ITPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Amyvid 800 MBg/ml nnekunoHeH pa3TBoOp
Amyvid 1 900 MBqg/ml nHXeKIIMOHEH pa3TBOP

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Amyvid 800 MBg/ml uH)XeKIIMOHEH Pa3TBOD

Beexku Mumunuthp (ml) MEXKEKIMOHEH pa3TBOp chabpska duopoeranup (florbetapir) ('8F) 800 MBq
KbM JlaTaTa M yaca Ha Kanuopupane (time of calibration, ToC).
AKTHBHOCTTa Ha (uIakoH ¢ B quama3ona ot 800 MBq mo 12 000 MBq kM ToC.

Amyvid 1 900 MBg/ml uHX€eKIMOHEH PA3TBOD

Beexu Mmumunuthp (ml) MEKEKIMOHEH pa3TBOp chabpika duopoeramup (florbetapir) (*8F) 1 900 MBq
ToC.

AKTHBHOCTTa Ha (1akoH € B Auamna3ona ot 1 900 MBq no 28 500 MBq xsMm ToC.

®@nyop ("*F) ce pasnana 1o crabuien kuciopoa (180) ¢ monyxusot npubausurento 110 munyTH upe3

MMO3UTPOHHO M3TBbUBaHE ¢ eHeprus 634 keV, mocienBaHo OT aHUXIIAIMOHHO W3TbYBaHe Ha (OTOHU C
eneprus 511 keV.

ITomontHy BEmMECTBA ¢ U3BECTHO NCHCTBUE!
Beska noza ceabpxka 10 790 mg eranon u 37 mg HaTpHil.

3a IBJIHUA CIIMCHK Ha IMTOMOILHUTE BEIECTBA BHKTE TOYKa 6.1.

3. JJEKAPCTBEHA ®OPMA
HHxeKIMoHeH pa3TBop

buctep, 6e31BeTeH pa3TBOp.

4. KJIMHUYHU JAHHHU
4.1 TepaneBTHYHHU MOKAZAHUS
To3u sekapcTBeH MPOAYKT € IpeAHA3HAuYEH CaMo 3a JUarHOCTUYHU LEJIN.

Amyvid e paguodhapmalieBTHK, OKa3aH 3a MO3UTPOHHO eMucroHHO ToMorpadceko (ITET) (Positron
Emission Tomography, PET) u300pa3siBaHe Ha IUIbTHOCTTA HA B-aMHJIOWJIHUTE HEBPUTHU TLIAKH B
MO3bKa Ha BB3PACTHU MAIlMCHTH ¢ KOTHUTHBHH HAPYIICHNUS, KOUTO Ca OLICHSBAHM 3a OoJiecTTa Ha
Anmxaiimep (BA) u ApyTy IpUYMHA 32 KOTHUTUBHO HapylieHrne. Amyvid TpsOBa ga ce u3mona3Ba Ha
0a3zaTa Ha KJIMHUYHA OICHKA.

OTpHUIIATEHUSAT PE3yNTaT OT CKAHUPAHETO TIOKa3Ba MPHCHATH TUIAKH WIIH TAXHATA JTUTICA, KOETO HE € B
CBOTBETCTBHE C nuarHo3aTta bA. 3a orpanndeHusITa Py UHTEPIIPETAIUATA HA TTOTOKUTETHIS
pe3yaTaT OT CKaHUPaHETO BIXKTE Touka 4.4 1 Touka 5.1.



4.2 Jlo3upoBKa M HAYMH HA MPUJIOKEHHE

[ET-ckanupanero ¢ duopoeramup ('*F) TpsabBa 1a ce ucka camo OT JIeKapy ¢ OMUT B KIMHUYHOTO
JieueHHEe Ha HEBPOJEreHePaTUBHHI HAPYILICHHS.

Hzob0paxenusra ¢ Amyvid TpssOBa fa ce HHTEPIPETUPAT CaMO OT JIEKapH, 00y4YeHH B pa3dUTaHETO Ha
[ET-u3z06pakenus ¢ paopberanup ('°F). B ciydaii Ha cCbMHEHHE OTHOCHO JIOKAIU3AIUATA HA CHBOTO
BEIIIECTBO M IPaHUIIaTa MEX Y CUBOTO U 0s1710TO BemiecTBO Ha [IET-n300paxkeHueTo, ce npenopbuBa
IO CBHIOTO BPEME JIa ce HalpaBu KOMITIOTEpHO-ToMorpadcko (KT) nzobpakenne niu
MarHuTHO-pe3oHacHO (MP) u3o0pakenue Ha manuenTa, 3a aa ce noxyuu komouaupano [TET-KT win
[IET-MP uzo0paxenue (Bx. Touka 4.4 HTepnpeTanus Ha H300pakeHUETO).

AOBI/I[ZOBKa

IpenopbunTeIHATA AKTUBHOCT 3a Bh3pacTeH ¢ TenecHo Terso 70 kg e 370 MBq ¢aop6eramup (1°F).
HHxeKkTupaHusaT 00eM He TpsOBa 1a ¢ mo-mMainbk oT 1 ml u ga npesumana 10 ml.

Cneuuaﬂyu nonyaauuu

Cmapuecka 6v3pacm
He ce npenopbuBa kopurupaHe Ha Jio3aTa Ha 0a3aTa Ha Bb3pacTTa.

bvbpeuno u wepnodpobHo yepesicoare
W3uckBa ce BHUMATEITHA TPEIeHKA Ha aKTUBHOCTTA, KOATO IIE CE MPHJIara, Thil KaTo € Bh3MOXKHA
MTOBHUIIICHA EKCITO3UITNS Ha paualiys MPH T€3U NMaIlueHTH (BX. Touka 4.4).

He ca npoBexxganu 3ap1009€HHA TPOYYBAHUS C JICKAPCTBEHUS IPOAYKT IO OTHOIIIECHHUE HA JI030BUS
JIMarnia30H U KOpUTHpaHEe Ha J103aTa MPU O0MJYaiiHaTa MOITyJIalys ¥ CIICIIUAITHHU IOy JIaI|H.
dapmaxokuHeTrKara Ha (uopoeranup (1°F) npu nanyenty ¢ 656peYHO MM YepHOAPOOHO YBPEkKIaHE
HE € YCTaHOBEHA.

Ileduampuuna nonyrayus
Hsama cpoTBeTHO npriioxenne Ha Amyvid B meAnaTpryHaTAa MOMYJIAIHA.

HauuH Ha npuiioxxeHue

Amyv1d € 3@ UHTPABCHO3HO IMPUJIOKCHUC U 3a MHOTOKPAaTHO IIPHUIIOXKCHUC.

AxtuBHOCTTa Ha Qropberanup ('°F) ce u3MepBa ¢ akTHBEMETBD (KaauOpaTop Ha 103aTa)
HETIOCPE/ICTBEHO MPEIU MHKEKTUPAHETO.

Jlo3ara ce mpuiara mocpeJicTBOM HHTPABEHO3HA 00ITyC WHIKEKIHSI, TIOCIIEBaHA OT MPOMHUBKA C
WHXKEKIIMOHEH Pa3TBOp Ha HaTpueB xyopun 9 mg/ml (0,9%), 3a 1a ce rapaHTHpa ISUIOCTHA JIOCTaBKa
Ha Ji03aTa.

Hnxextupanero Ha (aopberanup (1°F) npes Kb¢ HHTpaBEHO3EH KaTeThp (IIPUOIU3HTENHO 4 cm WK
MO-KbC) CBEXKA 0 MUHUMYM BBh3MOXKHOCTTA 32 a0COpOIIHS Ha aKTUBHOTO BEIIECTBO OT KaTeThpa.

Hnxextupaneto Ha (aopberanup (1°F) Tpsa6sa na 6b1e HHTPaBEHO3HO, 3a 1 ce U30erHe 00IbYBaHE B
pe3yJNTaT Ha JOKaJHa eKCTpaBa3alus, KakTo U apTedakTH Ha N300pakeHUETO.

Ionyyasane na uzobpasicenue

10-munyTtHO [TET-u300paskenue TpsOBa 1a ce moayud npudausutenno 30 1o 50 MUHYTH cliel
MHTPaBEHO3HOTO MHXKEeKTHpaHe Ha Amyvid. Ilanuentute TpsOBa 1a ca B JeTHANIO MONI0XKEHHE M0 TPBO
C I71aBa, MO3UIIMOHNPAHA TaKa, Y€ MO3bKBT, BKIIOUUTEIHO MAIKHAT MO3bBK, J1a € IICHTPUPaH B
3putennoTo nojie Ha [IET-ckenepa. 3a 1a ce HaMaIy JBMYKEHUETO HA TlaBaTa MOXKE Ja Ce M3M0J3Ba



JICHTA WJIH JPYTH I'bBKABH OTPaHUYUTENH 3a TJaBata. PEeKOHCTpYKIHsTa TpsOBa J1a BKITFOUBA KOPEKIIUS
Ha 3aTHUXBAHETO C MPOM3TUYAI TPAHCAKCHAICH pa3Mep Ha muckeauTe Mexay 2,0 u 3,0 mm.

4.3 IIporuBomokaszaHus

CBpPBXUYBCTBUTEITHOCT KbM aKTUBHOTO BEIIECTBO MM KbM HIKOE OT HOMOIIHHUTE BEIECTBA,
n30poeHu B Touka 6.1.

4.4 CroenuajJHu npexynpexIeHusi ¥ NpeanasHu MepKu 3a ynorpeoa

OrpannyeHus 3a ynorpeba

TTon0XUTETHUAT pe3yATaT OT CKAaHUPAHETO HE € JOCTAaThUCH 3a MOCTaBsHE Ha AuarHo3a bA wumu
JIPYyro KOTHUTUBHO HapyIIeHHUE, Thi KaTO OTJIaraHe Ha HEBPUTHHU ILJIAKU B CUBOTO BEIIECTBO MOXKE Ja
ce HaOMrO/1aBa MpH OE3CMMIITOMHY BB3PAaCTHH U TIPY HAKOW HEBpOJereHepaTuBHU neMeHInn (bA,
JemeHnws ¢ Tenna Ha Lewy, nementus npu Oonectra Ha [lapkuHCcoH).

3a orpaHMuYeHHATA 32 YIOTpeOa IMPH MAIMEeHTH C JIEKO KOTHUTHBHO Hapymenue (mild cognitive
impairment, MCI), BmxTte Touka 5.1.

He e ycranoBena epukacHoctta Ha Amyvid 3a nporaosupane Ha pa3BUTHETO Ha BA niu 3a
MOHHMTOpPHpAHE Ha MOBJIHIBAHETO OT JIEYEHHETO (BK. Touka 5.1).

Hsxou pe3yaTatu oT CKaHUPaHETO MOXKE J1a ca TPYJHH 3a HHTEPIIPETALUs, TIOPAIU IIyM B
N300paXKEHUETO, aTpOPHs C H3THHIBAHE Ha KOPTHKAITHATA HBUIA UJIH HESICHO N300paXKeHne, KOETO
MOJKE /1a JOBEJIE JI0 TPELIKH B MHTEpIpeTanuiTa. B ciiyuante, B KOUTO CHIIECTBYBAa HECUTYPHOCT
OTHOCHO JIOKAJIM3alUsTa Ha CUBOTO BEIIECTBO M OTHOCHO IpaHuLiaTa cuBo/0s1o BemecTBo Ha IIET-
n300paXEHUETO, U MMa HAaIlPaBeHO MO ChUIOTO BpeMe KoMIIoThpHO-ToMorpadcko (KT) mmun
MarHuTHO-pe3oHacHO (MP) u3o00pakeHue, HHTEPIIPETHPAIIUAT TPIOBa BHUMATEIHO Jla pasriena
komOuaUpanoTo [IET-KT wim [IET-MP u3o6pakeHue, 3a aa U3sICHA Bpb3KaTa MEXIy
panuoaktuBHocTTa Ha [IET 1 aHaToMusTa Ha CHBOTO BELIECTBO.

B Hsaxou ciyyan e HaeHTHHUIMPAH TOBHUILIEH BITEHK OT eKCTpalepeOpaHi CTPYKTYPH, KaTo
CIIIOHYCHU JKJIE3H, KOXa, MyCKYJIM M KOCTH (BX. ToUKa 5.2). Pa3riexaaHeTo Ha CaruTanHuTe
n300paXeHUs 1 Ha HaNpaBeHHTE 1Mo chInoTo Bpeme KT- mmu MP-u300pakeHus: Moske Jia IOMOTHE 32
pasrpaHUYaBaHe Ha OKLUIUTAIHATA KOCT OT Pa3IoJIOKEHOTO OKLIMIIUTAIHO CUBO BEILECTBO.

O00CHOBKA Ha HMHANBUAYAITHOTO CbOTHOIMICHHUC n0n3a/p1/1c1<

3a BcekM MaIUeHT pauallioHHaTa SKCIIO3UIUS TPSOBa J1a € ONpaBaHa OT BeposTHATA I0JI3a.
[IpunoskeHaTa akTUBHOCT TpsiOBa MPH BCEKH CITy4aii Aa ObJIe TOIKOBA HUCKA, KOJIKOTO € pa3yMHO
MOCTHXKHUMO, 3a JIa CE MOJIy4Yr HeOoOX0aUMaTa TMarHoCTuYHa HH(OpMAaIIus.

B’L6De‘lH0 YBPCXKAAHEC 1 ‘-ICDHOI[DO6H0 YBPECKIAAHC

Heo0xonnma e BHEMaTeTHA IPEIEHKA Ha ChOTHOIICHUETO MOJ3a/PUCK TP TE3U MAIMEeHTH, ThI KaTo
€ Bb3MOJKHA [OBMILIEHA paJualionHa ekcrosunus. duopberanup (°F) ce ekckperrpa riaBHo upes3
XenaToOmmapHaTa CUCTEMa U IPU MAIMEeHTH C YSPHOIPOOHO YBpEXKIaHE ChIECTBYBA BH3MOKHOCT 32
TTOBHUITICHA paUaIliOHHA EKCTIO3UITHS (BXK. Touka 4.2).

HGI[I/IaTDI/I‘-IHa DOomnyJialusa

3a nH(popMalus OTHOCHO yroTpebaTa B IeUaTpUUHaTA MTOIyJIalMs BHXKTE Touka 4.2 wid Todka 5.1.



Hurepnperanusa Ha n3o0paxkenusara ¢ Amyvid

Uzobpaxkenusara ¢ Amyvid TpsiOBa ga ce HHTEPIPETUPAT CaAMO OT JIEKapH, OOY4YeHH B pPa3uUTaHETO Ha
[ET-u306pakenus ¢ paopberanup ('°F). OTpUnaTeIHUAT pe3yaTaT OT CKAHUPAHETO TTOKA3Ba
IPBHCHATU KOPTUKAIHU -aMUIONIHY IUIAKU WIIK JIUIICA Ha IUTBTHOCT. I10JIOKUTETHUAT pe3yaTar oT
CKaHMPaHETO II0Ka3Ba 30HU Ha ILTBTHOCT ¢ YMEpeHa A0 rojsma yectora. HabaronaBanu ca rpemku B
MHTEpIIPETALMITA TIPU OLIEHKATa Ha ITbTHOCTTA Ha B-aMUJIOWIHUTE HEBPUTHH IUIAKHA B MO3bKa,
BKJTFOUHMTEITHO (DaIIMBO OTPUIATEITHH PE3yITaTH.

Hpernemﬂ Ha I/I306pa)KCHI/I$ITa TpSI6Ba npearu BCUYKO J1a € C TpaHCaKChajlHa OpUCHTAHA C JOCTBII 10
carurajiHata 1 KOpOHaJIHATa paBHUHU, aKO € H€06XOZ[I/IMO. HpeHOp’B‘lBa CC MpCerieaAbT Ha
I/I306pa)KeHI/ISITa Jla BKJIFOYUBA BCUYKH TpaHCAKCHAJIHM CPE30BC HAa MO3bKa C IIOMOIITA Ha ‘-IepHO-GHHa
CKajla ¢ MaKCUMAJICH MHTCH3UTCT HA CKajlaTa, HACTPOCH HAa MAKCUMAJIHUA UHTCH3UTCT HAa BCUYKHU
MO3BYHH ITUKCCIIN.

WuTepnperanusata Ha n300paKEHUETO KaTO OTPUIATENCH WITH MTOJIOXKHUTENICH PE3yTaT ce MPaBy upe3
BH3YAJIHO CPaBHSABaHE Ha aKTUBHOCTTA B KOPTUKAIHOTO CHBO BEIIECTBO C aKTUBHOCTTA B
MIPUJISKAIIOTO 0510 BeecTBo (Bxk. durypa 1).

[Ipu oTpunaTeTHN pe3yNTaTH OT CKAaHUPAHETO UMa MO-TOJIsIMa aKTHBHOCT B OSUIOTO BEIIECTBO,
OTKOJIKOTO B CHBOTO BEIIECTBO, KOETO Ch3/]aBa OTYETIMB CUBO-0su1 KOHTpacT. [Ipu 1mo nmoxxurenHn
pe3yNTaTH OT CKaHMPAHETO 1€ UMa €IHO OT JIBETE:

a) /JIBe wim moBeue 30HM Ha MO3bKa (BCSKa MO-TOJISIMA OT €JHA KOPTHUKATHA I'hbHKA), B KOUTO
CUBO-0€NIMAT KOHTPACT € HaMaJieH WK JIUTICBa. Taka Hai-4ecTo U3TIIekKIa MOJIOKUTEITHUSAT
pe3ynTaT OT CKaHUPAHETO; WIN

0) Enna v nmoBede 30HU, B KOUTO aKTUBHOCTTA Ha CHBOTO BEILIECTBO € MHTCH3UBHA U
OYEBHIHO TIPEBUIIaBA aKTHBHOCTTA Ha MPHIICKAIIOTO OSJI0 BEIIECTRO.



®@urypa 1: Cayuyau na IIET ¢ Amyvid, nmoka3Bamy npuMepud Ha OTPULATETHH Pe3yJTaTH OT
CKaHMPaHeTo (TOPHUTE ABA pe/la) M HA MOJ0KUTETHH Pe3yJITaTH OT CKAHUPAHETO (HOJIHUTE ABa
peaa). OT JIIBO HAAACHO MaHeJINTe MOKA3BAT CATHTAJIHU, KOPOHAJHHN ¥ TPAHCBEP3aJHH Cpe3oBe
Ha [IET-n300paxenus. IlocaenHuaT maHeJs BASCHO MNOKA3Ba YBeJINYeHA CHUMKA Ha 30HATA Ha
MO3bKa B KapeTo. ['opHHUTe 1Be CTPEJKHU MOCOYBAT HOPMAJIEH 3aNa3eH CUBO-05J1 KOHTPACT ¢
KOPTHKAJIHA AKTUBHOCT, M0-MAJIKa 0T Ta3d HA MPWIeKAL0To 051,10 BewiecTBO. /lo1HUTE BE
CTPEJIKH NMOKA3BaT 30HUTEe HA HAMAJIEH CUBO-051J1 KOHTPACT ¢ MOBHIIEHA KOPTHKAJIHA
AKTHBHOCT, KOSAITO € CPABHUMA ¢ AKTHBHOCTTA HA MPUJIEKAIIOTO 05710 BellleCTBO.

NMET-n3obpaxeHusa c Amyvid

CarutanHn KopoHapHu TpaHcBep3asriHu
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Lonvanumento u3nonzeane Ha KOAUHeCmMEeHa UHGOpMayus 3a UHMepnpemayus Ha u300padxicenuama:
JlONbIHUTETHOTO U3IOJI3BaHEe Ha KoJudecTBeHa nH(opmarius 3a amuions npu I1ET TpsoBa na ce
W3I0JI3Ba CaMo OT JIKapH, 00y4eHH B MPUIIAraHeTO Ha KOJMYECTBeHATa HHPOPMAIIHS 3a TIOAIIOMarane
Ha BU3yallTHATa UHTEPIIPETAIUS Ha N300pKCHUATA, BKIFOUUTEITHO PENOPHKH 32 U300p Ha ITOAX OIS
coTyep 3a mojaroMaraHe Ha MeToAuTe. BKIIIOUBaHETO Ha KOJIMYeCTBeHATa HH(POpMaIns, TeHepupaHa
ot codryep 3a konuuectBeHo omnpenensiHe ¢ CE MapkupoBka, KaTo TOMbIIHEHHE KbM METOJ1a 32
BU3yaJIHa HHTEPIIPETAIUs, MOXKE Ja ITOJO0OPH MPEIM3HOCTTA MPH pa3yUTaHe Ha N300paKCHHUETO.
Jlexapure TpsOBa 1a HHTEPIPETHUPAT BU3YaITHO N300PaXKEHUETO, CIIE/] TOBA J1a U3BBpIIAT
KOJINYECTBEHO OMPEJIEAHE ChIVIACHO MHCTPYKIMUTE HA MPOU3BOAUTEN S, BKIIFOUUTEIHO IPOBEPKH 32



Ka4ecTBO Ha Ipolieca 3a KOJIMIECTBEHO OMNpEIeIIsIHE, U JIa CPABHST KOJIMYECTBEHOTO OTIPEICISTHE Ha
N300paKEHUETO C TUITHYHHUTE TPAHUIIN 32 OTPUIIATEITHU U TIOJOKUTEITHN N300paKeHUs. AKO
Pe3yNTaThT OT KOJIHMUYECTBCHOTO OMpPEACIITHE MPOTUBOPEYH HA ITBPBOHAYATHATA BH3yaTHa
WHTEPIpeTaIus:

1. Hopmanm3upaneTo Ha IpOCTPAHCTBOTO M HAIMACBAHETO HAa M300paKEHUETO KbM ITabiioHa
TpsiOBa OTHOBO JIa CE MPOBEPH, 3a Ja C€ MOTBBP/IM MPEIU3HOCTTA Ha PA3I0JIaraHeTO Ha 30HUTE,
npencrasisBamny uaTepec (regions of interest, ROIs), ThpceHeTo 3a rpbOHAYHOMO3BYHA
TEYHOCT WU KOCT B pamkuTe Ha ROI, 1 32 1a ce olleHr Bh3MOXHOTO Bh3IEHCTBHE Ha aTpodus
WJIM BEHTPUKYJIOMET AU BbPXY KOJIMYECTBEHOTO OIPEICIISHE.

2. OCHOBaHHETO J]a C€ HAIPABU BU3YaITHO MOJIOKUTETHO WITH OTPULIATEITHO ONPEIeIsTHE TPSAOBa J1a
ObJlle IpepasrienaHo:

a. B cityuaii Ha TOJIOKUTETHO MFPBOHAYAITHO BU3YaIHO Pa3dynuTaHe M OTPHUIIATEIIHO
KOJIMUYECTBEHO OIPENIeIsTHe Ha aMHUJIOU]T, JICKapsT TPIOBa 1a 0OMUCITH JalTi
TTOJIO’KUTEITHATA BU3yallTHa MHTEPIIPETANIMS MOXKe J1a ce 0a3rpa Ha 3abpiKaHe Ha
panuounsotona B 304 13BBH ROIs, KoeTo nonpuHacs 3a CpeIHOTO KOPTHKAITHO
CHOTHOIIICHHE Ha CTAHJAPTH3UPAHUTE CTOWHOCTH Ha bITelK (standardised uptake value
ratio, SUVR).

0. B ciyuaii Ha OTpUIIATETHO MPBOHAYATHO BU3YAIHO Pa3UUTaHE M TIOJIOXKUTEITHO
KOJINYECTBEHO OTPE/ICIISTHE 32 aMUJIOH]], 30HUTE, ChoTBeTcTBaIM Ha ROISs ¢ moBumeHo
SUVR, Tps0Ba 1a ce OLEHAT, 32 Jia Ce ONpEe/Ied JAJId B Te3W 30HU UMa 3aryba Ha
CUBO/OSIT KOHTPACT.

3. 3o0HaTa Ha MaJIKMsl MO3BK TpsOBa /ia ce N3CieBa, 3a Jia ce MOTBBpAX HamacBaneTo Ha ROI n
HUBOTO Ha CUBO/OSUT KOHTPACT, KOSTO OCUT'YPsIBa CTAHIAPT 32 BU3yalTHO CPABHEHUE C
Mo3b4HaTa kopa. TpsbBa 1a ce UMaT NpeBU Bb3MOKHH CTPYKTYPHU aHOMAJIUH, KOUTO MOTaT
JIa TIOBITUSIAIT KOJIMYECTBEHOTO OTIPE/ICIISIHE Ha 30HATa HA MaJIKHsI MO3bK.

4, 3aKIFOUMTEIIHA UHTEPIPETAIMs Ha H300paKEHUETO TPSOBaA J1a Ce HallpaBH Ha 0azara Ha
OKOHYATEITHATO BU3YATHO Pa3uUTaHE, ClIe]] MPOBEXK/IAHE HA TIO-TOPHUTE CTHIIKY 32 aHanu3 1-3.

Crnen npoueaypara

Brv3KkuAT KOHTaKT ¢ KbpMadeTa 1 OpeMEHHH XEHU TPsOBa f1a ObJie OTpaHUYCH Mpe3 IbpBUTE 24 daca
CJIe]] HHYKEKTUPAHETO.

Harpuit

To3u nexapcTBEeH NPOAYKT ChIbpAka 10 37 mg HaTpUil Ha 7033, KOUTO ca eKBUBaJICHTHH Ha 1.85 % ot
npenoprunTenHug oT C30 MakcUMaleH THEBEH NPUEM OT 2 g HATPUH 3a Bb3PacCTEH.

Eranon

To3u nekapcTBeH NPOAYKT Chabpxka 790 mg ankoxoi (eTaHoJ1) BbB Besika qo3a oT 10 ml, koeTo ce
paBusBa Ha 11,3 mg/kg (npunoxena Ha Bb3pacTeH ¢ Terio 70 kg). Konnyecrsoro B 10 ml ot T03u
JIEKapCTBEH NPOJYKT € eKBUBAJIEHTHO Ha Mo-Majko oT 20 ml 6upa uiu 8§ ml BuHo.

MasKoTO KOJTMYECTBO aIKOXOJI B TOBA JIEKAPCTBO HAMA /1a UMa HAKaBH 3a0eJIeKUMHU eeKTH.

4.5 Bs3amMmopeiicTBHe ¢ IPYTH JeKAPCTBEHH MPOAYKTH M APYTrH (JOPMH Ha B3auMojelicTBHe
He ca npoBexaanu mpoy4BaHus 3a B3aUMOJICHCTBUSATA i Vivo.

In vitro Ipoy4Banus 3a CBEP3BAHE HE TOKA3BaT BIUSIHKE BPXY CBbp3BaHeTo Ha (uropoeramup (1°F) ¢

[-aMUJIOMIHUTE TUIAKU B IPUCHCTBUETO HA APYTH JICKAPCTBEHH MIPOAYKTH, O0OMYAHO IPUEMaHu OT
manueHTuTe ¢ bA.



4.6 @epTUINTET, OPEMEHHOCT U KbpMeHe

KeHu ¢ aeTepoAcH MOTCHIAT

Koraro e mnannpano npuiioskeHue Ha paarodapMalieBTHK Ha KEHa ¢ JIeTepOoJIeH MOTESHIIHAN, € BaXKHO
Jla ce yCTaHOBH, JJaJIM J)KeHaTa € OpeMeHHa Wi He. Beska j)keHa ¢ mpolrycHaTa MEeHCTpyanus TpaoBa 1a
ce mpuema 3a OpeMeHHa, IOKaTo He e JI0KaXe MPOTUBHOTO. AKO MMa ChMHEHHE 32 MMOTCHI[MATHA
OpeMeHHOCT (aKo )KeHaTa IMa MPOIyCHAaTa MEHCTPYaIHs, aKO MEHCTPYAIHHUAT IIUKBJI € HEPEeIOBEH
T.H.), Ha MAIUCHTKATA TPsOBA Jla Ce MPEUIOKAT alTepPHATHBHU TEXHUKU 0€3 U3MOI3BAHETO Ha
HOHM3MpaIa paguanus (ako IMa TaKuBa).

BpemenHocT

[Ipouenypure ¢ paAMOHYKINIH, TPOBEKAAHN BbPXY OPEMCHHH XKESHH, BKITIOYBAT CHIIO PaAHalliOHHA
n03a u 3a (eryca. CieroBaTesTHO IO BpeMe Ha OpeMeHHOCT TPsOBa Ja ce MPOBEXKIAT CaMo KpaiHO
HEOOXOIUMH U3CIICIBAHUS, KOTATO BEPOSITHATA TI0JI3a Jlalied HaJXBBPJIsl pECKa, Ha KOWTO ca
U3TI0KEHU Malikata u deryca.

He ca npoBexnanu npoyuyBanus npu OpeMeHHH jxeHH. He ca nmpoBekjanu poy4BaHusl PU )KUBOTHH
3a m3cienBane Ha epextute Ha Quopoeramup (*F) Bbpxy penpoxykimsra (Bxk. Touka 5.3).

Kopmene

He e ussectrO nanu duop6eranup (1°F) ce ekckperrpa B KbpMaTa 1o BpeMe Ha KbpMmene. [Ipeau na ce
mpuiarat paguohapManeBTUIN Ha KbpPMeIla Maiika, TpsOBa J1a ce OOMECIH Bb3MOXKHOCTTA 32
oTJIaraHe Ha MPUIIOKEHUETO, JOKATO MalKaTa CIpe Aa KbpMH, U JIOKOJIKO € HalpaBeH Haii-
TTOAXOJISIIAAT N300p Ha paarodapMaIieBTUK, KaTo C€ MMa IPEIBHIT OTICISTHETO HA PAHOAKTHBCH
MaTepuan B KbpMara. AKO ce TIpelieHH, Ye MPIIOKEHUETO € He0OX0IUMO, KbPMEHETO TPsIOBa J1a ce
MpeKbCHE 3a 24 yaca U u3leicHaTa KbpMa Ja ce U3XBbPIIsl.

Bau3kusar KOHTaKT ¢ KbpMaucTa TpSI6Ba Ja 6’1;)_'[6 OrpaHUYCH NPE3 IbPBUTC 24 yaca CIICa
HWHKXCKTHUPAHCTO.

DepTHIINTET
He ca n3BbpIBaHy Mpoy4YBaHus IO OTHOLICHUE Ha (ePTUIINTETA.
4.7 EdexTn BbpXy crioco0HOCTTA 32 WoupaHe u padoTa ¢ MAIINHA

Amyvid He TIOBIUSIBA WK MMOBJIMIBA MPESHEOPESIKUMO CIIOCOOHOCTTA 3a 1o upanHe 1 padoTa ¢
MaIIHHH.

4.8 HexesaHu JeKapCTBEHN PeaKIUH

Pesrome Ha mpodumiia Ha Oe30macHOCT

IIpodunbt Ha Oe3omacHOCT Ha Amyvid ce 6a3upa Ha HETOBOTO MpHIOKeHUe Ha 2 105 manueHTH B
KIIMHUYHU TIPOYYBAHMS.



CouchbK Ha HEXEITaHUTE JICKAPCTBCHU PCAKIUU, IIPEACTABCH B Ta6n1/1ga

YecroTute ca neduHUpaHU KaKToO ciensa: MHOro Yectu (>1/10); wectu (>1/100 mo <1/10); HeuecTn
(=1/1 000 mo <1/100); penku (=1/10 000 go <1/1 000); muaoro penku (<1/10 000); c Hem3BecTHA
YyecToTa (0T HATMYHUTE JJaHHU HE MOJKe J1a O'b/ie HallpaBeHa OIeHKa). BhIpeku ue B IeHCTBUTEITHOCT
TE MOJXKE JIa Ce MOSIBAT C MO-HUCKA YeCTOTa OTKOJIKOTO € MOKa3aHo MO-70y, Pa3MephT Ha U3X0IHATA

0a3a JaHHU HE M03BOJISIBA 3a/1aBaHE HA YECTOTHU KaTErOPUH, IO-HUCKU OT KaTeropusiTa ,,HeuecTu”
(=>1/1 000 no <1/100).

CuctemMo-opraHeH Kjac UecTtn Heuectn

Hapymienus Ha HepBHaATa cCUCTEMa I'maBoGonue Hucreysus

Cb10BY HapYIICHUS 3adepBsiBaHE HA JIUIIETO
CromairHo-4peBHU HApyIICHUS lanmene

Hapymienns Ha koXaTa ¥ IOJKOKHATA Copoex

TbKaH Yprukapus

OO6mm HapymeHns 1 e(heKTH Ha Peakrus Ha MSACTOTO Ha MHXKEKTHUpaHE®
MSCTOTO Ha TIPIIIOKCHUE OOpuB Ha MACTOTO Ha UHGY3HUSL

2 PeaKLII/ISI Ha MSACTOTO HAa MHKCKTUPAHC BKIIIOYBA KPHbBOU3JIMB HA MSACTOTO Ha MHKCKTUPAHC,
APpasHCHE Ha MCTOTO HAa MHXXCKTHUPAHE U 0oJIKa Ha MICTOTO Ha WHXCKTHUPAHC

ExkcriozunusTa Ha ioHM3MpaIla paguanys € CBbp3aHa ¢ MHAYIUPAHE Ha PaK U MOTCHIIUAT 32 Pa3BUTUE
Ha HacheacTtBeHu aedextu. Tril kKaTo edekTHBHATA /103a € 7 mSV, KOrato ce npusiara
IpenophuuTeNHaTa akTuBHOCT 0T 370 MBq (uop6eramup (18F), BepoaTHOCTTa OT 10siBa HA TE3U
HEXKEJIaHU PEaKI[UH Ce OYaKBa Ja € MaJiKa.

Cpo0111aBaHe Ha MOA03UPAHN HEXKETAHHN PEAKITHH

Cro0mIaBaHeTo Ha MOIO3UPAHU HEXKEIIAHU PEaKIIUHU CIIS]] pa3peliaBaHe 3a yrnorpeda Ha JIeKapCTBEHUS
MPOAYKT € BaykHO. TOBa MM03BOJIABA Ja MPOIBIKHM HAOIIOICHUETO Ha ChOTHOIICHUETO 0JI3a/PUCK 32
JIeKapCcTBeHUS NPOoAyKT. OT MEIUIIMHCKUTE CTICIUAIMCTH CE N3MCKBA J]a ChOOIIaBaT BCAKA
MOJT03UPaHa HeXKEIaHa PeaKiys Ype3 HAI[MOHAIHA CUCTEMa 32 ChOOIaBaHe, IOCOYCHA B

IIpunoxxenue V.

4.9 Ilpeno3upane

IMopaau MankoTo konudecTBo Ha puopberamup (‘°F) BB Besika 103a, HE ce 0YaKBa MPEJO3MPAHETO 1a
JoBenie 10 apMakosiornyHu epektu. B cirydan Ha MpritosKeHUE Ha CBPBX103a PaJOaKTUBHOCT,
abcopOupanara /103a OT HalKueHTa TPSAOBa Jla Ce HaMaJl, KOTaTo € Bb3MOXHO, TIOCPEICTBOM
MOBHUIIIABaHE HA STMMUHUPAHETO HA PAJIMOHYKIINIA OT OPraHU3Ma 4pe3 YecTO YPUHHUPAHE 1
nedexanus. Moxe 1a e oJe3Ho Ja ce OIICHU eeKTUBHATA J103a, KOSTO € MPUIIOKEHA.


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

5. ®APMAKOJIOTUYHA CBOMCTBA
5.1 ®dapmakoguHAMWYHH CBOMCTBA

dapmMakoTepaneBTHUHA TPyIIa: AMarHOCTHYEH paauodapMalleBTHK, lIcHTpaiHa HepBHa cuctema, ATC
xox: VO9AXO05

MexaHn3bM Ha JIEUCTBUE

®nop6eranup (*F) ce cBbp3Ba ¢ B-amMuioniHUTe HEBPUTHH IU1aky. [[poyuBaHusTa 32 CBBP3BAHE,
KOHMTO M3I0JI3BaT TPaJUIIMOHHN METOIH 3a OLBETSBaHE Ha MpenapaTH OT HEpBHA ThKaH
MTOCTMOPTATHO TIPY MO3BIIN Ha TarueHTH ¢ bA, mokas3sar cratuctudecku 3aaunmu (p < 0,0001)
KOpEJIAlU MEK]LY in vitro cBbp3Baneto Ha duopOeramup ('°F) u omaranero Ha B-amMuonHUTE
arperatu. In vivo, TIpu TEpMUHAIHO OOJIHH, € OIIEHEHa BPb3KaTa MEKy bITelK Ha (iopOetanup (1°F)
B KOPTUKAJTHOTO CHBO BEIIECTBO M OOIIOTO HAaTOBapBaHe ¢ B-ammtons ¢ momoinra Ha 4GS
AQHTUAMWJIOWIHU aHTHUTENA, KOUTO OLBETSBAT J-aMHJIOHN/1a, KAKTO B HEBPUTHHUTE, TAKA M B IU(Y3HUTE
wiaku. In vivo cBbp3Baneto Ha duiopberanup (*F) ¢ apyru cTpykTypH, ChaBpIKAIIM B-aMUIOU, HITH C
JPYTH MO3BYHH CTPYKTYPH WJIN PEENTOPH OCTaBa HEU3BECTHO.

(DaDMaKO JUMHAMWYHNU Cd)CKTI/I

Ipy HUCKUTE XUMUYHU KOHLEHTpauuy Ha duop6eranup (*°F) B Amyvid, HAMa HUKaKBa J10JI0BUMA
(hapmakoJIOTUYHA AaKTUBHOCT.

B 3aBBpIICHN KIMHUYHYA IPOyYBaHus bIITelika Ha Qpuopoerarmup (‘*F) B 6 mpeasapurenno
onpeze/cH! KOPTHKAJIHU 30HU Ha MO3bKa (TIpeKyHeyc, ppoHTaIHa, IpeHa UHTYIapHa, 3aHa
[UHTYJIapHA, TTApPUETATHA U TEMIIOPATHA) C€ U3MEPBa KOJUYECTBEHO MOCPEACTBOM CTaHAAPTHU3UPAHU
cTOMHOCTH Ha bITelK (standardised uptake values, SUV). CpeaHoTo KOpTUKaIHO choTHOIIeHHEe SUV
(SUVRs, B cpaBHEHHUE ¢ MAJIKHSI MO3BK) € ITO-BHCOKO TIPH NaIeHTH ¢ BA B cpaBHEHHE ChC
CTOWHOCTHUTE TIPH 37paBu J00poBoiy. CpeTHUTE KOPTHKAIHU KbM Te3u Ha Maikus Mo3bk SUVR
CTOWHOCTHU IIpH MAIMeHTH ¢ BA moka3Bar HENMPEeKhCHATO 3HAYUTETHO MTOBUIIICHHE OT BpeMe HyJia B
TeueHue Ha 30 MUHYTH ClIel IPIIOKEHUETO, CaMO ¢ MAJIKU ITPOMEHH cjiea ToBa 10 90 MUHYTH ciief
WHKeKkTrpaHeTo. He ca otOens3anu paznuku B pesynrature 32 SUVR nipu nanueHTuTe, Mory4aBaniu
oOuyvaitHu Tepanuu 3a BA, B cpaBHEHHUE C MAlIMEHTHTE, KOUTO HE IpUEMaT JIeYeHus 3a bA.

Kinunununa edukacHocT

OCHOBHO MpOYy4YBaHe MpH 59 TepMUHAIHO OOJIHU MMa 3a 1)1 Ja YCTAHOBH THArHOCTUYHATa
HAJASKIHOCT Ha Amyvid 3a OTKpHUBaHE Ha IUIBTHOCTTA HA KOPTUKAIHM HEBPUTHU IUIAKK (JIUTICBAIIIH
WM TIPBCHATH CIIPSIMO YMEPEHO WiH YecTo cpemanu). Pesynrature ot [IET ca cpaBHenu ¢
MaKCHMaJHaTa IUThTHOCT Ha HEBPHUTHU TIAKH, U3MEPEHa Ha Cpe30BeTe Ha (PpoHTaIHATA,
TEMITOpaJTHATA WM ITapHUeTATHATa MO3bYHA KOpa MIPH ayTOIICHTA HA MAIMEHTa B PAMKUTE Ha

24 mecera cien [IET-ckanupaneTo. KOTHUTHBHUST CTaTyC Ha MAIUSHTUTE HE MOXKE J1a ObJie
HaJexAHO onieHeH. [Ipu BcuukuTe 59 manueHTH € u3BbpIlIeHo 3acieneHo pazuurane Ha [IET ot

5 nexapu 1o HyKJIeapHa MEIUITNHA, KaTO Pe3yATaThT MIPH MOBEUETO € C YYBCTBUTEIIHOCT HA
pasuutanero 92% (95% JAU: 78-98%) u cneuuduuanoct 100% (95% JAU: 80-100%). B npoyusane
ipu 47 muanu (< 40-roguimHa BB3pacT) 3paBu T0OPOBOIIIH, 32 KOUTO C€ Tperoiara, 4e HsMat
HaTpynBaHusd Ha B-amunounn, Becnukute [IET-n300paxkenus ¢ Amyvid ca oTpuriaTesHm.

OcBeH TOBa YyBCTBUTEITHOCTTA H CHIEIUPUIHOCTTAa Ha Amyvid 3a OTKpHBaHe Ha IUTBTHOCT Ha
KOPTHKAITHU HEBPUTHH IIJIAKU € U3CIICIBAHA B JIBE JIOITBIHUTEITHA IPOYYBAHUS, B KOUTO PA3IHIHH
TPYIH OT CTIEHUAIMCTH UHTEPIIPETUPAT U300paKeHHUATA HA HAKOU MAllUEHTH OT OCHOBHOTO
MPOYYBaHE CJIe/ ayTONCHATa. TEXHUTE Pe3yJITaTh TACHO ChOTBETCTBAT Ha PE3yJITATHTE, IOJIYUYCHH B
X0J1a Ha OCHOBHOTO Mpoy4BaHe. ChOTBETCTBHETO MEXKAY UHTEPIPETUPAIINTE, TIPU U3MOI3BaHEe HA
Fleiss’ kappa croitHocTH, ¢ B muana3ona ot 0,75 no 0,85.
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B noHTHTY IMHANTHO NTpoyYBaHe, 142 marueHTy (IUarHOCTUIIMPAHU KIIMHUYHO C JIEKO KOTHUTHBHO
Hapymenue [MCI], BA win kaTo KOTHUTHBHO HOPMAaJTHH) ca MoTokeH: Ha n3xoaHo [IET-ckanupane
¢ ¢pnop6eramup (*F) u ca npocienenu 3a 3 TOAMHMU 3a OLIEHKA Ha BPH3KaTa MEKILY H300PaKEHUETO C
Amyvid 1 TpoMEeHHUTE B TUAaTHOCTHUYHUS CTATYC.

CroiinocTuTe Ha AuarHoctiuHarta HagexaHocT Ha I1ET ¢ gpropberanup (1°F) ca nokaszanu B TabauueH
BUJI T10-JI0JTY:

Cvomeemcmeue ¢ uzxoonama Cvomeemcmeue ¢ uzxoonama

ouaenoza MCI ouaeHo3a KiuHu4Ho nposeerna bA
N=51 N=31
YyBCTBUTEIHOCT 19/51=37,3% 21/31=67,7%
(95% JAN: 24,1-51,9%) (95% JAUN: 51,3-84,2%)
CrnenuduaaoCcT C usnonzeane na caywaume oe3 C usnonzeane na caywaume oe3
McCI bA
(KOCHUMUBHO HOPMATHU U (xoenumuero nopmarnu u MCI)
KIuHuuHo nposeena bA)
69/100 = 69,0% 91/120 =75,8%
(95% JAU: 59,9-78,1%) (95% AU: 68,2-83,5%)
ITonoxurenHo
CHOTHOIIICHHE Ha 1,20 (95% J1:0,76-1,91) 2,80 (95% JAU: 1,88.-4,18)
BEPOSITHOCTUTE

OT manueHTuTe, KOUTO KIMHUYHO ca quarHoctunmpanu ¢ MCI npu Bnu3aHe B nmpoy4uBaneto, 9 (19%)
MpeMUHAaBaT B KIMHUYHO MposBeHa BA 36 mecena no-kbcHo. Ot 17-te manuentu ¢ MCI, kouro umat
nonoxkuteneH [IET-pesynrart, 6-ma (35%) ca ararHocTHIMpaHu ¢ KITMHIYHO BeposaTHa bA 36 mecena
No-KbCHO B cpaBHeHHE € 3-Ma (10%) ot 30, kouto umar orpunatenex [IET-pesynrar.
YyBCTBUTEIIHOCTTA Ha CKaHMpaHeTo ¢ Amyvid 1a moka3sa yectorara Ha npemuHaBane Ha MCI B BA
npu 9-Te MaMeHTH, IPU KOUTO € HaOJroaBano nmpeMuHaBane, € 66,7% (95% HAU: 35-88%),
creruaHOCTTa IpH 38-TE, MPU KOUTO HE € HaOII01aBaHO MpeMuHaBane, € 71,0% (95% JAU: 55-
83%), a MOJIOKUTEITHOTO CHOTHOIIIEHUE Ha BepositHocTuTe € 2,31 (95% JAU: 1,2-4,5). Jlu3aitHbT Ha
TOBa MPOYYBaHE HE IMTO3BOJISIBA []a CE OIEHM prcka 3a mporpecust Ha MCI B knmman4HO nposiBeHa BA.

Lonvanumenno usnonzeane Ha KoaU4ecmeeHa UHGOpMayus 3a UHMepnpemayus Ha u300padicenuama
Lenecro0pa3zHocTTa ¥ HAAEKAHOCTTA HA HU3MOI3BAHETO Ha cOPTyep 3a KOJTMUECTBEHO ONPEAEIIsTHE C
CE MapkupoBKa, KaTo JIOIbJIHEHNE KbM KIIMHHYHATA HHTEPIPETAIIUS Ha KA4eCTBOTO, Ca OI[CHEHH B
JIBE MPOYYBAHHMS, U3IIOJI3BAIIM TPH PA3IMYHU JOCTHITHA Ha Na3apa coPpTyepHH MaKeTa 3a
KOJINYECTBEHO ONpEACIISIHE. Y YacTBAIUTE JIEKapH oLeHsBaT IbpBo cepust ¢ 96 [IET-u300paxkenus,
BKJIIOUBalIM 46 M300paskeHHs CbC CTAaHAAPT Ha UCTHHA — ayTOICHS, KaTO M3I0JI3BaT METO/ 3a
BU3YyaJIHO KQYECTBEHO Pa3uUTaHE 3a YCTAHOBSBAHE HA U3XOJHO HHUBO, U BIIOCIEICTBHE Ca IOMOJICHH
Jla OTICHST IMTOBTOPHO ChHINATA CEPHS C M300PaKECHHSI ChC WIH 0€3 TOCTHII 110 codTyepHaTa
KoJyecTBeHa nHpopmanus. [Ipy BCHUKH ydacTBaIM JIeKapy, HMAIIH JOCTHII 10 KOJHYEeCTBEHATa
nH(OpMaIHs, CpeIHaTa IPEIU3HOCT Ha pa3duTaHe Ha H300pakeHHATa ChC CTAaHIApPT HA UCTHUHA —
ayroncus, € nogoopena ot 90,1% wa u3xomno HuBO 10 93,1% (p-croitHocT <0,0001), 6e3 na ce
HaOIro1aBa HaMaJleHHe HUTO Ha YyBCTBUTEIHOCTTA, HUTO HA CICHU(PUYHOCTTA.

[lenuarpuyna nomnyJanus

EBpomneiickaTta areHIus 1o JieKapcTBaTa 0CBOOOKIaBa OT 3aAbKEHUETO 32 MPEOCTaBsIHE Ha
pe3yaTaTtuTe OT NpoyuBaHusTa ¢ Amyvid BbB BCHUKH MOATPYNH HA NeIUATPUYHATA MOITYJIAIus, Thi
KaTo He € Mpe/BUIeHa yIoTpeda B IeguaTpuyHaTa Moy Jiarys.
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5.2 ®apmMakoKMHETHYHH CBOWCTBA

Pasnpedenenue

dnop6eranup (°F) ce pasnpenens B LAIOTO TAIO B TEUCHUE HA HAKOJIKO MHHYTH CIIE
WH)XCKTHPAHETO, a CJIe]] TOBA ce MeTabonm3upa Obp30.

‘briTelik OoT opranure

MakcumaseH bireiik Ha duopOeramup ('°F) or Mo3bka ce Hab0aBa B PAMKHTE Ha HSAKOJIKO MUHYTH
CJIe]l UH)KEKTUPAHETO, OCIEABAHO OT Obp3 MO3bUCH KIUPBHC Ipe3 mbpBuTe 30 MUHYTHU Clle]
uHXeKkTupaHeTo. OprasuTe ¢ Hall-rojsiMa eKCIO3ULMS ca Te3U, KOUTO y4acTBaT B €IMMHUHUPAHETO,
[JIABHO JKIIBYHHUAT MEXYP, YEPHUAT Opo0 U yepBara.

31paBK KOHTPOJIM IIOKA3BaT OTHOCUTEIHO HUCKY HMBA Ha 3aabpkane Ha Gpuopberanup ('°F) B kopara
Y MaJIKUS MO3bK. AHATU3BT M0 30HU IMOKa3Ba MAJIKO IMO-BUCOKW HYBA Ha 3a]/bpKaHE B HYKIIEYC
KayJaryc, MyTaMeH 1 XurnokamMiryca. Haii-BHCOKOTO HMBO Ha BIITEHK € B 30HUTE, ChCTABCHU TJIABHO OT
051710 MO3BYHO BEIIECTBO (IIOHC M CEMHOBAJICH IIeHTHP). [Ipn manuenTy ¢ BA KOpTHKaTHUTE 30HH U
MyTaMeHa MI0Ka3BaT 3HAYUTEITHO MTO0-BUCOK BIITEHK B cpaBHEHME ¢ KoHTponuTe. [Ipu nanmenTn ¢ BA,
KaKTO TPY KOHTPOJIUTE, UMa OCKBIHO 3abPKaHe B MAJIKUS MO3bK M XUIIOKAMIIA U TOJISIMO 33TbpKaHe
B MIOHCA Y CEMHOBATHUS IICHTB).

BuodusnuHoTO OCHOBaHUE 3a 3aabpkane Ha (uopOeranup (18F) oT 0s1510TO MO3BYHO BELIECTBO B
JKUB YOBEIIKH MO3bK HE MOKE OKOHYATENIHO Ja ce 00acHu. [Ipeanonara ce, ye mo-0aBHUAT KIMPBHC
Ha pannodapManeBTHKa MOXKe OU JONpUHACS 32 3aIbPKAHETO B OSUIOTO BEUIECTBO, THH KaTo
JIOKAJTHHUAT MO3bUEH KPHBOTOK B OSJIOTO BEIIECTBO € MO-MaTbK OT MOJOBUHATA HA TO3W B MO3bUHATA
Kopa. B Hsikou ciyuau € yCTaHOBEH CHLIO BIITEHK B €CKTpalepeOpaIHy CTPYKTYPH, KaTO CKaIIl,
CIIFOHYCHU JKJI€3H, MYCKYJIH U KOCTH Ha yepena. [IpuunHara 3a To31 BITEHK HE € M3BECTHA, HO MOXKE
Jla ce IBbJDKYM Ha KymynupaHe Ha ¢uiopOetanup (18F) win Ha HIKOU OT HETOBUTE PaJOAKTUBHH
METa0OJUTH, WIH Ha PAJHOaKTUBHOCTTA HA KPBBTA.

Enumunupane

EnnmuHMpaneTo HacThIIBa TIaBHO Ype3 KIMPBHC Mpe3 YepHUsl Apo0 M eKCKPeuus B AKITBYHUSI MEXYp U
gepBara. M3BecTHO KyMyJIupaHe/eKCKpenys ce HabIroJaBa ChIo B MIMKOYHUS MEXYP.
PaMoakTUBHOCTTA B yPUHATA CE JBKU Ha NOJIIpHU MeTabonuty Ha diopoetamup ('°F).

TlonyxuBOT

®@nop6eranup ("*F) MHOro 6BP30 Ce OUMCTBA OT HUPKYJIAKUATA CJIE MHTPABEHO3HO HHKEKTHPAHE.
[To-manko ot 5% ot urkekTupanara '*F-panoakTHBHOCT 0CTaBa B KpbBTa 20 MUHYTH CIIE
TPUIIOKEHHETO U TI0-MAJIKO OT 2% ce TpOosABsABa 45 MUHYTH ciieql npuaokenneTo. Octabunuar °F B
HUpKyJIanusTa B TeueHre Ha 30-90 MUHYTHHS Ipo30pel 3a MoJyyaBaHe Ha H300paKEHUETO € TTIaBHO
oz popmara Ha nossipau *F pagukanu. Bpemero na nonypasnazn ua '8F e 110 munyTH.

BBp0OpeyHo/4epHOIPOOHO VBpEKIaHE

®dapMaKOKMHETHKATA TP MAHCHTH ¢ OBOPETHO MITM YEPHOIPOOHO YBPEKIaHE HE € OIpeIeIicHa.
5.3 IIpeakJMHUYHU JAHHH 32 0€30MACHOCT

(DaDMaKOIIOFI/I‘-IHI/I Opoy4YBaHUA 34 TOKCHYHOCT M 0€30IMacHOCT OpH ) KUBOTHHU

HexyimHnYHUTE TaHHU HE MTOKa3BaT 0COOCH PUCK 32 XOpa Ha 0a3aTa Ha KOHBCHIMOHAIHUTE
(hapMakoIOTHYHH MPOYUYBAHUS 32 0€30MACHOCT U TOKCHYHOCT MPH €AHOKPATHO H MHOTOKPaTHO
IpUIIarate, Mpu KOMTO € U3MoJ3Ban (uiopberanup [HepaanoakTiusHaTa hopma Ha puopberanup ('*F)].
IIpu TUTEXOBE € MPOBEACHO MPOYIBAHE 3a OCTPa TOKCHYHOCT Ha TO3UTE U € omnpeneneHo, ue NOAEL
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(no observable adverse effect level — HHBO, IpU KOETO HE Ce HAOJIIOJABAT HEXKEJIAHU PEAKIIUH) €
noHe100 mbTH MakcuMasHaTa 103a npu xopa. [lpu mrbpxoBe U KydeTa € U3NUTBaHA NOTCHIMAIHATA
TOKCHYHOCT NIpY 28-AHEBHO MHOTOKPAaTHO MHTPABEHO3HO MPHUJIOKEHKE Ha (iopdeTanup u e
yctaHoBeHO, 4e NOAEL e none 25 nbTH MakcHUMaaHaTa A03a IPH Xopa.

[Ipu in vitro Tect 3a 0OPAaTUMOCT Ha MyTaLIMUTE NP OakTepuu (TecT Ha Ames) € HaOrAaBaHO
yBeJNMYeHHE Ha OpOos HA pEeBEPTUPAIIU KOJIOHUU TIPH 2 OT 5 mama, KOUTO ca MO/JI0KEHU Ha
excrio3uiys ¢ Gpiaopoeranup. B in vitro npoyusane 3a XpOMO30MHH a0epaliuy ¢ KyJITHBUPAHU
YOBENIKH JTUM(OIMTHH KJIIETKU OT rnepudepHa KpbB, pruopbeTanup He yBelnyaBa MpoIeHTa Ha
KIJIETKUTE ChC CTPYKTYPHH a0epaiuu ciell 3-4acoBa eKCIO3HINS ChC WK 03 aKTHBAIHS, 22-4acoBa
eKCIIo3uIHs, 00aye, BOAM 10 YBEIMYCHUE B CTPYKTYPHUTE abepalvu Ipy BCUYKH TECTBAHU
KoOHIIeHTpalu. [ToTeHInarTHaTa FeHOTOKCHYHOCT Ha (yiopOeTanup in vivo € OllcHeHa upe3
MUKpPOHYKJI€apeH TeCT NpH IIbXoBe. [Ipu To3u Tect dutopOeranup He yBenndaBa Opost Ha
MUKPOHYKJIEAPHUTE MOJUXPOMATUYHU €PUTPOIIUTH MTPHU HAH-BHCOKOTO TIOCTHKUMO HUBO Ha J103aTa OT
372 pg/kg/maeBHO MpH MPUIIOKEHHE JBa ITBTH THEBHO 3a 3 mocienoBareHy THu. Ta3u 103a e
npubauzurenHo 500 mbTH MaKCUMaTHATA /1032 MPU X0pa U HE TIOKa3Ba IaHHU 32 MyTareHHOCT.

He ca nmpoBexpanu npoy4YBaHUs IPY KUBOTHHU 3a U3CJICIBAHE HA Bh3MOXKHUTE JIBJITOCPOYHH e(DEKTH
Ha (rop6eranup (1°F) no oTHOIIEHNE HA KAHIIEPOT€HHOCT, (PEPTHIIUTET MIIU PENPOTyKTUBHA
TOKCUYHOCT.

He ca nmposexxgann (hapMakoJIOTHIHU TPOYUIBAHHS 32 TOKCHYHOCT U 0€30MaCHOCT MPH KUBOTHH C
dbnop6eranup ('°F).

6. DAPMAIEBTUYHU JAHHU

6.1 Choucbk HA IOMOIIHUTE BeleCTBA

Eranon, 6e3BoneH

Hatpues ackopbar

Harpues xnopun

Bona 3a umkeknuun

6.2 HecbBMEeCTHMOCTH

[Ipu nunca Ha mpoyyYBaHMA 32 HECHbBMECTUMOCTH TO3H JIEKAPCTBEH MPOAYKT HE TPsiOBa 1a ce CMecBa C
JIPYTH JIEKapCTBEHU NPOILYKTH.

6.3 Cpok Ha roaHOCT

Amyvid 800 MBg/ml uHXeKIIMOHEH Pa3TBOD

7,5 gaca ot ToC.

Amyvid 1 900 MBg/ml uHX€eKIMOHEH PA3TBOD

10 gaca ot ToC.
6.4 Crhenuananm yca0BHs HA CbXpaHeHHe
To3u J1lekapcTBEH MIPOAYKT HE U3UCKBA HUKAKBY CIICLIMATIHU TEMIIEPAaTyPHHU YCJIOBUS Ha ChbXpaHEHHE.

C’LXpaHCHI/IeTO Ha pa,Z[I/IO(l)apMaL[eBTI/ILII/ITe Tpﬂ6Ba Ja € B CbOTBETCTBUEC C HAIITMOHAJTHUTE pa3nopez[61/1
3a paAOAKTHUBHU MaTCpUaIN.
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6.5 Buau chabp:kaHue HA ONMAKOBKAaTAa

Amyvid ce npennara BsB gnakonu ot 10 ml mnu 15 ml ot 6e3uBeTHO 6OpOCHIMKATHO CTHKIO TUH |
ChC 3alyLIaJIKU OT XJopoOyTrioBa ryma ¢ FluroTec mokpurtue u amyMuHHEeBH OOKaTKH.

Amyvid 800 MBg/ml uH)XeKIIMOHEH Pa3TBOD

Enun Muoromo3oe ¢guakon ¢ BMectumoct 10 ml ceabpka 1 1o 10 ml pa3tBop, KOWTO CHOTBETCTBA Ha
800 mo 8 000 MBq xsM ToC.

Enun MHOTO1030B hstakoH ¢ BMecTuMOCT 15 ml cpabpixa 1 1o 15 ml pa3rBop, KOWTO CHOTBETCTBA Ha
800 mo 12 000 MBq kM ToC.

Amyvid 1 900 MBg/ml nH»k€eKIIMOHEH Pa3TBOD

Enun MHOrom0308 ¢uakon ¢ BMectumoct 10 ml ceabpka 1 1o 10 ml pa3tBop, KOWTO CHOTBETCTBA Ha
1 900 mo 19 000 MBq xsMm ToC.
Enun maOro1030B ¢uiakon ¢ BMectumoct 15 ml ceabppxa 1 o 15 ml pa3tBop, KOWTO CHOTBETCTBA Ha
1 900 mo 28 500 MBq xsMm ToC.

B pesynrtat Ha paznukuTe B Mpoleca Ha IPOU3BOACTBO € Bb3MOXKHO (DJIAKOHHUTE OT HAKOM MapTUAU Ha
NPOJyKTa Aa ca JUCTPUOYTHPAHHU C MyHKTUPAHU T'YMEHH 3aITyIaiKy.

Bceku ¢uiakoH e 3aTBOpeH B eKpaHUpalll KOHTEHHEP ¢ OAXOo 1A 1e0eHa, 3a a Ce CBEAE A0
MHUHHMYM BBHIITHATA PaJAUAllMOHHA €KCTIO3UIIHA.

OmnakoBka: 1 ¢uakoH.
6.6 CrnenuajaHu nNpeanasHu MepKHU NP U3XBbPJIsiHEe H padoTa

OO0 OpenynpexIeHNs

PagnodapmarieBTrITe TPOBA J1a Ce MOIy4YaBaT, H3MOI3BaT U MPUJIAraT caMo OT YIIbJIHOMOIICHU
JMIia B TIpeTHa3HAYCHA 3@ TOBA KIIMHUYHA cpefia. TSAXHOTO MojyvaBaHe, ChXpaHeHHe, 3I0I3BaHe,
MPEHACSHE M U3XBBPIISHE ca MPEIMET Ha pa3nope0u W/ Wik ChbOTBETHH JHIIEH3U OT KOMIIETEHTHA
oduIMagHa OpraHu3arusl.

PamnodapmanerTunute TpsOBa 1a ObIaT MPUTOTBSIHY IO HAYHUH, KOWTO OTrOBaps KakTo Ha
paananmoHHaTta 0€30MacHOCT, Taka ¥ Ha (hapMalleBTUYHHUTE U3UCKBAaHUS 3a KauecTBO. TpsiOBa na
OBaT B3ETH MOIXOISIIN MEPKH 32 aCEITHKA.

AKo nenocTTa Ha UIakoHa € HapylIlleHa, TO He Tps0Ba 1a ce U3MoI3Ba.

[Mpouenypure, CBbp3aHU C MPUIIOKEHUETO, TPSOBA J1a ce MPOBEKAAT 110 TAKHB HAYHH, Y€ JIa CE CBEJIC
0 MUHHMYM PUCKBT OT KOHTAMHHALMSI Ha JICKAPCTBEHUS MPOAYKT M 00 ThYBAHE HAa OOCITYKBAILIUTE
JMLa. 3aAbJKUTENHO € aJeKBaTHOTO EKpaHUPAHE.

[Ipunoxxenuero Ha paanodapMaleBTHLM Ch3aBa PUCKOBE 3a APYTH X0pa (BKJIIOYUTEITHO
MEAUIUHCKH CIIEHUATUCTH, KOUTO ca OpeMEHHH) OT BhHILIHA pajualys WM KOHTAMUHALUS OT
paznuBaHe Ha yYpUHA, TOBbPHATH MaTtepuu 1 Apyru. [1o Ta3u npuunHa TpsOBa 1a ce B3eMaT MEpKH 3a
Mpea3BaHe OT paJualysi B CbOTBETCTBUE C MECTHUTE U3UCKBAHUS.

Hewusnon3pa"nusr JICKApPCTBCH NPOAYKT WX OTHAABbYHUTC MAaTCpUaId OT HETO TpSI6Ba Ja CC U3XBBPJIAT
B CbOTBETCTBUC C MCCTHUTC U3UCKBAaHU.
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7. HHPUTEXKATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V.
Papendorpseweg 83
3528 BJ Utrecht
Hunepnannus

8. HOMEP(A) HA PASPEHHIEHUETO 3A YIIOTPEBA
EU/1/12/805/001
EU/1/12/805/002

EU/1/12/805/003
EU/1/12/805/004

9. JATA HA TbPBO PA3ZPEINIABAHE/IIOJHOBSIBAHE HA PASPEIIIEHUETO 3A
YIIOTPEBA

[ata Ha mbpBO pa3pewaBane: 14 auyapu 2013 r.
Hata Ha nocnenno nonHoBsiBane: 21 centemBpu 2017 r.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA
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11. AO3UMETPUSA

B tabnnyen By mo-101y ca IpeCTaBeHH U3YUCICHUTE a0COPOUPaHU 103U PaUaIlHs 32 OPTaHUTE U
ThKaHUTE Ha CPEJHOCTATUCTHYECKU Bh3pacTen namuenTt (70 kg) na 370 MBq dunopGeranup (°F) ¢
MTOMOIITa HA CTAaHAAPTHU MeToau 3a Ao3uMeTpudnu uzducienus (ICRP Tom 30). He e mpaBeno
JIOITyCKaHEe OTHOCHO M3MPa3BaHETO Ha MUKOYHHS MEXYD.

AOcopOupaHa 1032 Ha NPUJIOKEHA AKTUBHOCT
(nGy/MBq)

Opran/TbKan cpeaHa 103a
HanO0n0peunn >kne3un 13,6
Mo3bk 10,0
MuieyHu Kiie3u 6,2
CreHa Ha XITBYHUSI MEXYP 143,0
CreHa Ha 1e0€7I0TO YePBO B JIOJIHUTE OTACTH 27,8
TBHKO 4epBO 65,5
CreHa Ha cTomaxa 11,7
Crena Ha 1e6€JI0TO YepBO B TOPHUTE OTICIH 74,4
CteHa Ha CHPIIETO 12,7
bropenn 13,0
UYepeH npobd 64,4
bsut po6 8,5
Myckynu 8,6
Sy 17,6
[Tankpeac 14,4
YepBeH KOCTEH MO3BK 14,3
OCTEOreHHM KIIETKH 27,6
Koxka 5,9
Crneska 8,9
Tectrncu 6.8
Tumyc 7,3
[luToBHHA XKIiIe3a 6,8
CrteHa Ha MUKOYHUSI MEXYP 27,1
Martka 15,6
Iso 131510 11,6
Edexrusna noza [uSvwMBgqg]* 18,6
@ IIpenmonaraeM ¢akxrop 3a kauectso (Q) 1 3a npeBpbiaHe Ha abcopOupaHaTa /103a B e(DeKTHBHA

mo3a 3a 'SF.

EdekruBHaTa 103a, MojiydeHa B pe3yJITaT Ha MPHIOKEHHETO Ha 103a oT 370 MBq 3a Bb3pacTeH
mareHT ¢ tejaecHo Terno 70 kg, e okono 7 mSv. Ako eTHOBpeMeHHO ce u3BbpiuiBa KT-ckanupane,
karo yacT oT PET-npouienypara, ekcrio3unusra Ha HOHH3UPAIIO JIFYCHHE IIIe HapacHE B pa3Mep,
KOHTO 3aBHCH OT HACTPOUKHTE, M3I0I3BaHu 3a nojdydaBane Ha KT-n300paxenunero. 3a mpuiiokeHa
akTuBHOCT 0T 370 MB( oOHnuaiinaTa pagualiiioHHa J103a 3a MPUIICIHUA opraH (Mo3bK) € 3,7 mGy.

3a mputokeHa akTUBHOCT oT 370 MBq obuyaiitHuTe paguaiiOHHH JO3H, JOCTABESHH JI0 BAYKHUTE
OpraHu — XJTbUEH MEXYp, CTeHa Ha Je0e0 YepBO B TOPHUTE OT/ICIH, CTCHA Ha Ae0e0 YepBo B
JIOJTHUTE OTIIENH, THHKO YepPBO U YepeH apod, ca chotBeTHO 53 mGy, 27,5 mGy, 10,3 mGy, 24,2 mGy
u 23,8 mGy.
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12. HHCTPYKIMU 3A ITIPUT'OTBAHE HA PAIMO®APMAIEBTUYHU
JIEKAPCTBEHHU ITPOAYKTH

Hauunu Ha TIPUTOTBAHC

IIpenu yroTpeba omakoBkara TpsiOBa a Obl1e TpOBEpEHa M J1a ¢ U3MEPH aKTUBHOCTTA TTOCPEACTBOM
aKTUBUMETHD.

Usrernsuero TpsOBa Ja ce U3BLPINBA B ACENTUYHU yclioBus. DakoHNUTE HE TPSOBA Ja ce OTBAPSIT
npenu ae3nH(eKIrpaHe Ha 3allyanKaTa, pa3TBOPbT TPSOBA J1a Ce U3TETIIN Npe3 3aITyIIaaKaTa ¢
MOMOIIITA Ha CIIPUHIIOBKA 33 €HOKPATHO MPUIIOKEHUE, KOATO € CHabJIeHa ¢ TIOJIXOSIa SKpaHUpaIa
3aIUTa, ¥ CTEPUITHA UTJIA 33 €JHOKPAaTHA yIOTpeba Wit KaTo ce M3MOJI3Ba 0J00peHa 3a yrmoTpeda
aBTOMAaTH3MpaHa CUCTeMa 3a MpuiioxkeHue. TpsoOBa ia ce m3non3sat camo nonumnpormwienosn/ HDPE
CIIPHUHIIOBKH. AKO IIEIOCTTa Ha ()JIaKOHA € HapyIIIeHa, MPOYKTHT He TPsAOBa Ja ce U3IM0J3Ba.

Amyvid Moxe J1a ce pa3pexia B aCENTHYHH YCIOBUS C MHXKEKIIMOHEH Pa3TBOP Ha HATPHEB XJIOPUJT
9 mg/ml (0,9%) no makcumanHo paspexgane ot 1:5. PazpeneHusT mpoayKT TpsiOBa J1a ce U3M0I3Ba B

paMKuTe Ha 4 yaca clie]] pa3peikaaHeTo.

KOHTDOJ'I Ha Ka4€CTBOTO

Pa3TBOpBT TpsiOBA J]a ce MHCTIEKTHPA BU3YAITHO MPEIH MpuiiokeHue. TpsOBa ja ce U3moia3Bar camo
OUCTPH pa3TBOPHU, HECHABPIKAIIN BUIUMU YACTHIIH.

[ToapoOHa uHOpMaLKs 3a TO3M JCKApPCTBEH MPOAYKT € MPeI0ocTaBeHa Ha yeOcaiiTa Ha EBponeiickara
areHIys 1o JekapcTraTa http:// www.ema.europa.eu.
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IMPNJIOKEHHUE IT

MHNPOU3BOJUTEJIN, OTTOBOPHU 3A OCBOBOXKJIABAHE HA
IHAPTU N

YCJIOBUA NJIN OT'PAHUYEHMUSA 3A TOCTABKA U
YIIOTPEBA

APYI'U YCJIIOBUA U UBNCKBAHUSA HA PASPEHIIEHUETO 3A
YINOTPEBA

YCJIOBUA NJIN OT'PAHUYEHNUS 3A BE3OITACHA "
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT
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A. NPOU3BOIUTEJIH, OTTOBOPHHU 3A OCBOBOXKIABAHE HA ITAPTHU/U

Hme u aapec Ha TPOU3BOIUTEINUTE, OTTOBOPHU 32 OCBOOOXKAAaBaHE HA HAPTHINTE

Advanced Accelerator Applications Germany GmbH
Saime-Genc-Ring 18

53121 Bonn

I'epmanus

PETNET Solutions SAS
ZAC du Bois Chaland
15 rue des Pyrénées
91090 Lisses

OpanHius

IleuaTHaTa TMCTOBKA Ha JICKApCTBCHUSA NPOAYKT Tp516Ba Aa CbAbpiKa UMCTO U aJipeCa Ha
IIPOU3BOJUTEIIA, OTTOBOPEH 3a OCBO60)KI[aBaHeTO Ha CbOTBETHATA IapTuaa.

b. YCJI0OBHUA NN OT'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlekapCTBEHUSAT MPOAYKT €€ OTITyCKa [0 OTpaHUuEHO JieKapcKo npeanucanue (Bx. [Ipunoxenue I:
Kpartka xapakreprucTuka Ha IpOayKTa, Touka 4.2).

B. JPYI'U YCJIOBUSA N U3NCKBAHUSA HA PASPEHLIEHUETO 3A YIIOTPEBA
e [lepuoguynm aKTyaJau3upanm aokjaaau 3a oezonacuoct (ITAB)

M3uckpanusTa 3a nomaBane Ha [TAJlb 3a To3u JeKapCTBEH MPOAYKT A MIOCOUEHH B CITUCHKA C
pedepentauTe natu Ha EBponetickus cpro3 (EURD criuchk), mpensuaeH B wi. 1078, an. 7 oT
Hupextusa 2001/83/EO, n BbB BCUUKH CJICABALIN aKTyaIN3alliH, ITyOJUKYBaHU HA €BPOIEHCKUS
yeOropTai 3a JeKapcTaa.

r. YCI0BUA NWIN OTPAHUYEHUA 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JEKAPCTBEHUA ITPOAYKT

. Il1an 3a ynpaBiaenue Ha pucka (IIYP)

IIputexatenar Ha pa3pemrenneTo 3a yrnorpeda (IIPY) tpsoBa qa u3BHpIIBa H3UCKBAHUTE JEHHOCTH H
JIEHCTBUS, CBBP3aHU C TIPOCIICAsIBaHE Ha JIEKapCTBEHATa 0€30TacHOCT, TOCOYCHH B ogooperws [IVP,
npezactaBeHd B Moayn 1.8.2 Ha pa3pemieHunero 3a ynorpeda, KakTo U MPH BCUYKHU CIICABAIIH
ChIJacyBaHU akTyanusanuu Ha [TYP.

Axryanusupas [IYP tpa6Ba na ce mopasa:

. 10 MCKaHe oT EBpomneiickara areHuus 1o JIEKapcTBaTa;

o BUHATH, KOTaTO C€ U3MEHS CHCTEMaTa 3a yIpaBJIeHHe Ha PICKa, 0COOCHO B pPe3yiTaT Ha
MoJly4aBaHe Ha HOBa MH(OpMalus, KOATO MOXKE Aa JOBEAE A0 3HAYMMHU IIPOMEHH B
CHOTHOILICHUETO MOJI3a/PUCK, WK CIIe]l IOCTUTaHE Ha BayKeH eTal (BbB Bpb3Ka ¢ IPOCiIe/sIBaHe
Ha JIeKapCcTBeHaTa 0e30MaCHOCT WM CBEXKIaHE Ha PUCKA IO MUHUMYM).
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L I[Ol'l’b.l'lﬂl/ITeJ'lHI/l MEPKHU 32 CBC)KIAaHEC HA PUCKA 10 MUHUMYM

Hpezm ITYCKAaHCTO Ha I1a3apa BbB BCAKA AbprKaBa YJICHKA I[Py TpSI6Ba Ja CbrijlaCyBa OKOHYATCIIHATaA
O6y‘-II/ITeJ'IHa nporpamMa ¢ HallMOHAJIHUS KOMIICTCHTCH OpTraH.

IIPY tpsbBa ga rapanTHpa, e ciea 0OCHKIaHe M IIOCTUTaHe Ha ChIVIACHE C HAITHOHATHUTE
KOMIIETEHTHU OPTraHU BBB BCAKA IbpXKaBa WICHKA, B KOSATO ce mpojaBa Amyvid, KbM MOMEHTa Ha
MyCKaHe Ha Ma3apa U ciie]l TOBa BCUYKH JIeKapH, KOUTO Ce 04aKkBa Ja u3moysBat Amyvid, me umar
JOCTHII 10 Kypc Ha o0yueHue, 3a Jia ce rapaHTHpa NpaBUIHA U HaSKIHA HHTEPIIpeTalus Ha
[ET-u300paxenusTa.

KypcbT Ha 0Oy4eHue 3a Jiekapu TpsOBa 1a ChbpKa CICIHUTE OCHOBHHU CIICMEHTH:

e Uudopmarus 3a aMmrionTHaTa MATOJOTHS MPHU OOJIeCTTa HA AJIIXaliMep; ChOTBETHA
nHpopMmarms 32 Amyvid karo [IET-u3otonen naankarop Ha B-amyloid, BKIFOUHTETHO
omobpenoTo mokazanue cnopen KXII, orparmdenusra 3a ynorpeda Ha Amyvid, TpermknTe
MIpH UHTEpIpeTanus, nHpopMalus 3a 6€30MacHOCTTa U PE3YIATATUTE OT KIMHUYHH
MPOYYBaHUs, KOUTO JaBaT MHGOPMAIHSI 3a THarHOCTHYHATA yIoTpeda Ha Amyvid

e 030p Ha kpuTepuute 3a pazuutane Ha [IET, BKIFOUMUTEIIHO METOJT Ha pasriiexkKIaHe Ha
M300pakKeHNETO, KPUTEPHUH 32 MHTEPIIPETALNS M H300paKeHMsI, TOKa3BaIlH JBOWHATA
METOJOJIOTHS HA pa3uUTaHe

e MartepuanbT TpsIOBa 1a BKJIHOYBA JeMOHCTpalus Ha ciaydan Ha IIET ¢ Amyvid ¢ npaBuiHa
untepnperanus Ha [IET-uzo0paxenus ot nekap c¢ onut; [IET-u306paxenus ¢ Amyvid 3a
CaMOOIICHKA; U TIPOIIE/ypa 3a CAMOCTOSATEIIHO OBUIIIABAHE HA KBATU(PHUKAINATA, KOSITO J1a
OB1e peaIoKeHa Ha BCEKH, KOWTO ce o0ydaBa. O0ydeHneTo TpsOBa Ja BKIIOYBA JOCTATHUCH
Opoii 0YeBHIHO TIOJIOKUTETHN U OTPULIATEIIHHU CIIy4au, KAKTO U CIyYau ¢ MEKIMHHO HUBO.
CryuyauTte TpsiOBa Ja ca XHCTOMATOJIOTHYHO MMOTBBPACHHU, aKO € B3MOXKHO.

e  OnurhT U KBAMpHUKAIKATA HA 00y4aBaIINUTE, KAKTO PHU EIEKTPOHHOTO, TaKa U MPH
MIEPCOHAIHOTO 00yUeHue, TpsI0Ba 1a ca rapaHTUPAHH.
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ITPHUJIOKEHHUE I1I

JAHHU BBPXY OITAKOBKATA U JINCTOBKA
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A. JAHHH BBPXY OITAKOBKATA
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JAHHH, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

ETUKET HA EKPAHUPAIIMSA KOHTEMHEP

‘ 1. NME HA JJEKAPCTBEHUA ITPOAYKT

Amyvid 800 MBg/ml uH>XeKIIHOHEH Pa3TBOP
dnop6eranup ('°F)

| 2. OBSIBABEHE HA AKTUBHOTO(MTE) BEILECTBO(A)

Beeku ml umkekiuonen pa3tBop chaspika 800 MBq ¢nopberanup ('*F) kbMm narara u yaca Ha
kamuopupane (ToC).

3. CIIMCBK HA IOMOIIHUTE BEINECTBA

Be3BonieH eTanoi1, HaTpUEB ackopOaT, HATPUEB XJIOPHJL, BOJIA 38 WHIKCKIIHU.
BwkTe TMCTOBKATA 32 JOIIBIHUTEIIHA HH(POPMALIHSL.

‘ 4. JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJJHA OITAKOBKA

MHXeKIMOHEH pa3TBOP

1 dmakon

Obem: {Z} ml

AxtusHocT: {Y} MBq B {Z} ml

ToC: {AA/MM/TTTT} {uu:mMm} {uacoBu mosc}
®naxon Ne

‘ 5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIMA) HA BBBEXKJIAHE

[Ipenu ynoTtpeba npoyerere JINCTOBKATA.
HHTpaBeHO3HO NPUITIOKEHHE
MHoOrokpaTHO NpUIOKEHUE

6. CIHHEHUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSCTO JAJIEYE OT IIOTJIEJA U TOCEI'A HA TELIIA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTHITHO 3a ACHA.

‘ 7. APYI'U CHEIIUAJIHU IPEAYIIPEXIEHUA, AKO E HEOBXOANMO

Y'Y
a

P AINO0AKTHUBCH MaTCpHUal

Advanced Accelerator Applications, 53121, Bonn, I'epmanus
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PETNET Solutions SAS, 91090, Lisses, ®panius

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA I'OAHOCT

lomen no: {AA/MM/TTIT} {ya:mm} {"acoBu mosic}

9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

10. CIHEIWMAJIHA INTPEMIA3ZHU MEPKH ITPU NU3XBBPJISAHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

Hewnsnon3panusar Matcpualn Tp}16Ba Ja ¢€ U3XBBHPJIU B CbOTBECTCTBUC C MCCTHUTC U3UCKBAHUA.

11. HUME U AJJPEC HA IPUTEXATEJISI HA PASPEIHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V., Papendorpseweg 83, 3528 BJ Utrecht, Hunepnanaus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/12/805/001 (10 ml)
EU/1/12/805/002 (15 ml)

13. HAPTHUJIEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUA 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

[puero e ocHOBaHMeE /1a HE ce BKIIFOUM HH(pOpManus Ha bpaiiinosa a30yka

17. YHUKAJIEH WIEHTUH®UKATOP — JIBYU3MEPEH BAPKO/|

Henpunoxxumo

18. VYHUKAJIEH UIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

Henpunoxxumo
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EJJMHUYHHU
II'bPBNYHH OITAKOBKH

ETUKET HA ®JTAKOHA

‘ 1. HUME HA JIEKAPCTBEHMUSA INTPOAYKT U ITBT(MIIA) HA BBBEKJIAHE

Amyvid 800 MBg/ml urxeKkunoHeH pa3TBoOp
dnop6eranup ('°F)
MHTpaBEeHO3HO NPUITOKEHUE

‘ 2. HAYYH HA ITPNJIOKEHUE

[Ipenu ynoTpeda nmpoyeTeTe IMCTOBKATA.

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

EXP: ToC+ 7,54

4. MNAPTUJAEH HOMEP

Lot
dnakon Ne

5. CBABPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

<12 000 MBq xpm ToC (BmKTe BBHIITHATA OTTAKOBKA)

| 6. JIPYTO

[ X Y

#  PanoakTHBEH MaTepHa
Advanced Accelerator Applications, 53121, Bonn, ['epmanus

PETNET Solutions SAS, 91090, Lisses, ®panius
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JAHHH, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

ETUKET HA EKPAHUPAIIMSA KOHTEMHEP

‘ 1. NME HA JJEKAPCTBEHUA ITPOAYKT

Amyvid 1 900 MBg/ml uH)XeKIIMOHEH Pa3TBOP
dnop6eranup ('°F)

| 2. OBSIBABEHE HA AKTUBHOTO(MTE) BEILECTBO(A)

Beexu ml umkekuonen pa3tBop chaspika 1 900 MBq diopGeranup ('°F) kbM narata u yaca Ha
kanmubpupane (ToC).

3. CIIMCBK HA IOMOIIHUTE BEINECTBA

Be3BonieH eTanou, HATpUEB acKOPOAT, HATPUEB XJIOPHU/, BOJIA 32 WHIKCKIIHH
BwkTe TMCTOBKATA 32 JOIIBIHUTEIIHA HH(POPMALIHSL.

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

MHXeKIMOHEH pa3TBOP

1 dmaxon

Obem: {Z} ml

AxtusHocT: {Y} MBq B {Z} ml

ToC: {AA/MM/TTTT} {uu:mMm} {uacoBu mosc}
®naxon Ne

‘ 5. HAYYH HA ITPUJIOKEHUE U ITbT(UIIMA) HA BBBEXKJIAHE

[Ipenu ynoTtpeba npoyerere JINCTOBKATA.
HHTpaBeHO3HO NPUITIOKEHHE
MHOrokpaTHO NPUIOKEHUE

6. CIHEHUAJIHO NPEAYNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSCTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA TELITA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTHITHO 3a ACHA.

‘ 7. APYI'U CHEIIUAJIHU IPEAYIIPEXIEHUA, AKO E HEOBXOANMO

Y'Y
a

P AINO0AKTHUBCH MaTCpHUal

Advanced Accelerator Applications, 53121, Bonn, I'epmanus
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PETNET Solutions SAS, 91090, Lisses, ®panius

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

lomen no: {AA/MM/TTTIT} {uua:mm} {"acoBu mosic}

9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHHUE

10. CIHEIWMAJIHA INIPEMIAZHU MEPKH ITPU NU3XBBPJISAHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

Hewnsnon3panusar MaTepuall Tp$16Ba Ja C€ U3XBBPJIU B CbOTBCTCTBUC C MCCTHUTC U3UCKBAHUA.

11. HUME U AJJPEC HA IPUTEXATEJISI HA PASPEIHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V., Papendorpseweg 83, 3528 BJ Utrecht, Hunepnanaus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/12/805/003 (10 ml)
EU/1/12/805/004 (15 ml)

13. HAPTHUJIEH HOMEP

ITapt. Neo

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUA 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA ABBYKA

[puero e ocHOBaHMeE /1a HEe ce BKIIFOUM MHpOopManus Ha bpaiinoBa a30yka

17. YHUKAJIEH HIEHTHO®UKATOP — JIBYU3MEPEH BAPKO/|

Henpunoxxumo

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

Henpunoxxumo
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUNYHHU
II'bPBNYHH OITAKOBKH

ETUKET HA ®JTAKOHA

‘ 1. HUME HA JIEKAPCTBEHMUSA INTPOAYKT U ITBT(MIIA) HA BBBEKJIAHE

Amyvid 1 900 MBq/ml urxeKIIMOHEH pa3TBOP
dnop6eranup ('°F)
MHTpaBEeHO3HO NPUITOKEHUE

‘ 2. HAYYH HA ITPNJIOKEHUE

[Ipenu ynoTpeda nmpoyeTeTe IMCTOBKATA.

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

EXP: ToC+ 104

4. MNAPTUJAEH HOMEP

Lot
dnakon Ne

5. CBABPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

<28 500 MBq xpm ToC (BmKTe BBHIITHATA OTTAKOBKA)

| 6. JIPYTO

[ X
®  PypoakTHBEH MaTepHa

Advanced Accelerator Applications, 53121, Bonn, ['epmanus

PETNET Solutions SAS 91090, Lisses, ®panmus
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Bb. IUCTOBKA

29



JlucroBKa: l/IH(l)OpMalII/lﬂ 3a ManueHTa

Amyvid 1 900 MBq/ml nH:keKHOHEeH pa3TBOpP
Amyvid 800 MBq/ml nHkeKkImoHeH pa3TBOP
¢uop6eramup (florbetapir) (**F)

IIpoyeTeTe BHUMATEIHO LS1IATA JIUCTOBKA, Peau 1a Bu mpuiioxkaT ToBa JIeKaAPCTBO, Thil KaTo

TS CHABPKA BaskHa 3a Bac undopmanus.

- 3anazere Ta3u JUCTOBKA. MoXe /1a ce HANOXKU J1a 51 IPOYETETe OTHOBO.

- AKO UMaTe HAKaKBH JOIBIHUTEIHHU BHIIPOCH, MONUTaTe Bamus nekap mo HykieapHa
MEIUITNHA, KOWTO ITe pPHhKOBOIM MPOIIeaypara.

- AKO MOTy4YuTe HIKAKBU HEXEJAaHU Peakluu, yBenoMeTe Barus ekap mno HykieapHa
MenuurHa. ToBa BKIIOYBA U BCHUKU B3MOXKHU HEXXEJIAHU PEAKLUU, HEONUCAHU B Ta3U
JIMCTOBKA. BrkTe Touka 4.

Kakso CbABbpPiKa Ta3u JIMCTOBKA

KakBo npezcraBisia Amyvid 1 32 KaKBO ce M3I10JI3Ba
Kakso Tps6Ba na 3Haere, npeau n3non3BaHe Ha Amyvid
Kak mie ce u3non3sa Amyvid

BB3MOXKHN HEXENTaHN PEaKIUuH

Kak ce cpxpansBa Amyvid

ChbabpkaHye Ha ONIAKOBKATa W JOMBIHUTEIHA HH(POPMALIUS

AN e

1. Kakso npeacrasiasisa Amyvid 1 3a KaKBO ce M3110JI3Ba
Tosa nekapcTBo € paagnodapManeBTHICH OPOLYKT, IpeIHa3HaueH caMo 3a TUarHOCTHYHHM LIEITH.
Amyvid cbabpika akTHBHOTO BemecTso (opberamup (1°F).

Amyvid ce npunara Ha Bb3pacTHU X0Opa, KOUTO UMaT MpoOJIeMH ¢ maMeTTa, Taka 4e JeKapuTe J1a
MOTaT Jia U3BbPIIAT B CKaHUpaHe Ha MO3bKa, HapeueHo IIET-ckanupane. Amyvid, 3aeaHo ¢ apyru
(GYHKIIMOHAIHY W3CJICBAaHMS HA MO3bKa, MOXE J1a IIOMOTHE Ha Bamms jiekap 1a OTKpre npuyuHaTa 3a
npobiemute ¢ Bamara namert. [IET-ckanupaneto ¢ Amyvid moxe qa momorse Ha Bammst gekap na
OTIpeJieNy, Jaly UMaTe WK He B-aMUJIOWAHY TJIaKU B MO3bKa. B-aMIIONIHUTE TUIAKU MIPEICTAaBISBAT
HaTpyMHBaHMUS B MO3bKa Ha Xopa ¢ 6ojecTra Ha AJIxaiiMep, HO MOXe CBIIIO TaKa Jja PUCHCTBAT U B
MO3bKa Ha XOpa ¢ APYTY BUIOBE IEMEHIIHUS

Bue tps6Ba 1a 06chaUTE pE3yATATUTE OT U3CIEABAHETO C JIEKAPsl, IOUCKAJI CKAHUPAHETO.

Ynorpebara Ha Amyvid BKIFOUBa M3JIaraHe Ha MaJK{ KOJIMYECTBA pajualys. Bamust iekysail Jiekap
¥ JICKapAT 110 HyKJIeapHa MEIUIIMHA ca CUel, Ye 1oJ13aTa OT Ta3H Npolexypa ¢ paarnodapMaieBTHK €
HO-ToJIsIMa OT PUCKA OT U3JIaraHeTO Ha paJHaliys.

2. Kakso Tpsi6Ba 1a 3Haere, npeau M3noja3Bane Ha Amyvid

Amyvid He TpsiOBa 1a ce M3M0JI3BA

- aKo cre anepruunu kbM (uropoeranup ('°F) uam KbM HAKOS OT OCTaHAIUTE ChCTABKU Ha TOBA
JIEKapCTBO (M30pOCHM B TOUKA 6).
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[pexynpe:xaeHns u npeanasHu MepKu

T'oBopete ¢ Bamms siekap 1Mo HykJieapHa MEIUIIMHA, TIpeau 1a Bu 0b1e npmioker Amyvid, ako:
- umare npobsemu ¢ ObOpennTe

- uMare npoOJIieMH ¢ YepHUS Ipod

- cTe OpeMeHHa WM CMSITaTe, 9¢ MOXE JIa CTe OpeMEHHA

- KBbpMHUTE

Jlena u 1oHOIIM
Amyvid He e npeaHa3HAYCH 32 ynoTpeda Mpu Jelia ¥ FOHOIIIH.

Jpyru nexapcrBa 1 Amyvid

Wudopmupaiite Bamst gekap mo HykiieapHa MEAMIIMHA, aKO IPUEMATe, HACKOPO CTe MPHUEMANH HITH €
BB3MOXKHO J1a IPUEMETE JPYTH JEKapCTBa, ThH KaTO Te MOKE Ja MONpeYaT Ha ThIKYBaHETO Ha
n300paXeHUATA, TIOITYUEHH [IPU CKAHUPAHETO Ha MO3bKA.

bpeMeHHOCT M KbpMeHe

Tps6Ba na nHPOpPMHUpaTe JeKaps M0 HyKJIeapHa MeAULMHA npeau Aa Bu Obae npunoxken Amyvid, ako
€ Bb3MOJXKHO JIa CTe OpeMEeHHa, ako UMaTe MPOoITycHaTa MEHCTpYyallns WM ako Kepmute. Korato ce
CBhMHSIBATe, € BAKHO JIa ce KOHCYJTHpaTe ¢ Bamms nexap 1mo HykieapHa MEIUIMHA, KOMTO 11e
PBKOBOIH MPOLELypaTa.

AKko cTe OpeMeHHa
JlekapsT 1Mo HyKJIeapHa MEIUIMHA 1ie By MpHIoKu TOBa JIEKapCTBO MO BpeMe Ha OPEMEHHOCTTa CaMo,
aKo OYaKBaHATa 10J13a Ha[BHIIIABA PHCKOBETE.

AKO KbpMHUTE

TpsbBa ma cripere KbpMEHETO 3a 24 Jaca clie]] HHXEKTHPAHETO, a H3IleJieHaTa KbpMa TpsiOBa Ja ce
U3XBbpIU. Bp300HOBABaHETO HA KBPMEHETO TPSOBA 1A € ChITIACYBAHO C JIEKaps [0 HyKJIeapHa
MeIMIIMHA, KOWTO 1€ pBKOBOM MpOoLEeAypaTa.

AKo cTe OpeMeHHa Wi KbpMUTE, CMATaTe, Y€ MOKe J1a CTe OpeMeHHa WK TUIaHupaTe OpeMEeHHOCT,
MOCHBETBalTE ce ¢ Barms iekap 1o HykJieapHa MeAMIIMHA Tpeau aa Bu Obie npuiokeHo ToBa
JIEKapCcTBO.

Ilodupane u padora ¢ MAIIUHU
Amyvid HaMa 12 oBnUsie Ha criocoOHOCTTa B 3a modupane u paboTa ¢ MalivHu.

Amyvid cbabp:Ka eTaHOJ U HATPHIA

ToBa nexapcTBo chabpika 790 mg ankoxod (eTaHOM) BBB Besika jo3a oT 10 ml, koeTo ce paBHsABa Ha
11,3 mg/kg (mpunoxena Ha Bb3pacTeH ¢ Terso 70 kg). KommgectBoto B 10 ml ot ToBa nexapcTBo e
€KBUBAJICHTHO Ha mo-Majko ot 20 ml 6upa miau 8 ml BuHO.

MaJikoTO KOJIHYECTBO AIKOXOJ B TOBA JIEKAPCTBO HAMA JIa MMa HAKABH 3a0eIeUMH e(DEeKTH.

Toga siekapcTBO ChABPKA CHINO 10 37 mg HaTpuli (OCHOBEH KOMITOHEHT Ha TOTBapCKa COJI) BBB BCSAKA
no3a. ToBa ce paBHsBa Ha 1,85% OT MpEMOPBHUUTEITHAS MAKCUMAJICH JTHEBCH XPAaHHUTEIICH MTPHEM Ha
HATpUH 32 Bh3paCTEH.

3. Kak me ce msnonzea Amyvid

CrhlmecTByBaT CTPOTH 3aKOHU 3a yrmoTpebdara, padboTaTa ChC U U3XBBPISIHETO HAa paarnodapMaIieBTHIIN.
Amyvid 11e ce U3M0J13Ba caMo B CHEUUAIHO KOHTPOIKpaHu 30HU. C TOBa JIEKapCTBO 1€ ce padoTH 1
To e Bu Ob1e npuiioxkeHo caMo oT Xopa, KOUTO ca 00y4eHH U KBaTH(UIUPAHU Aa TO U3I0JI3BAT
6e3omacHo. Te3u nuIa 1e MmooKaT CeuaaIH TPIKH 3a 0e30macHaTa yrnorpeda Ha TOBa JIEKapCTBO
u me Bu undopmupar 3a ceoute neiicTBusI.
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Jo3a

JlexapsT 1o HykJIeapHa MEIUIIMHA, PHKOBOJIEII MMPOIIeaypaTa, e B3eMe PeIIeHHe OTHOCHO
KOJIMYECTBOTO Ha Amyvid, KoeTo Ja ce u3noi3pa BsB Bammus cinyuqaii. ToBa e 0b/1¢ Haii-MaJIKOTO
KOJIMYECTBO, KOETO € HE0OXOAMMO, 32 JIa CE MOJTyYH JKeJaHaTa HHPOpMaIIHs.

OOMKHOBEHO IIPETIOPBUNTEITHOTO KOJIMUECTBO 3a Bh3pacTHH ¢ 370 MBq. Mera6ekepen (MBq) e
eJIMHUIIATA 32 M3MEPBaHE Ha PaINOAKTHBHOCT.

Ipuioxenne Ha Amyvid U MpoBexIaHe HA MPoLeAypaTa

Amyvid ce npuiara KaTo MH)KEKIYs BbB BeHaTa Bu (MHTpaBeHO3HA WHIKEKIIHS ), TIOCJIE[BaHA OT
MPOMHUBKA C HHKEKLIIMOHEH Pa3TBOP HA HATPUEB XJIOPUJ, 32 Ja CE TAPaHTUPA IIBJIHOTO IOCTaBSHE Ha
J103aTa.

Enna nmxexius oOMKHOBEHO € JOCTaThyHa, 3a Ja Ce IPOBe/ie CKAHUPAHETO, OT KOETO ce HyXK/ae
Bamwusr nekap.

[poabKUTETHOCT HA NIpoLeaypaTa

Bammsr nexap no HykJeapHa MenuiuHa me Bu undopmupa 3a oduvaiiHaTa npoIbIDKATETHOCT Ha
npouenypara. CKaHUpaHETO Ha MO3bKa OOMKHOBEHO ce npasu okoio 30 1o 50 MunyTH ciien
WHXEKTUpaHeTo Ha Amyvid.

Caen npuiaranero na Amyvid, Bue TpsioBa n1a
N36srBaTe BCAKAKBB OMM3bK KOHTAKT C MAJIKH Jiella M OPEMEHHH eHU 3a 24 Jaca ciie]] HHKCKIIUATA.

JlekapsiT 1o HyKJIeapHa MeAuIMHA 11e Bu nHpopMupa, ako € HEOOXOAUMO J1a B3EMETE CIICIIUATHU
Ipeana3Hu MEpKHU Clie]] MOJIy4aBaHeTo Ha ToBa JekapcTBo. CBbpikeTe ce ¢ Bamms nekap mo
HyKJIeapHa MEJUIMHA, aKO UMaTe HAKAKBU BBIIPOCH.

AKO MoJIy4nTe MOBeYe 0T HeoOxoauMaTa 103a Amyvid

[Ipeno3upaneTo € MaIKo BEPOSTHO, 3aI0TO Bue e moiay4yure camo eAMHAYHA 1032 Amyvid, TO4HO
KOHTPOJIMpaHa OT JIeKapsl 10 HyKJeapHa MeIUIMHa, KOWTO pbKOBOAM NpoueaypaTta. Benpeku ToBa, B
cllydail Ha peno3upaHe, Bue e nonyuure nogxoadaio jeuenue. [lo-cnenuanyo, nekapst no
HyKJIeapHa MeJUIMHA, OTTOBOPEH 3a MpoIielypaTa, MOKe 1a B3eMe MEPKH 3a MOBHUIlIaBaHE Ha
YPUHHPAHETO U XOJICHETO MO rojisiMa HYKJ1a, 33 Aa CE€ TIOMOTHE 3a OTCTPAHSBAHETO Ha
paauoakTUBHOCTTA OT opranusmMa Bu.

AKO UMare HIKaKBH OMBIHUTEITHA BBIIPOCH, CBHP3aHH ¢ yroTpedara Ha Amyvid, monmraiire Bamms
JieKap Mo HyKJIeapHa METUIIHA, KONTO phKOBOIY MPOIIeypaTa.

4. Bb3MOKHHU HeKeJIaHU pP€aKuumn

Kakro Bcuuku JICKApCTBa, TOBA JICKAPCTBO MOXKE 1a MPEAU3BUKA HCIKCIAaHU PpECaKIIUH, BHIIPEKU Y€ HC
BCCKM I'l ITOJTy4aBa.

Crnennara HexenaHa peaknus Ha Amyvid e dyecta (Moxxe aa 3acerse A0 1 Ha 10 xymm):

- TiIaBoOosHe

CremauTe HeXeNaHU peakii Ha Amyvid ca HewecTH (Moke na 3acerHat no 1 Ha 100 mgymmm).
- TrajeHe,

- NPOMEHEH BKYC,

- 3auepBsBaHE HAa JIUIICTO,

- cBpbex,

- 0o0puB, KbpBEHE WK O0JIKA HAa MSCTOTO HA MHXKEKTUPAHE WM OOPHB Ha JIPYTU MECTa.

To3u paarodapMalieBTHK I11¢ 0CBOOOIM MAJIKH KOJUYECTBA HOHU3MpaIlla pajualus, CBbp3aHa ¢ Hal-
HUCHK PHUCK OT PaK M HACJIEICTBCHH aHOMAJNH (T.€. TeHETHYHH 3200 sBaHus ). BrkTe chio Touka 1.
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Cpo0maBaHe Ha HesKeJIAaHU peaKIun

AKO TTOTyunTe HIKAKBU HEXKEJIAH! JICKAaPCTBEHHU PEaKIH, YBeIOMeTe Bammms iekap mo HykJieapHa
MeaunuHa. ToBa BKIFOYBA BCUYKU BH3MOXKHU HEONMCAHU B Ta3H JIUCTOBKA HEXEIIAaHU PEAKITUHU.
MoskeTe ChIIo Aa ChOOIINUTE HEKEIAHN PEaKIUY TUPEKTHO Ype3 HAI[HOHAIHATA CUCTEMa 3a
choOIaBane, mocodeHa B [Ipmiokenue V. Kato cbo01aBare HexelIaH! peakivy, MOKETE Jia JaJieTe
CBOSI PUHOC 3a TOJIy4YaBaHe Ha moBede MH(GOPMAIUs OTHOCHO 0€30IIaCHOCTTA Ha TOBA JISKAPCTBO.

5. Kak ce cbxpansBa Amyvid

Hsma na Bu ce Hanara na cbxpaHsiBaTe TOBa JIEKApCTBO. 3a CbXPAHEHUETO Ha TOBA JIEKAPCTBO B
TTOIXOJISIIIIH TTOMEIICHHSI HOCH OTTOBOPHOCT crienuaiiucT. ChXpaHEHHUETO Ha paarodapMaIieBTUIN ITIe
0bJle B CbOTBETCTBUE C HAIIMOHATTHUTE PAa3NopeiOn 3a paJIHOaKTUBHUTE MaTEPUAIIH.

Crenparata uadopmaliys € nmpejHa3HadeHa camo 3a CrelHaincTa.
Amyvid He TpsiOBa J1a ce U3MOJI3BA ClIe CPOKA HA FOJHOCT, OTOCIIA3aH BhPXY €THKETA Ha
eKpaHHUpaIinsa KoHTelHep cien ,,['oneH no:“.

6. Chbabp:kanue Ha OIAKOBKATA M JOIIbJIHUTETHA HHpOpManus

Kakso cbabp:xa Amyvid

- AkTHBHOTO BelecTBO € duopberanup ('*F).
Amyvid 1 900 MBg/ml: 1 ml ot umxexkunonnus pa3zteop cbabpxa 1| 900 MBq ¢opberanup
(*®F) kpM nmaTara v yaca Ha KaJIuOpUpaHe.
Amyvid 800 MBg/ml: 1 ml oT uH:xeKIHOHHHUS pa3TBOp chabpxa 800 MBq dnopberanup (1°F)
KBM JlaTaTa 1 4aca Ha KaluOpHupaHe.

- Hpyrute cbeTaBku ca 0€3BO/IEH €TaHOJI, HATPUEB acKopOaT, HATPUEB XJIOPUA, BOJA 32
UHKEKIMH (BIOKTE Touka 2 ,,Amyvid Cbabpika eTaHOI U HATPUi‘).

Kak m3rie:xxna Amyvid n KaKBO CbABPKA ONIAKOBKATA
Amyvid e 6ucTep 6e31BeTEH HHXKEKITMOHEH pa3TBop. Toi ce mpeyrara B Ipo3padHul CTHKICHH
(hnaxonn ot 10 ml mam 15 ml.

Onakoeku

Amyvid 1 900 MBg/ml: Equn maOT0O1030B (hitakoH ¢ BMecTUMOocT oT 10 ml cpabpxa ot 1 1o 10 ml
pasTBOp, Ko¥To choTBeTcTBa HA 1 900 M0 19 000 MBq KbM naTaTa 1 yaca Ha KaTHOPHUpPAHE.

Ennu MHOr0/1030B (hj1akoH ¢ BMeCTHMOCT OT 15 ml chabpika ot 1 10 15 ml pa3reop, KoWTO
cpoTtBercTBa Ha 1 900 mo 28 500 MBq kbM naTara u yaca Ha KaJuOpHpaHe.

Amyvid 800 MBg/ml: Equn MHOTOI030B (hi1akoH ¢ BMecTuMocT oT 10 ml, koiito chabspxa ot 1 10
10 ml pastBop, koiito crotBeTcTBa Ha 800 10 8 000 MBq KbM JaTaTa u yaca Ha KaJlmOpHUpaHe.
Enuz MHOT0/1030B (hj1akoH ¢ BMECTHMOCT OT 15 ml, koiTo chabpika ot 1 g0 15 ml pasrBop,
crotBeTcTBa Ha 800 m0 12 000 MBq KbM naTaTa u yaca Ha KanHOpUpaHe.

IIpurexartes HA pa3peLIeHUETO 32 yNoTpeda
Eli Lilly Nederland B.V., Papendorpseweg 83, 3528 BJ Utrecht, Hunepnanaus

IIpounsBoauTen
3a uHdopMaIyst OTHOCHO MPOU3BOAMTEINS, BIKTE ETHKETA Ha (hJIaKOHA U eKpaHUpAaLysl KOHTeHHep.
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3a JOBIHUTENHA HHPOPMAIIUS OTHOCHO TOBA JIEKAPCTBO, MOJISI CBBPXKETE CE C JIOKATHHUS
TIPEJICTAaBUTEN Ha MIPUTEXKATENS Ha Pa3penIeHneTo 3a ynorpeoa.

Belgique/Belgié/Belgien
Eli Lilly Benelux S.A./N.V.
Tél/Tel: + 32-(0)2 548 84 84

Bbbarapus

TII "Enu JIumu Henepnaua" b.B. - bearapus

Ten. + 359 2 491 41 40

Ceska republika
ELILILLY CR, s.r.o.
Tel: + 420 234 664 111

Danmark
Eli Lilly Danmark A/S
TIf: +45 45 26 60 00

Deutschland
Lilly Deutschland GmbH
Tel. +49-(0) 6172 273 2222

Eesti
Eli Lilly Nederland B.V.
Tel: +372 6 817 280

EArGoo
OAPMAXYEPB-AIAAY A.E.B.E.
TnA: +30 210 629 4600

Espaiia
Lilly S.A.
Tel: + 34-91 663 50 00

France
Lilly France
Tél: +33-(0) 1 5549 34 34

Hrvatska
Eli Lilly Hrvatska d.o.o.
Tel: +385 1 2350 999

Ireland
Eli Lilly and Company (Ireland) Limited
Tel: +353-(0) 1 661 4377

Island
Icepharma hf.
Simi + 354 540 8000

Italia
Eli Lilly Italia S.p.A.
Tel: + 39- 055 42571

Kvmpog
Phadisco Ltd

34

Lietuva
Eli Lilly Lietuva
Tel. +370 (5) 2649600

Luxembourg/Luxemburg
Eli Lilly Benelux S.A./N.V.
Tel/Tel: + 32-(0)2 548 84 84

Magyarorszag
Lilly Hungaria Kft.
Tel: +36 1328 5100

Malta
Charles de Giorgio Ltd.
Tel: +356 25600 500

Nederland
Eli Lilly Nederland B.V.
Tel: +31-(0) 30 60 25 800

Norge
Eli Lilly Norge A.S.
TIf: +47 22 88 18 00

Osterreich
Eli Lilly Ges.m.b.H.
Tel: + 43-(0) 1 711 780

Polska
Eli Lilly Polska Sp. z o.0.
Tel: +48 22 440 33 00

Portugal
Lilly Portugal Produtos Farmacéuticos, Lda
Tel: +351-21-4126600

Romania
Eli Lilly Roméania S.R.L.
Tel: + 40 21 4023000

Slovenija
Eli Lilly farmacevtska druzba, d.o.o.
Tel: +386 (0)1 580 00 10

Slovenska republika
Eli Lilly Slovakia s.r.o.
Tel: +421220 663 111

Suomi/Finland
Oy Eli Lilly Finland Ab
Puh/Tel: + 358-(0) 9 85 45 250

Sverige
Eli Lilly Sweden AB



TnA: +357 22 715000 Tel: + 46-(0) 8 7378800

Latvija United Kingdom (Northern Ireland)
Eli Lilly (Suisse) S.A Parstavnieciba Latvija Eli Lilly and Company (Ireland) Limited
Tel: +371 67364000 Tel: + 353-(0) 1661 4377

JlaTa Ha mocJieaHo mpepasriexaade Ha Juctopkata {MM/I'TTT}.

[Moapo6ua nHpOpMAaIKs 32 TOBA JIEKAPCTBO € MpeIocTaBeHa Ha yeOcaiita Ha EBporeiickara areHuus
10 JIeKapcTBaTa: http://www.ema.europa.cu

IlocoucHara mo-aoixy I/IH(I)OpMaI_[I/I}I € NIpCAHa3Ha4YCHa CaMO 3a MCAUILIMHCKHU CIICHUAIINCTH:
IIpmnara KXII 3a Amy'Vld € MpeA0CTaBCHA KAaTO OTACJICH JOKYMCHT B OITIAKOBKATA HaA JICKAPCTBCHUSA
MMPOAYKT C 1ICJI Ja C€ OCUTYPU Ha MCAUIIMHCKUTC CIICHUATIUCTU Jpyra JOIIbJIHUTCIIHA HAYyYHA U

MpakTU4decKka nHGOPMAITHI OTHOCHO MPIIOKEHUETO U YIIoTpedaTa Ha TO3H paanodapMaIeBTHK.

Mons, nanpasete cnpaska ¢ KXII {KXII Tps6Ba aa e BkiItoYeHa B KyTHITA } .
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