HPUJIOKEHUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHMA TPOAYKT

SomakKit TOC 40 mukporpaMa Kut 3a paanodapManeBTH4EH mpenapar

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB
Bceku ¢uakon ¢ mpax ceaspika 40 mukporpama egorpeorun (edotreotide).
PainOaKTUBHUAT M30TOII HE € BKIFOUCH B KHTA.

3a MBJIHUA CHUCHK Ha IMOMOIIHUTE BElleCTBA BHKTE TouKa 6.1.

3. JIEKAPCTBEHA ®OPMA

To3zu kuT 3a pagrodapManeBTHUCH MpernapaT ChabpxKa:
- [Ipax 3a MHXKEKIIMOHEH Pa3TBOP: (PIAKOHBT ChIbpXKA 051 THODUIU3NPAH Tpax.
- Peaknmonen Oydep: ¢prakoHBT ChABpKa OUCTHP, OE31BETEH Pa3TBOP.

3a paJMoM30TONIHO MapKupaHe ¢ pa3Tsop Ha ranues (%Ga) xnopun.

4. KJIMHUYHHU JAHHHU
4.1 TepaneBTHUYHU MOKA3ZAHUS
To3u nekapcTBEH NPOAYKT € MPeAHa3HAYEH caMo 3a AUArHOCTUYHU LEITH.

Cres M30TOMHO MapkupaHe ¢ pa3tsop Ha ranues (%Ga) xnopun, nonyuenust ranues (%Ga)
€JI0TPEOTHI € MPEIHA3HAYCH 32 00pa3HO U3CJICABAHE C MO3UTPOHHO-eMUcHOHHa ToMorpadus (PET) 3a
CBPBXEKCITPECHs Ha COMAaTOCTATHHOB PEIENTOP P BE3PACTHH MAIMEHTH C IIOTBBPACHH WIIH ChC
ChMHEHHE 32 J100pe audepeHInpaHy racTPOSHTEPONAaHKPEACHU HEBPOCHIOKPUHHH TyMOPH
(GEP-NET) 3a nokanu3upane Ha MbPBHYHA TYMOPH U TEXHH METACTa3H.

4.2  Jlo3MpoOBKA M HAYMH HA MPUJIOKEHHE

To3u J1ekapcTBEH MPOAYKT TPSIOBa Jla ce MpUilara caMo 0T 00yYeHU METUIIMHCKY CIIETIHATUCTH C
TEXHUUYECKU EKCIIEPTEH OMUT B U3IIOJI3BAHETO M OOPABEHETO C TUArHOCTUYHH CPEJICTBA 32 HyKJieapHa
MEIUITMHA ¥ CaMO B CIICIIMaIN3MpaHy 3B€HA 10 HyKJIeapHa MEIHUIIMHA.

ﬂOBI/I[zOBKa

IpenopbunTeNHaTa PaIHOaKTUBHOCT 3a Bh3pacTeH ¢ terio 70 kg e ot 100 o 200 MBq, npuiarana
ype3 AUpPEeKTHA OaBHA HHTPABEHO3HA WHXKEKIIHUSL.

PanguroakTHBHOCTTA cileBa Jja c€ KOPUIHpa chOOpa3HO XapaKTEPUCTUKUTE HA AMEHTa, BUA Ha
uznon3sanara PET kamepa u pexxuma Ha rmosrydaBaHe Ha o0pasa.

Cmapuecka ev3pacm
He ce n3uckBa cniennanHa cxeMa Ha NPUIAraHe MIpH MAlUeHTH B CTaAp4YecKa Bb3pacT.

bvopeuno/ueproopobno yspesicoatie
BesonacHoctTa u epukacHocTTa Ha raaues (%Ga) en0TpeoTH 1 He ca IPOYYEHH NPH NALMEHTH C
OBOpPETHO MITH YePHOIPOOHO YBPEKITAHE.



Ileduampuuna nonyrayus

BesonacHocTTa U edukacHocTTa Ha ramues (°8Ga) enoTpeoTn 1 He ca yCTAHOBEHHM ITPU MEANATPUYHH
MIOITyJIAIMH, IPH KOUTO e(eKTHBHATA 1033 MOXKE Ja € pa3jIniHa OT Tasu 3a Bb3pacTHUTE. Hsama
npenopsbka 3a u3nomssane Ha SomakKit TOC npu nequaTpuyHy NanUeHTH.

Hauun Ha npuitoxxeHue

SomakKit TOC e 3a ”HTpaBeHO3HO MPHUIIOKEHHNE U CaMO 3a €THOKpaTHA yIoTpeoa.
To3u JilekapcTBEH MPOAYKT TPIOBa Jla ce MapKUpa ¢ U30TOII NIPEIH Ja e MPHUIIOKH Ha MAICHTA.

PannoaktuBHOCTTA Ha ranmuesus (2Ga) enorpeorun TpsabBa 1a ce M3MepBa C PaTMOMETHD
HETIOCPEICTBEHO MPEIN HHKEKTHPAHE.

Umxkeknuara ¢ ranues (%Ga) enorpeorun Tpsabsa ja ce npusiara HHTPaBEHO3HO, 3a 114 Ce H30€ETHE
JIOKaJIHA eKCTpaBa3aliys, KOeTo Jia IOBeJe JI0 CyJaiHO 00IbYBaHE HA MAIMCHTA U apTedaKkTH B
N300paKEeHHUETO.

3a yKa3aHHs OTHOCHO €KCTEMITOpaHaTa MOAroTOBKA Ha JIEKAPCTBEHUS MMPOIYKT MPEIn MPUIOKECHHE
BIDKTE TOUKa 6.6 11 12.

3a moAroToBKAaTa Ha MAalMeHTa BUKTe Touka 4.4,

Ionyuasane na uzobpasicenuemo

N3zotomuo Mapkupanusat SomaKit TOC e moaxozsin 3a MEIUIIMHCKO 00pa3Ho uzcienpane — PET.
[NomyueHnoTo m300paxeHne TpAOBa 1a BKIIOYBA ISUTOTO TSJIO OT TJIaBaTa JIo cpeiara Ha O0enpoTo.
[IpemoprunTeTHOTO BpeMe Ha 00pa3HOTO n3cienBane € oT 40 1o 90 MUHYTH cliel MHXXEKTHPAHETO.
HauanHoTo Bpeme U MpOABIKUTEITHOCTTA Ha MOyYaBaHETO Ha W300paKEHUETO cIIe/[Ba J1a ce
KOPUTHpPA B 3aBUCHMOCT OT M3II0JI3BaHOTO 000py/IBaHe, XapaKTEPUCTUKUTE HA MALUCHTA U Ha TyMOpa,
3a [1a ce MOJTyYr Bh3MOXKHO Hail-oOpo KauecTBO Ha M300paKEHHUETO.

4.3 TIIpoTuBomoKa3aHus

CBpBXUyBCTBUTETHOCT KbM aKTHBHOTO BEIIECTBO, KbM HSIKOE OT IIOMOILHUTE BEIIECTBA, U30POCHU B
TouKa 6.1, MM KbM HSKOS OT ChCTABKUTE HA M30TOMTHO MapKUPaHHS PagrodapMalieBTHK.

4.4 CneuuaJHu npeiynpe:kaeHus ¥ NpeanasHu MepKH NpH ynorpeda

BB3MoxkHH ca PCAKIIMU HAa CBPBbXYYBCTBUTCIHOCT WJIHN aHadJI/IJIaKTI/I‘IHI/I PCAKIINU

AKO Bb3HUKHE pEeaKIlMs Ha CBPBXUYBCTBUTEIHOCT WM aHA(PUIAKTHYHA PEaKIIns, IPUEMBT Ha
JIeKapCTBEHUS MPOYKT TpsiOBa Jia ce MpeyCcTaHOBU He3a0aBHO U, aKO € HEOOXOMMO, J1a Ce 3all0uHe
MHTPaABEHO3HO JIeueHHe. 3a 1a ca Bb3MOXHU He3a0aBHH ACHCTBHS PU CIICIIHU CIIydad,
HEOOXOIUMHTE JICKApCTBEHHU NMPOAYKTH U 000pYABaHe, KaTO eHA0TpaxeanHa Tpb0a, TpsiOBa n1a ObaaT
Ha HETIOCPEICTBEHO Pa3IOJIOKEHNUE.

WnpuBnayanna 000CHOBKA HA CHOTHOIICHUETO HOJ'I3a/DI/ICK

3a BCEKH MAIMEHT €KCITO3UIIMATA Ha paauanus TpsOoBa 1a € 000CHOBaHA OT BEPOSITHATA TT0JI34.
[IpuioskeHaTa paMOaKTUBHOCT BHB BCEKU ClTydyail TpsiOBa /1a Ob/ie TOJIKOBA HUCKA, KOJIKOTO € Haii-
pa3yMHO 3a T0JIy4aBaHEeTO Ha HEOOXoauMaTa TMarHoCTUYHa HH(OpMAaIIs.

B1ropeuno/uepHOoAPpOOHO YBpEKAAHE

HeoOxomuma € BHUMaTeIHA MPEIeHKA Ha ChOTHOLICHUETO 0JI3a/PUCK IIPH TE3H MALMEHTH, Thil KaTo
€ Bb3MOJKHA YBEJIMUEHA SKCITO3UITNS Ha PaIAAIIHS.



IlenuaTpudHa momyJamnus

3a HH(pOpMaHI/Iﬂ OTHOCHO HM3IIOJI3BAHC B IICJUATPpHUYIHATA MOITYJIallksa BUKTC TOYKA 4.2.

IloaroroBka Ha mamueHTa

[MarueHTHT TPsiOBA M@ ObAC JOOPE XUAPATUPAH MPEIU HAYAIOTO Ha MPETJiea U MOCHhBETBAH J1a
YPHUHHpA YeCTO MPe3 IbPBUTE YaCOBE CIIE] TIperiie/ia ¢ el HaMaJsiBaHe Ha Pauarusira.

['peliky B MHTEPIPETALIMATA HA U300paKEHUSITA C TaJIUEB (68Ga) CAOTPCOTU

PET u3o6paxenusra c ramues (*8Ga) enorpeoTns oTpassasar HaIMYUETO HA COMATOCTATHHOBH
pEIenTOpU B THKAHHTE.

OpranuTte ¢ pU3MOIOrMYEH BITEHK BHB BUCOKA cTeneH Ha ranues (%Ga) exorpeorns ca cieska,
0B0pertn, gepeH apod, xunodusHa >kie3a, IUTOBHIHA XKJIe3a U Han0OhOpeTHH XJie3n. Moxke aa ce
HabmoaaBa ¥ (U3UOIOTMYEH BITEHK BB BUCOKA cTeneH Ha ranues (®Ga) enorpeotus ot processus
uncinatus ua maHkpeaca.

[osumenusT brTelik Ha ranues (%8Ga) enorpeotun ne e cnenuduuen 3a GEP-NET. Meauuunckute
CIECIUAIMCTH TPSIOBA Ja 3HAAT, Y€ MOXKeE Ja ca He0OXOIUMH JOIBIHUTEIIHU 00pa3HU WU
XHUCTOJIOTHYHH, W/WITM JPYTH TOAXO/ISIIN H3CIEABAHNS 32 YCTAHOBSIBAHE HA JJMAarHO3aTa.

[opaau pusnonornunus pnteiik Ha ranuesus (®Ga) eoTpeoTn, crleHO3aTa ¥ IOMBIHUTEHATA
MHTpanaHKpeaTHyHa cjIe3Ka MOKe CIy4aifHO Aa ObAaT OTKPUTH IIPU AUATHOCTUKA, HACOYEHA KbM
COMAaTOCTaTUHOBUTE pelentopu. CrolIuaBa ce 3a ciaydau, IPH KOUTO TaKbB BITEHK €
JUArHOCTHULIMPAH MOTPENIHO KaTO HEBPOESHAOKPUHHH TYMOPH, KOETO € JOBEJIO 0 U3JIHIIHA
uHTepBeHus. ClleJI0BaTEIHO HApYILIEHHUs Ha ciie3KaTa (Harmp. CIJICHEKTOMUS, CTIJICHO3a U
JOIIBJIHUTEIHA HHTPANlaHKpeaTHIHa clie3Ka) TpsiOBa [1a ce pasriexaaT KaTo BakeH (aKkTop npu
cboOIlaBaHe Ha pe3yJsiTaTa OT AUArHOCTHKATa, HACOUYEHA KbM COMAaTOCTaTHHOBUTE PELETITOPU.

[TonoxuTeNHUTE PE3YNITATH CHIIO U3UCKBAT OLIEHKA HA Bb3MOKHOCTTA 32 HAJIMYHE Ha JPYro
3a00JsIBaHe, XapaKTEepU3UPAILO C€ C BUCOKH JIOKAJTHU KOHLIEHTPALMK Ha COMaTOCTaTHHOBH
peuentopu. HanpuMmep yBennyaBaHe Ha IUIBTHOCTTA HA COMATOCTATHHOBUTE PEIIEITOPU MOXKE J1a ce
MOSIBU U IIPU CJIEAHUTE MATOJIOTUYHHU ChCTOSHHA: OAOCTPH Bh3NANIEHHS (30HU Ha JIUM(POLUTHH
KOHIICHTPALMH, BKIIFOUHTEITHO PEAKTUBHHU JTUM(HH Bb3JIH, HAIPUMED CJIC/ BAKCHHUPAHE),
3a00JIsIBaHUS Ha IIUTOBWIHATA KJie3a (Harp. TUpEouHa aBToHOMUS 1 Oonect Ha Hashimoto), Tymopu
Ha xunodu3ara, HeoIIa3M1 Ha OenuTe ApodoBe (APEOHOKIETHYEH KapIIHHOM), MCHUHTHOMH,
KapIIMHOMH Ha I'bpjata, TuMdornpoiudepaTuBHO 3a0omsBane (Hamp. 6oxect Ha Hodgkin u
HEXOJDKKHHOB TUM(OM) ¥ TYMOPH, KOUTO C€ pa3BUBaT OT ThKaH, MPOU3JIsI3Ia OT eMOpHOHAITHATA
HEeBpaJHa TpH0a (HanpuMep naparaHriIMoOMH, MeyJIapHHA KapIIMHOMH Ha IIUTOBHIHATA JKJIe3a,
HEBPOOJIACTOMH, PEOXPOMOITUTOMH ).

B ciyyaii Ha cunapom Ha Cushing, rbarocpoyHara eKCIO3MIUs Ha €HIOTCHEH XUTIEPKOPTH30IN3bM
MO’KE J1a IOTUCHE EKCIPECUsTa Ha COMAaTOCTaTHHOBUTE PELICTITOPH U JIa TTOBJIHSE HEraTHBHO BBPXY
pe3ysTature OT 00pa3HOTO M3CIIEABaHE HA COMATOCTATHHOBUTE PELENITOPHU C TaJIUeB

(®8Ga) enorpeorua. 3arosa, npu nanmentu ¢ GEP-NET u cunnpom na Cushing, ce npenopbusa
HOPMAJIM3HUPAHE HA XMIIEPKOPTU30/M3Ma peau u3sbpmBane Ha PET ¢ ranmues (®Ga) enorpeorus.

OrpanuyeHus py n3obpakenusTa ¢ raaues (°8Ga) enorpeorun

ITpu GEP-NET, no-uHTeH3UBHUAT bTelK Ha ranues (*®Ga) e10TpeoTn 1 B CpaBHEHUE C HOPMATTHHS
(oH mpecTaBIsgBa MOCTOSTHHA Haxo Ka. Bernpeku ToBa siesun Ha GEP NET, kouto Hiamar goctaTbuHa
IUTBTHOCT Ha EKCIPECUPAHN COMATOCTAaTHHOBH PEIICTITOPH, HE MOTaT Ja OBJaT BU3YaTTU3UPAHHU C
rames (*8Ga) enorpeornn. PET uzo6paxenusra ¢ ranves (*®Ga) enorpeorun tpsabsa na ce
WHTEPIPETUPAT BU3YATHO, a 33 KJIMHHYHA HHTEPIIPETAlNs Ha H300paeHnsTa He TpsOBa 1a ce
M3II0JI13Ba TIOJYKOJIMYECTBEHO OINpe/IeiIsHe Ha brTeiika Ha ranues (%Ga) exorpeorun.



JlanauTe, NOTBEpkKAaBamy egukacHocTTa Ha ramues (*8Ga) enoTpeoTn  3a IporHo3upaHe u
MIpOCIEesBaHe Ha TEPANleBTUYHUSA OTTOBOP KbM NENTUIHOPELENTOPHA PAAMOHYKINIHA TEPAIns
(PRRT) npu xucronornuHo notebpacHu Mertactatnunu NET, ca orpannyenu (Bx. Touka 5.1).

EnnoBpeMenHara VHOTDe6a Ha aHaJIO3HM Ha COMATOCTAaTHH

3a npeanountane € 00paszHo uscineasane ¢ raaues (*®Ga) exorpeoTun na ce U3BBLPILIBA B ICHS/JHATE
TIPE/I CIIEABANIOTO NPUIIaraHe Ha COMaTOCTATHHOB aHalor. Bmkre Touka 4.5.

Cren nporenyparta

Bau3KusaT KOHTAKT ¢ KbpMaucTa u 6pCM€HHI/I KCHHU TpH6Ba Ja 6’I)I[e OrpaHUYCH MPE3 IbPBUTE 12 gaca
CJICO NPUITOKCHUCTO.

Crenpaiay nIpeaynpexIeHus

To3u nexapcTBeH MPOAYKT ChIbpKa Mo-Manko oT 1 mmol HaTpuit (23 mg) Ha 7030Ba €IWHUIIA, T.C.
MOXKe J1a ce Kaxe, 4e MPAaKTHIECKU He ChIIbprKa HATPHI.

Iopaau kucenoro pH Ha pa3TBopa Ha n30TONHO Mapkupanus ranues ($Ga) exorpeorus, ciyuaiinara
eKcTpaBa3allisi MOXKe Ja IpeIN3BHKa JIOKATHO Ipa3HeHe. B cirydail Ha ekcTpaBa3arus,
WHKEKTUPAHETO TpAOBa 1a ObJie MPeKpaTeHo, MSICTOTO HAa MHKEKTUpaHe TpsiOBa J1a ce IPOMEHH U
3aCETHATHAT YYaCThK Jja C€ MPOMHE C pa3TBOP HA HATPUEB XJIOPUI.

3a npeana3HuTe MEPKU 10 OTHOIIEHHE Ha PHCKa 32 OKOJIHATA Cpe/ia BIKTE B TOUKa 6.6.
45 BzaumoaeicTBHE ¢ APYTH JeKAPCTBEHH NMPOAYKTH U APYru GopMu HA B3auMo/elicTBHE

IIpennonara ce, ye COMaTOCTaTHUH U HETOBUTE aHAJIO3U Ce KOHKYPHPAT 3a CBbP3BAHE C €THU U CHIIU
COMATOCTaTUHOBH PELENITOPH. 3aTOBA, IPH JeUCHHE HA MALMEHTH ChC COMAaTOCTaTHHOBY aHAJIO3H, 3
npeanounTane € 00pasHo uscaensane ¢ ranues (®Ga) eoTpeoTn 1 1a ce M3BBPIIBA B JASHSI/THATE
Npeay CIEABALIOTO NpUiIaraHe Ha COMaTOCTaTHHOB aHAJIOT.

JbarocpodyHaTta eKCIO3HIUS Ha KOPTH30J, TIOPaJH €HJIOTEHEH XUTIEPKOPTH30JIM3bM, MOXKE 12
MOTUCHE EKCIIPECHATa HA COMaTOCTATHHOBUTE PELIETITOPU U Ja ITOBJIHUSIE HETaTUBHO BBPXY
pesyJITaTuTe 0T 0OPa3HOTO M3CJIEIBAHE HA COMATOCTATUHOBUTE pelenTopy ¢ ranues (*4Ga)
enorpeorun. [Ipu marmenTu cbe cunapom Ha Cushing TpsOBa 1a ce mOMHUCITH 32 HOpMATU3UPAHE Ha
XHUnepkopTusonusma npeau n3pbpiBane Ha PET ¢ u3nonzsane Ha SomaKitTOC.

Hma HsIKOM JOKA3aTeNCTBa, Y€ KOPTUKOCTEPOUIMTE MOraT Aa NPeAN3BHUKAT IIOHMKaBaHE Ha
perynanusita Ha COMaTOCTaTHHOBUTE perienTopu oT moarun 2 (SSTR2).

MHOTOKPaTHOTO PUIIOKEHUE Ha BUCOKH JI03H [NIFOKOKOPTHKOCTEPOUIN TIPEIU MPHIIOKECHUETO Ha
ranues (®®Ga) enotpeoTra Moke 1a 10BeIE 10 HeocTaThuHa ekcnpecus Ha SSTR2 3a anexBatHa
BU3yaJIM3alys Ha MOJIOXKUTENIHY 3a comarocTaruH-penentop NET.

4.6 @epTHANTET, O)PEeMEHHOCT H KbpMeHe

Kenu ¢ geTepoJieH IOTEHITHAAT

Koraro e Heo0X0 MO IPUIOKEHHE Ha paarohapMaleBTUIIH MIPH KEHU C JSTePOJICH MOTCHIINAI, €
Ba)XKHO JIa Ce OMpeJIein Jajy KeHaTa e OpeMeHHa, uin He. Besika jkeHa ¢ IpoIrycHAT MeceUeH IUKBI
clenBa 1a ce mpueMa 3a OpeMeHHa, TOKaTo He 0bie T0Ka3aHo MPOTUBHOTO. [Ipu chMHEHHE OTHOCHO
MOTEHI[MATHA OPEMEHHOCT (aKO JKEHATa € C MPOITYCHAT MECEUEH IUKbJI, aKO HEHHUTE IIUKJIA Ca MHOTO
HEPEJIOBHHU U JIp.), Ha MMalMeHTKaTa TPsiOBa Ja ce MPEIIOKAT alITePHATUBHY TEXHUKH, TIPU KOUTO HE
Ce M3I0JI3Ba HOHU3UPAIIIO JIbYSHUE (aKO UMa TaKHUBa).



BpemenHoct

JlurcBaT JaHHM OTHOCHO YHOTpebaTta Ha TO3H JIEKapCTBEH MPOIYKT Mo BpeMe Ha OpemMeHHOCT. [1pu
NPOLIESYPHUTE C PAAHOAKTHBHU HU30TOMH IIPH OPEMEHHH KEeHH EeTyChT ChILO MOTy4aBa 1032
panuanus. [Topaau Ta3u npudrHa 1o BpeMe Ha OpeMEeHHOCT Tpsi0Ba 1a ce MPOBEXKAAT caMo KpaiHO
HEOOXOIUMHM M3CIIEABAHNUS, KOTaTO BEPOSITHATA 013 CHJIHO HA/IBUIIIABA PUCKA, HA KOKTO ca
W3JI0)KeHU MaiKaTa U QeTychT.

Kwpmene

[Ipeau npunaraneTo Ha pagrodapManeBTUIM NPU Malika KbpMadka TpsiOBa 1a ce 0OMHCIH
BBH3MOXKHOCTTA 3a OTJIaraHe Ha IIpUJIaraHeTo Ha PaJlliOaKTUBEH U30TOII, JOKAaTO MaliKaTa IIPecTaHe J1a
KbPMHU, U /12 CE MPELECHN Hall-IPaBUIIHUAT U300p Ha pagrodapMaleBTHK, KaTo ce UMa MpeIBUI
OTJEJNSTHETO Ha PaIMOaKTUBHOCT B KbpMaTa. AKO IIPHIIAaTaHETO ce CUMTA 32 HEOOXOAUMO, KbPMEHETO
TpsI0Ba /1a ce MPEeKbCHE 3a epHo oT 12 yaca, a OTJeNeHaTa KbpMa J1a C€ U3XBBPIIH.

Bau3KkusT KOHTaKT ¢ KbpMaueTa TpsiOBa J1a ObJie OrpaHnyieH npe3 mbpBHUTe 12 "aca cieq MHKEKIHATA.
DepTUInTeT

He ca npoBexnanu nmpoy4BaHus 3a OlICHKa Ha BB3ACHCTBUETO BbPXY epTunureTa.

4.7 EdekTH BHPXY CIOCOOHOCTTA 32 modupaHe U padoTa ¢ MAIIUHA

Tamuesusr (*®Ga) enoTpeoTn i HAMA MM MMa IPEHEOPEKUMO BIHSHHE BHPXY CIIOCOOHOCTTA 3a
modupane 1 padoTa ¢ MalIHHH.

4.8 Hexenanu JjeKapcTBeHH peaKuu

Excriosunusta Ha oHU3Mpallla pajnalus € CBbp3aHa ¢ IosBa Ha pak U MOTEHIMAN 3a pa3BUTHE Ha
HacneacTBeHu aedext. Tril kato eekTUBHATA J103a € 0KoJIo 4,5 mSv npu npuiiarane Ha
MaKCHMaJIHaTa IPernopbuuTeIHa paanoakTuBHOCT oT 200 MB(q, BeposTHOCTTA TE3U HEXETaHU
PEaKIuu J1a ce MOSABAT € HUCKA.

HesxenannTe peakiuu ce pa3IensaT Ha rpynu criopen yectora o MedDRA koHBeHIusITa: MHOTO
yectu (>1/10), yectu (>1/100 no <1/10), Heuectu (>1/1000 o <1/100), peaxu (>1/10 000 mo
<1/1000), mHorO peaku (<1/10 000) u c Hen3BecTHa YecToTa (OT HATMYHHUTE IAaHHH HE MOKe J1a ObJie
HaIpaBeHa OIIEHKA).

Obwu Hapyuienust u eghekmu Ha MACMOMO HA NPULONCEHUE
C Hen3BeCTHA YecTOoTa: 00JIKa Ha MSACTOTO Ha TPUIIOKECHUE

Onucanue Ha 30paHu HEXKEJIaHU JICKAPCTBEHH PEAKIIMU

CrobmiaBa ce 3a ciryyau, P KOUTO (pU3HOJOTHYHUAT bITeHK Ha ranues ($Ga) enoTpeotua oT Thkan
Ha cJIe3KaTa € JUarHOCTHLUPAH ITOTPELIHO KaTO HEBPOSHIOKPUHEH TyMOp, KOETO € JOBEJIO JI0
U3JIMIITHA UHTEPBeHIUS (BXK. TOUKa 4.4).



Cpo0111aBane Ha MOA03UPAHN HEKETAHHN PEAKITHH

Cro01IaBaHeTo Ha MOIO3UPAHU HEIKEIIAHU PEAKIIUH CIIe]] pa3peliaBaHe 3a yrnorpeda Ha JIeKapCTBEHUS
MPOAYKT € BaKHO. TOBa MMO3BOJISIBA Ja MPOIBJKK HAOIIOICHUETO Ha ChOTHOIICHUETO IMOJI33/PUCK 32
neKapcTBeHUs MpoaAyKT. OT MEIUIIMHCKUTE CIISITUAMCTH CE M3MCKBA Ja ChOOIIaBaT BCSIKa
ITOI03MpaHa HeXKEIIaHa PeakIlvs Upe3 HAIlMOHAHA CICTEMa 3a ChOOIIaBaHe, IIOCOYEHa B

[pwioxkenue V.

4.9 Ilpemo3upane

B ciydaii Ha ipuiiarane Ha CBpbX103a pajualiys, mprueTaTa oT MalrueHTa 103a TpsioBa 1a ce HaMau,
KOTaTo € Bb3MOKHO, TIOCPEICTBOM YBEJIHUYaBaHE HA CIIMMUHHPAHETO HA PAHOM30TOINA OT OpraHu3Ma
Ype3 YecTo YpUHUPAHe WK Ype3 yCUJICHA XUApaTallis U 4ecTo ypuHupane. Moe Jia € ToJIe3HO Ja ce
onpeeny eekTUBHATA /1034, KOSTO € MPUIO)KEHA.

5. DAPMAKOJIOI'NMYHHA CBOUCTBA

51 ®apmakoguHAMUYHH CBOHCTBA

®dapmakoTepaneBTH4Ha rpyna: J{uarHocTH4HU paanodapMaleBTUIU; TPYTH THarHOCTHYHH
paanodapmManeBTHIN 32 oTKpuBaHe Ha TymopH, ATC xom: V09IX09.

MexaHu3bsM Ha JEUCTBUE

Tanepusar (*®Ga) exoTpeoTns ce cBbp3Ba ChC COMATOCTATUHOBHTE PELENTOPH. IN Vitro To3n
paarodapMalieBTHK Ce CBbP3Ba ¢ BUCOK aduHUTET T1aBHO ¢b¢ SSTR2, a B mo-Majka CTeIeH U ChC
SSTRS.

In ViV He € olleHEHa TTOTYKOJIMYECTBEHATA KOPEAKs MEX Ty bIiTeiika Ha ranues (*Ga) exorpeorn
B TyMOpH U mrbTHOCTTa Ha SSTR B xucTonornynu npobu, kakro npu nanueaTn ¢ GEP-NET, taka u B
HOopManHu opranu. Hemo noseue, cebp3BaneTo in Vivo na ranuesus ($Ga) enorpeorua kbm
CTPYKTYpH WU penentopH, pasindau oT SSTR, ocraBa HeM3BeCTHO.

dapMakoguHAMUYHHU e(DEKTU

B XMMUYHHTE KOHIIEHTPAIIMH, M3TI0JI3BaHH 3a JUArHOCTHYHHU U3cieaBanus, ranuesust ($Ga)
€J0TPEOTH]T HE M3TJICKIA /1a UMa HAKAKBHM KIIMHUYHO 3HAYUMHU (papMaKOJIMHAMUYHU (EKTH.
EnorpeotunsT € comatocTatnHOB aHainor. COMaToCTaTUHBT € HEBPOTPAHCMUTEP B IICHTpaTHATA
HEPBHA CUCTEMa, HO CHIIO TaKa U XOPMOH, KOHTO Ce CBHP3Ba KbM KIIETKUA OT HEBPOEHIOKPHUHEH
MIPOU3XOJ ¥ TIOTHUCKA OCBOOOKTABAaHETO HA PACTEIKEH XOPMOH, MHCYJIMH, TJIFOKAaroH u racTpud. Hiama
JTAaHHU JaJTd MHTPABEHO3HOTO NMPIJIOKEHHUE HA €JOTPEOTHT BOAM 10 BapHpaHe HA CEpyMHUTE HUBA HA
TaCTPUH U TIIFOKAroH.

Kinnnnuna edukacHocT 1 6€300aCHOCT

3a oTkpuBaHe Ha mpBUUYHaTa Jokanu3anus Ha GEP-NET B cirydail Ha moBuIIaBaiiy ce HUBa Ha
CHOTBETHUS OMOXMMHUYEH TYMOPEH MapKep WU B ClIy4ail Ha goka3aHa meTactaza Ha NET,
4yBCTBUTEIHOCTTA M cnenuuunoctTa Ha ITET ¢ ramues (*®Ga) enorpeotns, Ha 6a3aTa Ha
NoITyJIaMATa MAUeHTH, ca cboTBeTHO 100% (4/4) 1 89% (8/9) B mpoCIIeKTUBHO MPOyYBaHE Ha
Gabriel et al. 2007. Crernenra Ha oTKprBaHe Ha jie3un € 75% (3/4) B moarpymnarta naiueHTH ¢
HEHM3BECTHA ITbPBUYHA JIOKAIM3AI[HMs Ha TyMOpa B IPOCIIEKTUBHOTO npoyuBane Ha Frilling et al. 2010.
B perpocnekruBHus nokiazn Ha Schreiter et al. 2014, wHTpanHAMBUIYaTHOTO CpaBHEHHE B MOATPYIIa
ot 20 nanuenTy nokassa, ue ranues (*8Ga) enoTpeoTn I 103B0NISBA 1a Ce JOKAIU3UPa TbPBUYHUAT
tymop nipu 9/20 (45%) narmentu, nokaro unaues (11In) menrerpeorrn mozsonssa Tosa mpu 2/20
(10%).


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

IIpOCTIEKTMBHO MHTPAWHANBUIYAIHO CPaBHEHHE MOKa3Ba, ue ¢ ranues (*8Ga) exorpeoTns nesun
MOTaT Jia c€ OTKPHBAT M0-1006pe oTKonkoTo ¢ uaaues (111In) menrerpeornn. Hupo Ha oTkpuBaHe Ha
nesun 100% (40/40) B cpaBuenue ¢ 85% (34/40) e nabmogaBano B npoyuBaneTo Ha Hofmann et al.
2001, B K0€TO Cca y4acTBaJu MAlMEHTU C XUCTONOrHYHO joka3aH OponxuaneH NET (n=2) wau NET na
CpeHusl OT/EN Ha racTporHTecTHHANHKS TpakT (N=6). B mpoyusanero Ha Buchmann et al. 2007,
poBeeHo ¢ 27 manuenTH, ¢ npeodmanasamu GEP-NET (59 %) wiu NET ¢ HeusBecTHA ITbpBUYHA
nokamuzamus (30 %), ¢ ramues (%Ga) enorpeorun ce otkpusat 279 nesuu cnpsamo 157 nesun,
otkputu ¢ uaaues (11In) menrerpeorna. B nmpoyusanero ma Van Binnebeek et al. 2015 npu 53
nanuenTn ¢ meractatnaan GEP-NET [mpeo6magasamo GEP-NET (n=39) wiau NET ¢ neussecten
npousxos (N=6)], HUBOTO Ha OTKpHBaeMOCT Ha Ne3uu npu ramues (%Ga) enorpeorun e 99.9 %
(1098/1099) cripsimo 60 % (660/1099) npu unaues (*1In) menrerpeorrn Ha 6azara Ha IMpoCeISBALIM
ckanupanus. B npoyusaneto Ha Lee et al. 2015 npu 13 narmentu ¢ GEP-NET ce otkpuBart 001110

35 nonoxwurennu nezuu npu 10 nauuentn win Ha IIET/KT ¢ ramues (*8Ga) enotpeotnn, nnm Ha
SPECT/KT c unaues (11*In) menrerpeorrn, a npu 3 mMalMEHTH HE CE yCTAHOBABAT MOJIOKUTEIHH
JIE3MH TIPY HUTO €IMH OT JBaTa MeToa 3a obpas3Ha quarnoctuka. C ranmues (%®Ga) enorpeorun ce
otkpusar 35/35 (100 %) nesuu cnpsmo 19/35=54 % 3a SPECT/KT ¢ ungues (*11In) nenterpeotnn. B
npoyusanero Ha Kowalski et al. 2003 npu 4 namuentu ¢ GEP-NET, ranues (Ga) exorpeotnn
MOKa3Ba MM0-BHCOKO HUBO Ha oTkpuBaeMocT (100 %), Ha 6a3aTa Ha MoIMyIanusITa MAMEHTH,
otkosnkoto unaues (1n) menrerpeorus (50 %).

HannunuTe NaHHY 3a KIMHUYHA eukacHOCT Ha ranues (*8Ga) eoTpeoTn 1 npu MoKa3aHUETO
NPOTHO3MPAHE U IPOCIIEIIBAHE HA TEPANIEBTHYHMS OTTOBOP KbM MENTHUIHOPEIETITOpPHA
panuonyknuaHa tepanusi (PRRT) npu xucronornuno norebpaeH metactarinuer NET ca orpannyeHy.
IMogameHu ca meT NPOy4YBaHus, eaHO OT TX mpocrnektusHo (Gabriel et al. 2009) u yetnpu
perpocnektusau (Kroiss et al. 2013, Ezziddin et al. 2012, Kratochwil et al. 2015 and Luboldt et
al.2010a). B nmpoyusaneTo na Gabriel et al. 2009 ranues (*®Ga) enorpeorun npeau PRRT ce cpasHsiBa
¢ KT unn SAMP upes uznomBaneTo Ha Kpurepuure 3a olieHKa Ha OTTOBOPA MPHU COTUIHU TYMOPHU
(Response Evaluation Criteria in Solid Tumors, RECIST). IIET u KT ¢ ranues (*®Ga) enorpeotn
MOKa3BaT ChOTBETCTRAIIM pe3yiaraTu npH 32 narueHTH (70 %) U HeChOTBETCTBAIIM pe3yTaTu npu 14
narnuenTs (30 %), ot kouto 9 ¢ mporpecuparo 3ad0NIBaHe U 5 B peMHUCHS.

PetpocniektuBroTo npoyusane Ha Kroiss et al. 2013 npu 249 nanmentu ¢ NET mokassa, ue PRRT ne
OKa3Ba 3HAUMTENIHO BIMSAHHME BHPXY MonyKonuuecTBenus brreiik npu I1ET ¢ ranmues (%Ga)
€JI0TPEOTHI, OCBEH NPU YepHOAPOOHU MeTacTaszu npu naiuentu ¢ NET, HO B mpoy4BaHeTO JUIICBa
XUCTOJIOTHYHO MOTBBPKAeHHE. OCTaHAINTE TPU PETPOCTIEKTUBHU MPOYYBAHUS U3IIOJI3BAT MATKH
usBaku (Bapupany ot 20 1o 28 marmentu ¢ GEP-NET niu takuBa ¢ KapimHOM OT HEU3BECTEH
TIPOM3XOJ1) M YCTAHOBSABAT, Y€ MONyKoJIndecTBeHuAT brreiik npu I1ET ckanupaneto ¢ ranues (*4Ga)
enotpeorun npean PRRT, cBbp3an ¢ go3ute, abcopOupanu oT TyMmopa Ha 0a3za MHKEKTHpaHa
paZioaKTHUBHA /1032 32 IMOCIISBAIINS ITHPBU IIUKbBII HA JICYCHUE, CE PA3INIaBaT MEXKY JIE3UUTE, KOUTO
ca kacuuIMpaH KaTo MOKa3Balll OTTOBOP M KaTO HETIOKAa3BaIlld OTTOBOP CJIE/ TPU IIMKbIa Ha
PRRT, u momarat 3a OT/AEISHETO Ha XeMaTaIHUTE METaCTa3! OT HOpMAJIHATA YEPHOAPOOHA ThKaH.

5.2 ®apmakokuHeTHYHH CBOHCTBa

Pasnpenenenue

Crnieq1 MHTPAaBEHO3HO HHKEKTHpaHe, ranues (*8Ga) enoTpeoTns ce 0ouncTBa GBP30 OT KPBHBTA CIIE]
OMEKCITOHEHIIMATHO eTMMUHUPaHEe Ha PaJHOaKTHBHOCTTA C TIOYKHUBOT ChOoTBEeTHO 2,0 £ 0,3 min u
48 + 7 MuH.



‘britelik B opranu

OpransT ¢ Hail-BUCOK (hU3HONOrMYEH bITelK Ha ranues (%Ga) exoTpeoTus e cieskara, ciaeiBad OT
O0bOpenuTe. brTeiKbT B YepHUS Ip0o0 U B XUNO(HU3aTa, IUTOBUIHATA KJIe3a U HANOBOPESUHHUTE HKIIC3U
€ O-HHUCKO. Moske ChIIOo Ja ce HaOII01aBa BUCOKA CTENeH Ha (DM3MONIOTHYEH bIITElK Ha ranues ($Ga)
€I0TPEOTH T B Processus uncinatus va nmaukpeaca. Oxono 50 MUHYTH CJIe] HHTPaBEHO3HO
npunoKeHue, bnTeiksT Ha ranues (%Ga) enoTpeoTy JoCTUra IATO BHB BCHUKH OPTaHH.

JlokasaHo e, 4e BITEHKHT B OPraHUTE HE 3aBUCH OT BH3pacTTa MPH HOPMATTHH THKaHU MPH Bh3PACTCH
¥ caMO OTYACTH 3aBHCH OT IoJia (10 OTHOIICHUE Ha IUTOBHIHATA JKJIe3a U TJ1aBaTa Ha IMaHKpeaca).

EnumMunupane

He ca ycTaHOBeHU pajiMOaKTUBHU META0OIUTH B CEpyMa B PAMKHUTE Ha 4 4yaca cJie]] HHTPaBEHO3HO
unKekTupane Ha ranues (%8Ga) exorpeoTun.

[Ipu6musutenno 16 % ot pagnoakTMBHOCTTA Ha ranues (*®Ga) exoTpeoTns ce oTcTpansBa ot
opraHm3Ma ¢ ypuHara B paMkuTe Ha 2 10 4 waca. [lentuabt ce oTnens upe3 ObOpenuTe KaTo HHTAKTHO
ChCIMHEHHE.

[onyXuBOT

Kato ce nma npeaBua 4e CKOPOCTTa Ha SIMMUHUPAHE € 3HAYUTEITHO TI0-HUCKA OT Qr3ndecKus

o1y xuBoT Ha ramus (*8Ga) (68 MuHyTH), GHOJIOrHYHHAT MONYKUBOT ILE MMa CI1a00 BIUSHHUE BHPXY
e(eKTHBHUS TTOYKUBOT Ha JIEKAPCTBEHUSI IPOAYKT, KOMTO MOKE Jla c€ 04YaKBa Ja O'bJic MAJKO I10-
MaJIKo OT 68 MUHYTH.

Br0peuno/4epHOAPOOHO YBpEKIaHE

He e xapakrepu3upana GapMakOKHHETHKATA [TPH MAMEHTH ¢ ObOPEYHO WK YEPHOIPOOHO
YBpEKIaHE.

5.3 IlpeakIMHUYHHU JaAHHU 32 0€30MACHOCT
HekIMHWYHUTE TaHHK HE TIOKa3BaT 0COOEH PUCK 3a XOpa BbB Bpb3Ka ¢ ranues (%Ga) enorpeorus.

OI.IeHKaTa Ha JIOKaJIHaTa MIOHOCUMOCT YCTAaHOBSBA MMPU3HALIA HA JICKO 10 YMCPCHO IIE€PUBACKYJIAPHO
BB3HAJICHUC IIPU HAKOU KUBOTHU, KOCTO MOXKEC 1a CC ABJDKHU Ha KHUCCIIOTO pH Ha pa3TBopa.

He ca npoBexanu mpoy4BaHus 10 OTHOILIEHHE Ha (DEPTHIUTET, eMOPUOHAITHO Pa3BUTHE,
MYTareHHOCT WX JbJITOCPOYHA KAHIIEPOT€HHOCT.

IITo ce oTHACs 10 HOBOTO MOMOIIHO BernecTrO (1,10-henanTposun), Mo BpeMe Ha MpOy4BaHETO 3a
TOKCHUYHOCT, TIPOBEACHO ChC cheTaBa Ha kuta SomaKitTOC, sxirousary 1,10-geHaHTpONHH C 1032,
400 mpTH TIO-BUCOKA OT J103aTa MIPH XOpa, He ca HaOII0AaBaH! MPU3HAIM HA TOKCUIHOCT.

[IpoyuBanusiTa 3a TeHOTOKCUYHOCT Ha 1,10-(eHaHTpONNH, HATMYHH B IUTEpaTypaTa, OKa3BatT
OTpHLIATENTHHU PE3YNTaTH NpU OaKTEepUaIHUs TECT 3a 00paTHU MyTauuu (TecT Ha AMES), TOKaTo NpU
TECTa C MUY JIMM(POM ce TIOTy4aBa MHIUKAIKS 32 Bb3MOKHA TeHOTOKCUYHOCT IPH KOHIIEHTPAIIHH,
750 BT 1MO-BUCOKH OT MaKcUMallHaTa KoHIeHTpanus Ha 1,10-peHanTponuy B KpbBTa, OCTHKHMA
IIpY MAIUEHTH. BbIpekn ToBa, JOPHU U KOraTo IPaHUIMTE 32 TEHOTOKCUYHM U KaHIIEPOT€HHHU NIPUMECH
ce TpuemMaT KaTto Hal-Jomus peepeHTeH Ciry4aid, pUCKbT, CBbP3aH ChC CIIEAUTE OT
1,10-¢penanrponun B cheraBa Ha SomaKitTOC, ce cMsiTa 3a HE3HAYHUTEINEH MPH JI03aTa, KOSTO IIe ce
npuiiara npy NauuMeHTuTe: ekcnosunusra Ha 1,10-genantponun (5 pg/no3a) e 24 mbTr NO-HUCKA OT
JOITyCTUMHMS JHEBEH MPHEM 3a reHoTokcuueH npumec (120 pg/nen npu excriozumu <1 mecen).



6. DAPMALIEBTUYHU JAHHU
6.1 Chnucbk HA IOMOIIHUTE BelleCTBA
[pax

1,10-¢penanTponuu

I'enTH3nHOBaA KUCEIHMHA
Manwuron (E421)

bydep
MpaBueHa KucennHa
Hatpues xunpoxcun (E524)

Bopa 3a nmxexinn

Crnen U30TOMHO MapKUpPaHe, MOIy4YEeHUAT pa3TBOP ChABPKA KATO MOMOIIIHO BELIECTBO U
XJIOPOBOJIOPO/IHA KUCEIIMHA OT T€HEPAaTOPHUS eTyar.

6.2 HecbBMecTHMOCTH

N30TOMHOTO MapKHpaHe Ha MOJIEKYIIMTE Ha HocuTens ¢ ranues (*8Ga) Xmopu € MHOrO 4yBCTBHTEIHO
KbM HAJIMYMETO HA CJICU OT METAIIHU IpuMecH. TpsOBa Ja ce U3IMoJI3BaT caMO CIPUHIIOBKH M UTJIHU 3a
CIIPUHIIOBKH, KOMTO MOTAT JIa CBEAAT 0 MUHMMYM HHBATa Ha CJCJAUTE OT METAJTHH IIPUMECH

(HaanMep HCMCTAJIHU UI'JIM UJIN UTJIU ChC CUJIIMKOHOBO HOKpI/ITI/IC).

To3u ekapcTBEH IPOAYKT He TpsiOBa 1a ce CMeCBa C APYTH NIPOAYKTH, C U3KJIFOUEHUE HA [IOCOYECHUTE
B Touka 12.

6.3 Cpok Ha rogHocT

Kurt, kakTo € ommakoBaH 3a Ipoaxoa

2 TOMHU

Crer M130TOIHO MapKHUpaHe

4 qaca

[la He ce cpxpaHsaBa npu TeMrneparypa Hajg 25°C cien H30TOIHO MapKUpPaHe.

OT MUKPOOHOIIOTHYHA TJIE/IHA TOYKA JIEKAPCTBEHHUAT POYKT TPsOBa Ja ce M3IMoN3Ba BeqHara. AKO He
Cce M3M0JI13Ba He3a0aBHO, ChbXPAaHEHHETO B MIEPHO/a HA U3IOI3BAHE U YCIOBUATA HA ChXPAaHEHUE MPen
ynoTpebda ca OTTOBOPHOCT Ha MOTPEOUTES.

6.4 ChnenuaJHu ycJI0BUS HA ChbXpaHeHHe
Ja ce cpxpansiBa B xiagmwiHuk (2°C — 8°C).
Jla ce cpxpaHsiBa B OpUTMHAJIHATA ONAKOBKA, 3a J1a C€ MPEANa3u OT CBETIIMHA.

3a ycioBuUsATa HA ChXpaHEHHE Clie/l U30TOIMHO MapKUPaHE Ha JIEKAPCTBEHHS POJIYKT BHXKTE TOUka 6.3.

CopxpaHeHneTo Ha pagnodapMareBTHITUTE TPSOBa Ja € OCHINECTBIBA CHIIIACHO HAITMOHATHATE
pasnopeady OTHOCHO paJIMOaKTUBHUTE MaTEPHAIIH.
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6.5 Bua u CbABP/KAaHUEC HA OIIAKOBKaTa U ClielMaJTHA HpHCHO(!Oﬁ.]]eHHﬂ 3a yHOTpeﬁa

Bcska onakoBka chabpika:

. Enun ¢uakon ¢ mpax 3a umxeknnoHeH pazrsop: 10 ml ¢uakon ot crpkiio Tui I, cbe 3amymanka
oT 6poMoOyTHIIOBa T'yMa, € OTUyIBaIa ce oOkaTka. Beeku duakon cpabpka 40 MUKporpaMa
€I0TPEOTHI.

o Enmun ¢nakon ¢ peakunonen 0ydep: 10 ml ¢akon ot nukimmyeH oneun noimumep, ¢
Te(hJIOHOBA 3ammyIIajgka ¢ OTdynBaia ce ookarka. Beeku dmakon cpaspika 1 ml peakiimonen

oydep.
6.6 CrHenuajHu NpeINa3Hu MEPKH IPH U3XBbPJIsiHE U padoTa

001110 IpeAyIPEKICHUE

Pagnodapmanestunmre TpsiOBa 1a ce MOIy4aBaT, U3MOA3BAT U IPUIIaraT caMo OT OTOPU3HPAHH JIMIA,
B OTIpe/IeNICH KIIMHUYHHU yCI0BUA. TAXHOTO MoTydaBaHe, CbXpaHEHHUE, U3MONI3BaHe, PEXBBPISHE U
U3XBBPIISIHE Ca MPEeIMET Ha ChOTBETHUTE HApeA0OH W/WIK JIMLIECH3UPaHEe OT KOMIETEHTHA O(UIHaIHa
OpraHu3alys.

PapnodapmaneBTuiTe TpaOBa 1a ce MPUTOTBSIT IO HAYMH, KOUTO OTrOBaps Ha N3UCKBAHUATA 32
paanannoHHa 6€30MacHOCT 1 3a (hapmMareBTHYHO KadecTBO. TpsadBa na ce B3eMaT MOIXO/ISIIN
ACCIITUYHHU IMPCATIa3HU MEPKH.

CoabppkaHueTo Ha (IIakoOHHUTE € MPEeAHAa3HAYeHO caMo 3a yoTpeda Npy MPUroTBSIHE HAa HHKEKLIMOHEH
pastBop Ha ranues (*®Ga) enorpeoTn i u He TpsAGBa Ja ce MpUIAra JUPEKTHO HA TALMEHTA TIPE/IU JIa €
MIpeMHHaTa Mpoleaypara 3a HoAr0TOBKa.

Bcexu ¢makon ot 40 MukporpaMa ChIbprKa H3NUIIBEK OT JIEKapCTBEHUS MPOoAyKT. HesaBucumo ot
TOBA ce MpenopbyuBa (PIAKOHBT Ja ce MOATOTBU ChITIACHO YKa3aHUSATA U J1a Ce U3II0JI3Ba 3a €JUHUYHA
J1032a 32 TallMeHTa Ha 0a3aTa Ha paJiMOaKTUBHOCTTA, KOATO TPsOBaA Jja c€ MHKEKTUPA; LETHIT OCTaHal
MaTepHaj TpsOBa Jla ce U3XBBPIIM CJIEA W30TOITHO MAapKUPaHe U ynoTpeoa.

[Ipeana3Hy MepKH, KOUTO TpsOBa j1a OBbIAT B3€TH Npeau paboTa CbC WK IPWIOKEHHUE HA
JIEKAPCTBEHUS [IPOAYKT

3a yKka3aHus OTHOCHO M30TOITHOTO MapKUpaHe Ha JICKAPCTBEHUS MPOIYKT MPEAU NPUIOKEHHE BUKTE
Touka 12.

AKO B J]aJiecH MOMEHT OT ITPUTOTBSIHETO Ha TO3M JICKAPCTBEH MPOJYKT IeTOCTTa Ha (1akoHa ObJe
HapylIIeHa, Tol He TpsOBa /1a ce M3MOI3Ba.

IIpouexypure 3a npuiaraHe TpsiOBa Jja ce MPOBEXIAT Taka, Ye Ja Ce CBEAE O MUHIUMYM PUCKBT OT
KOHTaMUHAIIUS Ha JICKAPCTBEHUS MPOIYKT U OT OOTbUBAaHE Ha OmepaTopute. AJEKBaTHOTO
€KpaHUpaHe € 3aAbJHKUTEITHO.

ChpapprKaHHETO Ha KUTa MPear U30TOMHOTO MapKUpaHe He € paguoakTuBHO. Cries kKato obade ce
no6aBu pa3TBOpbT Ha ranues (*8Ga) enorpeoTn, TpsAOBa J1a ce MOIBPKA aJIeKBATHO EKPAHUPAHE Ha
KpaiHus mpemnapar.

[Mpunaranero Ha pamuodapManeBTUIN KpUE PUCKOBE 3a JPYTH JHIIA OT BEHITHO O0TbYBAHE HITH
KOHTaMHUHALMS OT pa3jinBaHe Ha ypuHa, HOBpBIIaHe, KpbB U ap. CienoBaTenHo TpsiOBa aa ce B3eMaT

MmpeaAIasi MEPKHU 3a 3aliuTa OT 001bYBaHE CHIVIACHO HaIlTMOHAJITHUTC pasnope)l61/1.

Hewnsnonspanusr JICKAPCTBCH NPOAYKT WIN OTHAABYHUTC MATCPUAJIN OT HETO Tpﬂ6Ba Aa CC U3XBBPJIAT
B CbOTBCTCTBUEC C MCCTHUTC U3MCKBaHMA.
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7. NPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA
Advanced Accelerator Applications

8-10 Rue Henri Sainte-Claire Deville

92500 Rueil-Malmaison

®paHuus

8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/16/1141/001

9. JATA HA ITbPBO PAZPEINABAHE/IIOJJHOBABAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

Jara Ha mppBo paspemasane: 08/12/2016

JaTa Ha nocnenno nmoxuosssane: 12/11/2021

10. [JATA HA AKTYAJIM3BUPAHE HA TEKCTA
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11. AO3UMETPUSA

Ianuii-68 ce pasmnaja ¢ epro/ Ha moypasmnan 68 min 1o crabuieH nuuk-68, 89 % upes mosutpoHHa
eMHCHs Che cpenHa eHeprus 836 keV, mocnensana ot GOTOHHY U3THYBAHUS TIPH AHUXUITAITHS, C
ereprust 511 keV (178 %), 10 % upe3 npuxBaiiane Ha OpOUTATHH SICKTPOHU (PEHTTCHOBU €MUCHHU
i emucun Ha Auger) u 3 % dpe3 13 rama npexonu ot 5 Bb30y/IeHN HHBA.

JHosumerpusra Ha ranues (8Ga) exorpeornn e usumcnena or Sandstrom et al.(2013) ¢ n3non3pane Ha
copryepa OLINDA/EXM 1.1 (tabnuia 1).

Taoauna 1: Josumerpus Ha raaues (*Ga) exorpeorun

Jo3a, abcopOupana B u3dpanu mGy/MBq
OpraHu

Oprann CpenHa cTOHHOCT
Han0obs0peunu xies3n 0,077
Mo3bK 0,010
I'epn 0,010
CteHa Ha XITBYHUSI MEXYP 0,015
CteHa Ha JJOJTHUTE OTJICNIN Ha

J1e0eI0TO YepBO 0,015
THHKY yepBa 0,023
Cromaliga cTeHa 0,013
CtTeHa Ha TOPHUTE OT/IENIU Ha J1e0eI0TO

4epBO 0,020
CrteHa Ha ChPIIETO 0,020
brbperu 0,082
Uepen npob 0,041
benu npobose 0,007
Myckyn 0,012
SuHunm 0,015
[Tankpeac 0,015
UepBeH KOCTEH MO3bK 0,016
OCTEOreHH! KIETKHA 0,021
Koxa 0,010
Creska 0,108
Tectucu 0,011
Tumyc 0,011
IluToBHHA JKITe3a 0,011
CreHa Ha MUKOYHHUS MEXYP 0,119
Marka 0,015
Isu10 TAA710 0,014
EdexTuBHa 103a

mSv/MBq 0,021

EdexTuBHaTa 1032, MomyyeHa Npu NpuiokeHue Ha paanoakrusHocT 200 MBq Ha Bb3pacTeH ¢ Terio
70 kg e okoyio 4,2 mSv.

IIpn npunoxxenne Ha pagnoakTuBHOCT 200 MBq, THIIMYHNUTE paJlallMOHHU 103U 33 KPUTUYHHUTE
OpraHu, KOMTO ca CTeHaTa Ha MMKOYHUS MEXYP, clie3kaTa, ObOpennTe 1 HatObOpeuHHTE HKIIE3H, ca
ChOTBETHO 0KOJI0 24,22, 16 1 115 mQGy.
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12. HMHCTPYKIMUU 3A TIPUTOTBSIHE HA PAINOPAPMAIEBTUIIN

Pajmanmonna 0e3omacHocT — paboTa ¢ JIEKapCTBEHUS IPOAYKT

Uznon3zgaiiTe HenmpoMoKkaeMH pbKaBHIM, )EKTHBHA 3aIUTa OT PAIHAIUS U TIOAXOSIIN MEPKH 32
6e3omacHoCT, KoraTo padorute ¢ n3otormHo mapkupan SomakKit TOC, 3a na n3bernere HeHy)Ha
EKCITO3UITUS Ha Pauallisl Ha NaIMeHTa, CTICIUAIN3UPAaHUTe PAOOTHHUIN, KIMHUYHUS TIEPCOHAT U
JPYTH JTUIIA.

PamuodapmarieBTrnuTe TpsAOBa /1a CE U3MOJI3BAT OT WM IO KOHTPOJIA HA MEAUIIMHCKU CIICIIHATUCTH,
KOUTO Ca MOJTYYHIN KBUTH(UKALNS CIIE]] CTICHUAITHO 00YYCHHUE U UMAT OIUT 110 OTHOIIICHUE Ha
Oe3omacHaTa ynorpeba u paboTara ¢ paAHOaKTUBHU H30TONH, U YUUTO ONUT M 00yUIEeHHE ca 0100peHn
OT ChOTBETHATA JbpP)KaBHA arcHIIMs, YIThJIHOMOIICHA J]a pa3peliaBa yrnorpedata Ha pauoaKTUBHU
W30TOIIH.

PastBopsT Ha ranues (%Ga) exorpeorun TpsA6Ba qa ce NPUrOTBS B CHOTBETCTBUE ChC CTAHIAPTHTE 32
paaranuoHHa 0€30MacHOCT | 3a (PapMalleBTHYHO Ka4yeCTBO, 0COOCHO 10 OTHOIIICHUE HA aceNTUYHATA
TEXHUKA. AKO B J]aJIcCH MOMEHT OT PUTOTBSIHETO Ha TO3M JICKAPCTBEH MPOAYKT IIEIOCTTa HA (IIaKOHA
Oblle HapyIeHa, TOW He TPsAOBa Ja ce U3IOI3Ba.

Tpsi0Ba 1a ce n3noi3Ba MIACTMACOBA CIPUHIIOBKA OT 1 ml ¢ ManKko MBPTBO MIPOCTPAHCTBO, 3a Ja Ce
M3MEpH MPENU3HO aJIeKBaTeH 00eM 0T peakiinoHHHS Oydep, KoiTo TpsiOBa aa ce 100aBH 1Mo BpeMe Ha
noarotoBkata. He TpsiOBa aa ce M3Mon3BaT CTHKICHN CIPUHIIOBKH.

[Tpu mpunosxenue, pa3TBOPHT TPSIOBA Ja ce U3TETJIS Mpe3 3aylianKara Ype3 CIPUHIIOBKA 3a eIHa
Jt03a, CHabJIeHa ¢ MOIXOJISAII 3al[UTeH eKpaH W CTEPUITHA UTJIa 32 eJHOKpaTHA yrnoTpeda, Witk upe3

OTOpHU3HpaHa aBTOMAaTU3HUpaHa CUCTEMA 3a IIpHUjIaraHe.

Hauwun Ha npurorssiHe

SomakKit TOC ce nocraBs KaTo KHT, ChIabpKalll aBa (iakona. [IpegHasHaueH € j1a Obe U30TOIHO
MapkupaH ¢ pastBop Ha ranmes (®Ga) xiopun B chotBeTcTBHE ¢ EBponeiickara papmakores,
MoHorpadus 2464 Pazsmeop na 2anues (**Ga) xnopuo 3a usomonno mapkupane, KOHTO OCBEH TOBA €
CTepHIIeH U TecTBaH 3a chBMecTuMocT cbe SomaKit TOC. TpsOBa 1a ce M3M0JI3BaT caMo TeHEPaTOPH,
KOMTO ca pa3pelieHu Kato jJekapcrsenu npoaykta B EC. Hanpasere cipaBka ¢ kpaTkaTta
XapaKTepUCTUKA Ha MPOAYKTa 32 KOHKPETHUSI T€HEPaTop 3a MoBedYe HHPOPMALHSL.

CrneHuTE pa3pellieHd TeHepaTopy ca Joka3aHo cbBMecTuMu cbe SomaKit TOC:

o GalliaPharm, 0,74 — 1,85 GBq, reneparop Ha paguonykiuau (Eckert & Ziegler Radiopharma
GmbH),

o Galli Ad, 0,74 — 1,85 GBq, reneparop nHa paguonyknuau (IRE-Elit).

PastBopsT Ha ranues (®Ga) eoTpeoTH I 3a MHTPaBEHO3HO MHKEKTHPAHe TPsAOBa 1a ObJe IPUTOTBEH
CBIJIACHO aCeNTUYHATA MPOIEypa, MECTHUTE PA3TOPEI0H U CICTHUTE WHCTPYKIHH.
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Pexoncmumyupane ¢ 2enepamop GalliaPharm:

a.

AKO € Bb3MOXKHO, 32 TIO-TOJISIMO YJ00CTBO IPH NPUTOTBSHE HAa U30TOMHO Mapkupanusi Somakit
TOC, narpsiamiara miardopma TpsioBa 1a ObJie mocTaBeHa TOYHO 10 TeHEpaTopa.

HacrpoiiTe TemnepaTtypaTa Ha eKpaHHpaHaTa cyxa BaHa C OTBOPH ¢ AMaMeThp 25 mm Ha 95°C.
C momorra Ha TEPMOMETHp Ce yBEpeTe, Ue TeMIIepaTypaTta € JOCTUTHAJIA 3a/1aJieHaTa TOYKa ’
ce e cTadunu3upana, Npeay a 3alovyHeTe NpoLeaypaTa 3a peKOHCTUTYHpaHe.

Otuynere obkaTkara Ha (h1akoHa ¢ mpax (¢uiakon 1) U moYKrCTETe rOpHATa YacT Ha
3arynrankarta Ha (hpJJakoHa ¢ TAMITOH C TIOIXO/ISII AHTHCENTHK 32 Ie3MH(EKIH Ha
MOBBPXHOCTTA, CJIe]] TOBA OCTABETE 3alylIajKaTa 1a H3ChXHE.

[Tpobwuiite centyma Ha ¢urakoH 1 (pax 3a MHKEKIIMOHEH Pa3TBOP) ChC CTEPHIICH
BeHTHIanmoneH ¢puntsp 0,2 um ¢ e aa ce moaabpka aTMocepHO HasraHe BbB (prakoHa 1mo
BpeMe Ha Ipolleca Ha M30TOMHO MapKupaHe. Mrnara Ha cTepuiiHAS BEHTHIALUOHEH QUITHD
0,2 um He TpsIOBa B HUKOW MOMEHT J1a JIOKOCBA €JIyaTa, 3a Jia ce n30erHe KOHTaMUHAIIUS C
MeTau.

Otuynere oOkarkara Ha (rakoH 2 (peakiuoHeH Oydep) u MouncTeTe ropHaTa 9acT Ha
3amymiainkaTa Ha (pakoHa ¢ TAMITOH C MTOJIXO/AI] aHTHCENTHK 3a Ie3NHPEKII Ha
MMOBBPXHOCTTA, CIIE]] TOBA OCTABETE 3aITylIajikaTa qa n3cbxHe. Karo n3monsBare crepuinHa
CIpHUHIOBKA OT | ml ¢ MajIko MBPTBO IIPOCTPAHCTBO, BHUMaTeHO u3reriere 0,5 ml
peakiuoneH Oydep U 3ama3ere peakiMoOHHUA Oydep B CIPUHIIOBKATA 3a CThIIKA ,,1 .
CBbprKeTe MBKKHS JIyep KOHEKTOp Ha M3X0/HATa IMHUS Ha reHepaTopa Ha 8Ge/®Ga kbm
CTepWiIHA Uriia (ChC CHIIMKOHOBO MTOKPHUTHE WIIM IOKPUTHE OT APYT MOIXOISAI MaTeprall, KOHTo
Jla HaMaJi CJIeUTE OT METAIHU MPHUMECH).

CebpikeTe ¢GakoH | KbM M3X0JHATA JIMHHS HA TEHEpPaTOpa KaTo BhBEIETE UTJlaTa 3a eIyupaHe
npe3 rymeHus centyM. Mrnara 3a emyupaHe TpsOBa Ja ce AbPKU MO UIIIaTa Ha CTEPHITHHS
BeHTHIanMoneH ¢puntsp 0,2 pm. YBepere ce, 4e B HUKOW MOMEHT WTIIUTE HE Ce JOKOCBAT e/IHa
C Ipyra ¥ He ca TIOTOTICHH B eJTyaTa.

Enywupaiite reneparopa qUpeKTHO BBB (hi1akoH 1 (mpe3 uriara) cbriiacHO HHCTPYKIMUTE 32
ynotpeba Ha MPOM3BOANTENS Ha TEHEPAaTOpa, 3a /1a Ce pa3TBOPHU NpaxsbT ¢ enyara. Exyupanero
MOXK€ J1a C€ U3BBPIIU PBYHO HUJIK C IIOMOIITA Ha ITOMIIA.

B kpast Ha enyupaHeTo oTKadeTe reHepaTopa OT (GiakoH | KaTo U3TErNIMTe Uriata OT TyMEHHS
CENTYyM U BellHara g00aBeTe peaknoHHus Oydep, MpeaBapuTeHO JO3UPaH B CTEpUITHATA
crpuHIoBKa oT 1 ml. M3Bazmere cipuHIIOBKAaTa U CTEpUITHUS BeHTWIanmnoHeH Guatep 0,2 pm u
npemecreTe (hakoHa B OTBOpA Ha cyxara BaHa npu Temiieparypa 95°C ¢ moMoiira Ha IUIKY.
OcraBere (prakona npu Temmnepatypa 95°C B npoab/DkeHHe Ha Hall-MaJKo 7 MUHYTH
(HarpsBaHeTo He TpsiOBa ja HaaBumaBa 10 MuHyTH) 0€3 pa3kiamaHe Wi pa30obpKBaHe.

Cnen 7 muHyTH M3BazieTe (IakoHa OT CyXaTa BaHa, IOCTABETE TO B TIOJXOJISIIO ETHKETUPAH
OJIOBEH €KpaH M TO OCTaBeTe Jla ce OXJIaJ i Ha cTaiiHa TeMIiepaTypa 3a okoyio 10 MUHYTH.
[IpoBepere pagnoakTHBHOCTTA Ha (pIIaKOHA C TIOMOIITA HA TTOIXOINA CHCTeMa 32
KaJauOpupaHe Ha paJIMOaKTUBHOCTTA U 3anuiieTe pesynrata. OtoenexeTe CTORHOCTTA Ha
palMoakTUBHOCTTA, BpEMETO Ha KanOpHupaHne, HOMepa Ha MapThaaTa i CpoKa Ha TOAHOCT
BBPXY €THKETa Ha eKpaHa, BKIIOYEH B OMIAKOBKATa W MpeHa3HAUEH 3a IIOCTaBsSHE BHPXY
OJIOBHUSI €KpaHUpaIl] KOHTEHHEep Clie] H30TOMTHOTO MapKHpaHe.

U3BbpiieTe KOHTPOI HA KAYECTBOTO B CHOTBETCTBHE C MTPEMOPHUAHNTE METOIH, 32 JIa
NPOBEPUTE AaJIH Pa3TBOPHT OTroBaps Ha criennukanuuTe (BHKTE pasaen ,,KoHTpon Ha
KauecTBOTO”).

Pa3tBOpBT TpsiOBa Ja ce MpoBepy BU3yaTHO Npeu yrnorpeba. TpsOBa 1a ce n3mon3BaT camo
oucTpu pa3TBOpH 0e3 BUIUMHU YacTHIlM. Bu3yaHara nmpoBepka TpsiOBa Jia ce U3BBPINBa C
Npena3eH eKpaH 3a paJualioHHa 3alIUTa.

Coxpanssaiite (1akoHa, Chabpskanl pa3teop Ha ranves (*®Ga) enorpeorun, npu Temmeparypa
nox 25°C o usnon3BaHeTo my. [1o BpeMe Ha npuiiarase, JISKapCTBEHHUAT IPOAYKT TpsOBa J1a
ObJie aceNTUYHO M3TETJIEH U CTaHJAPTHUTE 3a PaJualoHHa 3aliTa TpsOBa Ja ce cras3Bar.
Jo3zara Ha nanuenTa TpsiOBa 1a Ob/ie M3MEpPEHa C MOMOITA Ha MOJXO0AA1Ia CUCTEMa 32
KaJquOpupaHe Ha paJIMOAKTHBHOCTTA HETIOCPEICTBEHO MPEU NMPHUIIOKECHUETO Ha TTAIUEeHTA.
TpsiOBa Ja ce 3anuuiaT u JaHHUTE 3a MPIJIAraHeTo Ha JICKAPCTBEHUS MPOJIYKT.

CxemaTH4YHO TIpEICTaBsIHE Ha MPOIIeTypaTa 3a M30TOIMHO MapKUpaHe € mokazano Ha @urypa 1.
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®@urypa 1: IlIponeaypa Ha H30TONMHO MapKHpaHe, KOraTo ce n3noJ3pa reneparop GalliaPharm

HCI

%Ga B HCl

%Ge /%Ga
reHepatop

_;—ﬁg

[Mpax
(dnakoH 1)

Pa3tBOp

Ha peakTuBeH
bydep
(bnakoH 2)

Y

&

95°Cza
7 MUH

2

%%Ga-epgoTpeoTna
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Pexoncmumyupane ¢ 2enepamop Galli Ad:

a.

w

AKO € Bb3MOXKHO, 32 TIO-TOJISIMO YJ00CTBO IPH NPUTOTBSHE HAa U30TOMHO Mapkupanusi Somakit
TOC, narpsiBamiara miargopma TpsioBa 1a ObJie MocTaBeHa TOYHO 10 TEHEpaTopa.

HacrpoiiTe TemnepaTtypaTa Ha eKpaHHpaHaTa cyxa BaHa C OTBOPH ¢ AMaMeThp 25 mm Ha 95°C.
C moMoIITa Ha TepPMOMETHP CE YBEpETE, Ue TeMIlepaTypaTa € JJOCTUTHANA 33/1aJIcHaTa TOYKa U
ce e cTadunu3upana, npeay a 3aloyHeTe NpoLeaypaTa 3a peKOHCTUTYHpaHe.

Oruynere obkaTkara Ha (h1akoHa ¢ mpax (¢uiakon 1) U moYrcTEeTe ropHATa YacT Ha
3aIymaikara Ha JIakOHa ¢ TAMITOH C ITOJXO/ISI aHTHCENTHK 3a JAe3uH(EKIUS Ha
MOBBPXHOCTTA, CJIe]] TOBA OCTABETE 3alylIajKaTa 1a H3ChXHE.

[Tpobwuiite centyma Ha ¢urakoH 1 (pax 3a MHKEKIIMOHEH Pa3TBOP) ChC CTEPHIICH
BeHTHIanmoneH ¢puntsp 0,2 um ¢ e aa ce moaabpka aTMocepHO HasraHe BbB (prakoHa 1mo
BpeMe Ha Ipolleca Ha M30TOMHO MapKupaHe. Mrnara Ha cTepuiiHAS BEHTHIALUOHEH QUITHD
0,2 um He TpsIOBa B HUKOW MOMEHT J1a JIOKOCBA €JIyaTa, 3a Jia ce n30erHe KOHTaMUHAIIUS C
METaJIH.

Otuynere oOkaTkara Ha (rakoH 2 (peakioneH Oydep) u MoYNCTeTe TOPHATA YaCT Ha
3amymiainkaTa Ha (pakoHa ¢ TAMIIOH C MOJIXO/SII aHTHCENTHK 3a Ie3WH(PEKIHI Ha
MOBLPXHOCTTA, CJIe]] TOBA OCTABETE 3amyliaikara ia u3chbxue. Karo nsmonssare ctepuiiHa
CHIpHUHIOBKA OT | ml ¢ MaJIKO MBPTBO TIPOCTPAHCTBO, BHUMaTeHO u3tersiere 100 pl u 3amasere
peakunoHHus Oydep B CIPUHIIOBKATA 3a CTBIIKA ,, K.

C 5 ml cTepuiiHa CipUHIIOBKA M CTEPHITHA UTJIa (ChC CHIIMKOHOBO IMOKPUTHE WIIN TIOKPUTHE OT
JPYT TOAXOJISAI MaTEpUall, KOWTO J1a HAMAJHU CIICIUTE OT METATHU IPUMECH ) BHUMATEITHO
nzrernere 4 ml BoJa 3a MHXKEKIIMH U PEKOHCTUTYHpaNTe Mpaxa BbB ¢uakoH 1.

Jlobasere peaknmoHHus Oydep, MpeaBapUTEITHO J03UPAH B CTEPUIIHATA CIIPUHIIOBKA OT 1 ml.
CBBpiKeTE MBKKHS JIyep KOHEKTOp Ha M3XO/HATA JIMHKSA Ha reHepaTopa Ha *Ge/*®®Ga kbm
CTepHITHA UTJia (ChC CHIIMKOHOBO MOKPUTHE WM TIOKPUTHE OT APYT MOIXOJAII MaTepHa, KOUTO
Jla HaMalli cJIeUTe OT METAIHU MPUMECH).

CebpikeTe GakoH | KbM M3X0JHATA JIMHHS HA TEHEpPaTOpa KaTo BhBEJETE UIJlaTa 3a edyupaHe
npe3 TyMeHus centyM. MriaTa 3a enmyupane TpsOBa 1a ce AbPKH [OJT UIiaTa Ha CTCPUITHUS
BeHTHIannoHeH Guitep 0,2 pm. YBepere ce, 4e B HUKOM MOMEHT UTJINTE HE Ce JOKOCBAT e/IHA
C pyra U He ca TOTOIICHH B eiryaTa. 3aBbpTeTe OyToHa Ha 90° 10 mo3UIHMsATA 32 3apekIaHe U
n3vakaite 10 cekyHau, mpeay Jia 3aBbpTUTEe OyTOHA 0OPAaTHO B HAYAITHATA TIO3UIHS B
CHOTBETCTBHE C MHCTPYKIIMUTE 3a yrnoTpeba Ha reHeparopa.

Cewpxkere ¢uakoH 1 mpe3 crepuiiHust BeHTHIannoneH Guatrsp 0,2 m KbM BaKyyMeH (IIakoH
WM KbM TOMIIa, 33 JIa CTApTUpaTe elyupaHeTo. Enynpaiite reHepaTtopa AMPEKTHO BHB

¢naxoH 1 (pe3 urnara).

B kpast Ha elyupaHeTo MbPBO W3BAJIETE UIJIATa OT BAKyyMHHUs (JJIAKOH, 32 JIa € YCTAaHOBH
atMoc(epHo HayisraHe BbB (hJ1akoH 1, cien koeTo oTkauere GuiakoH 1 OT reHepaTopa upes
W3BaXKJIaHE HA UTJIaTa OT ryMeHHsl centyM. Hakpas cBajiete CTepUIIHUS BEHTWIAIHOHEH QUITHP
0,2 um u npemecteTe (hjaKOHA B OTBOPA Ha cyXara BaHa IpH Temriieparypa 95°C ¢ momorira Ha
umnky. Ocrasere QuakoHa npu Temreparypa 95°C B npobDkeHUe Ha Hall-MajKo 7 MUHYTH
(HarpsBaHeTo He TpsiOBa ja HaaBumaBa 10 MuHyTH) O€3 pa3kiamaHe Wi pa30obpKBaHe.

Cnen 7 MmuHyTH H3BazeTe (1akoHa OT CyXara BaHa, MOCTABETE TO B MOXOIAIIO ETHKETUPAH
OJIOBEH €KpaH M TO OCTaBeTe Jla Ce OXJIaJ[M Ha cTaifHa TeMIiepaTypa 3a okoyio 10 MUHYTH.
[IpoBepeTe pagroakTHBHOCTTA Ha (JIAKOHA C MTOMOIITA Ha MOAXO/AIIA CHCTEMA 32
KaJauOpupaHe Ha paJAOaKTUBHOCTTA U 3anuieTre pesynraTta. Ordenexere CTOMHOCTTA Ha
palMoaKTUBHOCTTA, BpEMETO Ha KanuOpHupaHe, HoMepa Ha MapTHaaTa U CpoKa Ha TOJAHOCT
BBbpXY €TUKETA Ha €KpaHa, BKIIFOYCH B OITAKOBKATa U MPECIHA3HAYCH 3a [IOCTABAHE BbPXY
OJIOBHUS €KpaHHUpaI KOHTEHHEpP cliel U30TOMMHOTO MapKUPaHe.

U3BbpiieTe KOHTPOI Ha KAYECTBOTO B CHOTBETCTBHE C MTPEMOPHUAHNTE METOH, 32 JIa
MPOBEPHTE Al pa3TBOPHT OTroBaps Ha cnenndukanuute (BHKTE paszaen ,,KoHTpor Ha
Ka4ecTBOTO”).

Pa3tBOpBT TpsiOBa Ja ce mpoBepyu BU3YyaIHO Npeau ynorpeda. TpsOBa aa ce n3mona3BaT caMmo
oucTpu pa3TBOpH 0e3 BUIMMHU YacTHIlM. Bu3yarHara nmpoBepka TpsiOBa Jia ce U3BBPINBa C
npeia3eH eKpaH 3a pauallioHHa 3allHTa.
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I CoxpansBaiite (I1akoHa, ChIbpsKanl pa3teop Ha ranues (®Ga) enorpeorun, mpu Temneparypa
mox 25°C o u3non3BaHeTo My. [1o BpeMe Ha nmpuiiarase, JISKapCTBEHHUAT IIPOAYKT TpsiOBa 1a
ObJic aCEeNTUYHO U3TETJICH U CTaHJapTHUTE 32 PaJualroHHa 3aliTa TpsOBa Ja ce cra3Bar.
Jo3zara Ha nmanuenTa TpsiOBa na ObIe H3MEpeHa C MOMOIITA Ha MOIX0AA1Ia CUCTEMa 32
KaJuOpupaHe Ha paJMOAKTUBHOCTTA HEIIOCPEICTBEHO MPEU MPHUIIOKCHAETO Ha TAIUCHTA.
TpsOBa 1a ce 3anuuiaT U JAHHUTE 3a MPIJIAraHeTo Ha JICKApCTBEHUS MPOIYKT.

CxeMaTHYHO TIpe/ICTaBsIHE Ha MPOIIeyparTa 3a H30TOIMHO MapKUpaHe ¢ moka3zaHo Ha durypa 2.

®@urypa 2: Ilpoueaypa Ha H30TONIHO MapKUpaHe, KOraTo ce n3noJssa reneparop Galli Ad

PaztBop
Ha peakTueeH
H.0 6y¢ep

(bnakoH 2)
*
pS / i /‘

MNpax
(dpnakoH 1)

%Ga s HC

m')Ge / !ﬂGa
reHeparop

‘e

OnakoH 1, cbabpkaly H,0

1 pa3TBOP Ha peakTueeH bydep

95°C3a
7 MUH.

@

%8Ga-efoTpeocTug

®nakeH
C BaKyym

PastBopsT Ha ranmues (%Ga) exoTpeotun e crabunen 10 4 yaca e NPUrOTBIHETO My. 3aTOBa
M30TOITHO MapKUPAHHAT Pa3TBOP MOXKE J1a C€ M3I0JI3Ba B pAMKHTE Ha 4 4aca Ciie/i IPUTOTBSIHETO My
CBIVIACHO PaIN0AKTUBHOCTTA, KOSTO TPSIOBA J1a C& MPUIIONKH.

P AJMOAKTHUBHUTC OTIIAAbIIN TpSI6Ba Aa €€ U3XBBHPJIAT B CbOTBECTCTBUC CbC ChOTBETHUTC HALITMOHAJIHU

pasmopeadu.

Cren M30TOITHO MapKUpaHe ¢ TOUHUs 00eM peakroHeH Oydep U eiryat OT reHepaTop, BCSKO I10-

HATaThIIHO Pa3peiKAaHC C KaAKbBTO U a € pa3pCaAnUTECII € 3a6paHeH0.

KOHTDOJ'I Ha Ka4€CTBOTO

Taoauna 2: Cnenudukanus na raaues (°Ga) exnorpeorun

Tect

Kputepun 3a
npueMaHe

Meton

BoHIieH Bujg

ITpo3payen pa3TBOp
0€e3 BUIUMHU YaCTULIU

Busyanna nposepka

% HecBbp3aH raamii-68

pH 32-38 pH-uHIMKAaTOPHM JICHTH
T o
E(HKAaCcHOCT Ha MapKUpaHe ) 'FHKOCJIOIHA XpoMaTorpadus
. 3% (ITLC1, BuxTe maHHUTE TIO-
rajnii-68 xoonaHa ppaxuus
Jo11y)
TeHKOCTONHA XpoMaTorpadust
E a a Ma a
(puicacHocT Ha MapKupane L% (ITLC2, BuxTe maHHUTE T10-

J1011y)

KoHTpobT Ha KauecTBOTO TPsOBa Jia ce U3BBPIIIBA C MPE/IA3eH SKPaH 32 paJMalliOHHA 3aIUTa.

18




[IpenopbYNTENTHN METOIH 3a ONPEIENAHE Ha e(UKACHOCT Ha MapKupaHe Ha ranues (Ga)
€I0TPEOTHI:

ITLCL:

Marepuan:

o ITLC xaptus cbve crbkienu Biakaa (Hanpumep Agilent ITLC SGI001), npeaBapurento
Hapsi3aHa Ha JICHTH ¢ pa3mep 1 cm X 12 cm

o Iomsmxkaa daza: 77 ¢/l pasTBop Ha aMoHMEB arieTar BbB Bofa/mMeTanol 50:50 06./006.

o Xpomarorpadcka kamepa

. Pamnomerpudaen ITLC ckenep

Amnanu3 Ha rpobara

a. Xpomatorpadckara kamepa 3a TLC ce moaroTss upe3 HaJIMBaHe Ha TMOABIKHATA ¢asa 110
nbioounHa ot 3 10 4 mm. IlokpuiiTe Kamepara u 51 OCTaBeTe J1a ce eKBUIMOpHpa.

0. [locrasete kanka raaues (Ga) enoTpeoTyn BbpXy JHHUS C MOJIMB Ha | cm OT JI0NHUs Kpail Ha
ITLC nenrara.

B. [Mocrasere ITLC nenrata B Xpomarorpadckara kaMepa U s OCTaBeTe /ia Ce MPUABHKH Ha
pascTosiHue 9 cm OT ToYKaTa Ha arTUKAIIHs.

T. Ckanupaiite ITLC ¢ panuomerpuuer ITLC ckenep

Crenmdukanuure Ha aktopa Ha 3aabpxane (Rf) ca kakro cnenpa:
Hecsbp3an ramuit (%8Ga) = 0 10 0,1
Tanues (*®Ga) exorpeotnn = 0,8 o 1

EdukacHocTTa Ha MapKupaHe ce W34YHCIsIBa Ype3 uHTerpupane Ha nuka ¢ Rf =0 o 0,1, xoaro TpssOBa
nae <3 %.

ITLC2:

Marepuai:

o ITLC xaprus cbve crbkiieHn Biakna (Hanpumep Agilent ITLC SGI001), npeasapurento
Hapsi3aHa Ha JISHTH ¢ pa3mep 1 cm X 12 cm

. IMonswxHa daza: Harpues nutpar 0,1 M (pH 5) BbB Boga

o Xpomarorpadcka kamepa

. Pagnomerpuuen ITLC ckenep

Amnanu3 Ha pobara

a. Xpomarorpadckarta kamepa 3a TLC ce moarorsst upes3 HaJlMBaHe Ha MOJABMXKHATA (aza 10
npinoounHa ot 3 1o 4 mm. Ilokpuiite Kamepara u 51 OCTaBeTe J1a ce eKBHIIMOpHpa.

6.  Tlocrasere kanka rames (®*Ga) enoTpeoTn10B pa3sTBOp BLPXY JHMHHUS ¢ MOJIMB Ha 1 ¢cm ot
nmosawmst kpait Ha ITLC nenrara.

B. ITocrasere ITLC nenraTta B Xpomarorpadckara kamMepa 1 s OCTaBeTe /1a Ce MPUABHKH Ha
pascTosiHue 9 cm OT ToYKaTa Ha arTUKAIIHS.

r. Ckanwmpaiite ITLC ¢ paguomerpuuen ITLC ckenep

Crenmdukanuure Ha akropa Ha 3aabpxane (Rf) ca kakro cnenpa:
Tanues (*®Ga) enorpeorun = 0,1 g0 0,2
Hecebpzan ranmii-68 = 0,9 mo 1

EduxacHocTTa Ha MapKupaHe ce W34HcisiBa dpe3 uaTerpupane Ha nuka ¢ Rf = 0,9 no 1,0, xosro
TpsioBa na e < 2 %.

TMoxpoOHa uHpopMaIlrs 3a TO3H JEKApCTBEH MPOJYKT € Mpe0CTaBeHa Ha yebcalita Ha EBporneiickaTa
areHIus Mo JiekapcTeaTa http://www.ema.europa.eu.
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HPUJIOKEHUE I1

MPOU3BOUTEJI(A), OTTOBOPEH(HH) 3A OCBOBOK/JABAHE HA
MAPTUIU

YCJIOBUA NJIN OTPAHUYEHUA 3A TOCTABKA U YIIOTPEBA

APYI'U YCJIIOBUSA U UBUCKBAHUSA HA PASPEIIEHUETO 3A
YIIOTPEBA

YCJIOBUSA NI OT'PAHUYEHMUSA 3A BE3OITACHA U EOEKTUBHA
YIOTPEBA HA JIEKAPCTBEHMUS ITPOAYKT
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A.  IIPOU3BOIUTEJI(M), OTTOBOPEH(HH) 3A OCBOBOX/IABAHE HA ITAPTUIN

HmMe u aapec Ha HDOI/I3BOI[I/IT6J'I}I(I/ITC)., OTFOBODGH(HI/I) 3a OCBO60)KI[aBaH€ Ha NapTHUAUTC

Advanced Accelerator Applications (Italy) S.r.l.
Via Crescentino snc,

13040 Saluggia (VC),

Hranus

b. YCJIOBUsA WU OTPAHUYEHUS 3A TOCTABKA U YIIOTPEBA

JlexapcTBEHUAT MPOIYKT C€ OTITyCKa [0 OrPaHUYEHO JeKapcko npeanucanue (Bx. [punoxenne I:
KpaTka xapakTepucTika Ha IpOyKTa, Touka 4.2).

B. JAPYI'U YCJOBUSA U UBUCKBAHUS HA PASBPEHIEHUETO 3A YIIOTPEBA
. IlepuoguyHu aKkTyaJau3npanm aokjaanau 3a oezonacuoct (ITAIB)

Wsuckpanusra 3a nogaBane Ha [TAJIb 3a To3u JIeKapCTBEH MPOAYKT Ca MOCOYCHH B CIIHCHKA C
pedepentaute natu Ha EBponetickus cpio3 (EURD cnucek), npeasuaeH B wi. 1078, an. 7 ot
HupextuBa 2001/83/EO, 1 BB BCUUKH CJeIBAIN aKTyalln3alliy, ITyOIUKyBaHU HA €BPOTIEHCKUS
yeOropTa 3a JeKapcTBa.

I'.  YCJIOBUA NJIN OTPAHNYEHUSA 3A BE3OITACHA 1 E@CEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUS TIPOAYKT

. Ilnan 3a ynpaBienue Ha pucka (ITYP)

[Mputexatensr Ha pa3pemieHrero 3a yrnorpeda ([IPY) Tpsabdsa na u3BbpIIBa H3UCKBAHUTE JCHHOCTH U
JIECTBUS, CBBP3aHU C TIPOCiIe/siBaHe Ha JIeKapcTBeHaTa 0e301acHOCT, MocoueHH B 0700penus [1YP,
npezncrased B Moayin 1.8.2 Ha pa3pelieHueTo 3a ynorpe0da, KakTo U BbB BCUUKH CJICABALIHN 0JJ00PEHH
akTyanu3auuu Ha [TYP.

Axryanusupas [IYP tps6Ba na ce nonasa:

. 10 MCKaHe Ha EBpornelickara areHuus 10 JeKapCcTBaTa;

o BHHArM, KOTaTo ce M3MEHs cUCTeMaTa 3a yIpaBjieHHe Ha pUCcKa, 0COOEHO B pe3yiTaT Ha
NoJy4YaBaHe Ha HOBA MH(pOPMaLKs, KOSTO MOXKeE /1a I0BeJIEe 10 3HAYMMHU IPOMEHHU B
CHOTHOIIIEHUETO TMOJI3a/PUCK, WK CIIe/T IOCTUTaHe Ha BaKEH eTar (BB BPb3Ka ¢ IPOCIIe/sIBaHe
Ha JIeKapCTBEHATa OE30MaCHOCT WM CBEXJIaHe Ha PUCKA 10 MUHUMYM).
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HPUJIOKEHHUE I11

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

BTOPNUYHA KAPTOHEHA OITAKOBKA

1. HNME HA JIEKAPCTBEHUA TPOAYKT

SomaKit TOC 40 mukporpama Kut 3a paanodapMalieBTHIEH Ipernapar
€I0TPEOTH T

‘ 2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bceku ¢uakon ¢ npax cpabpika 40 MUKporpama eJoTpeOTHI.

‘ 3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

ITomo1HYu BelecTna:
Ipax: 1,10-peHaHTPOINH, TCHTU3UHOBA KKceauHa, MaHuTo (E421)
Bydep: mpaBuena kucennHa, HatpueB xuapokcun (E524), Bona 3a mHkeknun

BwkTe mucToBKaTa 3a JOMBJIHUTEIHA HH(DOPMALIUSL.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

Kur 3a pannodapmaneBTrdeH npenapar

Bcsika omakoBKa ChIbpiKa:
- 1 ¢rakoH ¢ mpax 3a HHHKEKITHOHEH Pa3TBOP
- 1 ¢akoH ¢ peakiinoHeH oydep

‘ 5. HAYUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEK/IAHE

3a U30TONHO MapKuUpaHe ¢ peakionen 6ydep u pasteop Ha ramuii-68 (*®Ga) B HCI, ocurypen ot
reneparop Ha repmanuii (28Ge)/ranmii (%Ga).

[Ipenun ynorpeba npoyereTe JIMCTOBKATA.
HHTpaBeHO3HO NPUIIOKEHHE CIIEl H30TOIHO MapKUPaHe
Camo 3a efHOKpaTHa ynoTpeoa.

6. CHELOUAJIHO HPEAYHPEXIEHHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSBBA
A CE CbXPAHSBA HA MSICTO JAJIEYE OT HHOTJIEJA U TIOCET'A HA JIELIA

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 32 JCTa.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXIEHUSA, AKO E HEOBXOJIUMO

JlexapcTBeH MPOAYKT, KOETO € PAAUOAKTHBHO CIIE/ N30TOITHO MapKUpPaHe.
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‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

Cnen U30TOMHO MAapKHpaHC a CC U3MO0JI3Ba B paMKHUTEC Ha 4 yaca.

9. CIIEIIMAJIHU YCJIOBUS HA CbXPAHEHUE

I[a CC CbXpaHsBa B XJIaJJUJTHUK.
,Z[a CC€ CbXpaHsBa B OpUI'MHAJIHATa OIIAaKOBKa, 3a Aa CC IMpPEAIasu OT CBETIMHA.

Crnen M30TOITHO MapKupaHe Jia ce chxpaHsna nog 25°C.

10. CHEINHUAJIHU ITPEAITIASHU MEPKU ITPU U3XBBPJISTHE HA HEU3ITIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU WJIN OTITAABYHU MATEPUAJIA OT
TAX, AKO CE U3UCKBAT TAKHUBA

PajinoakTHBHUTE OTMAIBIM TPIOBA 13 Ce U3XBBPIIAT B ChOTBETCTBHE ChC CHOTBETHUTE HAI[HOHATHU
pasmnopendu.

11. HUME U AJJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Advanced Accelerator Applications
8-10 Rue Henri Sainte-Claire Deville
92500 Rueil-Malmaison

DpaHuus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/16/1141/001

13. TAPTHUJAEH HOMEP

ITapTuna:

‘ 14. HAYMUH HA OTIIYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

| 16. MH®OPMALIMSI HA BPAIJIOBA A3BYKA

[Ipueto e ocHoBaHMeE 12 He ce BKIOUM HH(popManus Ha bpaiinosa a3Oyka.
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‘ 17. YHUKAJIEH WAEHTUOPUKATOP — JIBYU3MEPEH BAPKOJ

Henpunoxumo

‘ 18. YHUKAJIEH WIEHTUPUKATOP — JIAHHU 3A YETEHE OT XOPA

Henpunoxumo
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CBABPXAT MAJIKUTE EJUHUYHHN
II'BPBUYHH OITAKOBKH

DJIIAKOH C ITPAX

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

SomaKit TOC 40 mukporpama mpax 3a HHKEKIIHOHEH Pa3TBOP
€40TPEOTHU]
I.V. IPUIIO)KEHHE ClIe]T U30TOITHO MapKUpaHe

2. HAYUH HA ITPUJIOKEHUE

IIpeau ynorpeba npodereTe JIMCTOBKATA.

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

4. HHAPTUJAEH HOMEP

[MapTuna:

5. CBABbP/KAHUE KATO MACA, OBEM WJIN EJUHUIIN

40 mukporpama

| 6.  JIPYTO
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CBABPXAT MAJIKUTE EJUHUYHHN
II'BPBUYHH OITAKOBKH

®JIAKOH C BY®EP

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

SomaKit TOC
peakiuoneH Oydep

2. HAYMH HA ITPUJIOKEHUE

[Ipenu ynorpeba npoyereTe JIMCTOBKATA.

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

4. ITAPTUJAEH HOMEP

ITapTuna:

5. CBABbPKAHUE KATO MACA, OBEM WJIHN EJUHUIIN

1mi

| 6. JIPYTO
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CBABPXAT MAJIKUTE EJUHUYHHN
II'BPBUYHH OITAKOBKH

ETHKET 3A 3AIIUTHUSA EKPAH, KOUTO JA CE IOCTABM CJIEJI U30TOITHOTO
MAPKHUPAHE

‘ 1. HUME HA JIEKAPCTBEHMSA INTPOAYKT U IIbT(MIIA) HA BBBEKJIAHE

SomakKit TOC 40 mukporpaMa HHXEKIIHOHEH Pa3TBOP
Tanues (%8Ga) enorpeorun
HHTpaBeHO3HO NPUIIOKEHHE

‘ 2. HAYUH HA ITPUJIIOKEHUE

IIpenu ynorpeba npoyereTe JIMCTOBKATA.

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

I[a CC M3II0JI3BAa B PAMKUTC Ha 4 yaca CJIC U30TOIMHO MapKuUpaHe.

TI'oxeH no: Jac/mara

4. ITAPTUJAEH HOMEP

[MapTuna:

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

OO0111a aKTUBHOCT: MBq

OO0 00eM: ml

Bpeme Ha kanuOpupane: qac/nara
| 6. JIPYTO

a ue ce cexpansiBa Hajg 25°C.
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b. IUCTOBKA
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JlncroBka: undopmanus 3a norpeduTeNs

SomakKit TOC 40 muxporpama KuT 3a paauogapmaneBTU4eH Mpenapart
enotpeotun (edotreotide)

IIpoyereTe BHUMATEIHO LSJIATa JIMCTOBKA MPEAH NPUJIATaHETO HA TOBA JICKAPCTBO, Thil KaTO

TH ChABPA BakHa 3a Bac undopmanus.

- 3amaseTe Ta3u JUCTOBKAa. MOXKe 1a ce HAJIOKH J1a S IPOYETETE OTHOBO.

- AKO UMaTe HSKaKBH JOIBIHUTEIHH BBIIPOCH, TONHUTaiTe Bamus 1ekap crienuaincT 1o
HyKJIeapHa MEIULIMHA, KOUTO 11e HabIro1aBa mpoLe ypara.

- AKO NOJTyyuTe HAKAKBU HEXEJIaHU JIEKAPCTBEHM pPeaKklMHy, yBegoMmere Bamms gexap
CHEUAIUCT 110 HyKJIeapHa MEeIUIMHA. ToBa BKIIOYBA U BCHYKU Bb3MOXKHHU HEXEIIAHU PEaKIiHy,
HEOMHUCaH! B Ta3u JTUCTOBKA. BrkTe Touka 4.

Kakso CbABbPiKa Ta3u JIMCTOBKA

Kakgo npencraensaBa SomaKit TOC u 3a kakBO ce H3M10JI3Ba
Kakso TpsiOBa ma 3Haere, mpean Aa ce usnonspa SomakKit TOC
Kak ce n3nonzea SomaKit TOC

BBb3M0KHM HEXETaHU pEeaKIUU

Kak ce cpxpanssa SomaKit TOC

ChbabppkaHue Ha ONIAaKOBKATa M JOIMBIHUTEIHA HHPOPMALIUS

Sk wdE

1. Kaxkso npeacraBassa SomaKit TOC u 3a kakBo ce HU3nmoja3Ba

To3u nekapcTBeH IPOAYKT € paauodapMaleBTHYEH CaMo 3a JMarHoCTHYHa yrotpeba. Tol chabpxa
AKTUBHOTO BEIIECTBO en0TpeoTu 1. [Ipeau 1a ce u3nonssa, mpaxbT BbB (IIakoHa ce CMECBA C
PaJMOaKTHBHO BEIIECTBO, HapeueHo ranues (*8Ga) xmopu, 3a 1a ce momyuu ranues (%8Ga)
€710TpeoTH 1 (Ta3u MPOLEaYPa CE HAPHYA H30TOMHO MAPKUPAHE).

TanueBust (*®Ga) eoTpeoTn 1 ChIbpPIKa MAIKO KOJHYECTBO PaIioakTHBHOCT. CIIE/l HHKEKTUPAHE BbB
BEHA, TOI MOXe€ J]a HallpaBH 4acTH OT TSUIOTO BUAMMH 3a JIEKApUTE 110 BpeMe Ha MEAUIIMHCKA
npoleypa Ha 00pa3Ho U3Cie/IBaHe, HapeueHa No3uTpoHHO-eMucroHHa ToMorpadus (ITET). [pu
Ta3u MEJULMHCKA IIPOLelypa ce MojlyyaBaT u300pakeHus! Ha BamuTe opranu ¢ e noamnoMarasHe Ha
HaMHMPaHETO Ha aHOPMAJIHU KJIETKU WM TYMOPH KaTo JaBa [ieHHa nHpopmanus 3a Bamero
3a0oJIsIBaHe.

Nznomeanero Ha SomaKit TOC BriIFOUBa €KCIIO3UITNS HA MAJIKU KOJMYECTBA PaHOaKTUBHOCT.

Bamms nexap cneraiuct mo HykjieapHa MEIUIMHA € TIPETICHIIT, Y€ KIIMHUYHATA T10J13a OT
npolieaypara ¢ paguopapMaleBTUKa HaJBUINABA PHCKA OT PauallysL.
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2. KakBo TpsdBa n1a 3HaeTe, mpeau aa ce u3noJspa SomakKit TOC

SomakKit TOC ne TpsiOBa 1a ce U3NMoI3Ba
- aKo CTe aJleprU4HU KbM eIOTPEOTH]] UM KbM HSKOS OT OCTaHAJIUTE ChCTaBKH HA TOBA
nexapcTBo (M36poeHH B ToUKa 6),

[penynpesxaeHust ¥ Mpeana3sHu MEPKH

I'oBopere ¢ Bamms nekap crienuanuct o HyKJIeapHa MeIUIIMHA, Tpean npriioxerneTo Ha Somakit

TOC:

- aKO CTe TOJYYWIIH TIPU3HAIN Ha aJiepriudHa peakius (M30poeHU B TOUKA 4) Clie/ IPEIUIITHO
npunoxxenue Ha SomaKit TOC;

- aKo nMate ObOPEYHH WIH YePHOIPOOHH TIpodIeMu (OBOPETHO TN YepHOIPOOHO 3a00IBaHe);

- aKo CTe Ha BB3pacT moxa 18 roaunu;

- aKo MMaTe NpU3HAIM Ha 00€3BOJHSABAHE MPEIU U CIISH Iperiie/a;

- aKo UMare JIPYrH 3a00JsIBaHUs, KaTO HApHMep BUCOKO HUBO HA KOPTU30JI B OPraHu3Ma
(cuampom Ha KymmmHr), BR3Manenne, 3a00siBaHe Ha IMATOBHIHATA XKJIe3a, APYT BUA TyMop (Ha
xurodu3HaTa xiesa, Oenure ApodoBe, MO3bKa, I'bpJaTa, IMyHHAaTa CHCTEMa, IIUTOBUIHATA
JKie3a, HanOBOpedHa JKJe3a Wi IPYTH) WK 3a00JIsBaHe Ha Janaka (BKIIOYHTETHO PEAX0IHA
TpaBMa WM OTIepanus, 3acsaraiia aanaka). Te3u 3a00nsaBaHus MOXeE J]a ca BUIUMU U Ja
MOBJIMSAT HA MHTEPIIPETUPAHETO Ha n300pakeHusTa. [lopaau Topa BamusaT nekap Moxe 1a
W3BBPIIU JOMBJIHUTEIIHO CKAHUPAHE U M3CIICBAHMS, 32 Ja TIOTBBPAN HAXOAKUTE OT 00pa3HOTO
uscnensane ¢ ranmues (%Ga) exorpeorus;

- aKO HaCKOPO CT¢ BAKCHHUPAHU. YTOJIEMEHUTE TUM(HH BH3JIH MOPAIU BAKCHHAIIMSA MOKE J1a ca
BUIMMH IIpH 00pa3Ho uscnenpane c raaues (%Ga) enorpeorun;

- aKo CTe MPUEMAaITH IPYTH JICKapCTBa, KaTO HAPUMEP aHAJI03W Ha COMATOCTATHH U
TJTFOKOKOPTHKOUTH, KOUTO MOTaT Jia cu B3ammozeiictsat cbe SomakKit TOC;

- aKo cTe OpeMeHHa MJIM CMATATe, Y€ MOXKE J1a CTe OpeMeHHa,;

- aKO KbPMUTE.

Bammst nexap cnenuanuct o HykieapHa MegunuHa e Bu nadopmupa, ako TpsaoBa na ce B3emar
JPYTH CTICIMATHA Tpe/Na3Hi MEpKH Npean wim cien ynorpeda Ha SomaKit TOC.

IIpenn npuiaaranero Ha SomaKit TOC

Tpsi6Ba na nueTe MHOIO BOJA IIPEIU Ha4aJ0TO Ha IIPEriiesia, 3a Ja yBeJIuuuTe 4ecToTaTa Ha
YpUHHpaHEe Npe3 IbPBUTE YacOBE ciie]l IPOoLeaAypaTa, 3a 1a Ce OCUTypH 110-0bp30 OTCTpaHsIBaHE HA
SomaKit TOC ot Bammus opranuszsm.

Jeua v roHOImIM
ToBa nexapcTBO HE ce MPENOPbYBA 32 MAMEHTH 1Mo 1 8-ToAnITHa B3pacT, Thil KaTo 0€30MacHOCTTa U
e(l)I/IKaCHOCTTa HE Ca YCTAaHOBCHMU IIPH Ta3H IOIIyJIalusd MaluCHTH.

JApyru aexkapcrBa u SomaKit TOC

Tps6Ba na kaxere Ha Bammus nexap crienuanucT o HyKjeapHa MeJUIKMHA aKko IpreMaTe, HaCKopo CTe
MIpUEMaJIH Wi € Bb3MOXKHO J]a IPUEMETe APYTH JIEKapCTBa, BKIFOUYUTEITHO aHAJIO3U Ha COMAaTOCTaTHH
WIIN TIIOKOKOPTUKOUAM (HApEYEHHU ChIIO Taka KOPTUKOCTEPOUAN), ThI KaTO T€ MOXKE /1a OKaXat
BJIMSIHUE BHPXY MHTEPIPETUPAHETO HA H300pakeHUATa. AKO IpHeMaTe aHajJ031 Ha COMaTOCTATHH,
MOXe Jja ObJieTe IIOMOJIEHH J1a CIIPETE JICUCHUETO CH 3a KPaThbK IIEPUOJL OT BpEME.

BpemeHHOCT M KbpMeHe

AKko cTe OpeMeHHa WU KbPMHUTE, CMSTATE, Ye MOXKE Jla CTe OpeMEeHHa MM TUIaHUpaTe OpEeMEHHOCT,
IMOCHhBETBaNTE ce ¢ Bamms JICKap CIeUruaJIMCT 110 HyKJI€apHa MEAWIIMHA ITPEAN ITpUIaraHETO Ha TOBa
JIEKapCTBO.

32



TpsOBa ma yBemoMuTe JeKaps CIeIHaIiCT Mo HyKiIeapHa MeAUIMHA peau npmiaraneto Ha Somakit
TOC, ako chIllecTBYBa BEPOSATHOCT Jia CTe OpeMEHHa, aKO CTe MPOITYCHAIN MECEYHUS CH IIUKBI HITH
aKO KbpMHUTE.

B cnydail Ha chMHEHUE € BaXKHO Ja c€ KOHCYJITHpaTe ¢ Bammms nekap cnenuaiuct 1o HykjieapHa
MEIWIIMHA, KOWTO IIie Ha0Io1aBa mporeypaTa.

Hsma nndopmanust oTHocHO Oe30macHOCTTa M epUKaCHOCTTa Ha yroTpedara Ha TOBa JIEKapCTBO 110
BpeMe Ha OpeMeHHOCT. [lopaan Ta3u nmpudmHa 1Mo BpeMe Ha OpeMEHHOCT TPsIOBa 1a ce IPOBEKIaT
caMo KpaitHoO HeoOXOMMH H3CIICIBAHMS, KOTAaTO BEpOsTHATA [TOJI3a CHIITHO HAJBUIIIABA PHUCKA, HA
KOHTO ca M3JI0KEHU MaiKarTa U IIojia.

AKO KbpPMHTE, JICKapsT CIEIUATUCT MO HYKJIeapHa METUIIMHA MOXKE HITH JIa OTIIOKH MEAUITUHCKATa
MpoIeaypa JOKATO Beue MPECTaHeTe 1a KbPMUTE, WM 1ie By moMoun 1a cripete KbpMEHETO U Jia
U3XBBPIATE KbpMaTa CH, IOKaTo B oprann3Ma Bu He ocTaHe HuKakBa pananoakTHBHOCT (12 waca cien
npmraradero Ha SomakKit TOC).

Monsi, moruTaiite Banms nekap CenuanucT Mo HyKlieapHa MeIMIIHA KOra MOYKETe J1a Bh30OHOBUTE
KbPMEHETO.

lo¢upane u pa6oTa ¢ MAIIUHHA
Cuura ce 3a manko BeposstHo SomaKit TOC na moBnusie Ha criocobHocTTa B 32 modupane nin
paboTa ¢ MaIlIMHY.

SomakKit TOC cbabpika HaTpUi
ToBa jekapcTBO ChABPKA MO-Mako OT 1 mmol Hatpuii (23 mg) Ha 1030Ba CIUHUIIA, T.C. MOXKE JIa Ce
Kaxe, 4e MPAKTHYCCKH HE ChIIbPKA HATPUH.

3. Kak ce m3nmoasBa SomakKit TOC

ChIIecTBYBAaT CTPOTH 3aKOHU OTHOCHO YIIOTpedara, padoTara U U3XBBPJITHETO Ha
paauodapmaneBTuaHuTe npoaykTd. SomakKit TOC 1ie ce u3nos3ea caMo B CIICIUAIHO KOHTPOJIUPAHH
30HU. C TOBA JIEKapCTBO 1Ie padoTAT U TO 11e By Ob/e mpuarano camo OT Xopa, KOUTO ca 00ydeHH Ja
ro U3Mo3Bar 6e3omacHo. Te3u nuia me oObpHAT CIISIUAIHO BHIMaHUe Ha Oe30macHaTa ynorpeda Ha
TOBA JIEKApPCTBO U 1ie Bu yBenoMsBar 3a cBOUTE ACUCTBUS.

JlekapAT crienuaycT 1o HyKjIeapHa MeIUIHa, KOHTO Ha0JII0aaBa Mporeaypara, e pery KakBo
kosmuectBo SomakKit TOC ga ce u3non3ea BpB Bamus ciryuaii. ToBa me 0b/1e Hali-ManKkoTo
HEeo0X0IMMO KOJIMUECTBO 3a MOJTy4aBaHe Ha JKeJlaHaTa HH(POPMAIHs.

KonmyecTBOTO, KOETO OOMKHOBEHO C€ IMPETophYBa 3a NPUIIOKEHUE TIPH BB3PACTHH, € B IMANa30Ha OT
100 MBq n0 200 MBq (Merabekepen € eAMHUIIATA, KOSITO CE M3M0JI3Ba 32 U3MEpPBaHe Ha
PaznoaKTUBHOCT).

IIpniaarane na SomaKit TOC n npoBe:xxaaHe Ha npoueaypara

Cnen m3orormHoTo Mapkupane, SomaKit TOC ce npuiara upe3 HHTpaBEHO3HA HHKEKIIUSI.

Enna nrkekuus e JocTaTbyHa 3a MPOBEKAaHE HA U3CIEIBAHETO, KOETO € HeoOxoauMo Ha Bamms
neKap.

Cnen nmxkextupane 1me Bu 0b/ie mpeaokeHo Helo 3a MIeHe U 1ie ObaeTe MOMOJICHH /1a YPUHHUpPATe
HETOCPEACTBEHO Nped TECTA.

BpemeTpaeHe Ha npoueaypara

BammsT nexap crieruaivcT 1Mo HykJieapHa MenuiuHa e Bu nadopmupa 0THOCHO 00M9aifHOTO
BpeMETpacHe Ha MpOoLeayparTa.
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Caen npuiaranero Ha SomakKit TOC Bue TpsioBa:

- Jla N305TBaTe BCAKAKEB TPSK KOHTAKT C MaJIKH Jiella U OpeMEHHH JKEHH B TIPOIBIDKCHUE Ha
12 yaca cien MHXXEKTUPAHETO

- Jla YPUHHPATE 4E€CTO, 32 J]a OTCTPAHUTE JICKAPCTBOTO OT TSUIOTO CH.

JlexapsT crienuaucT 1Mo HyKjleapHa MeIuInHa e Bu yBemomu, ako e HeoOX0iuMo /1a ce
MpeAnpreMaT HIKaKBU CIICIUATHY MPEIIa3Hi MEPKU CJIe]I IPUJIaraHETO Ha TOBA JIEKapCTRO.
Cepprkere ce ¢ Bamms nexap crieruanucT 1Mo HykjeapHa MEeIUIIHA, aKO IMAaTe BBIIPOCH.

Axo Bu e npuiokena nosede ot HeoOxoaumara 103a SomakKit TOC

ITpeno3upaHeTo € MaJIKO BEPOSATHO, 3aLI0TO 1LIE MOJIyYUTE CaMO €Ha 1034 [IPH yCIOBUS,
KOHTPOJIMPAHU OT JIeKapsl CIIELHAJIKCT 10 HyK/IeapHa MEJULIMHA, KOMTO HAabJr0AaBa MpoLeypara.
He3aBucumo oT TOBa, B ciyyail Ha peo3upaHe 1Ie MOoIyYuTe NoAXoad1o jJeuenue. [Tuenero u
YeCTOTO M3Mpa3BaHe Ha MMKOYHHUS MEXYP IlIe TOMOTHAT 3a M0-ObP30TO OTCTpaHsIBaHE Ha
paluoaKTUBHUTE BEIECTBA OT TSIOTO Bu.

AKO UMaTe HIKaKBH JIOMBIHUTEIIHA BBIIPOCH OTHOCHO ynoTpebara Ha SomaKit TOC, mois,
nonuraiite Barims gekap CrenuaiucT no HykjieapHa MeAnIiHa, KOWTO HabJIr01aBa mpolieypara.

4, Bb3MOKHH HeKeJTaHU peakuuuun

KakTo Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE [1a MPEAN3BUKA HEXKCIAHU PE€aKIIUH, BBIIPEKU Y€ HC
BCCKM I' ITOJTy4aBa.

Brnpeku de He ca ChOOIIEHN HeXENaH! PEaKIliy, ChIIECTBYBA MOTEHIIHAICH PUCK OT aJIEpTUYHA
peakiuu (cBpbxuyBcTBUTENHOCT) KbM SomaKit TOC. CuMITOMUTE MOTAT Jia BKIIOYBAT: TOTUTH
BBJIHY, 3a4epBsIBAHE Ha KOXKaTa, MOAyBaHe, ChpOek, TajieHe U 3aTpyTHEHO auiane. B cioydaii Ha
ajiepruyHa peaxius e MOIYIUTe TIOIXOASINO JeUeHHE OT METUIIMHCKIS TEPCOHAT.

C HeusBecTHA yecToTa (OT HAIMYHHATE JJAHHU HE MOYKE J1a ObJI€ HAIIpaBEHA OIICHKA):
- [Tapene 61130 10 MACTOTO HAa UHKEKTHPAHE

JanakbT e opras, pa3nojoxeH B Kopema. Hskou xopa ca pofieHH ¢ TOMbIHUTENEH Jalak (aKIecopeH
Janak). JlombIHUTETHA THKaH OT Jajlaka MOXe ChIIIOo J1a ObJie OTKPHUTA B KOpeMa CIIe/T OTiepaliis uitu
TpaBMa Ha Jayaka (M3BECTHO KaTo crieHo3a). Upes ranuesus (%Ga) eoTpeoT 1 10IbIHUTETHUAT
JlaJlaK Wi CIIJIEHO3aTa MOXKe Jla CTaHaT BUJIMMHU 110 BpeMe Ha METUIIMHCKO 00pa3Ho u3cnensane. Mma
CHOOIIIEHus, e ToBa € Onio o0bpkaHo ¢ Tymop. [lopaau ToBa BammsaT nexap Moxke 1a U3BBPIIN
JIOITBTHATEITHO CKaHUPAHE W U3CJIEIBaHNUs, 32 J1a IOTBBPIU HAXOJIKUTE OT 00Pa3HOTO U3CIIEIBAHE C
ranues (%Ga) enorpeoru (BuxkTe TOUKa 2).

To3u pa,HHO(l)apMaI_IeBTHK e 10CTaBU MAJIKO KOJIMYECTBO ﬁOHH3HpaH.Ia paauanys, CBbp3aHa C
MHWHHUMAJICH PUCK OT paK UK HACJICACTBCHN aHOMAJINU.

Cpo01aBaHe HA HeKeJIaHU PeaKIun

AKO ToTyunTe HIKaKBU HEXKEJIAHH! JICKAPCTBEHH PEaKINH, yBeAOMeTe Bamms gexap cuenuaircT Mo
HyKJIeapHa MeIuITnHA. ToBa BKIIIOYBA M BCHYKH BH3MOKHH HEKETIAHU PEaKINH, HEOITMCAHU B Ta3u
JUCTOBKA. MOXeTe ChINO /1a ChOOLTUTE HEXKETaH! PeaKIMK JUPEKTHO Ype3 HAllMOHATHATA CUCTEMA 32
choOIIaBane, mocoueHa B [Ipunoskenue V. Kato cho0IiaBare HeXKENaHN Peakiuy, MOXKETe Ja JajieTe
CBOSI MPUHOC 3a T0JIy4YaBaHe Ha roBedye MH(GOPMAIUs OTHOCHO 0€3011aCHOCTTa Ha TOBA JISKAPCTBO.
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5. Kak ce cbxpansBa SomaKit TOC

Hsama na ce nanoxu ga ChbXpaHsABaTE TOBA JICKAPCTBO. To ce CbhbXpaHsiBa 10 KOHTPOJIa Ha CIICHUAINCT
B IMOAXO I ITIOMCIICHU . C’bXpaHeHI/IeTO Ha paI[I/IO(bapMaHeBTI/IIII/ITG C€ OCBIICCTBsBA B
CHOTBCTCTBHC C HAITMOHAJITHUTC pa3nope/:[61/1 OTHOCHO paJWOaKTUBHHUTE MaTCpHUaJIn.

Cnennara I/IH(l)OpMaIII/IH € MpcaHa3Ha4YeHa CaMoO 3a CIiCluaJIncTa.
I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a I€Ia.

SomaKit TOC ne OuBa Ja ce M3MOII3Ba Clie/l U3THYaHE Ha CPOKa Ha TOITHOCT, KOMTO € TIOCOYEH BBPXY
KapTOHEeHaTa onakoBKa. CPOKBT HA TOAHOCT OTTOBApsl Ha MOCIEAHUS AEH OT MOCOYEHHS MECel.

Ja ce cpxpansiBa B xiagmwinHuk (2°C — 8°C).
Ja ce cpxpaHsiBa B OpUTHHAJIHATA ONTAKOBKA, 32 J1a C€ MPEATNAa3h OT CBETIIMHA.

Cnen uzoronHoro mapkupane, SomaKit TOC tpsOBa na ce usnonspa B paMkuTe Ha 4 daca. Jla He ce
ChXpaHsBa Npu Temneparypa Haj 25°C ciiel U30TOMHO MapKUPAHE.

SomaKit TOC ne Tpsi0Ba 1a ce U3M0I3Ba, AKO KMa BUANMH MPHU3HALIM HA BIOIIABAaHE HA KAYECTBOTO.

He uzxBbprstiiTe nekapcTBaTa B KaHAJIU3AIMATA WIH B KOHTEHHEpA 3a JJOMAITHH OTTIA bIIH.
N3uakaiiTe HUBOTO Ha paJHOAaKTUBHOCT JIa HAMAJIEE JOCTATHYHO MPEAN U3XBBPIISTHETO Ha
PaINOaKTUBHUTE NPOAYKTH. Te3u MEepKH IIe CLIOMOTHAT 3a OIla3BaHe Ha OKOJIHATa Cpeaa.

6. Cbm)pmalme Ha OnMaKoOBKaTa M JO0II'bJHUTEC/IHA I/IH(l)OpMaIII/Iﬂ

Kakpo cbabpaxa SomaKit TOC

- AKTHBHO BEILIECTBO: €I0TPeOTH 1. Beekn (i1akoH ¢ mpax 3a MHKEKIIMOHEH Pa3TBOP ChIbpikKa
40 MukporpamMa e10TpeoTH/I.

- Hpyru ceeraBku: 1,10-peHaHTpONHMH, TEHTU3NHOBA KUCEIMHA, MAHUTOII, MpaBUeHA KHCEJINHA,
HaTtpueB xunapokcun (E524), Boga 3a HHKEKITUH.

Crieqr M30TOMHO MapKUpaHe, MOIYYSHHST Pa3TBOP ChIBPIKa CHIO U XJIOPOBOAOPOIHA KHCEITHHA.

Kak n3rae:xxga SomaKit TOC u kakBO CbIbpika 0NIAKOBKaTa

SomakKit TOC 40 e xur 3a paguodhapMaieBTUICH Mperapar, CbIbpKalil;

- CTBKJIEH (DJTaKOH C YepHa OTYyIBaIla ce 00KaTKa, ChIbpKall OsUT Tpax.

- (hJ1aKOH OT MUKIMYEH OJIe(HHOB MOIMMEP C KBJITA OTIyIBAIA CE 00KATKa, ChABPKAIL OUCTHP
1 O€3IBETCH Ipax.

Pa,Z[I/IoaKTI/IBHOTO BCIICCTBO HC € 4aCT OT KUTA U TpH6Ba Ja Cce ,Z[063.BI/I 10 BpEMC Ha CTAIIUTC Ha
MOATrOTOBKA MMPEAN MHIKCKTUPAHC.

IIpuTekaTes Ha pa3pelIeHHeTO 32 yoTpeda
Advanced Accelerator Applications

8-10 Rue Henri Sainte-Claire Deville

92500 Rueil-Malmaison

Opannus

IIpoussoaure
Advanced Accelerator Applications (Italy) S.r.l.
Via Crescentino snc,

13040 Saluggia (VC),
Hranns
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3a JOBIHATENHA HHPOPMAITUS OTHOCHO TOBA JIGKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHHSI
MIPE/ICTABUTEN Ha MIPUTEXKATENS Ha Pa3pelIeHneTo 3a yrnorpeoa:

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

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

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

Danmark

SAM Nordic
Sverige

Tel: +46 8 720 58 22

Deutschland
Novartis Pharma GmbH
Tel: +49 911 2730

Eesti

SAM Nordic

Rootsi

Tel: +46 8 720 58 22

E)lrada
BIOKOXMOX AEBE
TnA: +30 22920 63900

n
Novartis (Hellas) A.E.B.E.
TnA: +30 210281 17 12

Espafia

Advanced Accelerator Applications Ibérica,
S.L.U.

Tel: +34 97 6600 126

France
Advanced Accelerator Applications
Tél: +33 15547 63 00

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

Ireland
Novartis Ireland Limited
Tel: +353 1 260 12 55

Lietuva

SAM Nordic
Svedija

Tel: +46 8 720 58 22

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

Magyarorszag
Novartis Hungéria 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

SAM Nordic
Sverige

TIf: +46 8 720 58 22

Osterreich

Novartis Pharma GmbH
Tel: +43 1 86 6570

Polska

Advanced Accelerator Applications Polska Sp. z

0.0.
Tel.: +48 22 275 56 47

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
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Island Slovenské republika

SAM Nordic MGP, spol. sr.0.
Svipj6d Tel: +421 254 654 841
Simi: +46 8 720 58 22
Italia Suomi/Finland
Novartis Farma S.p.A. SAM Nordic
Tel: +390296 54 1 Ruotsi/Sverige

Puh/Tel: +46 8 720 58 22
Kvbztpog Sverige
Novartis Pharma Services Inc. SAM Nordic
TnA: +357 22 690 690 Tel: +46 8 720 58 22
Latvija United Kingdom (Northern Ireland)
SAM Nordic Novartis Ireland Limited
Zviedrija Tel: +44 1276 698370

Tel: +46 8 720 58 22

JlaTta Ha nocJIeiHO NpepasriieskAaHe Ha JUCTOBKATA
Apyru u3rounuuu Ha nHpopMmauus

IMonpoOHa nH(popMaIUs 3a TOBA JIKAPCTBO € MPEAOCTaBeHA Ha yeOcalita Ha EBponeiickaTa areHuus
1o JiekapcrBata http://www.ema.europa.eu

[Tocouenara no-noiy nHGopManys € npegHa3HadeHa caMo 32 MEIULIMHCKH CIICLHaINCTH:

[IbmHara Bepeust Ha KXTIT Ha SomaKit TOC e npegocraBeHa KaTo OT/eNeH JOKYMEHT B OTTaKOBKaTa Ha
JIEKapCTBEHUS MPOIYKT C LIeJI IPEAOCTaBIHEe HA MEIUIMHCKUTE CIIEHUATINCTH Ha IPyTra, TOMbJIHUTEIHA
Hay4Ha ¥ NIPaKTU4Yecka HHHOpMAIHs OTHOCHO IPHJIATaHETO U yroTpebara Ha TO3U

paarodapMaieBTHK.

Monns, pasrnenaiite KXII.
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