ce u3non3ea npu MeTUIIMHCKA

mpoleaypa 3a 00pa3Ho U3cieIBaHe, HapeueHa Mo3uTpoHHO-eMucroHHa Tomorpadus (ITET), 3a

OTKpHBaHE Ha crienu(UUeH TUI PAKOBU KIETKU C IPOTEHH, HApe4eH MPOCTaTHO-CIIeHUpHUCH

memOpaneH antured (PSMA), npu Bb3pacTHH ¢ pak Ha npoctaTtara. ToBa ce npaBu:

- 3a 7a ce pa3depe JajH paKkbT Ha MPOCTAaTaTa e € PaspOCTPAHMI J0 JIUMGHUTE BH3IH WIH
JPYTH ThKaHH U3BBH MPOCTaTaTa, MPed IbpBOHAYaIHATa Tepanus 3a JedeHue (HanpuMep
JIeYCHUE, BKIIIOYBAIIIO ONIEPAaTHBHO OTCTPAHSIBaHE Ha MPOCTATATa, JThYCIICUCHHE)

- 3a J1a ce WACHTU(UIIUPAT PAaKOBU KIIETKH, aKO C€ MOI03Mpa PEUXINB Ha PaK HA MPOCTaTaTa npu
ManMeHTH, KOUTO Ca IMOJYYUJIM ITbpBOHAYAIHA TEPAIIUA 3a JICUHCHUC

- 3a ga ce pa3depe Aajy MalKMeHTH C IPOrPECUBEH, PE3UCTEHTEH Ha KacTpalusl MeTacTaTHUEH paK
Ha MpocTaTaTa MOXe Jia ca MOJIXO/ISIIH 32 crieluduyHa Tepanus, Hapeuena PSMA-tapreTaa
Tepanus

Kak neiictBa Locametz

KoraTo ce mpunara Ha nanuenta, ranuesusat (8Ga) roseTortus ce cBbp3Ba ¢ paKOBHUTE KIIETKH, KOUTO
uMat PSMA Ha noBBpXHOCTTA CH, KaTO TH MIPaBU BUAUMU 3a Bamiug nexap mo HykieapHa MeIUIIMHA
o Bpeme Ha [1IET oOpa3nara meaunmHcka mporeaypa. Toa gaBa Ha Bamms nekap u nekaps mo
HYyKJIeapHa MEMIIMHA BakHa nHbopMaIus 3a Bamero 3a0ossaBane.
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Wsnomnsearero Ha ramues (*Ga) roseToTH BKIIOYBA H3/IaraHe Ha MajIKd KOJIMYECTBA PaJUaLys.
Bammwmsat nekap u ekapsT no HykJieapHa MEAUIMHA ca MPEICHIIN, Y€ KIMHUYHATA TI0J13a, KOATO I11e
MOJTYYUTE OT MpoIeaypaTa ¢ paauodhapMalieBTUKa, HaIBUIIIABA PUCKA OT paHaIlUsL.

AKo uMarte BbIIPOCH OTHOCHO TOBa kKak Locametz aeiicTBa uiu 3amio ToBa JiekapcTBo Bu e
MpeANKUCcano, nonutante Bamus nexap mo HykieapHa MEIUIMHA.

2. Kakso Tps0Ba 1a 3HaeTe, npeau 1a ce u3noa3sa Locametz

Locametz ne TpsioBa Aa ce U3M0JI3BA
- aKO CTC QJICPTUYHH KbM T'O3E€TOTHUJ] HITU KbM HSKOSI OT OCTAHAJIUTE ChCTABKU Ha TOBA JICKAPCTBO
(m30poenu B TOUKa 6).

IIpexynpesxnenusi U NpeAnasHu MepKU
I'oBopere ¢ Bamms siekap mo HykiieapHa MeIuIMHA, peau 1a Bu 6bae npunoxkeH Locametz, ako
uMare Apyr BUJ PaK, Thi KaToO TOBa MOJKE J1a TIOBJIKSIE Pa3uuTaHETO Ha 00pasa.

M3nonsBanero Ha Locametz BKiIouBa n3jnaraHe Ha Majako KOJIMYECTBO pagualys. MHOrOKpaTHOTO
H3J1araHe Ha paguanyd MOXKCE Oa IMOBUIIKU PUCKA OT pax. Bamusar JICKap 1o HyKJI€apHa MCAWIIMHA 1€
Bu 00sicHE HEOOXOIUMOCTTA OT PaTHAIlHOHHN MEPKH 3a 3aIlnTa (BIKTE TOUYKa 3).

Ipean npuio:xkenunero Ha Locametz Bue TpsioBa

- Jla prueMaTe ToJIeMH KOJIMYecTBa BOJIa, 3a 1a ObAeTe XUApaTUpaHH, U 1a ypUHUpPATE
HerocpeacTBeno npenu [IET oOpa3naTta MeauIHCKa MpoLeaypa, KaKTo U KOJIKOTO MOXe TO-
YECTO Mpe3 IbPBUTE YaCOBE CJIE IPUIIOKECHUE.

Jleuna u roHOIIHN
Toga sekapcTBO HE TpsiOBA Ja Ce MpuJjlara MpH Jielia Wik IOHOIIN Ha BB3pacT noj 18 roauHu, Thid Kato
JIUTICBAT JaHHU MPU Ta3H Bb3PacToOBa Ipyma.

BpeMeHHOCT 1 KbpMeHe
Locametz He e npeaHa3HaueH 3a ynorpeda npu keHu. Becuuku paarodapMalieBTHIIM, BKIIOYUTETHO
Locametz, umaT noTeHIHaN /1a IPUYHHAT YBPEXKIaHE Ha HEPOJICHOTO JIETE.

Ilodupane u padoTa ¢ MAIIMHH
Cuura ce 3a Manko BeposTHO Locametz 5ia moBnusie cnocoOHocTTa BU 3a modupane u padora c
MalIuHU.

Locametz chabpska HATpHid

ToBa nexapcTBO chabpika 28,97 mg HaTpuii (OCHOBHA ChCTAaBKa Ha TOTBapCKaTa/Tpare3Hara coll) BbB
BCSAKa MHXKEKIH. ToBa KOJMUYECTBO € EKBUBAJIEHTHO HA 1,5% OT NpenopbunTENTHUS MAaKCUMAIIEH
JTHEBEH XpaHUTENIECH PHUeM Ha HaTpUi 3a Bb3pacTeH.

3. Kak ce uznoaszsa Locametz

ChllecTBYBaT CTPOTH 3aKOHU OTHOCHO YIIOTpebara, paboTara ChC U U3XBBPISHETO HA
paarodapMalieBTHYHU IpoayKTH. Locametz 1ie ce U3moJi3Ba caMo B CIICIIHAIHO KOHTPOJIMPAHH 30HU.
C to3u pagrodapmMarieBTHIeH IPOAYKT Iie paboTAT u me Bu 0b1e nprrarad camo OT Xopa, KOUTO ca
00y4YeHHU U KBAUTH(UIIMPAHH J1a TO U3IMO0I3BaT Oe3omacHo. Te e 00bpHAT CrielMaTHO BHUMAaHHUE Ha
Oe3omacHaTa ynorpeba Ha To3H paanodapManeBTHICH NPOAYKT U mie Bu nadopmupar 3a cBoute
JIEUCTBHUS.
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JlexapsT 1o HykJIeapHa MEAUIMHA, KOWTO HaOJII0JaBa PoLeypara, Lie Peld KakBo KOJIMYECTBO
Locametz na ce usnon3sa BB Bamms ciyqaii. Toa 1ie 6b/11e Haifi-MaIKoTo HEOOXOJMMO KOJIMIECTBO
3a TI0JTy4aBaHe Ha JKellaHaTa HH)OpMaIHs.

KomuuecTBoTO, KOETO OOMKHOBEHO CE MPEIOPHUBA 3a IMPUIIOKECHHE IIPH Bh3pacTHH, ¢ 1,8-2,2 MB(
(Merabexepern € eMHUIIATA, KOSATO C€ M3MOJI3Ba 3a M3pa3siBaHe Ha PaIuOaKTHBHOCT) Ha kg TenecHO
TErjo0, KaTo MUHUMAaTHOTO KonndecTBo € 111 MB(, a makcumanHoTo konuuectBo e 259 MB(.

IMpunoxkenue Ha Locametz u npoBe:xxaaHe Ha mpoueaypara

Crnen pa3TBapsiHe U MapKUpaHEe ¢ paJuoaKTUBEH u3o0Ton Locametz ce mpunara kato OaBHA MHKCKITUSL
BBB BeHaTa. llle Bu 6ba¢ HanpaBeno [IET ckanupane, koeto e 3amodne 50 no 100 munyTH Cien
kato Bu Ob1e mprtoxen Locametz.

BpemeTrpaene Ha npoueaypara
Bamusr nekap no HykieapHa MenuiuHa me Bu nadopmupa oTHOCHO 00MUaiiHOTO BpemMeTpaeHe Ha
npolenypara.

Caen npuiioxkenue Ha Locametz Bue TpsioBa
- Jla IPOIBJDKHTE J]a THeTe MHOTO BOJa, 3a Jia Ob/IeTe XUAPaTHPAHH, U J1a yPUHUPATE KOJIKOTO
MOJKeE I0-9€eCTO, 32 J]a c€ OTCTPaHU paanodapMaleBTHYHUAT MPOAYKT OT Bamnust opraHuzbMm.

JlexapsT 1o HykJeapHa MenuIHA 11e Bu nndopmupa, ako € He0OX0AUMO /12 IPEANIPUEMETE HIKAKBU
CIIeLIMaJIHY NIPEIIa3HU MEPKU CIIe]l II0Iy4aBaHETO Ha TOBa jJekapcTBo. CBbpxkeTe ce ¢ Bamms nexap
0 HyKJIeapHa MEJUINHA, aKO UMaTe BBIIPOCH.

Axo Bu e npuio:keHa nopede oT HeoOxoauMara 103a Locametz

ITpeno3upanero Ha Locametz e Manko BEpOSITHO, 3aILl0TO 111e IOIy4YUTE CaMO €/1Ha [103a, KOSITO €
TOYHO KOHTPOJIMPAHa OT JIeKaps 110 HyKJIeapHa MeIUINHA, KOITO Ha0Jt0AaBa mpoueaypara.
He3zaBucumo ot ToBa B ciydail Ha MpeAO3UpaHe 1Ie MOMYIUTE MOAXOAIIIO JeueHue. Moxe 1a Bu
MIOMOJISIT J]a ITUEeTE BOJIA U JIa YPUHUPATE YECTO, 32 Jla MOKe paanodapMaleBTHUHHAT MPOJIYKT Jia ce
OTCTpaHU OT Bamns OpraHUu3bBM.

AKO uMate HIKaKBH JIOTTBIHUTEITHA BBIIPOCH OTHOCHO yroTpedara Ha Locametz, mosst, monuraiite
Bamus nexap no HykjeapHa MeIUITMHA, KOWUTO HAOI01aBa MPpoIleaypara.

4, Bb3MOKHH HeKeJTaHU peakuuun

Kakro Bcuuku JICKApCTBaA, TOBA JICKAPCTBO MOXKEC 1a MPEAN3BUKA HCIKCIAHU PCAKIIUN, BBIIPCKU Y€ HC
BCCKM I'l ITOJTy4aBa.

Hexemanure PpCaKInu BKIKOYBAT I/I36pO€HI/IT€ no-aoJay. AXo Te3u HexKellaH! p€aKkuuun CTaHaT
CCPUO3HU, MOJI, KAXKCTC HA Bamms JICKAap O HyKJICapHa MCAUIIMHA.

Yecru (Morart ja 3acernat o | Ha 10 yoBeka)
- ymopa (M3ToLIeHHe)

Heuectn (Morar aa 3acersar g0 1 Ha 100 qoBeka)

- rajieHe

- 3amex

- HOBpPBILAHE

- JHapus

- CyXOTa B ycTara

- peakIiy Ha MICTOTO HAa MH)KEKTHPaHe, KaTo o0pa3yBaHe Ha CHHUHH, ChbpOEX U 3aTOIUISTHE
- BTpHCaHEe
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To3u paanodapmMalieBTHUEH IPOAYKT IIE JOCTABH MAJKH KOJIWYEeCTBAa HOHMU3MpAILA parariys,
CBBP3aHa ¢ MUHUMAJICH PHUCK OT PaK WIIM HACJICICTBEHH Me(hEKTH.

Cpo0ilaBaHe HA HeKeJIAHU PeaKIuu

AKO TIOJTyYnTe HAKaKBU HEXEJIaH! JIEKAPCTBEHH PEAKIINH, yBeIoMeTe Barmwst nexap CrieruanucT 1mo
HyKJIeapHa MeAunuHa. ToBa BKIIOYBA BCHYKH BH3MOXKHI HEOIMCAHU B Ta3M JIMCTOBKA HEXeJIaH!
peakiuu. MoeTe ChIIOo /1a ChOOIIUTE HeXEIIaHU PEaKIui TUPEKTHO Ype3 HAIlHOHAHATA CHCTEMa 3a
crobmaBane, mocodeHa B lpumoskerne V. Kato cho0mmaBaTe HeXKeIaH! PEaKITHK, MOXKETE J1a JaIeTe
CBOSI MPUHOC 32 TIOJy4YaBaHe Ha moBede HH(GOpPMAIUs OTHOCHO 0€30T1aCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak ce cbxpansBa Locametz

Hsama na ce Hanmoxxu J1a chxpaHsiBaTe TOBa JIEKapcTBO. 10 ce ChXpaHsaBa MOl OTTOBOPHOCTTA HA
CIEIUAIIUCT B MTOAXO AN ToMeneHnst. ChbXpaHEeHHeTO Ha panuodapMaIieBTHIHU MPOTYKTH Ce
OCBIIECTBSIBA B CHOTBETCTBUE C HAITMOHAITHATE Pa3ope 10N OTHOCHO PAaIOAKTUBHUTE MaTEePHAIH.

CregnaTa nHGOpPMaIH € IpeTHa3HaYeHa CaMo 32 CIIeUAJIICTA:

- Locametz He TpsOBa 1a ce H3M0JI3Ba CIIE CPOKa HA TOJHOCT, OTOEISI3aH BEPXY KapTOHEHATa
OImakoBKa u eTukera cien ,,l'ogen 10:“/,,EXP*. CpokbT Ha TOAHOCT OTrOBaps Ha MOCIIEIHHS
JIEH OT TIOCOYCHHUS Mecell.

- [Ipenu pastBapsine cbxpansBaiite mox 25°C.

- Cren pa3TBapsiHe ¥ M30TOITHO MapKUpaHe ChbXpaHsBaiiTe B M3MpaBeHo nonoxenue mox 30°C.
W3non3Baiite B paMkuTe Ha 6 yaca.

6. Chbabp:kaHue HA OIAKOBKATA M JOINBJIHUTEIHA HHpOpManus

Kaxkso cpabp:ka Locametz
- AKTHBHO BellleCTBO: ro3eTotua. Enun ¢iakon ceabpika 25 mMukporpama rozerotua. JApyru
CHCTABKH: TeHTH3WHOBA KHCEIIMHA, HATPHUEB alleTaT TPUXHUIPAT M HATPHEB XJIOPHUIT (BIIKTE
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“Locametz cbhbpika HATPHiL” B TOUKA 2).

Kak usrue:xxna Locametz u kakBo chIbp:Ka ONMaKoBKaTa
Locametz e MHOT0/1030B KUT 3a pagnodapMarieBTHUEH Mpenapart, ChAbpiKaIl eauH (GprakoH ¢ Osit
muoduu3upan npax (Impax 3a MHKEKIIMOHEH Pa3TBOpP).

I'anuii-68 He e yacT OT KuTAa.

Crien pa3TBapsiHe U MapKUpaHe ¢ paJuoaKkTUBEH u3oton Locametz chabpika CTEPUIICH HHKEKIIMOHEH
pastsop ramues (%Ga) rozerorun ¢ aktusHoct g0 1 369 MBq.

Cnen pasteapsne ranues (®Ga) rozeroTn MHKEKIMOHEH Pa3TBOP ChIBPKA ChIIO COJHA KUCEIMHA.
OmnakoBka: 1 ¢nakon

IIpuTexkaTes Ha pa3pellleHHETO 32 yNOTpeda
Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

Upnanaus
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IIpousBoauTe

Advanced Accelerator Applications (Italy) S.R.L.

Via Crescentino snc
13040 Saluggia (VC)
Nranus

3a AonbAHKUTENTHA HH(POPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATHUS
NpEeJICTABUTEN Ha MPUTEKATEIS Ha Pa3pelieHHETo 3a yIoTpeoa:

Belgié/Belgique/Belgien
Novartis Pharma N.V.
Tel/Tel: +32 2 246 16 11

Boarapus
Novartis Bulgaria EOOD
Ten: +359 2 489 98 28

Ceska republika
Novartis s.r.o.
Tel: +420 225 775 111

Danmark
Novartis Sverige AB
Tel: +46 8 732 32 00

Deutschland
Novartis Pharma GmbH
Tel: +49 911 2730

Eesti
SIA Novartis Baltics Eesti filiaal
Tel: +372 66 30 810

E)\ada

BIOKOXMOZ AEBE
TnA: +30 22920 63900

Ul

Novartis (Hellas) A.E.B.E.
TnA: +30 210 281 17 12

Espafia
Novartis Farmacéutica, S.A.
Tel: +34 93 306 42 00

France
Novartis Pharma S.A.S.
Tél: +33 1 55 47 66 00

Hrvatska
Novartis Hrvatska d.o.o.
Tel. +385 1 6274 220

Ireland
Novartis Ireland Limited
Tel: +353 1 260 12 55
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Lietuva
SIA Novartis Baltics Lietuvos filialas
Tel: +3705 269 16 50

Luxembourg/Luxemburg
Novartis Pharma N.V.
Tél/Tel: +32 2 246 16 11

Magyarorszag
Novartis Hungaria Kft.
Tel.: +36 1 457 65 00

Malta
Novartis Pharma Services Inc.
Tel: +356 2122 2872

Nederland
Novartis Pharma B.V.
Tel: +31 8804 52 111

Norge
Novartis Sverige AB
TIf: +46 8 732 32 00

Osterreich
Novartis Pharma GmbH
Tel: +43 1 86 6570

Polska
Novartis Poland Sp. z o.0.
Tel.: +48 22 375 4888

Portugal
Novartis Farma - Produtos Farmacéuticos, S.A.
Tel: +351 21 000 8600

Romania
Novartis Pharma Services Romania SRL
Tel: +40 21 31299 01

Slovenija
Novartis Pharma Services Inc.
Tel: +386 1 300 75 50



Island Slovenské republika

Novartis Sverige AB Novartis Slovakia s.r.o.
Simi: +46 8 732 32 00 Tel: +421 2 5542 5439
Italia Suomi/Finland

Novartis Farma S.p.A. Novartis Sverige AB

Tel: +39 02 96 54 1 Puh/Tel: +46 8 732 32 00
Kvbztpog Sverige

BIOKOXMOX AEBE Novartis Sverige AB
TnA: +30 22920 63900 Tel: +46 8 732 32 00

U

Novartis Pharma Services Inc.
TnA: +357 22 690 690

Latvija
SIA Novartis Baltics
Tel: +371 67 887 070
IlaTa Ha MOCJCIHO NMPpepasrjackaaHne Ha JIMCTOBKaTa

Apyru u3TouyHuIM HA HHPOpMaus

[Honpo6Ha nH(OpMaIUs 3a TOBA JIEKAPCTBO € IMpeA0CTaBeHa Ha yeOcaiita Ha EBpornelickaTta areHus
1o JiekapcTBata http://www.ema.europa.eu.

[Tocoyenara no-moiny uH(GOPMALIKS € MPeAHA3HAYCHA CaMO 33 MEAMIIMHCKU CIICIIUATUCTH:
[Iemrara KXI1 Ha Locametz e mpenocraBeHa KaTo OT/IeNeH JOKYMEHT B ONAKOBKATa Ha MPOJYKTA C
1IeJT MIPEIOCTAaBSIHEe HAa METUIIMHCKIUTE CIIEIMATNCTH Ha IpYTa, JOIIBIHUTEIHA HAyYHA U IPAKTHYeCcKa

rH(GOpMAIIUs OTHOCHO MPHIIOKEHUETO U yroTpedaTa Ha TO3H pajarodapMalieBTHK.

Mons, nanpasete crpaBka ¢ KXII.
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