MNPUJIOKEHHUE |

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHUA TPOAYKT

GalenVita 0,74 GBq paanoHyKJIHIECH FeHEPATOP
GalenVita 1,11 GBq paanoHyK/IHIEH FreHEPATOP
GalenVita 1,48 GBq painoHyKIHICH FeHEPATOP
GalenVita 1,85 GBq paanoHyKiIHICH reHEpaToOp
GalenVita 2,22 GBq painoHyKJIHIEH FreHEpaTOp
GalenVita 2,59 GBq paanoHyKIHICH TeHEPATOP
GalenVita 2.96 GBq paanoHyKIHICH FreHEpaTOP
GalenVita 3.33 GBq paanoHyKJIHIEH FreHEPATOP
GalenVita 3.70 GBq paanoHyKJIHIEH FreHEpATOP

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

PaIMOHyKJIMIHUAT TeHepaTop Chabpika repmanuil (%8Ge) kaTo M3X01eH HYKIMI, KOHTO Ce pasnaja 10

nbepuus nykaua ranuii (%8Ga). Tepmanusr (%Ge), usnonssan 3a npoussoactsoto Ha (%8Ge/%Ga)
renepaTopa, e 6e3 106aBen Hocuresl. O6LaTa paJMOaKTUBHOCT, IbJlKaIla ce Ha repmanuii (Ge) u
OHEUYNCTBAHMUS, N3THYBAIIN T'aMa-Ib4H, B exyaTa € He moseue ot 0,001%.

GalenVita 0.74-3.70 GBq paanoHyK/IHICH T'EHEPATOP € CHCTEMA 3a eyupaHe Ha CTEPUIICH Pa3TBOP Ha
ranues (%Ga) xnopus 3a pajMon30TONHO MapKupaHe B choTBeTcTBHE ¢ Ph. Eur. 2464. To3u pa3teop ce

eyupa oT KOJIOHa, BEPXY KOATO € (pMKCHUPaH OCHOBHMAT HyKIuz repmanuii (%8Ge), usxonen 3a ranuii

(®®Ga). Cucremara e ekpanupana. ®U3MYECKUTE XapaKTEPUCTHKK HA H3XOIHMS M JbIIEPHUS HYKIIHJL Ca

0000mmenu B Tabmuma 1.

Tabauua 1: Gu3u4yecKu XapaKkTepucTuKu Ha repmanuii (**Ge) u ranmii (**Ga)

68Ge

68Ga

Ioay:xuBoT

270,95 nan

67,71 MuHyTH

Tun ¢pusndeckn pasnajg

Viassae Ha CJICKTPOHU

H03I/ITpOHHa CMUCHA

PeHTreHoBH JIbYH

9,225 keV (13,1%)
9,252 keV (25,7%)
10,26 keV (1,64%)
10,264 keV (3,2%)
10,366 keV (0,03%)

8,616 keV (1,37%)
8,639 keV (2,69%)
9,57 keV (0,55%)

I'ama-anun

511 keV (178,28%)
578,55 keV (0,03%)
805,83 keV (0,09%)
1 077,34 keV (3,22%)
1260,97 keV (0,09%)
1.883,16 keV (0,14%)

Bera+

Eneprus Makc. Eneprus

352,60 keV 821,71 keV (1,20%)
836,00 keV  1899,01 keV
(87,94%)

Hannwm, uzsiaeuenu ot NuDat (www.nndc.bnl.gov)

4 ml ot enyaTa OT paJHOHYKJIUIHUS TeHepaTop ¢ Hai-rojsiMa cuna (3,70 GBq) chabpika MOTSHIIMAICH
makcumyMm 3 700 MGB(q ®8Ga u 37,0 kBq ®8Ge (0,001% npo6us B enyara). ToBa choTBeTCTBa Ha 2,4 ng

ranuii u 0,14 ng repmaHuii.
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KomuuectsoTo pastop Ha ranmues (8Ga) xmopun 3a paguonsoronHo Mapkupase o Ph. Eur., koeto Moxe
Jla ce eynpa OT PaIMOHYKIMIHUS TEHEPATOP, 3aBUCH OT HAIMYHOTO KOJIM4ecTBO repManuii (*8Ge) kbpm
JaraTta/yaca Ha elyupaHe, o0eMa Ha W3MOoI3BaHusA eTyeHT (00MKHOBeHO 4 ml) M I3BMUHATIOTO BpeMe OT

MNpEeaAUIIHOTO CIIyUupaHe. Axo H3XOOHHUAT U AbIICPHUAT HYKJIINI Ca B pPaBHOBECUEC, MOKE [1a CC ClIynpa

nosede oT 55% OT HanM4YHaTa akTUBHOCT Ha ranuii (%Ga).

Tabnuma 2 06001aBa akTHBHOCTTA BbPXY PAIUOHYKIAIHIS TeHepaTOp, MUHUMAIIHATa aKTHBHOCT,
MoJTy4YeHa upe3 enyrupaHe B HA4aJloTO Ha CPOKa Ha TOAHOCT, B Kpasl Ha CpOKa Ha TOAHOCT, KAKTO
norennuanaus makcumyM Ha 8Ga u ®Ge B enyara.

Taéanua 2: AKTUBHOCT BbPXY PAAHOHYKJIUWIHUS FeHEPaTOP U AKTUBHOCT, MOJIy4eHa ype3

eJlyupaHe
AKTHBHOCT, | AKTHBHOCT AxtuBHoct | Enyupana Iorenunasno | Ilorenuuanno | Exyupana
GBq B'I)Tpe B B'pre B AKTHUBHOCT MAaKCHUMAJIHO MAKCUMAJIHO AKTUBHOCT
PAAMOHYKJIM | PAAMOHYKJIM | B HAYAJ0TO | KOJUYECTBO KOJIUY€eCTBO B Kpasl Ha
JHHUS JHHAS Ha cpoka Ha | %¥Ga s 4 ml %Ge B 4 ml CpoKa Ha
reHepaTop B | reHepaTop B | FOAHOCT**, | ejyar, eJIyar, TOHOCT**,
HAYAJIOTO HA | Kpas Ha Gbq GBqg/ng kBqg/ng GBqg
cpoxa Ha chKa Ha
TOAHOCT™, TOAHOCT?,
GBq GBq
0,74 0,74 0,29 NLT 0,41 0,74 /0,49 7.410,03 NLT 0,16
111 111 0,44 NLT 0,61 1,11/0,73 11,1/0,04 NLT 0,24
1,48 1,48 0,58 NLT 0,81 1,48/ 0,98 14,8 /0,06 NLT 0,32
1,85 1,85 0,73 NLT 1,02 1,85/1,22 18,5/ 0,07 NLT 0,40
2,22 2,22 0,87 NLT 1,22 2.22/1,47 22.2/0,08 NLT 0,47
2,59 2,59 1,02 NLT 1,42 2,59/1,71 25,9/0,10 NLT 0,56
2,96 2,96 1,16 NLT 1,63 2,96/1,96 29.6/0,11 NLT 0,64
3,33 3,33 1,31 NLT 1,83 3,33/2,20 33,3/0,13 NLT 0,72
3,70 3,70 0,91 NLT 2,04 3,70/ 2,45 37,0/0,14 NLT 0,50

NLT = ne no-manxo om
* [eticmeumennama akmueHoOCm 8bmpe 8 paOUOHYKIUOHUS 2eHepamop modxice 0a ce omkionu ¢ = 10% om
HOMUHATHAMA AKMUBHOCT

** B pasnosecue

[To-onpoOHM 00sICHEHNS U IPUMEPH 32 elyHpyeMaTa akTHBHOCT B Pa3JIMYHU BPEMEBU TOUKH ca JaJIeH! B

TouKa 12.

3a MBJIHUS CIIUCHK Ha IIOMOIIHUTE BECIICCTBA BUXKTC TOUYKaA 6.1.




3. JIEKAPCTBEHA ®OPMA
PanvonyknuneH reveparop
PanuonyknuIHUAT TeHEpaTOp MPEACTABIISIBA KOPITYC C IBE IPBKKHU U BXOJCH U U3XOJICH MOPT.

Cnen enyupane paJuoHyKIMIHUAT TEHEPATOP JaBa CTEPHIEH pa3TBOp Ha ranues (**Ga) xmopun 3a
PaguoON30TOITHO MapKupaHe. Pa3TBOpBT € OMCTBp U OE3IIBETEH.

4. KJIMHUYHU JIAHHA
4.1 TepaneBTUYHHU MOKA3ZAHUS
PaILI/IOHyKJ'II/IILHI/IﬂT TreHepaTop HE € NpEaAHA3HAYCH 3a JUPCKTHO NPUIIOKCHUEC Ha MALIUCHTH.

Crepunnusar enyat (pasteop Ha ramues (%Ga) xnopun) ot paguonyknaus reaeparop GalenVita e
MoKasat 3a in Vitro paauon30ToNHO MapKUpaHe Ha Pa3IMYHU KUTOBE 32 paarodapMaleBTHYHU POAYKTH,
pa3paboTeHn 1 0100PEHH 32 PaJHOU30TOIHO MAapKHUPAHE C TAKbB €JIyaT, KOUTO J1a CE U3I0I3BaT 3a
MMO3UTPOHHO-eMucroHHa ToMorpadus (PET).

4.2 Jlo3upoBKa U HAYMH HA MPUJIOKEHHE

To3u nekapcTBeH NPOAYKT € IpeAHa3HAauEeH 3a yIoTpeda caMo B CIELUAM3UPAaHH LIEHTPOBE T10
HyKJIeapHa MEIUIIMHA U TPsOBA J1a Ce M3IO0JI3Ba CaMO OT CIICIIMAIIMCTH C ONHT B IN VItro panon30TOMHOTO
MapKHpaHe.

2 1031/1[ DOBKa

KonunuectBoTo Ha enyara, pa3tBop Ha ramues (*8Ga) xyopu, Heo6X0MM 3a PaIMOU30TOITHO MAPKUPAHE U
KOJIMYECTBOTO Ha Mapkupanus ¢ ®Ga paguodapmaneBTuK, KONTO ce Npuiara BIOCIEICTBUE, IE 3aBUCT
OT KUTa, KOWTO TpsIOBa J1a O'bJic PaJMON30TOITHO MAapKHUPaH, U NIPeHA3HAYeHHEeTo My. 3a nH(opManus
BIDKTE KpaTKaTa XapaKTepPUCTHKA Ha MPOIYKTa/IMCTOBKATa HA CHOTBETHUS KUT 32 paanodapManeBTHIeH
NPOIYKT, KOMTO TpsiOBa 1ja O'b/ie paIiOM30TOIIHO MapKUPaH.

Ieouampuuna nonyrayus

3a nmoBeve HHPOPMAIHSI OTHOCHO yroTpedaTa Mpy MeuaTpuIHaTa MOMyJIalys, BIKTE KpaTkara
XapaKTepUCTHKA Ha TPOIYKTa/IMCTOBKATA HA CHOTBETHUS KUT 32 pafrodapMareBTHUEH MPOAYKT, KOHTO
Tps6Ba 1a ObJie paJMoU30TOIHO MapKHupaH ¢ %Ga.

Haunn Ha nprioxxenue

PastBopsT Ha ranves (*®Ga) xy10pu He € npeiHa3HavYeH 3a JMPEKTHO NPUIIOKEHHE Ha TIAIMEHTH, a CE
M3M0JI3Ba 3 IN VItro paInou30TOMHO MapKUpaHe Ha Pa3InyHu KATOBE 32 paanodhapManeBTHIHU
npoaykti. HaunmnbT Ha puinoxkenne Ha Mapkupanus ¢ ®Ga pagnodapMaleBTUK € Onpe/ieNieH B KpaTkara
XapakTeprCcTUKa Ha IPOIYKTa/IMUCTOBKATa Ha ChOTBETHHS KUT 3a paguodapMalieBTHUEH MPOAYKT U
TpsiOBa 11a ce chOI0aaBa.

3a yKa3zaHHUsS OTHOCHO €KCTEMITOPAITHOTO MPHUTOTBSHE Ha JICKAPCTBEHIS MIPOAYKT MPEAN MPUIIOKEHNE
BIDKTE TOUKa 12.



4.3 IIpoTuBonoxkasaHusi
PastBopsT Ha ranues (%8Ga) xyopu He TpsAOBa /1a ce MpuUIara AMPEKTHO HA MALUEHTA.

M3n0n3BaHETO HA JIEKAPCTBEHM MTPOIAYKTH, Mapkupanu ¢ %Ga, ca IpoTHBONOKa3aHy B Cydaii Ha
CBPBXYYBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBO WM HIKOE OT IMOMOIIIHHUTE BEIIECTBA, U30POCHU B
Touka 6.1.

3a uH(OopMaIUsg OTHOCHO IIPOTUBONOKA3aHUATA HA ONPeeNieHH paarnodapMaleBTHIM, Mapkupan ¢ %Ga,
HPUTOTBEHH Upe3 PaJHOU30TOIHO MapKUpaHe ¢ pa3TBop Ha ramues (%Ga) xnopun, BUxkTe KpaTKara
XapaKTEepPHCTHUKA Ha MPOTyKTa/IMCTOBKATA Ha OTMPEIEICHNUS JIEKAPCTBEH MPOAYKT, KOMTO TpsOBa a Ob1e
PaAMOU30TOITHO MapKHPaH.

4.4 CneuuajaHu mpeaynpeskaeHus U Npeana3Hy MepKH NpU ynorpeda

PastBopsT Ha ranues (%8Ga) xy10pu 3a pagMOM30TONHO MapKUpaHe He TPAOBa Jia ce Tpuilara IMPEKTHO Ha
MAIMeHTa, a Ce U3M0JI3Ba 3a IN VItro paInon30TOMHO MapKUpaHe Ha pa3IndyHU KATOBA 32
pannodapMaleBTUIHN IPOIYKTH.

HenpeauaMepeHOTO AUPEKTHO TpuIarate Ha pastsop Ha ranues (%Ga) xinopun mosxke 1a noBejie 10
MTOBUINIEHA SKCTIO3HIINS Ha pajinanus Ha manueHTuTe (Bx. To9ku 4.9, 5.2 u 11). UanunenTHOTO puarane
Ha pa3TBOp Ha ranues (**Ga) xa0opu 3a paIMOU30TOIHO MAPKHUPAHE, ChIbPKAIL XJIOPOBOIOPOIHA
kucenuna 0,1 mol/l, Moke Ja MPUYMHYU CHIIIO JIOKATHO BEHO3HO JIpa3HeHe, a B ClIydail Ha MapaBeHO3HO
WH)KEKTUpaHe - ThKaHHa HeKpo3a. KaTeThpbT WM 3acernaraTa o0yacT TpaOBa a ce MPOMUST C HATPUEB
xsopuz 9 mg/ml (0,9%) nHXEeKIHOHEH Pa3TBOP.

Bezonacnara pabota ¢ GalenVita u HeroBus enyar, B CbOTBETCTBUE C HHCTPYKIIUHUTE B TO3H JOKYMEHT,
TpsibBa Aa ObJie MOCTOSHHO rapaHTUPaHa, 3a Ja OCHIypsiBa 3allUTa Ha MAIUCHTUTE U MEIUIINHCKUTE
CIICIUATIMCTH OT HEIpeJHAMEPEeHa MPEKOMEpHa eKCIIO3UIIUS Ha paauaius (BXK. Touka 6 u 12).

[Tpu ipo6us Ha %Ge, Tolt Moke na ce yBennun Hax 0,001% B enyarta, aKo paMOHYKJIUIHUAT FEHEPATOP
HE ce eyrpa HIKOJIKO AHHU (BXK. Touka 12). Bcnuku HHCTpYKUMH, AajeHH B TOUKa 12, TpsiOBa CTPUKTHO J1a

ce chOJII01aBaT, 3a Jla e 30eTHE PUCK OT MTPEKOMEepHa ekcro3uius Ha 68Ge.

OO00CHOBKa Ha MHAMBUYAJIHATA IOI3a/pPUCK

3a BCEKH MAaIUEHT SKCIIO3UITUATA Ha pajuaius TpsiOBa 1a ObJie onpaBiaHa OT BEpOsITHATA 110J13a.
[IpunoxeHaTa paIroOaKTUBHOCT TPSIOBa BEB BCEKH CITy4ail fa ObJIe TOJIKOBA HUCKA, KOJIKOTO € pa3yMHO
MTOCTIKUMO 32 TIoJTydaBaHe Ha HeoOXoauMara HH(popMarus.

OO01M OpeaynpexIeHUs

3a nH(OopMaIMs OTHOCHO CIIEIHATHU IPEAYPEKACHNS U CIIEIUAIHN MTPeana3Hu MEpKU IpH yroTpeda Ha
pamrodapManeBTHIM, Mapkupanu ¢ %Ga, BUKTe KpaTKaTa XapaKTepHUCTHKA Ha MPOyKTa/TMCTOBKATA Ha
KHTa 3a paguodapMaleBTH4YeH NPOIYKT, KOWTO TpsiOBa ja Obae pagMoOM30TOITHO MapKUpPaH.

IIpennasHuTe MEpKU IO OTHOLIEHUE HA PUCKOBETE 33 OKOJIHATA CPEZa ca BKJIIOYEHH B TOUKa 6.6.



4.5 BszaumojeiicTBHe C IPYrH JIeKAPCTBEHH MPOAYKTH U APYrH (popMu HA B3auMoeilicTBHE

He ca nmpoBexIaHy IpOy4BaHKs 3a B3aUMOIEHCTBUATA Ha pa3TBopa Ha ranues (%Ga) xnopun 3a
PaIMOU30TOITHO MApKUPAHe C IPYTH JEKapCTBEHHU MPOAYKTH, Thil KaTO TOM Ce M3M0JI3Ba 3a
PaaHoOM30TOIIHO MapKUpaHe in Vitro Ha JeKapCTBEHHU MPOLYKTH.

3a uH(pOpMAaIHsT OTHOCHO B3aMMOJICHCTBHSI, CBbP3aHHU ¢ YIoTpeda Ha paauohapMaleBTUIIN, MAPKUPAHH C
®8Ga, BiKTe KpaTKaTa XapaKTEPUCTHKA Ha TPOAYKTa/TMCTOBKATA HA KMTa 3a paguo(papManeBTHICH
MPOIYKT, KOMTO TpsiOBa a Objie paIHOM30TOIIHO MapKUPaH.

4.6 depTHIUTET, OPEMEHHOCT U KbpPMeEHe

Kenu ¢ nereposieH HOTEHINAI

Koraro ce ruianupa npuioxeHue Ha paauodapManeBTUIN Ha )KE€HA C AeTepOeH MMOTEHIINAT, BayKHO € /1a
ce OIIpesieNH Jlalu T € OpeMeHHa win He. Besika xeHa, KOATo € POoITyCHalla MEeHCTpyalus, TpsOBa 1a ce
cumTa 3a OpeMeHHa JI0 I0Ka3BaHe Ha IPOTUBHOTO. IIpu cbMHEHUe 3a moTeHIuaaIHa OpeMEHHOCT (aKko
’KEeHaTa e IPOITyCHaIa MEHCTpYyalus, ako MEHCTpyalusTa € MHOTO HEpPEJIOBHA U T.H.) Ha IMaI[eHTKaTa
TpsiOBa Ja ce MpeIoKAaT alTepHATUBHI TEXHUKHU 0e3 HOHM3HUpPAIIOo IhbUeHue (aKO MMa TaKWBa).

Bpemennoct

PagnonyknuaHute npouenypH, U3BbPIIBAHN PH OPEMEHHU JKEHH, BKIIOYBAT CHIIO0 ParalliOHHA 71032 32
¢eryca. [Topanu ToBa 10 Bpeme Ha OPEeMEHHOCT TPsiOBa Ja Ce U3BBPIIBAT CAMO ChIIECTBEHU M3CIICABAHMSI,
KOTaTo BEpOsITHATA IM0J13a Jajied HaBHIIIaBa PHCKa 3a Maiikara u deTyca.

Kopmene

[penn na ce mpuinoxu paanodapManeBTHK Ha Malika, KOSITO KbpMH, TpsOBa J1a ce OOMHUCIH Jain
M3CIIE/IBAHETO MOKE Pa3yMHO Ja ce 3a0aBH, I0OKaTO MalKaTa cIipe Jla KbpMHU. AKO IIPUIOKEHUETO Ce
CumTa 32 HEOOX0IMMO, KbPMEHETO TPSIOBA J1a ce MPEeKbCHE M M3IeAeHaTa KbpMa J]a Ce U3XBBPIIH.
JlombyiHuTeNHA MH(OPMAIMS OTHOCHO yroTpebara Ha pajuodapMaleBTHK, Mapkupan ¢ ®Ga, nmpu
OpEMEHHOCT M KbpMEHE € JIaJIeHa B KpaTKaTa XapakTepUCTHKa Ha POJIyKTa/IMCTOBKATa HA KUTa 32
pannodapmaleBTHICH IPOIYKT, KOWTO TPsOBa J1a Obe PaJHON30TONHO MapKUPaH.

DepTunuTer

JlombiiHuTeNHA MH(OPMAIMS OTHOCHO ynoTpebara Ha paarodapManeBTHK, Mapkupan ¢ ®Ga, mo
OTHOILICHHE Ha (DepTHINTETA € JajeHa B KpaTKaTa XapaKTepUCTHKA Ha MIPOIYKTa/IMCTOBKATa Ha KUTa 3a
pannodapmaleBTHICH IPOIYKT, KOWTO TPsOBA Aa Obe PaJON30TONHO MapKUpPaH.

4.7 EdexTu BbpPXy crioco0HOCTTA 32 mogupaHe u padoTa ¢ MALIUHI

Edexrture Bppxy criocobHOCTTa 3a modupane u padoTa ¢ MAIIUHH CJIE]] IPUIIOKEHUE Ha
paguodapmaneBTuK, Mapkupan ¢ %Ga, me Ob1aT IOCOYEHH B KPATKAaTa XapaKTEPUCTHKA Ha
MPOAYKTa/TUCTOBKATa Ha KUTA 3a paguodapMaleBTHUeH MPOAYKT, KOUTO TpsiOBa 1a Oblie pagnoOU30TOIHO
MapKHpaH.

4.8 Hexenanu JleKapcTBeHU peakIuu

Bb3MOXKHHTE HEXETaHU PEakInm Clie] yoTpebara Ha paguodapmaneBTuk, Mapkupan ¢ ®Ga, me 3aBucsart
OT KOHKPETHHUS KUT 32 pagarodapManeBTHIeH MPOAYKT, KOWTO ce u3oi3Ba. TakaBa uHdopmanus e 0b/1e



MpeoCTaBeHa B KpaTkaTa XapakTepUCTHKa Ha TIPOTYKTa/IMCTOBKATA HA KUTA 33 paino(apMaleBTHICH
MIPOIYKT, KONTO TpsIOBa na ObJe paArON30TOITHO MapKUpaH.

Excnosumusita Ha HoHU3UpaIla paJuanysi ¢ CBbp3aHa ¢ MHAYIUPAaHEe Ha paK U MOTEHIIMAN 332 Pa3BUTHE HA
BpOJCHH Me(HEKTH.

C1>06maBaHe Ha IMoaA031MpaHd HCXCJIaHU PCAKITNN

Cro0I1aBaHeTo Ha MOI03UPAHU HEXKEIIAHU PEaKIlMu CIIe/ pa3pelaBaHe 3a yrnorpeda Ha JIeKapCTBSHUS
MPOJYKT € BaXXHO. TOBa MO3BOJISIBA J]a MPOIBJIKKM HAOJIOICHUETO Ha ChOTHOIICHUETO I0JI3a/PUCK 32
JIeKapcTBeHUS MPOAYKT. OT MEAMIIMHCKHTE CIIEUAIMCTH CE€ M3HUCKBA J]a ChOOIaBaT BCsAKA ITOI03UPaHa
HeXeJlaHa peakirsl Ype3 HaIlMOHATHA CHCTEMa 3a ChOoOIaBaHe, mocoueHa B [punoxenue V.

4.9 Ilpeno3upane

[IpekomMepHa eKCHO3UINS HA paJnaIisi MOXKE Ja Ce TMOTy4YH, aKO Ha MAIMEHT ce MPHUIIOKH M0-BUCOKA OT
IpENopbYMTENHATA AKTUBHOCT Ha Mapkupal ¢ %Ga paguodapmarnieBTHK. 3a J0MbIHUTEIHA HHPOPMALIUS
BIDKTE KpaTKaTa XapaKTepPHUCTHKA Ha IPOTYKTa/IMCTOBKATA HAa KUTA 32 pagrodapMalieBTHYCH POIYKT,
KOWTO TpsiOBa 1a ObJIe paAMOU30TOITHO MapKHUpaH.

He ce ouakBat Tokcuunm edekTr OT HECBBp3aHus “Ga cliel HenmpeIHAMEPEHO IPUIAraHe Ha eTyara.
[MpunaranusT HecBbp3aH %Ga ce pasnana MoUYTH HAITBIHO 10 cTabuinen *8Zn 3a kpatko Bpeme (97% ce
pasnazar 3a 6 yaca). IIpe3 Toa Bpeme %8Ga e koHIIeHTpUpPaH IMIaBHO B KPbBTA/IIa3Mara (CBbp3aH C
TpaHcdepuH) U B ypuHata. [lanmeHTsT TpsiOBa na ObIe XuApaTupaH, 3a Aa ce yBeJIMYd eKCKpelusiTa Ha
%8Ga. TIpenopbunTennu ca popcupana IUype3a, KAKTO U YECTO U3MPA3BAHE HA MUKOYHHUS MEXYD.

Jlo3ata Ha paguanusTa IIpy Xopa B cIydail Ha HelpeAHaAMepEeHO NMPHIOKEHHE Ha ellyar, TpsaOBa 1a ce
OIIeHH, KaTO Ce M3MOI3Ba HH(popManusaTa, fajaeHa B Touka 11.

5. ®APMAKOJIOTUYHHU CBOMCTBA
5.1 ®apmakoguHAMHMYHM CBOiicTBA

dapmakoTepaneBTUUHa rpyna: PagnodapMaleBTHYHN TUATHOCTUYHU CPEJICTBA; APYTH
paarodapmaineBTHUHN AuardHoctuanu cpeactea, ATC kox: V09X

dapMaKkoJMHAMUYHKTE CBOIMCTBA Ha paauodapMaleBTUK, Mapkupan ¢ *®Ga, npuroteen upes
Paznon30TONHO MapKHpaHe C elyaT Ha paJuOHYKIIMAEH reHepaTop Npean NPHIIOKEHNE, 1IIe 3aBUCST OT
€CTECTBOTO Ha JISKAPCTBEHHMSI MPOAYKT (MOJICKYJIaTa HOCHTEN), KOWTO 1ie Ob/ie MapKupaH. Biokre
KpaTKaTa XapaKTepUCTHKa Ha MPOAYKTa/IMCTOBKATA HAa KUTA 33 paguodapMaleBTHUCH IPOAYKT, KOMTO
e ObJe paguon30TOIIHO MapKHUPaH.

lleamarpudHa omyIaus

EBpomnelickaTa areHIus 1o JiekapcTBaTa 0CBOO0KAaBa OT 3aIbJKCHUETO 3a MIPEAOCTaBIHE Ha PE3yJITATUTE
ot npoyuBanusta ¢ GalenVita paxnoHykimaeH reHepaTop BbB BCUUKH TIOATPYIH HA TIeJHaTpuIHaTa
MIOTyJIalyA, ThiA KaTo TOBA € CPECTBO 3a PaIMOU30TOIHO MapKupane. Buxkre Touka 4.2 3a naopMarus
OTHOCHO yroTpeba B NeIuaTpHATa.

5.2 dapmMakoKHHeTHYHHU CBOWCTBA

PastBopbT Ha ranves (*®Ga) xJ10pu He € NpeiHa3HaveH 3a JUPEKTHO NPUIIOKEHHE Ha TIALMEHTH, & CE
M3M0J13Ba 3 iN VItro panou30TONMHO MapKUpaHe Ha pa3InuHi KATOBA 3a paanodapMaleBTHIHH
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https://www.ema.europa.eu/en/documents/template-form/qrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx

npoaykru. ClienoBarenHo papMaKOKMHETUIHHUTE CBOWCTBA Ha paanodapMaleBTHIM, MapKupanu ¢ *Ga,
1€ 3aBUCST OT €CTECTBOTO HA MOJIEKyJIaTa HOCHTEN, KOSTO IIe Ob/ie paANON30TOITHO MapKHpaHa.

A6copbuusTa, pasnpeneeHHETO B eKCKpEeHaATa Ha HecBbp3aH %Ga cries AMpEeKTHO MHKEKTHPaHE Ha
pasTBop Ha ranmmes (*®*Ga) xopu ca mpoy4enu 1py WIbXose. [IpoyuBaHETO MPH IIBXOBE TIOKa3Ba, Ye
cJle/l AIMPEKTHO MHTPaBeHO3HO npunoxenue Ha ramves (%Ga) xnopun ®Ga ce ouncrsa 6aBHO OT KpbBTa C
OouonoruueH nomyxuBoT 188 h mpu MbxKu 1 254 h npu >xeHcku rbxose. ToBa € Taka, 3a1oTo
HecBbp3anuaT Ga®' BeposATHO ce IBpKHU 1o nojo0eH HaunH kato Fe*. Brnpeku ToBa, Thif kKaTo
OMOJIOTMYHHUAT HOTYKUBOT Ha %8Ga € MHOTO MO-IBJIBI OT PUIMUECKHS MY TIOTYKUBOT

(67,71 min), va 188 h wu 254 h moyTH BCHUKHUAT %8Ga Taka wim uHAUE ce pa3naza 10 HEaKTUBEH 87n.
Cnen 6 h mpubaunsutenno 97% ot mbpBoHaYaTHO MpUIoxkeHus ®Ga nzdessa upes pasmnazn 1o 8Zn.

ITpu mrbxoBe %Ga ce exckpeTHpa NPeMMHO B ypUHATa, ¢ U3BECTHO 3aIbP/KaHE B YEPHHUS IPO0 U
oB0penute. Opranute ¢ Hali-Brucoka *®Ga akTMBHOCT, pa3IMYHU OT KPBB, IUIa3Ma M YPHHA, Ca 9€peH Ipoo,
Oenn apo6oBe, JaNak ¥ KOCTH. IIpH )KEHCKHTE IUIbXOBE aKTUBHOCTTA Ha %Ga B JKEHCKHUTE MOJIOBM OpPraHy,
T.€. MaTKaTa 1 SHYHUINTE, € CPaBHUMA C Ta3u, HaOnroaBana B 6enute 1poboBe.

AxtuBHOCTTa Ha %Ga B TecTHCHTE € MHOTO HHCKA.

Cnopex U34MCICHUSATA HA 103UTe, OA3UpaHN HA JTaHHU [IPU INTHXOBE, OCPETHEHATa I10 MOJT eeKTUBHA
no3a 3a Be3pacthu e 0,035 mSv/MB(. ToBa ¢ paBHO Ha eekTrBHATA 1032 8,75 MSV OT HENpeaHAMEPEHO
WHXEKTHUpaHe Ha TUINYHA paanodapmaneBTnyHa aktuBHOCT 250 MB( (Bx. Touka 11 3a moBede

TOAPOOHOCTH).

AKTUBHOCTTa, Mpou3THYama oT npobus Ha ®Ge B mpoy4BaHeTO MPK MIBXOBE, € U3KITIOYUTETHO HUCKA U
HE € OT KIIMHUYHO 3Ha4Y€HHUE.

5.3 IlpenkIMHUYHM JAHHU 32 0€30MACHOCT
TOKCHKOJIOTMYIHHTE CBOKWCTBA HA MapKupaHuTe ¢ %Ga pajrodapMaleBTHIIM, IPUTOTBEHN upe3 in Vitro

PaJMOU30TOIHO MapKHupare ¢ pa3tBop Ha (*®*Ga) xmopu, 1I1e 3aBUCAT OT €CTECTBOTO Ha KUTA 3a
pannodapManeBTHYCH NPOIYKT, KOWTO TpsOBa Aa ObAe PaJlON30TONIHO MapKUpPaH.

6. DOAPMAIEBTNYHU JAHHHA
6.1 Cnucbk Ha IOMOIIHUTE BelIeCTBA

Martpuiia Ha KoJoHaTa

TuraHoB TUOKCHIL

PastBOp 3a ennynpane

Xoporogopoana kucenuna 0,1 mol/l
6.2 HecbBMecTHMOCTH

PaiMon30TONMHOTO MapKUpaHe Ha MOJIEKY/ M HocuTenu ¢ ranves (®Ga) xopua € MHOrO 4yBCTBUTEIHO
KbM HAJIMYMUETO HaA CII€AU OT METAJIHU ITPUMECH.

BaxxHo € BCHUYKH CTBHKIICHH CbA0BE, UI'JIK 3a CIIPUHIIOBKU U T.H., U3IIOJI3BAHU 3a IPUTOTBAHETO Ha

PaMOU30TOITHO MapKHpaHHUsI JIEKAPCTBEH MPOAYKT, Jia ObJIaT CTapaTEIHO MOYUCTEHH, 32 J]a C€ OCUTYPH
JIUTICAa Ha TaKWBa CIIEAHN OT METAIIHU puMecH. Tps0Ba 1a ce U3MOoI3BaT CaMO HWIJIH 33 CIIPUHIIOBKU
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(HampuMmep HEMeTaHH) C ToKa3aHa YCTOWYMBOCT Ha pa3peieH! KICEINHH, 3a Ja Ce CBeaT 10 MUHUMYM
HUBaTa Ha CJIETU OT METAJTHH TPUMECH.

[IpemoppuBa ce ga HE ce U3MON3BAT 3aMyIIATKA OT XJIopoOyTHi 0e3 MoKpuTHe 3a (prrakoHa 3a exyara, Thil
KaTo T€ MOTAT Jia ChIIbPIKAT 3HAYMTEITHN KOJMUYECTBA IIMHK, KOUTO CE€ EKCTPaxupa OT KHCEIHS eNTyar.

6.3 Cpok Ha rogHoCT

PagnonykimnieH reaeparop

12 mecena
Paguonyxnunen renepatop ¢ momHoct 3,70 GBQ: 18 mecena
JlataTta Ha KaTHOpHUpaHEe ¥ CPOKHT HA TOAHOCT Ca MOCOYCHU Ha €THKETA.

Exyar — pasteop Ha rammes (*8Ga) xmopun

Cnen enxyupaHe BeHara U3noJj3BaiiTe enyara.

CrepuieH pa3TBOp Ha XJIOPOBOAOPOAHA KMCEIMHA 33 EyHPaHe

12 mecena
6.4 CrenunajiHu yCJIOBHSI HA ChbXpPaHeHHne

BHCOKHTE TeMIepaTypH, 3HaUUTEIHO HaaBMInaBamy 25 °C, MoraT o6paTuMo Jia HaMasaT 1oousa Ha 8Ga
B enyara 10 moa 55%. CreoBaTenno, 3a Ja ce Mojy4n ONTUMaJICH J00uB Ha enyupane (> 55 %), ¢
PaIuOHYKIIMIHUS TeHepaTop TpsiOBa aa ce pabOTH MpH TeMIIEpaTypH, KOUTO He HaaBumasaT 25 °C. Ako
PanuOHYKIMAHUAT TEHEPATOP CE ChXPaHsIBa PyTUHHO IPH I10-BUCOKH TEMIIEPAaTypH, He 3a0paBsiite aa ro
Temrepupare npu < 25 °C 3a HAKOJIKO yaca Npeau ellyupaHne. Bolipeku ToBa enynpaHeTo npH
Temrepatypu Hax 25 °C e Bb3MOKHO U HsIMa J1a HaBpeIX Ha PaAHOHYKIHIHIS TeHepaTop Wi Jla OKaXKe
BIMSHHE BbPXY KaueCTBOTO Ha €JTyarTa, C M3KIIFOUEHHE Ha EBEHTYATHO Hamaenus no6us Ha *Ga.

CopxpaHeHHeTo Ha paguodapMaleBTUIN TPpsiOBa a Ob/ie B CHOTBETCTBHUE C HALIMOHATTHUTE Pa3Nnopeadu 3a
PaaAMOaKTUBHU MaTepHAIIH.

6.5 Bwuawu chabpkaHue HA ONMAKOBKATA U CIIENMAJHU MPHUCIOCO0JIeHN 3a yoTpeda

I'eHepatopbT ce chcTOM OT KoJioHa oT nosrereperepkeTor (PEEK) u ropua u monna PEEK kamaukw,
KOHWTO ca TIPUKPETIeHN KbM BXoasmaTa u uzxojsmara PEEK Tpr6uuka upe3 GpuTHHTY ¢ phUHO 3aTATaHe,
KaKTO MpH BUCOKOEe(peKTUBHUS TeueH xpomaTtorpad. Te3n TppOHUYKY ca CBHP3aHU KbM JBa MTOPTA, KOUTO
NpEeMUHABAT [Pe3 BHHIIHKS KOpIyc Ha reHeparopa GalenVita. Kononara e momecTeHa B paauaiiOHHUSI
eKpaH.

IpuHaAIeKHOCTH, TOCTABEHH C PAIHOHYKIIHIHNSA TeHepaTop (MUHMMAIIHN KOJIHYECTBA):

1 6p. crepunHa xmopoBoaopoHa kucennHa 0,1 mol/l, 220 ml B momunponuieHoB cak
1 6p. B-safe mun

2 op.agantepu Mbxku LUER

1 Op. KOJIEKTOp HA CIIUPATEITHOTO KpaHUe

1 6p. BxopsIa yABDKUTENHA TPHOMUKa

1 6p. u3xoAMIMA YABHKUTETHA TPHONIKA

ocouakrwpnpE



BuoBe 0mmakoBKH

PaHI/IOHYK.HI/I)IHI/ITG reHepaTopu €€ JOCTABAT CbC CJICAHATa aKTUBHOCT Ha 68Ge KBbM JaTaTa Ha
KamOpHupaHe, B ChOTBETCTBHE C MIOPHUKHUTE HA KITUEHTA:
0,74 GBq, 1,11 GBg, 1,48 GBg, 1,85 GBq, 2,22 GBgq, 2,59 GBg, 2,96 GBq, 3,33 GBq u 3,70 GBg.
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M3ruen B pa3pe3 na GalenVita paquoHyk/JanaHusi reHepaTop

A

»  Jlpwxku (2 6post)

| 1

: I Msxopsau nopt

Panuanuonen ekpan

::j Bxopsi mopt
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.................................... » Komona

/ ——— + Kopmyc Ha reneparopa

Hsraen ornpen Ha GalenVita pagnoHyKJIMIHHSI TeHepaTop
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)
Ga-68 @ 7 » Usxozsi nopT

R » Kopnyc Ha reneparopa
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6.6 ChnenuajHu NpeaNnasHu MEPKHU IPH U3XBbPJisiHe <H padora>

OO01M IpeaynpexIcHUs

PamuodapmarieBruniute TpsOBa J1a ce MOMydaBaT, U3MOJI3BAT U MPUJIATAT CAMO OT OTOPU3UPAHH JIHIIA B
OTpe/IeICH! KIMHUYHU yCIOBUs. TSIXHOTO MOTy4YaBaHe, ChbXpaHEHUE, U3MOI3BaHE, MPEXBBPISIHE U
M3XBBPISHE ca MPEeMeT Ha pas3ope0nuTe 1/ CbOTBETHUTE JTUIIEH3N Ha KOMIIETEHTHATa OpHIIHaIHa
OpraHH3alHs.

Pamnodapmanesrunnte TpsOBa fa ce MPUTOTBAT MO HAYHWH, KOWUTO OTrOBaps KaKTO Ha M3MCKBAHUITA 32
paananroHHa 6€30MMacHOCT, Taka U Ha M3WCKBaHUATA 32 (hapMalleBTUIHO Ka4ecTBO. Tpsa0Ba ia ce B3eMar
MTOAX OIS ACEIITHYHY MPENA3HU MEPKH.

PagnoHyKmuIHUAT TeHepaTop He TPsIOBa Aa ce pas3riiodsBa Mo KaKBaTo U J1a € IMPUYHUHA, Thid KaTO TOBa
MOXe€ J1a MOBPEIU BhTPEIIHUTE KOMIIOHEHTH U €BEHTYaITHO J1a IOBE/IE 0 U3TUYAHE Ha PAJHOAKTUBEH
MaTepuai. ChIlo Taka pa3rio0siBAHETO Ha KOpITyca OT HephKJaeMa CTOMaHa I U3JI0KH OllepaTopa Ha
OJIOBHWSI €KpaH.

[pouenypure no npunarane TpsOBa Ja ce U3BHPIIBAT IO HAYMH, KOWTO CBEXa 0 MUHUMYM PUCKa OT
3aMBbpCSBaHE Ha JEKapCTBEHUs IPOAYKT U 00JIbUBaHE Ha OniepaTopuTe. AIEKBaTHOTO EKpaHUPAHE €
33IBJDKUTEITHO.

[punoxenuero Ha paanodapMaleBTHIIM Ch3/laBa PUCKOBE 33 APYT'H XOpa OT BHHIIIHA paJnaIis WiIn
3aMBpCSBaHE OT pasMBaHEe HA YPHUHA, MOBpbIIaHe U ap. [lopaau ToBa TpsiOBa na ce B3eMaT Mpeana3Hu
MEpKH 3a paJialliOHHa 3aIllMTa B CbOTBETCTBHE C HAIIMOHATHUTE Pa3nopeaoH.

OcTtaTpyHaTa aKTUBHOCT HA PaAMOHYKIMIHHUS T'eHepaTop TPsAOBa a ce OLCHU NPeau U3XBbPIISIHE.

Heusnonspanust pasteop Ha ranues (%Ga) xmopus 3a paion30TONHO MapKUpPaHE WK PaIHOU30TOITHO
MapKHUPAHUAT JICKAPCTBEH MPOIYKT WK OTMAbYHUTE MATEPHAITH OT HETO, TPSOBA Ja CE U3XBBPJIAT B
CHOTBETCTBHE C MECTHUTE N3UCKBAHMUSI.

7. INPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

Curium Romania SRL
Pantelimon, Str. Gradinarilor, nr.1
lIfov

PymbHus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/25/2004/001 - GalenVita 0,74 GBq paanoHyKIHIeH TeHepaTop
EU/1/25/2004/002 - GalenVita 1,11 GBq pagnoHykiIuIeH reHepaTop
EU/1/25/2004/003 - GalenVita 1,48 GBq paxnoHyKIuaeH reHepaTop
EU/1/25/2004/004 - GalenVita 1,85 GBq paanoHyKiIHIeH reHepaTop
EU/1/25/2004/005 - GalenVita 2,22 GBq paanoHyKIHIeH TeHepaTop
EU/1/25/2004/006 - GalenVita 2,59 GBq paxnoHyKIuaeH reHepaTop
EU/1/25/2004/007 - GalenVita 2,96 GBq paxnoHyKIuaeH reHepaTop
EU/1/25/2004/008 - GalenVita 3,33 GBq pagnoHykiIHuIeH reHepaTop
EU/1/25/2004/009 - GalenVita 3,70 GBq paxnoHyKIuaeH reHepaTop
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9. JATA HA ITBPBO PABPEINIABAHE/IIOJTHOBSIBAHE HA PAZPEILIEHUETO 3A
YIIOTPEBA

Jlata Ha TEPBO pa3pelniaBaHe:

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

11. AO3UMETPUA

Jlozara paguarysi, mojiyueHa OT pa3jIMyHUTE OPTaHH CJIe]] HHTPABEHO3HO MPUJIOKECHUE HA PAIMOU30TOITHO
Mapkupanus ¢ %Ga ekapcTBeH NPOLYKT, 3aBUCH OT KOHKPETHHS KUT 3a paarodapMalleBTHIEH MPOLYKT,
KOHUTO 111e ObJ1e paJron30TOTHO MapkupaH. MHpopmarius 3a pagunanroHHaTa JO3UMETPUS Ha BCEKU
oTzeNeH, MapkupaH ¢ %Ga paguodapMaleBTHK Cliel IPUIATaHeTo My Ile ObJie Ha pa3NoNIoKeHUE B
KpaTKaTa XapaKTepUCTHKA Ha MPOJIYKTa 3a KOHKPETHHS KHT 3a paauodapMarieBTHYCH MPOIYKT.

JlosumeTpruHa Tabauua 3 € IpeacTaBeHa, 3a Ja ce IIOMOTHE 3a OLIEHKATa Ha IPUHOCA HA HECBHP3aHHs
®8Ga kbM pasManOHHAaTa 1034 CIIe]l IPHIOKEHHETO Ha Mapkupanus ¢ %Ga paanodapmaneBTuk 1y Ha
paJMalMOHHATA 1032 B PE3yJITaT HA HEMPeTHAMEPEHO HHTPABEHO3HO MHKEKTUPAHE Ha PA3TBOP HA rallkeB
(®®Ga) xmopwu.

Jlo3uMmeTpruHaTa OLEHKA CE OCHOBAaBa Ha NIPOyYBaHE Ha pa3lpelesIeHUETo U IIbX0Be. Bpemesure
TOYKH 32 U3MepBaHus ca 5 MuHyTH, 30 MunyTH, 60 MUHYTH, 120 MUHYTH 1 180 MUHYTH.

OcpenneHnara o nos eexkTHBHA 032, IOJIy4YeHa B pe3yJITaT Ha HelIPeAHaMEPEHO UHTPABEHO3HO
unxekTupan ranues (8Ga) xnopun, nzunciena ceruacHo myomukanus 103 ma MKP3, e 0,035 mSv/MBq.

Ta6auuna 3: OcpeaHeHu Mo moja A03u 3a opranu (MSV/MB(Q) 32 Bb3pacTHU ¥ OTACJTHU MeAHATPUIHI

dpanTomn*

Bw3pacten | HoBopoaeno | 1 roguna 5 ronunu 10 romuuu | 15 roquHu
(ocpenne (ocpenne (ocpenne (ocpenne (ocpenne (ocpenne
HO TI0 TOJI | HO 1O MOJI HO 1O MOJI HO 10 TOJI | HO IO MOJ | HO 1O MOJ
TErJo; TErJo; TErJo; TErJo; TErJo; TErJo;
66,5 kr) 3,5 Kkr) 10 kr) 19 kr) 32 kr) 54,5 kr)
TaprereH opran
MacTHa ThKaH 0,00287 0,03231 0,0224 0,01245 0,00775 0,00574
HanOn0peunu xies3u 0,1017 0,1915 0,298 0,212 0,154 0,104
Kocr - knerkute Ha 0,00255 0,015385 0,0138 0,00788 0,00448 0,00223
SHJI0CTa
Kocren Mo3bk - uepBen | 0,00666 0,01736 0,014 0,008045 0,00606 0,00382
(axTHBEH)
Mo3bk 0,001775 0,00546 0,00367 0,002625 0,0023 0,00176
TwKaH Ha IBpAATA 0,0066 0,023425 0,0192 0,0134 0,0074 0,00617
Bponxuainu 0azaiHu 0,1795 0,558 0,566 0,279 0,161 0,0996
KJIETKH
Bponxuanxu 0,178 0,558 0,566 0,279 0,161 0,0996
CEKPETOPHH KJICTKH
Bpouxuonapau 0,128 0,951 0,749 0,3395 0,213 0,118
CEKPETOPHH KJICTKH
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Jebemno yepso - 0,00406 0,02103 0,0145 0,00767 0,00481 0,00315
ICRP133

Jebeno yepso — 0,003085 0,015445 0,01475 0,00717 0,005 0,00331
HU3XOIAIIO0 000JHO

YEpBO

Jebemno yepso - 0,000445 0,0094435 0,00519 0,00264 0,00145 0,000801
PEKTOCUTMOUJICH OTJIEN

Jebeno yepso — 0,007055 0,032735 0,0198 0,0111 0,00652 0,00436
BB3XO0IAII0 000IHO

YEpBO

XpaHoIpoBoa 0,0176 0,11515 0,0529 0,0331 0,0252 0,0123
ET1 6aszanuu kierku Ha | 0,000678 0,004958 0,00292 0,001555 0,00103 0,00066
INXaTEITHATE

IBTUIIA**

ET?2 6aszanuu kiaerku Ha | 0,00186 0,00597 0,003765 0,00227 0,00158 0,001
MXATEIHATE

IBTUIIA**

ExcTpaTopakanna 0,00181 0,00591 0,003735 0,00224 0,00156 0,00099
oo6nact - ICRP133

Ouna nema 0,000549 0,0034865 0,001995 0,001185 0,000849 0,000525
CreHa Ha XIIbYHUS 0,0678 0,1046 0,11 0,0589 0,046 0,0312
MEXyp

Copreyna cTeHa 0,07835 0,56285 0,406 0,224 0,144 0,0855
broperu 0,1345 0,9025 0,603 0,343 0,213 0,146
YepeHn apobd 0,159 0,943 0,762 0,423 0,291 0,187
benu npobose - 0,1195 0,9365 0,746 0,3375 0,212 0,118
ICRP133

Bbenn apobose (Al)*** | 0,1195 0,9365 0,7465 0,3375 0,213 0,118
JlumpHYU BB3IH - 0,00285 0,01346 0,00707 0,00816 0,00546 0,00297
EKCTPATOPAKATIHU

JlumbHU BB3IH - 0,00977 0,020955 0,0159 0,00769 0,00458 0,00407
CHCTEMHU

JlumpHYU BB3IH - 0,03845 0,07775 0,0881 0,0439 0,0218 0,014
IPBAHU

JlumbHU BB3IH - 0,01159 0,02367 0,0212 0,0108 0,00611 0,00481
ICRP133

Myckyu 0,002255 0,017715 0,0104 0,005835 0,00377 0,00208
VYcTHa nurasuia 0,001435 0,010455 0,00499 0,002915 0,0019 0,00261
Sityaunm 0,0002015 | 0,0004445 0,0031 0,001405 0,00128 0
IMankpeac 0,04975 0,3539 0,237 0,137 0,0843 0,0463
XumnodusHa xiesa 0,0011265 | 0,005065 0,00318 0,00206 0,00155 0,00111
IIpocraTa 0,000107 0,00393 0,001605 0,00061 0 0,000336
CIrOHYEHH JKIIE3U 0,04985 0,2879 0,154 0,107 0,0838 0,0548
Koxa 0,00143 0,008715 0,006615 0,003555 0,00217 0,00138
TBHKO YepBO 0,005345 0,02588 0,0183 0,009135 0,00631 0,0048
Cneska 0,01675 0,0862 0,0656 0,0355 0,0222 0,0131
Cromax 0,0172 0,0567 0,06025 0,0222 0,0172 0,0102
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Tectucu 0,00002715 | 0,0025 0,001105 0,0004425 |0 0,000321
Tumyc 0,01097 0,09225 0,0609 0,023 0,0223 0,0113
[luToBHIHA XKITe3a 0,00475 0,019675 0,03605 0,01 0,00582 0,00437
E3uk 0,001655 0,01293 0,00845 0,00445 0,00322 0,00227
CruBuIm 0,0012425 | 0,010885 0,006625 0,005035 0,0037 0,00234
VYperepu 0,005975 0,051525 0,0399 0,0218 0,00821 0,00551
CTeHa Ha MUKOYHHS 0,0003935 | 0,0063605 0,0048 0,00204 0,000927 0,000667
MEXYp

Marka 0,0002055 | 0,000391 0,002715 0,00138 0,00117 0

Lsu10 Ts110 0,0123 0,1041 0,0731 0,039 0,0239 0,014
EdexTuBHa 1032 3a 0,0335 0,3295 0,149 0,07435 0,04815 0,0312
OAJ0TO THIIO

(mSv/IMBQ)

EdexTnBHa 1032 no 0,035 0,329 0,149 0,0743 0,0482 0,0312
ICRP 103 (mSv/MBQ)

*MI34UCICHUETO € U3BBPINEHO ¢ momorTa Ha copryepa MIRDCalc

** ET1 exctparopakanna obnact 1 (mpeneH HoceH xof); ET2 exkcrpaTopakanna obnact 2 (3a1eH HOCEH
XOJI, yCTHa KyXWHa, (JapuHKC U JIAPUHKC)

*** Al anBeomapHa o6macT

Ocpennenara mo nosn edekTHBHA 1032 3a Bb3pacthu ¢ 0,035 mSv/MBQ. Cnen HenperHaMepeHo
npunoxenue Ha 250 MB( ®GaCls edextuBnara n103a € 8,75 MSV npu Bb3pacTHH.

EdexTuBHUTE 103U OT HEMPEIHAMEPEHO HHXCKTUPAHE HAa TUIIMYHA paarodapMaleBTUYHA aKTHBHOCT
250 MBQ npu nmeauaTpuvHU MaMeHTH ca caennure: 82,25 mSV mpu HoBopojeHo, 37,25 MSV 3a Bb3pacT
1 roguna, 18,58 mSv 3a Be3pacTt 5 ronunu, 12,05 mSv 3a Bb3pact 10 rogunu, 7,80 mSv 3a Bb3pacT

15 rogunu.

Excrio3uius Ha BBHIIIHA pauars

CpenHara MOBbPXHOCTHA MJIM KOHTAKTHA PaJHAalUs 33 PAIUOHYKIIHIHUS TEHEPaTOpP € I10-MaJIKa OT

0,09 uSv/h na MBq %Ge, o Moke 1a ce mosBAT TOpEIY TOYKH C MO-BUCOKa paguanusi. HezaBucumo ot
TOBa paHOHYKJIHIcH reHepaTop 3,70 GB( e nocturHe oo1a cpeHa NOBbPXHOCTHATA 1032 OKOJIO

337 uSv/h. OGUKHOBEHO ce TPENOPHUBA PAAMOHYKIHIHHUAT T€HEPATOP a Ce ChXpaHsIBa B ClIOMaraTesicH
€KpaH, 3a Jia ce CBeJIe 0 MUHUMYM J103aTa 3a 00CIIyKBaIlHs [EPCOHAIL.

12. HUHCTPYKIHUHU 3A TIPUTOTBAHE HA PAIUO®APMALEBTULN

Enyupanero Ha paIuoOHYKINIHUS reHepaTop TpsOBa 1a ce U3BbPIIBA B IOMELICHUS, OTTOBAPSIIIA Ha
HAIMOHAITHUTE pa3nopea0u 3a 0€30MacHOCT MPU U3MOI3BAHE HA PAIMOAKTUBHH IPOTYKTH.

MakcuMaieH KyMyJaTUBeH Opoil enyupanus 3a cpoka Ha rogaoct: 1 000
OOnyTe MaHUMYJIAIMH, TIPUKPENBAHETO HA TPHOMUYKUTE, CMSHATA HA CTEPUITHUS KOHTEHHED C
xJsopoBogopoHa kucenuna 0,1 mol/l, exyupanero Ha reHeparopa U APYrd AEHHOCTH, HOTEHIIMAIHO

nsjiaramiy reaeparopa Ha OKOJIHaTa Cpela, Tp516Ba Ja C€ U3BBPIIBAT C IIOMOIITA Ha aCECIITUYHN TCXHUKU B
nmoaxonadma 4ucTa cp€aa B CbOTBETCTBUE C HeﬁCTBaHIOTO HaIlMOHAJIHO 3aKOHOAAaTCJICTBO.
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IMoaroroBka

PazomakoBane Ha PAIUORYKIIMHUA I'CHEPATOP:

1.

[IpoBepeTe BHHITHATA TPAHCTIOPTHA OMAKOBKA 32 TPAHCIIOPTHA MOBpeaa. [Ipu moBpena U3BbpIeTe
M3CIeBAHE 3a paJHaIlvs Ype3 HATPUBKA OT MOBPECHATA 30HA. AKO OpOSYBT OTYMTA MTOBEYE OT
40 3a cexynaa Ha 100 cm?, yBeomMeTe Baruust ciry’kutes 1o paanalioHHa 6e30acHOCT.

Pa3pe>i<eTe 3alIUTHOTO 3allCYaTBAHC BbPXY TPAHCIIOPTHATA OIMMAKOBKAa U OTBOPETC KaIllaka.

BrauMarenHo u3BaseTe pagioHyKIHIHUS T€HEPATOpP, KATO TO XBAHETE 3a JPBKKUTE.
BHUMAHME: OmacHOCT OT U3ITyCKaHe: PaIuOHYKIHIHUAT T€HEPATOP TEXKHU MPUOTUIUTEITHO

14 kg. PaGoTeTe BHUMATEIIHO, 32 J]a M30ErHeTe MOTESHIIMATHN HapaHsIBaHus. AKO paHOHYKIIUHHUST
reHepaTop Ob/Ie U3ITyCHAT WK aKO TPAHCIIOPTHATTA MOBPeIa 3acsira BETPEITHOCTTA Ha
TpaHCIIOPTHATA OIIAKOBKA, IPOBEPETE 3a TEU W HAMpaBETE U3CIIeABAHE Ype3 HATPUBKA OT
panuoOHYKIMAHUS TeHeparop. [IpoBepere chilo 3a BBTpENIHa NOBpeaa, KaTo 0aBHO HAKIIOHHUTE
paaroHykIuAHUS reHepaTop Ha 90°. OcnymaiiTe ce 3a CuyrneHu/pa3xjiaOCHU 4acTy.

Hanpagsete u3cneaBane uype3 HaTpUBKa OT YITbTHEHUATA OT IIsIHA B TPAHCIIOPTHATA OIIAKOBKA U
BBHIITHATA TIOBBPXHOCT HA PaIHOHYKIHIHHISI TeHepaTop. AKO 3a HATpUBKATa OpOsSYBT OTYUTA HAJ
40 3a cexynaa Ha 100 cm?, yBeomeTe Bammms ciry:xuTel o paguanioHHa 6€30MacHOCT.

[IpoBepeTe 3aneyarannuTe BXOJEH M U3XO0/I€H MOPT 3a moBpeau. He cBansiiTe kanaukure Ha
KOHEKTOPHUTE Ha MOPTOBETE, MPEAN TPHOMUKUTE 3a eIyHpaHe /1a ca MOJArOTBEHU U TOTOBH 3a
MOHTaX.

OnTHMAJIHO NO3HIMOHUPAHE:

1.

Koraro nHcTanupare pagioHyKINIHUS TeHEPaTOP HAa OKOHYATEITHOTO MY MSCTO, T.€. C YCTPOMCTBO
3a CMHTE3 WJIU 3a PhYHO eJIyupaHe, IpernopbhuBa ce U3XOAsIIaTa TphOHUIKa 1a Ob/ie Bb3MOXKHO Haii-
KbCa, Thi KaTo JbDKHHATA HA Ta3W TPHOWYKA MOJKE Ja TIOBJIUsIEe Ha J0OMBa B
MIPUEMHUS/PEaKIIUOHEH (PIIAKOH.

[IpenoppuBa ce JOKaTHO CLIOMAaraTeiIHo eKpaHupaHe, KOraTo MO3UIIMOHUPATE PaAHOHYKINTHHS
reHepaTop.

Moz, 3abenexere: TpsOBa ja ce 30srBa MpemMecTBaHe Ha PAJHMOHYKIIHIHIS TeHEPATOP Cie]]
WHCTaJIMPaHe Ha OKOHYATEIIHOTO MY MSCTO.

MoHTHpPAaHe HA PAIHOHYKJIWIHUA T'eHepaTop:

HpI/IHa,I[J'IC)KHOCTI/I, AOCTaBCHU C PAAUOHYKIIMHUSA I'CHEPATOP (MI/IHI/IMaJ'IHI/I KOJ'II/ILIGCTBa)Z

ocoukrwdE

1 6p. crepunHa xmopoBogopo Ha kucenmHa 0,1 mol/l, 220 ml B momUmponuiieHoB cak
1 6p. B-safe mmm

2 Op. agantepu mbxku LUER

1 Op. KoJIeKTOp Ha CIMPATEIIHOTO KpaHye

1 6p. BxomsIIa yABDKATETHA TPHOMIKA

1 Op. u3xoaHA YABIKUTETHA TPHOMUKa
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Uzo0pakenne Ha criaobeHUTE NPUHAJICKHOCTH 32 eTyHUpaHe MPeay CBbP3BAHETO UM KbM PaIHOHYKIHTHHS
reHeparop. MneHTudukaioHHuTe HOMEpa Ha aKCecoapHuTe, KakTo ca U30pOeHH MO-Tope, ca U3M0I3BaHU
[IOCJIEI0BATENIHO B CIEABAIINTE CHUMKH U MHCTPYKIIMH 3a CIVIO0SIBaHE.

LUER xkpaii Ha
B-safe mmmmna

OKpHTa ¢ Kanmayka

Que. 2 (2) B-safe wun Que. 3. (3) Aoanmep mworcku LUER

Due. 1 (1) Cmepunna
X210p0BOOOPOOHA KUcenuna
0,1 mol/l, 220 ml 6
nonunponunenos cax [PP cax]

Que. 4. (4) Konexmop Ha cnupamennomo Kpauye

Due. 5 (5) / (6) Bxooswa
VOBIHCUMETHA
MpvOUUKa/U3X005AUA
VOBIHCUMETHA MPBOUYKA C

KOHeKmopu ¢ aiyxu manu
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N

@
(4)  2-pu mopr 3-TH IOPT 4.1y nopr (4 /

Octpa vacr, 1-Bu mopt

MOKPHUTa ¢ Kamavyka lv/
/ 2-B-safe mun  JIyep/yact
e

=

—

4-KOJ1€KTOP Ha CIHPaTeJIHOTO KpaH4e

DQue. 6 3asvpuien Monmasic Ha NPUHAOIENHCHOCTIUME HA PAOUOHYKIUOHUS 2eHepamop. 3a ycheuien MOHmagic cieoeatime
uHCMpyKyuume no-001y CIvnKd no CHvnKa.

Hocere prkaBuiu, 3a 1a criao0UTe TPHOMYKHUTE U J1a CBBPIKETE SIySeHTHUS Pa3TBOP KbM T'€HepaTopa, KaTo
M3M0JI3BATE aCENTUYHA TEXHUKA B MOJAXOSIIO YHCTA CPEa.

1. Criio0siBaHe HAa BXOAAIIATA TPHOUYKA:
1-a) OrcTpaneTe Tanara Ha KOHEKTOpa Ha
yowarcumennama aunus 3a 6xo0 (5).

(6o1c. Due. T)

UER konekTop

1-6) OrcTpaneTe 3ammTHATA Kamadka OT
MIETHUS TIOPT HA KOIeKMOpa Ha
cnupamenromo Kpanue (4), npenu na
CBBPIKETE 8X00Uama yOvidicumeaHama T
mpwouuka (5).

(6o1c. Due. 8)

(Babenexcka: Ha @ue. 6 kanaukama geye e
C8ANEHA 30 UTIOCMPATMUGHU YeTU.)

Bxon

o~
Que. 7 Omempanssane Ha Que. 8§ Omempanasane Ha
KOHeKmOopa om 6xo0sujama 3auWumHama Kanayka om nemus
Yowaxcumenna mpvouuka (5) nopm na Kolekmopa Ha
npeou cevpssane. cnupamennomo kpauue (4)
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1-81 u B2) CBbprkere Mbxkusi LUER kpait
Ha exodsuama yovuxcumenna mpwvouuxa (5)
KBM TETHUS TTOPT HA KOAEKMopa Ha
cnupamenromo kpanue (4).

(691c pue. 9u 10)

1-r) 3Bazgere TanaTa Ha KOHEKTOpa Ha
LUER amanrtepa Ha mbpBUs MOPT Ha
KoleKmopa Ha cnupamennomo Kpande (4).
Cunien ToBa cBbpxkere LUER kpast Ha B-safe
wuna (2) KXbM IBPBUS IOPT HA KOHEKMOPA
na cnupamennomo kpanue (4).

(6orc. Due. 11)

Que. 9 Ilosuyuonupane Ha MbI*CKUA
LUER «paii na éxooawama
yowaCUmenta mpvouuka (5) npeou
c8vbp36ane KbM nemus Hopm.

lr
LUER kpaii na B-
safe mmna (2)

@ue. 11 Cevpssane na LUER kpas na
B-safe wuna (2) kom nvpeusi nopm na

KOHeKmopa Ha cnupameiliHomo Kpande

(4) cneo omcmpansasare Ha
s3anywankama.

Due. 10 3aevpweane na LUER
8PBIKAMA MENHCIY 6X005Uama
yovacumenna mpvouuka (5) u
nemusi NHOpm Ha KOJLeKkmopa Ha
cnupamenHomo kpanue (4).
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1-n1 u 1-12)

3aTBopeTe MbPBUSI BEHTHJI

Hauvauo (el — ON): ppukara e Ha eqHa
JIMHUS ChC CTIUPATEIHOTO KpaHde; wun (2)
— cnupamento kpanye (4) OTBOPEHO.
3aBbpTaHe: 3aBbpTETE ApHXKKaTa Ha 90° M0
YaCOBHUKOBATa CTpeika, nokato ,,OFF“ ce
HAcOYM KbM wuna (2).

Kpaii (€2 — OFF): wun (2) — cnupamenno
kpanue (4) 3aTBOPEHO.

(6orc. pue. 12 u 13)

/
@ ~ L2
LUER kpaii na B-
safe mmna

Que. 13 3asvpmane na 6enmuna Ha
90° no uacosnuxosama cmpenxa, 3a
oa ce docmuene nosuyusi OFF.:
Opwoickama e nepneHOUKyIapHa,
3aMBaAPANKU 8PBIKAMA MENHCOY
wuna (2) u xonexmopa (4).

Que. 12 [Tovpsusm eenmun 6
nonoowcenue ON: Opvorckama e
noopasHena ¢ B-safe wiuna (2) u
KONeKMopa Ha CRUpameIHomo
Kpanue (4), koemo nosgonsnsa
npemMuHaéanemo Ha ¢uyuoa.

2. CBbp3BaHe HAa KOHTelHepa CbC COJIHA
KHCEJUHA KbM BXOIHATA TPbOUYKA:

2-e) OrcTpaHeTe KarnavkaTta OT
nonmnponieHoBus (PP) cak, chabpikan
CMepUIHa X10po8o00POOHA KUCETUHA

0,1 mol/l, 220 mi (1).

(6oic. Que. 14)

2-x) Orcrpanere kanaukata ot B-safe wuna
).
(6orc. @ue. 15)

@

ocTpa Jacr

DQue. 14 Omcmpanseane na
Kanaykama om

Que. 15 Omcempanseane na
sawumnama xanayka om B-safe wiuna
NONUNPONUTIEHOBUSA CAK, (2) npedu nocmagsiHemo Mmy.

CvOBPIICaLlY CMEPUTIHA
X710p08000POOHA KUCENUHA

0,1 mol/l, 220 ml (1).
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2-31 & 2-32) BeBenete octpara vact Ha B-
safe wuna (2) B norunponunenosus cax (1).
VBeperte ce, Ue MIUIBT € BhBE/ICH J0Kpaid, 3a
Jla Ce OCUTYPH 3/IpaBO CBHP3BAHE.

(6orc. Que. 16 u 17)

@

oCTpa yacTt

1)
PP cak

Que. 16 Iloopasussane na
ocmpama yacm Ha B-safe wuna
(2) ¢ omeopa Ha
noaunponunerogus cax (1) npeou
nocmassite.

0CTpa yacT

Que. 17 Bveedxcoane na B-safe |
wuna (2) ookpaii 6 PP cax (1),
3a 0a ce ocuypu 30paso
cevp3sane.

3. CBbp3BaHe Ha BXOASIIATA TPbOMYKA
KBbM PaJIMOHYK/JIUIHUS TeHepaTop

n) Orcrpanere kanaukara Ha HCl mopta Ha
PanuOHYKIIMAHUS TEHEPaTop.

(6orc. Due. 18)

i) [Mpukpenere mbxkku LUER agantep (3)
kbM HCI nopta Ha painoHyKIHIHUS
TeHepaTop.

(6orc. Due. 19)

Que. 18 Kanauxa na HCI nopma na
PAOUOHYKIUOHUS 2eHepamop, npeou

omcmpaHsieaHe.

Que. 19 Ipukpensane Ha MbICKUs

LUER aoanmep (3) xom HCI nopma

HA paouoOHyKIUOHUS 2eHepamop.
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k) Ceppxere sxenckus LUER kpait Ha
BXOJIAIIATA yIBIDKUTETHA TPHOMUKa (5) KbM
HCI nopra upe3 npukpeneHus ajantep.

(8orc. Due. 20)

Que. 20 Cevpssane na scernckus LUER
Kpaii Ha 8X00AuWama yOvIiCumenta
mpwvouuka (5) kem HCI nopma ¢
npuxpenenus adanmep

4. CBbp3BaHe HA U3XOASIIATA TPHOUYKA
KBbM PaIHOHYKJIUJIHHUS T€HEPATOP

4-n1) OrcTpanere Kamaykara Ha Ga-68 mopra
Ha paJUOHYKIIMAHUA T'CHEPATOP.

(6orc. Due. 21)

4-m) Tpukpenere Bropus Mbxkkin LUER
amantep (3) kbm Ga-68 nmopra Ha
panuoOHYKIMIHUSA IT'€HEPATOP.

(8orc. Due. 22)

DQue. 21 Omcmpanseane na
rkanauxkama na Ga-68 nopma Ha
PAOUOHYKIUOHUS 2eHepamop.

X051
‘bJKATETHA

-
)

Que. 22 [pukpensane na smopus
mvocku LUER aoanmep (3) kom
Ga-68 nopma.
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4-u) Ceopxere sxenckus LUER kpait na
M3XOJIAIIATa yIBIDKUTENTHA TPhOHUKa (6) KbM
nopra Ga-68 upe3 mpUKpencHus agantep.

(6orc. Due. 23)

Que. 23 Cevp3sane Ha 6X003ujus
kpaii (scencku LUER kpaii) na
U3X005UWama yObI’CUmMenna
mpwvouuka (6) kom nopma Ga-68
upesz adanmepa.

23




5. 3aBbpuIBaHe HA MOHTAXKA

5-0) PaiMOHYKIMIHUAT T€HEPATOP
BEUE € TOTOB 3a eIyHpaHe.
[IpoBepeTe OTHOBO BCUUYKH BPB3KH,
3a J1a ce yBepuTe, Ue ca CUTypHH.
M30srBaiiTe CUIHO OI'bBaHE WU
MPUIUIIBAHE HA TPHOMYKHUTE, 32 J1a
MOAABPKATE MPABUJICH MOTOK IO
BpEMe Ha eTyupaHe.

(6orc. Due. 24)

Due. 24 Oxonuamenno cenobena Konpuaypayus Ha paouoHyKIUOHUSL
2eHepamop ¢ BCUUKYU CEbP3AHU NPUHAOTEHCHOCTIU.
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ITvpBa npoueaypa 3a pbYHO eIyHpaHe
[Ipenu mbpBOTO eTyHpaHe ce yBepeTe, Y€ CTHIKHUTE 10 CrI00sSBaHETO ca 3aBbPIICHH.

1. Heo06xoammMu MaTepuajId U 000py/aBaHe:

o JInunu npexna3uu cpencra (JIIIC): Enyupanero TpsOBa 1a ce U3BBPIIBA C
TIOJIXO/ISIIIA 3AIUTA 32 OYHTE, 3AIUTa 3a PBIETe U Ta0OPaTOPHO
obnekno.CnpunnoBka: Heo0xoauMa e cTepriiHa CIPUHIIOBKA ¢ 00eM MUHHUMYM
10 ml. Ipeanoynrar ce ABYKOMIIOHEHTHH CIPUHIIOBKHU; CIIPUHIIOBKHUTE C TYMEHO
Oyrano TpsOBa na ce n30ATBaT.

o daakoH 3a exqyaTta: Ekpanupan GiakoH WIN CBJ 3a eIyara, C MUHIMAaJIeH 00eM
10 ml. Tps6Ba na ce n30srBar 3amymanky 6e3 MOKPUTHE TOPad Bb3MOXKHOCTTA 32
EKCTpaKIMsl HA IWHK OT KUCEIUHHUS eyar.

2. TlpurorBsiHe HA eJIyeHT U 'bJIHEHE
Ha cnpuHIoBKa: CIpUHIIOBKAaTa Ce
MIPUKpPEIs KbM TOPHUS CTPAaHUYIEH

TIOPT Ha CIIMPATENHOTO Kpanue (2-pu 1-Bu
nopt). Bentuinst ce 3aBbpra B BeHIES
MMO3HLIKATA, TTocoueHa Ha Que. 25.

Cnen ToBa ot PP-koHTEHEpa B 2-pu
cripuHIOBKaTa ce u3rerisar 10 ml BEeHTHI

CTEpUJIHA, YITPAYNUCTa COJTHA
kucenuHa ¢ konuentpanus 0,1 mol/l.
Crporo TpsiOBa 1a ce u30srea

HAaBJIM3aHCTO HA BB3AYyX B 3-TH BEHTHI
CIIpUHIIOBKAaTA.
Que. 25 Taszu gueypa e nocouena 6 cmonka 2, ,, [loocomoska na enyenm u
3. CBLp3aHe Ha ChbJa 3a eayarTa: nuIHeHe Ha CNPUHYOBKA ', U NOKA36a NOZUYUAMA HA 6EHMULA 3A USMETAHE
Coba: ExpanupaHusaT cb[ 3a enyara Ha enyenm 6 cnpunyoskama.

TpsiOBa 1a Ob/ie CBBP3aH KbM
M3X0JIAIIaTa TPhOMUKA Ype3 MOAXOAMI KOHEKTOp. ChABT TPAOBa 1a UMa JIOCTAThUCH KalaluTeT,
3a ja modepe obema. 3a Ta3u Bpbh3Ka He TPSOBA Jia Ce M3MOJI3BAT METAJIHH WTJIH 3a CIIPUHIIOBKH.

4. Tlpouenypa Ha exyupaHe: Bropusar u
TPETUAT BCHTUJI HA KOJICKTOpa Ha
CIUPATEeTHOTO KPaHYe Ce 3aBbPTaT KbM
BXOJIHUS TIOPT HA PATUOHYKIIHTHUS
reHeparop. 3aBbpTeTe MbPBUS BEHTHI HA
180° 0OpaTHO Ha YaCOBHHMKOBATa CTPEIIKA J0
3aTBOpEHO noJyioxkenue. Torasa 10 ml
CTepUIIHA, YATPAYMCTA XJTIOPOBOJIOPOIHA
kucenuHa ¢ KonrerTpanus 0,1 mol/l me
MIPEMUHAT TIpe3 TeHepaTopa ChC CKOPOCT Ha
MOTOKA, HeHaiBUIaBamia 2 Ml/munyTa (BK.
Due. 26).

o Crna3BaHe Ha CKOPOCTTA Ha
noToka: [IpeBuiiaBaneTo Ha

3aaeHust JCOUT MOXKe J1a
Que. 26 Taszu ¢ueypa e nocouena 6 cmonra 4 ,, [lpoyedypa na enyupane u
HaMaln eKanoaTaHHOHHHH unocmpupa Koud)ueypauuﬂma uiu npoyeca Ha npemunasane Ha coiiama
JKMBOT Ha palUOHYKIIMIHUA Kucenuna npe3 2enepamopd.
reHepaTop.
o O0em Ha eyaupane: Jlokato 4 ml enyeHT OOMKHOBEHO ca JIOCTATHYHHM 3a ITHIHO
eIyupaHe Ha paJIMOHYKIUIHUS TeHEPaTop, 32 MbPBOHAYAITHOTO SIIyHpaHe ce
npenopbuBa o6em 10 ml.
o MOHUTOPHHI HA CHIPOTHBJIEHHETO. AKO 110 BpeMe Ha eIyHpaHeTo ce Habro1aBa
BHCOKO CHIIPOTUBIICHHUE, Pa3TBOPHT HE TPSIOBA Jla ce BIPHCKBA HACHIIA B
PaAMOHYKIUIHKS TeHepaToOp. AKO 3a eTyHpaHe ce U3I0JI3Ba MEPUCTAITHYHA MTOMIIA,
Ts1 TpsiOBa 1a O'bJic HACTpPOEHA Ha JeOHT, KOMTO He HaaBHIIaBa 2 Ml/MuHyTA.
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OmnepaTopbT TPSAOBA Ja MPOBEPH AU €TyCHTHT Tede 0e3 HeOOMIaiHO
CBIIPOTHBIICHHE; ETYUPAHETO TPsIOBa Jia ce MPEKPaTH, aKO ce HaOII0/1aBa BUCOKO
CBIIPOTHUBIICHUE.

KpuTHYHU eKCII0aTAIIMOHHH ChOOPaKeHNs !

o

EnyeHThT Tpsi0Ba 1a ce BhBEXK /A U3KIFOUUTEITHO TIPe3 ONpeIeTICHUST BXOJAeH MOPT.
Enyupanero Ha paguoHYKIHIHUS TeHEepaTop B 00paTHa MOCoKa € 3a0paHeHo.
BrBexkaHeTo Ha Bh3yX B KOJIOHATA HA PAJIMOHYKITUIHUS TEHEPATOp MOXKE J1a
JIOBeJIe 10 HamasieHa e()eKTUBHOCT Ha enyupane (qoous Ha *¢Ga).

5. CpOupaHe Ha e;iyaTa U U3MepBaHe Ha akTUBHocTTa. EnyarsT TpsiOBa 1a ce croupa B
eKpaHUpaH Chll. AKTHBHOCTTA Ha CHOpaHMS pa3TBOp TPsOBa J1a ce M3MEPH C IIOMOIITA Ha
KaJTMOpUpaH J030B KaIHOpaTop, 3a Jia ce onpe/eiu JoouBa Ha #Ga.

(@]

Axo 00eMbT Ha CHOpaHUsl elyaT € Mo-MalIbk OT 4 M|, U3MepBaHETO Ha AKTUBHOCTTA
MOJKe 12 He MPE/ICTaBs TOYHO OOILIKS TOTEHIHAICH JOOUB HA PaIMOHYKIUIHHS
reHeparop.

M3mepeHaTa akTUBHOCT TpsiOBa Ja ObJie KOPUTHpPaHa 110 OTHOIICHHE HA 3aTUXBAHETO
CIIPSIMO HAYAITHOTO BpEMe Ha ellyHpaHe.

3a 1a ce ONTUMHU3KMPA JOOUBBT OT PaJIUOHYKIHIHUS T€HEPATOp B KpaiiHaTa My
KOH(Urypamusi, ce IpernopbyBa ONpe/Ie/IsTHe Ha KA Ha eyupaHe Ype3 ChbOupaHe Ha
manku ¢pakiuu (Hamp. 0,5 ml).

6. IIspBu exyar: [IppBUAT enyart, MOJTydeH OT TeHepaToOpa, TPsAdBa 1a ce u3XBbpJau. Tosa e
3aBJDKUTEITHO TIOPaAH B3MOKHOCTTA 3a IPOHHUKBaHe Ha **Ge (repmannii-68) B Ta3u HavyaIHa
¢pakuus. [IpernopbunTenHo € cnenBauTe exyaTy Aa ObAaT TECTBAHU 3a MIPOHUKBaHE Ha #Ge
Yype3 cpaBHABaHE HA HUBAaTa Ha aKTUBHOCT Ha **Ga u **Ge.
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PyTunHo eayupane

a) OrcrpaHeTe Kamavkara OT BTOPHS MOPT Ha
KOJICKTOpA Ha CIIUPATEIHOTO KpaHue (4).
(6orc. Due. 27)

6) Ceopxere crepuina cripuriioBka ¢ LUER koHekTop
KbM BTOPHS TIOPT Ha KOJIEKTOpA Ha CITUPATEITHOTO
kpanue (4).

o [Ipukpenere 3ApaBO CIPUHIIOBKATA, 32
OCHUTYypHUTE Bph3Ka 32 MPEXBBPIISTHE HA
TEYHOCTTA O€3 MPOTHYAHE.

(8orc. Due. 28)

Due. 27 Omcmpanaeane Ha Kanaukama om
68MOpuUsL NOPM HA CRUPAMENHOMO Kpanue (4) 3a
NO020MOBKA 34 C8bP36AHE HA CNPUHYOBKAMA.

Due. 28 Cevp3zsane Ha cmepuina CHPUHYOBKA KbM GMOPUs
nopm Ha KoNeKmopa Ha CRUpamerHomo Kpanye (4) upes
LUER xonexmop 3a enyupane.
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B) 3aBbprete ot no3us ,,Off mbpBus BeHTHI Ha
CIHMPATETHOTO KpaHue (4), 3a Ja ce MOAPABHU C
BXOJIAIIATA yIBIDKUTETHA TPhOUUKa (5), KOeTo 11e
1o3BoJM MOTOK OT Topbara ¢ HCl kM cripuHIIOBKATA.
+ Toga perynmupane Ha BEHTHJIAa OTBApsI BT 32
HAIThJIBAHE HAa CIIPUHIIOBKATA C Pa3TBOP Ha
XJIOPOBOJIOPOIHA KUCETHHA.
(601c. Due. 29)

1-B1

r) Hammbirete cnipunmioBkara ¢ 4 ml crepuina
XJIOPOBOJIOPOIHA KUCEINHA, KATO U3TErIIHTe OyTaaoTo;
yBepeTe ce, Y€ B CIPUHIIOBKATA HE € MMOMaIHal Bh3IyX.
 baBHO u3sTeriere pa3rBopa, 3a 1a u3berHere
00pa3yBaHETO Ha BB3IYIIHH MEXypUeTa, KaTo
HAITBJIHUTE CIPUHIIOBKATA JI0 HEOOXOAUMHUS
obem.
(6o1c. Due. 30)

Que. 29 Ilodpasussane na pvykama Ha 6eHmMuUad, 3a 0d ce
N03601U NPeMUHABAHE HA NOMOK OM CAKA C X10POO0BOPOOHA
KUCeNUHA npe3 8xo0auama yovixcumenua mpouuka (5) 6
CNPUHYOBKAMA.

Que. 30 Usmeensne na 4 ml cmepunen pasmsop na
X210P060OOPOOHA KUCENUHA 6 CNPUHYOBKAMA, KAMO ce U30526a
obpasysanemo Ha 8b30YUHU MeXypuema.
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n) VBepere ce, ue nozuruute ,,Off Ha BTOpUS M TpeTHs
BEHTHJI ca TIOJIPAaBHEHU C TPETHS U YSTBHPTHUS TOPT HA
CITUPATEITHOTO KpaHUe, CIIe]l KOSTO 3aBbPTETE OT
mo3unus ,,Off mbpBHst BeHTHII, 32 a ce MoapaBHu ¢ B-
safe mwma (2).
» Ta3u pekoH}UTrypanus HacOYBa MOTOKA OT
CIIPUHIIOBKATa KbM IF'eHepaTopa 3a eayupaHe.
(6oic. Due. 31)

¢) Hatucuere OyTanoro, 3a a 3al04HETE €ITyHPAHETO,
KaTo KOHTPOJIMPATE CKOPOCTTA Ha IMOTOKA J1a HE
Hajsumasa 2 ml B MunyTa.

* BaunmarenHo HaTHCHETe OyTanoTo, 3a 1a
eJlynparte reHepaTopa, KaTo NoJIbpxKaTe
HPenopbUUTENIHHS AEOUT 32 ONTUMAIHA padoTa.
(6o1c. Duez. 32)

* EnyarsT ce cbOupa B eKpaHUpaH Ch/.
AKTUBHOCTTa Ha CbOpaHus pa3TBOp TPAOBa 1a
Ce U3MepH C IIOMOIITA Ha KaTHUOpUpaH 1030B
KaJuopaTop.

3 -TH mopT

(4)

m/] -TH OPT

Due. 31 Hacmpotieane na 6cuuku no3uyuu Ha 6eHMuIUmMe Ha
OFF, ¢ usknouenue Ha Nbpeus 6eHmul, KOUmo e 3a8bpmsH,
3a 0a NO360/1U NOMOK OM CHPUHYOBKAMA KbM 2eHEPAMopa 3d

enyupane.

Que. 32 3anousane na enyupame upe3 1eKo HAMUCKAHe HA
6ymanomo na CHpUHYOBKAMA, NOOOBLPIUCATUKU
KOHMPOIUPAHa CKOPOCH HA NOMOKA, HEHAOBUWABAWA
2 ml/min.
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CmMsHa Ha caka ¢ XJIOPOBOAOPOJHA KMCCIIMHA

BHUMAHMHE:

AcenTHyHaTa TEXHHUKA € OT PEIIABaIlo 3HAYCHHUE 3a MO IbPKAHE Ha ~ 2
CTEpPHITHOCT U TPsIOBA Ja ce U3IOJ3Ba 10 BpeMe Ha MpoIielypara 1mo @
cMsiHa. BuHaru HoceTe moJXO0IAIIN JIMYHU MPe/Ia3Hi CPeCcTBa Bl 1T
(JITIC), BKIFOUHUTETHO PHKABUIH, IIPEAIIA3HU CPEJCTBA 32 OUU U
nmabopaTopHa MPECTIIIKA.

1. KoraTo CTepHIHHSAT caK ¢ XJopoBoaopoaHa kucenuna 0,1 mol/l e
MOYTH Pa3eH, TOM MOKe J1a ObJie 3aMEHEH C HOB CTEPHIICH CaK C
xmopoBogopoaHa kucemura 0,1 mol/l.

BHUMAHMUE:

He tpsi0Ba na Bin3a Bb31yX B paIuOHYKIUAHUS TEHEPATOP.
BnuzaneTo Ha BB3AyX MOJKE /1a HApYIIK CTEPHIIHOCTTA U J1a
nosiusie Ha paboTaTa Ha reHeparTopa.

[Ipenu na paskauuTe Npa3HUs Cax:

a) 3aBbpreTe Ha no3urws ,,Off mbpBHs BeHTIT Ha i
CHUpaTeIHOTO Kpanye (4), 3a 1a ce noapasuu ¢ B-safe Due. 33 3asvpmarie nvpeus 6eHMUIL 6 NOFUYUSL
mmrna (2). ToBa 3aTBapsi IBTS HA MOTOKA OT CaKa C OFF 3a uzonupane na caxa ¢ KucenuHd.

XJIOPOBOJIOPOJIHA KUCEJIMHA, TIPEJOTBPATIBANKH
HABJIN3aHETO WIIM U3JIM3aHETO HA Pa3TBOP MJIM BB3/yX 10 BPEME Ha MPOIIECa Ha MMOAMSHA.
(6orc. Duez. 33)

] i
f |
1 t
’ |
rl
o
6) Usrernere B-safe mmmna (2) ot mpas3uust cax ¢ 5 .
xnopoBoopoHa kucenuHa (1). (sorc. Que. 34)
@
B- safe mumn

Que. 34 Uzsascoane na B-safe wiuna
(2) om npasnus cax ¢ kucenuna (1).
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2. Tlpemopruuntenso e na cmenute B-safe mmma ¢ HoB crepunen B-safe mun, nocraBen ¢ Bceku HOB
Cak C XJIOPOBOJIOPO/IHA KHCENHNHA, 32 J1a CE MOAIbpIKa CTEPHUITHOCT.
B) IIpukpenere HoBust B-safe i (2) KkbM HOBHSI CTEPHJICH CaK C XJIOPOBOIOPOIHA KUCETHHA
0,1 mol/l, 220 ml (1).

3. CBbprkeTe OTHOBO CHCTEMATa:
r) MouTupaiite B-safe muna (2) kbM IbpBHUS MOPT HA KOJEKTOPA HAa CITUPATETHOTO KpaHIe
(4).
1) 3akaueTe HOBHS CaK C XJIOPOBOJAOPOIHA KUCEINHA OJIM30 10 BXOJHHUS ITOPT HAJ
PaTHOHYKITHIHUS TeHepaTop.

4. Ilomrorsere cucremara 3a elyHpaHe:
BuumarenHo npoBepete 3a Bb3AYIIHU MEXypUeTa B KOJIEKTOpa Ha CIIUPATEIIHOTO KpaHye 1
CBBP3aHUTE TPHOUYKH.
BbaBHO oTcTpaHeTe Henus Bb3AyX OT KOJIEKTOPa Ha CIIUPATETHOTO KpaHie, KaTo U3I0JI3BaTe
BeHTIIINTE. He € HeoOxommMo Ja oTAeNsaTe yABIDKATEHATA BXOIHA TpBOa (5) oT
PaIMOHYKIUIHUS TeHepaTopa Uik OT KOJIEKTOPa Ha CIIMPATEeTHOTO KpaH4e.

BHUMAHHUE:

Tpsi0Ba na ce U305TBa HABIM3AHETO HAa BB3AYX B PAIHOHYKIHIHUI TeHEPATOp, 32 J1a ce
MOJTbPKa HEroBaTa MpaBWIHA (YHKIHS U CTEPUITHOCT.

5. Koraro crimpareqHHusT KpaH € HallbJIHeH U 00e3Bb3IyIIIEH, 3aTBOPETE BEHTHIIUTE, 32 Ja CIIPETE
MOTOKA.

PapnonyknuaHus TeHepaToOp Bede € roToB 3a enyupane. [Ipoabinkere mo Bamwst crangapTen
MIPOTOKOJI 32 eyHpaHe, KaTo ce YBEPUTE, e ca CMa3eHW BCHYKH MEPKH 3a 0€30MacHOCT U MPOLeyPHU

YKa3aHusl.

HenpexkbcHATO PYTHHHO €IYHPaHE:

1. TloBTOpeTre CTHIKUTE HA MBPBOTO eIyHpaHe, HO U3MO0J3BaiiTe camo 4 M| 3a HEMPEeKbCHATOTO
pyrunHo enyupane. [eneparopst GalenVita e npoextupan a enynpa nsiara nanuuna *®Ga
aKTUBHOCT B 00em ot 4 ml.

2. Enywupaiite pagunonyknuanus reaeparop GalenVita Bcexu paboten nen ¢ 4 ml crepuinna
xmopoBogopoHa kucenuaa 0,1 mol/l.

3. Enywmpanmsr pasteop e GuCTbp, CTEpUIIEH U Oe31BeTeH pasTBop Ha ramues (%Ga) xmopua ¢ pH
mexay 0,5 u 2,0 u paguoxumuyHa yuctota Hag 95%. [IpoBepere OucTpoTaTa Ha eilyara mpeau
ynoTpeba 1 ro U3XBbpIIETe, aKO Pa3TBOPHT HE € OUCTHP.

4. AKO TeHepaTOphT He € OWII U3MON3BaH B IPOALIDKEHHE Ha 3 MM TTOBEYE JHM, CBOOOaHHTE %Ge
HOHU ce HaTpyIBaT B KOJIOHATa C Te4eHue Ha BpemeTo. [lopaau ToBa ce mpenopbyBa KOJIOHATa J1a
ce elyupa BeIHbX IoHE 7 — 24 yaca npeau enyupaHe 3a Mapkupane. ToBa enynpane TpsiOBa aa ce
u3BBpIH ¢ omorra Ha 10 ml crepuaa xmoposogoposHa kucenuna 0,1 mol/l, 3a na ce ormusT
HAITBJIHO OHEYHCTBAHUSTA OT KOJIOHATA.

5. Enyarst Tpsa6Ba 1a Ob1e TecTBaH 3a MpobuB Ha 8Ge npenu paguoHyKINIHUAT FeHepaTop Aa
BJIe3¢ B PyTHHHA yIIOTpeOa ¥ ciie]] TOBa MOHE BETHBXK MECEYHO 10 BpeMe Ha pPyTHHHOTO
eJyupaHe, KaTo ce CpaBHABAa HUBOTO Ha akTUBHOCT Ha *8Ga u %Ge. 3a noseue noapobHOCTH
Bukte Ph. Eur. monorpadus 2464.

BHUMAHHME:

AXO B HIKaKbB MOMCHT C€ IIOSBU TCY, HEe3a0aBHO CHPETC CIIYUPAHECTO U CC omnuTanTe Ja OrpaHuvIUTC
u3Tn4damniaTta TCYHOCT.
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I'eneparopsT 8Ge/%®Ga ce mocrass ¢ 220 ml crepunna xnoposogopoana kuceanna 0,1 mol/l. Tosa
KOJIMYECTBO OOMKHOBEHO € 0CTaThuHO 3a NoHe 50 enyupanus. I'eneparopst 8Ge/®Ga Tpsabsa na ce
eJlyHpa camo ChC CTepUIHA XJI0posoaopoaHa kucenuna 0,1 mol/l, nocrasena ot npurexatens Ha
paspelLIeHreTo 3a ynoTpeoa.

JIOTIBITHUTEHN KOHTEHHEPH MOTAT J1a ObIaT 3aKyIEHN KaTO KOHCYMATHBHU OT MPHUTEKATEIS Ha
paspelieHueTo 3a ynorpeoa.

I[06I/IB OpHu CJIYHPAHE C PAAHOHYKIIMACH I'CHEPATOP

AKTHBHOCTTa, TOCOYEHA HA €TUKETA HA PAIMOHYKIMIHUS TEHEPATOP, Ce n3passsa B *Ge, HanmuueHn
KbM JaTata Ha kanmuopupane (12:00 CET). Hanuunara %8Ga aktunoct 3aBucu ot %Ge aktusHOCTTa B
MOMEHTA Ha eJlyHpaHe U U3MUHAJIOTO BpEME OT IIPEIUILIHOTO EIyHpaHe.

PajiMOHyKIIMIEH TEHEPATOP B ITBIHO PABHOBECHE J1aBa MoBede OT 55% %Ga npu n3nonssane Ha
enyupar 0oem ot 4 ml crepuiana xaopoBogopoana kuceauna 0,1 mol/l. Teit kaTo T0OUBHT IpH
eTyupaHe MOXe J]a Bapupa, akTUBHOCTTa Ha ®Ga B enyara BuHaru Tps0Ba 1a ce H3MepBa Npeu
mocIie/IBaiia ymnorpeoa.

JloOuBBT IIe Hamaslee ¢ pasnaza Ha usxoauus nykmua %8Ge ¢ Bpemero. Hanpumep cien 9 Mecela
pasnan (39 cenmunn) ®Ge me namanee ¢ 50% (Bx. Tabnuua 4). 3a a M3UMCIMTE HACTOSAMIATA
akTuBHOCT Ha %8Ge, ymHokeTe akTuBHOCTTA Ha %Ge KbM aTaTa Ha KaIMOpPUpaHE ChC CHOTBETHHUS
¢axTop Ha pa3naj 3a CbOTBETHOTO U3MUHAJIO BpEME B CEJAMUIIH.

Tabauua 4: Tabauua 3a pasnaa na %Ge

HN3muHano Bpeme B DaKTOop Ha pa3naj HN3muHano0 Bpeme B DaxkTOop HA pasnajg
ceAMM I ceAMHM I

1 0,98 27 0,62
2 0,96 28 0,61
3 0,95 29 0,59
4 0,93 30 0,58
8 0,91 31 0,57
6 0,90 32 0,56
7 0,88 33 0,55
8 0,87 34 0,54
9 0,85 35 0,53
10 0,84 36 0,52
11 0,82 37 0,52
12 0,81 38 0,51
13 0,79 39 0,50
14 0,78 40 0,49
15 0,76 41 0,48
16 0,75 42 0,47
17 0,74 43 0,46
18 0,72 44 0,45
19 0,71 45 0,45
20 0,70 46 0,44
21 0,69 47 0,43
22 0,67 48 0,42
23 0,66 49 0,42
24 0,65 50 0,41
25 0,64 51 0,40
26 0,63 52 0,39
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Cnen enyupane %8Ga mie ce HaTpyna oT HenpeKbCHATHS pasnaj Ha u3xoquus ©Ge. PaquoRyKIMIHUAT
rE€HEpPaTOp M3MCKBA HAl-MaIKO 7 4Yaca, 3a Jia TIOCTUIHE TTOYTH IbJICH JOOUB CJIEl eMyMpane, HO Ha
NPAKTUKA € Bb3MOXKHO PaJUOHYKIUIHUAT TEHEPATOP Ja ce elyupa Mo-paHo, B 3aBUCUMOCT OT
aKTMBHOCTTA My U aKTMBHOCTTa, HEOOXOMMAa 3a PaJMOM30TONHOTO Mapkupase. Tabnuna 5 nokassa
Koe()MIMEHTa Ha HATPYTIBAHE Ha aKTUBHOCT Ha %8Ga ¢ BpemeTo, 10 410 MUHYTH clieq eynpaHe.

Ta6auua 5: @akTopu Ha HaTpynBane Ha *%Ga

HN3muHano Bpeme B DaKTop Ha HN3munano Bpeme B DaxkTop HA
MHHYTH HATpyYNBaHe MHHYTH HATpPYIIBaHe
0 0,00 210 0,88
10 0,10 220 0,89
20 0,19 230 0,91
30 0,26 240 0,91
40 0,34 250 0,92
50 0,40 260 0,93
60 0,46 270 0,94
70 0,51 280 0,94
80 0,56 290 0,95
90 0,60 300 0,95
100 0,64 310 0,96
110 0,68 320 0,96
120 0,71 330 0,97
130 0,74 340 0,97
140 0,76 350 0,97
150 0,78 360 0,97
160 0,81 370 0,98
170 0,82 380 0,98
180 0,84 390 0,98
190 0,86 400 0,98
200 0,87 410 0,98

3a uH(OPMAIMOHHH LENH T10-[0J1y € IPEJ0CTaBeHa M Tabaunara 3a pasnaj Ha *8Ga.

Ta6auna 6: Taéauna 3a pasnan na ©Ga

HN3muHano Bpeme B ®akTop Ha pa3najg HN3muHan0 Bpeme B daxkTop HA pa3najg
MMHYTH MHMHYTH

1 0,99 35 0,70
2 0,98 36 0,69
3 0,97 37 0,69
4 0,96 38 0,68
5 0,95 39 0,67
6 0,94 40 0,67
7 0,93 41 0,66
8 0,92 42 0,65
9 0,91 43 0,65
10 0,90 44 0,64
11 0,89 45 0,63
12 0,89 46 0,63
13 0,88 47 0,62
14 0,87 48 0,61
15 0,87 49 0,61
16 0,85 50 0,60
17 0,84 51 0,60
18 0,83 52 0,59
19 0,82 53 0,58
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20 0,82 54 0,58
21 0,82 55 0,57
22 0,80 56 0,57
23 0,79 57 0,56
24 0,78 58 0,55
25 0,78 59 0,55
26 0,77 60 0,54
27 0,76 61 0,54
28 0,75 62 0,53
29 0,74 63 0,53
30 0,74 64 0,52
31 0,73 65 0,52
32 0,72 66 0,51
33 0,71 67 0,51
34 0,71 68 0,50

KonTpois Ha KauecTBOTO

AKo e Bb3MOXKHO, OMCTpOTaTa Ha pa3TBopa, pH 1 paguoakTHBHOCTTa TpsiOBa 1a ObAAT MPOBEPEHH
IpeIu paJrion30TOITHO MapKHpaHe.

[Ipo6us na %Ge

Masko konmuaectBo ®Ge ce 0TMHBA OT KOJIOHATA HA PAIMOHYKIIMIHUS TEHEPATOP MPH BCAKO
enyupane. [Ipo6ussT Ha 8Ge ce uzpassasa kato nponent ot odmara %8Ga akTuBHOCT, enynpana ot
KOJIOHATa, KOPUrHpaHa 3a pasnaj, u He Hagsumasa 0,001% ot enyupanara ®Ga aktusHOCT.
[Ipo6usbT Ha *8Ge Moxe obaue na ce yBemnun Haz 0,001%, ako paIHOHYKINIHUAT FEHEPATOP HE CE
exyupa HAKonko AHU. CleoBaTeTHo, ako PaAuOHYKIUIHUAT T€HEPATOp HE € eyUpaH B
NpPOIb/DKCHUE HAa 72 Yaca WM 1oBeve, Toi TpsiOBa qa Objie npeasaputenHo exyupas ¢ 10 ml
crepuiHa 0,1 mol/l conna kucenrHa oHe 7 Yaca npeau npeiBuaeHaTa ynorpeda (BpeMeTo MexXay
MPEBAPUTETHOTO eIyUpaHe U eTyHPaHeTo 3a palioMapKUpaHe Moxe 1a Objie HaManeHo, aKo
MIpeJIBUIeHaTa IpoIielypa 3a paJuoMapKUpaHe He N3UCKBa MaKCUMaIHO MOCTH)KMMATa aKTUBHOCT Ha
exnyara). Koraro ce ciepar Te3u HHCTPYKIMH, TpoOUBBT Ha *8Ge TpsGBa MOCTOSHHO 112 0CTaBa Moj
0,001% B emyatute, MosTy4eHu 3a paglon30TOITHO MapKUpaHe. 3a J1a ce MOAAbpkKa HUCKO HUBO Ha
npoOuB, TeHEPaTOPHT TPSIOBA J1a ce enyHpa IMOHe BEIHBK Ha paboTeH aeH. Korarto ce nsmnon3sa
CBITIACHO TE€3HW WHCTPYKIUH, TPOOUBHT TpsiOBa aa ocrane mox 0,001% B mpoabmkenue Ha 12 mecena.
3a j1a ce TecTBa 3a npoOuB Ha *®Ge, TpsOBa J1a ce MpaBM CpaBHABaHE HA HUBOTO Ha aKTMBHOCT Ha ®Ga
u *®Ge B enyara. 3a noseue noapoOHOCTH, MOJIs, BukTe Ph. Eur. Mmonorpagus 2464.

Hewnsnon3panusr JICKAPCTBCH NPOAYKT WIN OTHAABYHUTC MATCPUAJIN OT HETO Tpﬂ6Ba Aa CC U3XBBPJIAT
B CbOTBECTCTBUEC C MCCTHUTC N3UCKBaHMU.

TMoxpoOHa uHpopMaIlrs 3a TO3H JEKApCTBEH MPOJYKT € Mpe0CTaBeHa Ha yebcalita Ha EBpomneiickaTa
areHIus Mo jekapcTeata https://www.ema.europa.eu.
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MNPUJIOXKEHHUE |1

MMPON3BOINTEJ (M), OTTOBOPEH(HH) 3A
OCBOBOKJIABAHE HA IAPTHIN

YCJIOBUSA NJIN OTPAHUYEHMUSA 3A TOCTABKA "
YIIOTPEBA

APYI'U YCJIIOBUSA U U3BUCKBAHUSA HA PASPEHIEHUETO 3A
YIIOTPEBA

YCJIOBUSA WJIN OT'PAHUYEHMUSA 3A BE3OITACHA U
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT
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A.  NIPOU3BOIUTEJI(M), OTTOBOPEH(HH) 3A OCBOBOX/IABAHE HA ITAPTUIN

HmMe u aapec Ha HDOI/I3BOI[I/IT6J'I}I(I/ITC)., OTFOBODCH(HI/I) 3a OCB060)KI[aBaHe Ha MapTHuauTe

Curium Bulgaria EOOD
Lulin District,

128 Bansko Shose Str.,
Sofia 1331, Bulgaria

b. YCJI0OBHUA NI OI'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlekapCTBEHUAT MPOAYKT CE OTIYCKa MO OrPaHUuCHO JeKapcKo npeanucanue (Bx. [Ipunoxenue I
Kpatka xapakTepucTiKa Ha IPOIyKTa, Touka 4.2).

B. JAPYI'N YCJIIOBUS U UBNCKBAHMUS HA PABPEILIEHUETO 3A YIIOTPEBA
o IMepuoanyHu aKTyaau3upaHu Jokjaaau 3a 6ezonacHoct (ITAJIB)

W3uckBanusra 3a nogaBane Ha [IAJIB 3a TO3U neKapCcTBEH MPOAYKT Ca OCOYEHH B CIHCHKA C
pedepentauTe natu Ha EBpormetickus cpro3 (EURD cnmcek), npeasuner B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO, 1 BbB BCUUKH CIIEIBAIIH aKTyaJIM3allH, ITyOJHMKYBaHH Ha €BPOIEHCKUS
yeOropTain 3a JeKapcTBa.

I'.  YCJI0BUA UJIN OTPAHUYEHUS 3A BE3OITACHA 1 E@EKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUS ITPOAYKT

o Ilnan 3a ynpasJienue Ha pucka (ITYP)

[purexaressar Ha paspeiiennero 3a ynorpebda (ITPY) TpsioBa 1a n3BbpIiBa H3UCKBAHUTE ISHHOCTH U
JIECTBUS, CBBP3aHU C TIPOCiIe/siBaHe Ha JIeKapcTBeHaTa 0€301acHOCT, ocoueHH B o100penus [TYP,
npezcraBed B Moayin 1.8.2 Ha pa3penieHueTo 3a ynorpeda, KakTo U BbB BCHUKH CJIE/IBALIH 0JI00PEHH
akTyanu3auuu Ha [TYP.

Axryammsupas [IYP TpsiOBa na ce mogasa:

e 110 HcKaHe Ha EBporneiickara areHuus 1o JekapcTBara;

e BHHAIW, KOTaTo ce U3MEHS CHCTeMaTa 3a yIpaBJIeHUEe Ha PUCKa, 0COOEHO B pe3yaTar Ha
moJiydyaBaHe Ha HOBa MH(OpPMAIIKs, KOSITO MOXKE Jia IOBEIE 0 3HAYMMU IPOMECHH B
CHOTHOILECHUETO OJI3a/PUCK, WK CIIe]l IOCTUTaHE Ha BaykeH eTarl (BbB Bpb3Ka ¢
npoclie/isiBaHe Ha JICKapCTBEHaTa OE30IIaCHOCT WITH CBEXK/IaHE Ha PUCKA JI0 MUHUMYM).
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NPUJIOXKEHHUE Il

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

PAJNOHYKJ/IMAEH 'EHEPATOP

‘ 1. HUME HA JIEKAPCTBEHMSA TPOAYKT

GalenVita 0,74 GBq paanoHyKJIHICH TeHEPATOP
repmanues (%Ge) xnopun/ramues (*8Ga) xnopun

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

repmanues (%Ge) xnopun/ramues (%Ga) xnopun 0,74 GBq

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

MaTpuia Ha KOJIOHATA: THTAHOB THOKCHT
PasTBOpHUTE: CTEpUIHA XJII0OpOBOAOpoaHa kucenuna 0,1 mol/l

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

PagnonyxnuaeH reneparop

AxtuBHOCT Ha repmanus (%Ge) kbM narara Ha kanubpupane: {X.XX}
AKTUBHOCT Ha TIOJjIeXKanus Ha exyupane ramui (°8Ga): > 55% npu paBHOBecHe
Hara na kanmmubpupane: {JJJI/MM/ITTT} (12:00 CET)

[IpuHaAIeKHOCTH, JOCTABEHHU C TeHEepaTopa:

1 6p. crepriHa x10poBoxopoaHa kucearna 0,1 mol/l, 220 ml B monmnponuieHoB cak
1 6p. B-safe mmn

2 6p. apnantepu Mbxxkku LUER

1 6p. KOJIEKTOp HA CIMPATEIHOTO KPaHUe

1 6p. BXozsa yABIKATENHA TPHOMUKA

1 6p. uzxomsIma yABDKUTETHA TPHONIKA

ISR NC NS .

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

3a paInON30TOITHO MapKupaxe in Vitro.
He e npeanazHaveH 3a TUPEKTHO MPHUJIOKEHUE HA TTALIUEHTH.
[Ipenu ymoTtpeba npoyerere JINCTOBKATA.

6. CIIEIMAJIHO NPEAYHPEXKXIEHUE, YE JEKAPCTBEHUAT ITPOAYKT TPSBBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOI'JIEJA U IOCEI'A HA JEIIA

I[a CC CbXpaHABa Ha MACTO, HEAOCTBHITHO 3a IC1A.
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‘ 7. JAPYI'U CHEHUAJIHM NPEAYHPEXIEHUSA, AKO E HEOBXOJIUMO

PannodapmarieBTHK

‘ 8. JATA HA N3TUYAHE HA CPOKA HA I'OJIHOCT

Tl'ogen no: {AJJ/MM/TTTT}
Crnen enyrpaHe U3IIONI3BANTE eryaTa He3a0aBHO.

9. CIHELHUAJIHHU YCJIOBUSI HA CbXPAHEHUE

He pasrno0sBaiiTe anyMUHUEBHS KOPILYC.
CpxpaHeHHeTo TpaOBa 1a 0bJe B ChOTBETCTBHUE C HATMOHATHUTE pa3nopeaOn 3a painiOoaKTUBHH
MaTepHUaH.

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

IIpouetere nucToBKaTa 32 HHGOpPMALMS OTHOCHO yroTpeba, padoTa u U3XBBPJISHE.

11. HUME U AAPEC HA ITPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Curium Romania SRL
Pantelimon, Str. Gradinarilor, nr.1
lIfov

Romania

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/25/2004/001

13. TAPTHUJAEH HOMEP

ITapTuna:

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA
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[Ipuero e ocHOBaHME na He ce BKItoun nHpopMarus Ha bpaitnosa a3dyka.

17. YHUKAJIEH HAEHTUO®UKATOP — JIBYU3MEPEH BAPKO/J

Henpunoxumo

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

Henpunoxumo

41



JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

PAJNOHYKJ/IMAEH 'EHEPATOP

‘ 1. HUME HA JIEKAPCTBEHMSA TPOAYKT

GalenVita 1,11 GBq paanoHyKJIHICH TeHEPATOP

repmanues (%Ge) xnopug/ranues ($Ga) xnopun

2. OBSABSJABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

repmanues (®Ge) xnopun/ranues (¥Ga) xnopunl,11 GBq

3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

Marpuna Ha K0JIOHATA: THTAHOB THOKCHT
Pa3TBOpuTEN: cTepHIIHA XJI0pOoBOAOpOoaHA KrceauHa 0,1 mol/l

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

PagnonyxnuaeH reneparop

AxtuBHOCT Ha repmanus (%Ge) kbM narara Ha kanubpupane: {X.XX}
AKTHBHOCT Ha MOJyIeKaIMs Ha exyupane ranmui (%Ga): > 55% npu paBHOBecHe
Mara na xanuOpupane: {JIJJ/MM/TTTT} (12:00 CET)

Axcecoapu, TOCTaBEHHU C TeHepaTopa:

1. 1 6p. crepuiHa xsopoBogopoaHa kucenuna 0,1 mol/l, 220 ml B monunponuieHoB cak
. 1 6p. B-safe mmn

. 2 6p. aganrepu mbxkun LUER

. 1 Op. KOJNEKTOp Ha CIIMPATENHOTO KpaHue

. 1 6p. BXOmAIIa YABIDKATETHA TPHOMUIKA

. 1 Op. u3xo 1A YABIKUTEIHA TPHOHUKa

ok, WN

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

3a paInON30TOITHO MapKupaxe in Vitro.
He e npeanazHaveH 3a TUPEKTHO MPHUJIOKEHUE HA TTALIUEHTH.
[Ipenu ymoTtpeba npoyerere JINCTOBKATA.

6. CIIEIMAJIHO NPEAYHPEXKXIEHUE, YE JEKAPCTBEHUAT ITPOAYKT TPSBBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOI'JIEJA U IOCEI'A HA JEIIA

I[a CC CbXpaHABa Ha MACTO, HEAOCTBHITHO 3a IC1A.
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‘ 7. JAPYI'U CHEHUAJIHM NPEAYHPEXIEHUSA, AKO E HEOBXOJIUMO

PannodapmarieBTHK

8. JATA HA N3TUYAHE HA CPOKA HA I'OJHOCT

Tl'ogen no: {AJJ/MM/TTTT}
Crnen enyrpaHe U3IIONI3BANTE eryaTa He3a0aBHO.

9. CIHELHUAJIHHU YCJIOBUSI HA CbXPAHEHUE

He pasrno0sBaiite amyMuHHEBHS KOPIIYC.
CpxpaHeHHeTo TpaOBa 1a ObJe B ChOTBETCTBHUE C HATMOHATHUTE Pa3nopeaOu 3a pain0aKTUBHH
MaTepHUaH.

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

IIpouetere nucToBKaTa 32 HHGOpPMALMS OTHOCHO yroTpeba, padoTa u U3XBBPJISHE.

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

Curium Romania SRL
Pantelimon, Str. Gradinarilor, nr.1
lIfov

Romania

12. HOMEP(A) HA PABPEIHIEHUETO 3A YIIOTPEBA

EU/1/25/2004/002

13. TAPTHIAEH HOMEP

ITaptuna:

14. HAYUH HA OTITYCKAHE

15. YKA3AHUNA 3A YIIOTPEBA

16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

[puero e ocHOBaHMeE /1a HE ce BKIIIOYM HH(pOpManus Ha bpaiinosa az0yka.
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17. YHUKAJIEH UAEHTUO®UKATOP — JIBYU3MEPEH BAPKO/|

Hemnpunoxxumo

18. YHUKAJIEH HAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

Hemnpunoxxumo

a4



JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

PAJNOHYKJ/IMAEH 'EHEPATOP

‘ 1. HUME HA JIEKAPCTBEHMSA TPOAYKT

GalenVita 1,48 GBq paanoHyKJIHICH TeHEPATOP

repmanues (%Ge) xnopug/ranues ($Ga) xnopun

2. OBSABSJABAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

repmanues (®Ge) xnopun/ranues (¥Ga) xnopun 1,48 GBq

3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

Marpuna Ha K0JIOHATA: THTAHOB THOKCHT
Pa3TBOpuTEN: cTepHIIHA XJI0pOoBOAOpOoaHA KrceauHa 0,1 mol/l

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIJHA OITAKOBKA

PagnonyxnuaeH reneparop

AxtuBHOCT Ha repmanus (%Ge) kbM narara Ha kanubpupane: {X.XX}
AKTHBHOCT Ha MOJyIeKaIMs Ha exyupane ranmui (%Ga): > 55% npu paBHOBecHe
Mara na xanuOpupane: {JIJJ/MM/TTTT} (12:00 CET)

AxcecoapH, TOCTaBEHH C TeHepaTopa:

1. 1 6p. crepuina xsopoBogopoaHa kucenuna 0,1 mol/l, 220 ml B monunponuieHoB cak
. 1 6p. B-safe mmn

. 2 6p. aganrepu mbxkun LUER

. 1 Op. KOJNEKTOp Ha CIIMPATENHOTO KpaHue

. 1 6p. BXOmAIIa YABIDKATETHA TPHOMUIKA

. 1 Op. u3xo 1A YABIKUTEIHA TPHOHUKa

ok, WN

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

3a paInON30TOITHO MapKupaxe in Vitro.
He e npeanazHaveH 3a TUPEKTHO MPHUJIOKEHUE HA TTALIUEHTH.
[Ipenu ymoTtpeba npoyerere JINCTOBKATA.

6. CIIEIMAJIHO NPEAYHPEXKXIEHUE, YE JEKAPCTBEHUAT ITPOAYKT TPSBBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOI'JIEJA U IOCEI'A HA JEIIA

I[a CC CbXpaHABa Ha MACTO, HEAOCTBHITHO 3a IC1A.
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‘ 7. JAPYI'U CHEHUAJIHM NPEAYHPEXIEHUSA, AKO E HEOBXOJIUMO

PannodapmarieBTHK

8. JATA HA N3TUYAHE HA CPOKA HA I'OJIHOCT

Tl'ogen no: {AJJ/MM/TTTT}
Crnen enyrpaHe U3IIONI3BANTE eryaTa He3a0aBHO.

9. CIHELHUAJIHHU YCJIOBUSI HA CbXPAHEHUE

He pasrno0sBaiiTe anyMUHUEBHS KOPILYC.
CpxpaHeHHeTo TpaOBa 1a 0bJe B ChOTBETCTBHUE C HATMOHATHUTE pa3nopeaOn 3a painiOoaKTUBHH
MaTepHUaH.

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

IIpouetere nucToBKaTa 32 HHGOpPMALMS OTHOCHO yroTpeba, padoTa u U3XBBPJISHE.

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

Curium Romania SRL
Pantelimon, Str. Gradinarilor, nr.1
lIfov

Romania

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/25/2004/003

13. TAPTHIAEH HOMEP

ITaptuna:

14. HAYUH HA OTITYCKAHE

15. YKA3AHUNA 3A YIIOTPEBA

16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

[puero e ocHOBaHMeE /1a HE ce BKIIIOYM HH(pOpManus Ha bpaiinosa az0yka.
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17. YHUKAJIEH HIEHTUHO®UKATOP — JIBYU3MEPEH BAPKO/|

Hemnpunoxxumo

18. YHUKAJIEH HAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

Hemnpunoxxumo

a7



JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

PAJNOHYKJ/IMAEH 'EHEPATOP

‘ 1. HUME HA JIEKAPCTBEHMSA TPOAYKT

GalenVita 1,85 GBq paanoHyKJIHICH TeHEPATOP

repmanues (%Ge) xnopug/ranues ($Ga) xnopun

2. OBSABSJABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

repmanues (®Ge) xnopun/ranues (¥Ga) xnopun 1,85 GBq

3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

Marpuna Ha K0JIOHATA: THTAHOB THOKCHT
Pa3TBOpuTEN: cTepHIIHA XJI0pOoBOAOpOoaHA KrceauHa 0,1 mol/l

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

PagnonyxnuaeH reneparop

AxtuBHOCT Ha repmanus (%Ge) kbM narara Ha kanubpupane: {X.XX}
AKTHBHOCT Ha MOJyIeKaIMs Ha exyupane ranmui (%Ga): > 55% npu paBHOBecHe
Mara na xanuOpupane: {JIJJ/MM/TTTT} (12:00 CET)

Axcecoapu, TOCTaBEHHU C TeHepaTopa:

1. 1 6p. crepuina xsopoBogopoaHa kucenuna 0,1 mol/l, 220 ml B monunponuieHoB cak
. 1 6p. B-safe mmn

. 2 6p. aganrepu mbxkun LUER

. 1 Op. KOJNEKTOp Ha CIIMPATENHOTO KpaHue

. 1 6p. BXOmAIIa YABIDKATETHA TPHOMUIKA

. 1 Op. u3xo 1A YABIKUTEIHA TPHOHUKa

ok, WN

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

3a paInON30TOITHO MapKupaxe in Vitro.
He e npeanazHaveH 3a TUPEKTHO MPHUJIOKEHUE HA TTALIUEHTH.
[Ipenu ymoTtpeba npoyerere JINCTOBKATA.

6. CIIEIMAJIHO NPEAYHPEXKXIEHUE, YE JEKAPCTBEHUAT ITPOAYKT TPSBBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOI'JIEJA U IOCEI'A HA JEIIA

I[a CC CbXpaHABa Ha MACTO, HEAOCTBHITHO 3a IC1A.
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‘ 7. JAPYI'U CHEHUAJIHM NPEAYHPEXIEHUSA, AKO E HEOBXOJIUMO

PannodapmarieBTHK

‘ 8. JATA HA N3TUYAHE HA CPOKA HA I'OJHOCT

Tl'ogen no: {AJJ/MM/TTTT}
Crnen enyrpaHe U3IIONI3BANTE eryaTa He3a0aBHO.

9. CIHELHUAJIHHU YCJIOBUSI HA CbXPAHEHUE

He pasrno0sBaiite amyMuHHEBHS KOPIIYC.
CpxpaHeHHeTo TpaOBa 1a ObJe B ChOTBETCTBHUE C HATMOHATHUTE Pa3nopeaOu 3a pain0aKTUBHH
MaTepHUaH.

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

IIpouetere nucToBKaTa 32 HHGOpPMALMS OTHOCHO yroTpeba, padoTa u U3XBBPJISHE.

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

Curium Romania SRL
Pantelimon, Str. Gradinarilor, nr.1
lIfov

Romania

12. HOMEP(A) HA PABPEIHIEHUETO 3A YIIOTPEBA

EU/1/25/2004/004

13. TAPTHJAEH HOMEP

ITaptuna:

‘ 14. HAYMUH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA
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16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

[Ipuero e ocHOBaHME na He ce BKIoun nHpopMarus Ha bpaitnosa a3dyka.

17. YHUKAJIEH UAEHTUO®UKATOP — JIBYU3MEPEH BAPKO/

Henpunoxumo

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

Henpunoxumo
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

PAJNOHYKJ/IMAEH 'EHEPATOP

‘ 1. HUME HA JIEKAPCTBEHMSA TPOAYKT

GalenVita 2,22 GBq paanoHyKJIHICH TeHEPATOP

repmanues (%Ge) xnopug/ranues ($Ga) xnopun

2. OBSABSJABAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

repmanues (®Ge) xnopun/ranues (¥Ga) xnopun 2,22 GBq

3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

Marpuna Ha K0JIOHATA: THTAHOB THOKCHT
Pa3TBOpuTEN: cTepHIIHA XJI0pOoBOAOpOoaHA KrceauHa 0,1 mol/l

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIJHA OITAKOBKA

PagnonyxnuaeH reneparop

AxtuBHOCT Ha repmanus (%Ge) kbM narara Ha kanubpupane: {X.XX}
AKTHBHOCT Ha MOJyIeKaIMs Ha exyupane ranmui (%Ga): > 55% npu paBHOBecHe
Mara na xanuOpupane: {JIJJ/MM/TTTT} (12:00 CET)

AxcecoapH, TOCTaBEHH C TeHepaTopa:

1. 1 6p. crepuina xsopoBogopoaHa kucenuna 0,1 mol/l, 220 ml B monunponuieHoB cak
. 1 6p. B-safe mmn

. 2 6p. aganrepu mbxkun LUER

. 1 Op. KOJNEKTOp Ha CIIMPATENHOTO KpaHue

. 1 6p. BXOmAIIa YABIDKATETHA TPHOMUIKA

. 1 Op. u3xo 1A YABIKUTEIHA TPHOHUKa

ok, WN

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

3a paInON30TOITHO MapKupaxe in Vitro.
He e npeanazHaveH 3a TUPEKTHO MPHUJIOKEHUE HA TTALIUEHTH.
[Ipenu ymoTtpeba npoyerere JINCTOBKATA.

6. CIIEIMAJIHO NPEAYHPEXKXIEHUE, YE JEKAPCTBEHUAT ITPOAYKT TPSBBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOI'JIEJA U IOCEI'A HA JEIIA

I[a CC CbXpaHABa Ha MACTO, HEAOCTBHITHO 3a IC1A.
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‘ 7. JAPYI'U CHEHUAJIHM NPEAYHPEXIEHUSA, AKO E HEOBXOJIUMO

PannodapmarieBTHK

8. JATA HA N3TUYAHE HA CPOKA HA I'OJHOCT

Tl'ogen no: {AJJ/MM/TTTT}
Crnen enyrpaHe U3IIONI3BANTE eryaTa He3a0aBHO.

9. CIHELHUAJIHHU YCJIOBUSI HA CbXPAHEHUE

He pasrno0sBaiite amyMuHHEBHS KOPIIYC.
CpxpaHeHHeTo TpaOBa 1a ObJe B ChOTBETCTBHUE C HATMOHATHUTE Pa3nopeaOu 3a pain0aKTUBHH
MaTepHUaH.

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

IIpouetere nucToBKaTa 32 HHGOpPMALMS OTHOCHO yroTpeba, padoTa u U3XBBPJISHE.

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

Curium Romania SRL
Pantelimon, Str. Gradinarilor, nr.1
lIfov

Romania

12. HOMEP(A) HA PABPEIHIEHUETO 3A YIIOTPEBA

EU/1/25/2004/005

13. TAPTHIAEH HOMEP

ITaptuna:

14. HAYUH HA OTITYCKAHE

15. YKA3AHUNA 3A YIIOTPEBA

16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

[puero e ocHOBaHMeE /1a HE ce BKIIIOYM HH(pOpManus Ha bpaiinosa az0yka.
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17. YHUKAJIEH UAEHTUO®UKATOP — JIBYU3MEPEH BAPKO/|

Hemnpunoxxumo

18. YHUKAJIEH HAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

Hemnpunoxxumo

53



JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

PAJNOHYKJ/IMAEH 'EHEPATOP

‘ 1. HUME HA JIEKAPCTBEHMSA TPOAYKT

GalenVita 2,59 GBq paanoHyKJIHICH TeHEPATOP

repmanues (%Ge) xnopug/ranues ($Ga) xnopun

2. OBSABSJABAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

repmanues (®Ge) xnopun/ranues (¥Ga) xnopun 2,59 GBq

3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

Marpuna Ha K0JIOHATA: THTAHOB THOKCHT
Pa3TBOpuTEN: cTepHIIHA XJI0pOoBOAOpOoaHA KrceauHa 0,1 mol/l

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIJHA OITAKOBKA

PagnonyxnuaeH reneparop

AxtuBHOCT Ha repmanus (%Ge) kbM narara Ha kanubpupane: {X.XX}
AKTHBHOCT Ha MOJyIeKaIMs Ha exyupane ranmui (%Ga): > 55% npu paBHOBecHe
Mara na xanuOpupane: {JIJJ/MM/TTTT} (12:00 CET)

AxcecoapH, TOCTaBEHH C TeHepaTopa:

1. 1 6p. crepuina xsopoBogopoaHa kucenuna 0,1 mol/l, 220 ml B monunponuieHoB cak
. 1 6p. B-safe mmn

. 2 6p. aganrepu mbxkun LUER

. 1 Op. KOJNEKTOp Ha CIIMPATENHOTO KpaHue

. 1 6p. BXOmAIIa YABIDKATETHA TPHOMUIKA

. 1 Op. u3xo 1A YABIKUTEIHA TPHOHUKa

ok, WN

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

3a paInON30TOITHO MapKupaxe in Vitro.
He e npeanazHaveH 3a TUPEKTHO MPHUJIOKEHUE HA TTALIUEHTH.
[Ipenu ymoTtpeba npoyerere JINCTOBKATA.

6. CIIEIMAJIHO NPEAYHPEXKXIEHUE, YE JEKAPCTBEHUAT ITPOAYKT TPSBBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOI'JIEJA U IOCEI'A HA JEIIA

I[a CC CbXpaHABa Ha MACTO, HEAOCTBHITHO 3a IC1A.
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‘ 7. JAPYI'U CHEHUAJIHM NPEAYHPEXIEHUSA, AKO E HEOBXOJIUMO

PannodapmarieBTHK

8. JATA HA N3TUYAHE HA CPOKA HA I'OJIHOCT

Tl'ogen no: {AJJ/MM/TTTT}
Crnen enyrpaHe U3IIONI3BANTE eryaTa He3a0aBHO.

9. CIHELHUAJIHHU YCJIOBUSI HA CbXPAHEHUE

He pasrno0sBaiiTe anyMUHUEBHS KOPILYC.
CpxpaHeHHeTo TpaOBa 1a 0bJe B ChOTBETCTBHUE C HATMOHATHUTE pa3nopeaOn 3a painiOoaKTUBHH
MaTepHUaH.

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

IIpouetere nucToBKaTa 32 HHGOpPMALMS OTHOCHO yroTpeba, padoTa u U3XBBPJISHE.

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

Curium Romania SRL
Pantelimon, Str. Gradinarilor, nr.1
lIfov

Romania

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/25/2004/006

13. TAPTHIAEH HOMEP

ITaptuna:

14. HAYUH HA OTITYCKAHE

15. YKA3AHUNA 3A YIIOTPEBA

16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

[puero e ocHOBaHMeE /1a HE ce BKIIIOYM HH(pOpManus Ha bpaiinosa az0yka.
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17. YHUKAJIEH HIEHTUHO®UKATOP — JIBYU3MEPEH BAPKO/|

Hemnpunoxxumo

18. YHUKAJIEH HAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

Hemnpunoxxumo
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

PAJNOHYKJ/IMAEH 'EHEPATOP

‘ 1. HUME HA JIEKAPCTBEHMSA TPOAYKT

GalenVita 2,96 GBq paanoHyKJIHICH TeHEPATOP

repmanues (%Ge) xnopug/ranues ($Ga) xnopun

2. OBSABSJABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

repmanues (®Ge) xnopun/ranues (¥Ga) xnopun 2,96 GBq

3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

Marpuna Ha K0JIOHATA: THTAHOB THOKCHT
Pa3TBOpuTEN: cTepHIIHA XJI0pOoBOAOpOoaHA KrceauHa 0,1 mol/l

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

PagnonyxnuaeH reneparop

AxtuBHOCT Ha repmanus (%Ge) kbM narara Ha kanubpupane: {X.XX}
AKTHBHOCT Ha MOJyIeKaIMs Ha exyupane ranmui (%Ga): > 55% npu paBHOBecHe
Mara na xanuOpupane: {JIJJ/MM/TTTT} (12:00 CET)

Axcecoapu, TOCTaBEHHU C TeHepaTopa:

1. 1 6p. crepuina xsopoBogopoaHa kucenuna 0,1 mol/l, 220 ml B monunponuieHoB cak
. 1 6p. B-safe mmn

. 2 6p. aganrepu mbxkun LUER

. 1 Op. KOJNEKTOp Ha CIIMPATENHOTO KpaHue

. 1 6p. BXOmAIIa YABIDKATETHA TPHOMUIKA

. 1 Op. u3xo 1A YABIKUTEIHA TPHOHUKa

ok, WN

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

3a paInON30TOITHO MapKupaxe in Vitro.
He e npeanazHaveH 3a TUPEKTHO MPHUJIOKEHUE HA TTALIUEHTH.
[Ipenu ymoTtpeba npoyerere JINCTOBKATA.

6. CIIEIMAJIHO NPEAYHPEXKXIEHUE, YE JEKAPCTBEHUAT ITPOAYKT TPSBBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOI'JIEJA U IOCEI'A HA JEIIA

I[a CC CbXpaHABa Ha MACTO, HEAOCTBHITHO 3a IC1A.
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‘ 7. JAPYI'U CHEHUAJIHM NPEAYHPEXIEHUSA, AKO E HEOBXOJIUMO

PannodapmarieBTHK

8. JATA HA N3TUYAHE HA CPOKA HA I'OJHOCT

Tl'ogen no: {AJJ/MM/TTTT}
Crnen enyrpaHe U3IIONI3BANTE eryaTa He3a0aBHO.

9. CIHELHUAJIHHU YCJIOBUSI HA CbXPAHEHUE

He pasrno0sBaiite amyMuHHEBHS KOPIIYC.
CpxpaHeHHeTo TpaOBa 1a ObJe B ChOTBETCTBHUE C HATMOHATHUTE Pa3nopeaOu 3a pain0aKTUBHH
MaTepHUaH.

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

IIpouetere nucToBKaTa 32 HHGOpPMALMS OTHOCHO yroTpeba, padoTa u U3XBBPJISHE.

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

Curium Romania SRL
Pantelimon, Str. Gradinarilor, nr.1
lIfov

Romania

12. HOMEP(A) HA PABPEIHIEHUETO 3A YIIOTPEBA

EU/1/25/2004/007

13. TAPTHIAEH HOMEP

ITaptuna:

14. HAYUH HA OTITYCKAHE

15. YKA3AHUNA 3A YIIOTPEBA

16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

[puero e ocHOBaHMeE /1a HE ce BKIIIOYM HH(pOpManus Ha bpaiinosa az0yka.
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17. YHUKAJIEH UAEHTUO®UKATOP — JIBYU3MEPEH BAPKO/|

Hemnpunoxxumo

18. YHUKAJIEH HAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

Hemnpunoxxumo
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

PAJNOHYKJ/IMAEH 'EHEPATOP

‘ 1. HUME HA JIEKAPCTBEHMSA TPOAYKT

GalenVita 3,33 GBq painoHyKJIHICH TeHEPATOP

repmanues (%Ge) xnopug/ranues ($Ga) xnopun

2. OBSABSJABAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

repmanues (®Ge) xnopun/ranues (¥Ga) xnopun 3,33 GBq

3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

Marpuna Ha K0JIOHATA: THTAHOB THOKCHT
Pa3TBOpuTEN: cTepHIIHA XJI0pOoBOAOpOoaHA KrceauHa 0,1 mol/l

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIJHA OITAKOBKA

PagnonyxnuaeH reneparop

AxtuBHOCT Ha repmanus (%Ge) kbM narara Ha kanubpupane: {X.XX}
AKTHBHOCT Ha MOJyIeKaIMs Ha exyupane ranmui (%Ga): > 55% npu paBHOBecHe
Mara na xanuOpupane: {JIJJ/MM/TTTT} (12:00 CET)

AxcecoapH, TOCTaBEHH C TeHepaTopa:

1. 1 6p. crepuina xsopoBogopoaHa kucenuna 0,1 mol/l, 220 ml B monunponuieHoB cak
. 1 6p. B-safe mmn

. 2 6p. aganrepu mbxkun LUER

. 1 Op. KOJNEKTOp Ha CIIMPATENHOTO KpaHue

. 1 6p. BXOmAIIa YABIDKATETHA TPHOMUIKA

. 1 Op. u3xo 1A YABIKUTEIHA TPHOHUKa

ok, WN

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

3a paInON30TOITHO MapKupaxe in Vitro.
He e npeanazHaveH 3a TUPEKTHO MPHUJIOKEHUE HA TTALIUEHTH.
[Ipenu ymoTtpeba npoyerere JINCTOBKATA.

6. CIIEIMAJIHO NPEAYHPEXKXIEHUE, YE JEKAPCTBEHUAT ITPOAYKT TPSBBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOI'JIEJA U IOCEI'A HA JEIIA

I[a CC CbXpaHABa Ha MACTO, HEAOCTBHITHO 3a IC1A.
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‘ 7. JAPYI'U CHEHUAJIHM NPEAYHPEXIEHUSA, AKO E HEOBXOJIUMO

PannodapmarieBTHK

8. JATA HA N3TUYAHE HA CPOKA HA I'OJIHOCT

Tl'ogen no: {AJJ/MM/TTTT}
Crnen enyrpaHe U3IIONI3BANTE eryaTa He3a0aBHO.

9. CIHELHUAJIHHU YCJIOBUSI HA CbXPAHEHUE

He pasrno0sBaiiTe anyMUHUEBHS KOPILYC.
CpxpaHeHHeTo TpaOBa 1a 0bJe B ChOTBETCTBHUE C HATMOHATHUTE pa3nopeaOn 3a painiOoaKTUBHH
MaTepHUaH.

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

IIpouetere nucToBKaTa 32 HHGOpPMALMS OTHOCHO yroTpeba, padoTa u U3XBBPJISHE.

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

Curium Romania SRL
Pantelimon, Str. Gradinarilor, nr.1
lIfov

Romania

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/25/2004/008

13. TAPTHIAEH HOMEP

ITaptuna:

14. HAYUH HA OTITYCKAHE

15. YKA3AHUNA 3A YIIOTPEBA

16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

[puero e ocHOBaHMeE /1a HE ce BKIIIOYM HH(pOpManus Ha bpaiinosa az0yka.
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17. YHUKAJIEH HIEHTUHO®UKATOP — JIBYU3MEPEH BAPKO/|

Hemnpunoxxumo

18. YHUKAJIEH HAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

Hemnpunoxxumo
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

PAJNOHYKJ/IMAEH 'EHEPATOP

‘ 1. HUME HA JIEKAPCTBEHMSA TPOAYKT

GalenVita 3,70 GBq paanoHyKJIHICH TeHEPATOP

repmanues (%Ge) xnopug/ranues ($Ga) xnopun

2. OBSABSJABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

repmanues (®Ge) xnopun/ranues (¥Ga) xnopun 3,70 GBq

3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

Marpuna Ha K0JIOHATA: THTAHOB THOKCHT
Pa3TBOpuTEN: cTepHIIHA XJI0pOoBOAOpOoaHA KrceauHa 0,1 mol/l

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

PagnonyxnuaeH reneparop

AxtuBHOCT Ha repmanus (%Ge) kbM narara Ha kanubpupane: {X.XX}
AKTHBHOCT Ha MOJyIeKaIMs Ha exyupane ranmui (%Ga): > 55% npu paBHOBecHe
Mara na xanuOpupane: {JIJJ/MM/TTTT} (12:00 CET)

Axcecoapu, TOCTaBEHHU C TeHepaTopa:

1. 1 6p. crepuina xsopoBogopoaHa kucenuna 0,1 mol/l, 220 ml B monunponuieHoB cak
. 1 6p. B-safe mmn

. 2 6p. aganrepu mbxkun LUER

. 1 Op. KOJNEKTOp Ha CIIMPATENHOTO KpaHue

. 1 6p. BXOmAIIa YABIDKATETHA TPHOMUIKA

. 1 Op. u3xo 1A YABIKUTEIHA TPHOHUKa

ok, WN

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

3a paInON30TOITHO MapKupaxe in Vitro.
He e npeanazHaveH 3a TUPEKTHO MPHUJIOKEHUE HA TTALIUEHTH.
[Ipenu ymoTtpeba npoyerere JINCTOBKATA.

6. CIIEIMAJIHO NPEAYHPEXKXIEHUE, YE JEKAPCTBEHUAT ITPOAYKT TPSBBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOI'JIEJA U IOCEI'A HA JEIIA

I[a CC CbXpaHABa Ha MACTO, HEAOCTBHITHO 3a IC1A.
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‘ 7. JAPYI'U CHEHUAJIHM NPEAYHPEXIEHUSA, AKO E HEOBXOJIUMO

PannodapmarieBTHK

8. JATA HA N3TUYAHE HA CPOKA HA I'OJHOCT

Tl'ogen no: {AJJ/MM/TTTT}
Crnen enyrpaHe U3IIONI3BANTE eryaTa He3a0aBHO.

9. CIHELHUAJIHHU YCJIOBUSI HA CbXPAHEHUE

He pasrno0sBaiite amyMuHHEBHS KOPIIYC.
CpxpaHeHHeTo TpaOBa 1a ObJe B ChOTBETCTBHUE C HATMOHATHUTE Pa3nopeaOu 3a pain0aKTUBHH
MaTepHUaH.

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

IIpouetere nucToBKaTa 32 HHGOpPMALMS OTHOCHO yroTpeba, padoTa u U3XBBPJISHE.

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

Curium Romania SRL
Pantelimon, Str. Gradinarilor, nr.1
lIfov

Romania

12. HOMEP(A) HA PABPEIHIEHUETO 3A YIIOTPEBA

EU/1/25/2004/009

13. TAPTHIAEH HOMEP

ITaptuna:

14. HAYUH HA OTITYCKAHE

15. YKA3AHUNA 3A YIIOTPEBA

16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

[puero e ocHOBaHMeE /1a HE ce BKIIIOYM HH(pOpManus Ha bpaiinosa az0yka.
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17. YHUKAJIEH UAEHTUO®UKATOP — JIBYU3MEPEH BAPKO/|

Hemnpunoxxumo

18. YHUKAJIEH HAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

Hemnpunoxxumo
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MUHHUMYM JAHHHU, KOUTO TPABBA JJA CBbABPXAT MAJIKUTE EJUHUYHHN
II'BPBUYHU OITAKOBKH

KOJIOHA B PAJITMOHYKJIM/ITHUSA T'EHEPATOP

|1

NME HA JIEKAPCTBEHUSA NTPOAYKT U IbT(MLIA) HA BBBEXKIAHE

HAYMH HA ITPUJIOKEHUE

JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

HHAPTUJAEH HOMEP

CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

| 6.

JIPYTO

Ge-68/Ga-68
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JAHHU, KOUTO TPABBA JA CBABbP/KA IIBPBUYHA OITAKOBKA A

CTEPUJIHA XJIOPOBOJAOPOAHA KUCEJIMHA 0,1 MOL/L — BTOPUYHA/ITbPBUYHA
OITAKOBKA

1. HNME HA JIEKAPCTBEHUA TPOAYKT

PastBopuren 3a GalenVita

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

XioposogopoaHa kucesuna (0,1 mol/l)

3. CIIMCBK HA ITIOMOIIHUTE BEIECTBA

Bopa 3a nmxeximun

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

PastBoputen 3a GalenVita
220 ml

5. HAYUH HA ITPUJIOKEHUE U ITBT(MIIA) HA BBBEXKJIAHE

3a edyrpaHe Ha paAMOHYKIUAHNUSA T€HEPaTop.
He e npennazHadeH 3a TUPEKTHO NMPHIOKEHUE HA MAI[EHTH.
IIpeau ynorpeba npovereTe JIMCTOBKATA.

6. CHELOUAJIHO NPEAYHNPEXIEHUE, YE IEKAPCTBEHUAT TIPOAYKT TPSBBA
A CE CbXPAHSBA HA MSICTO JAJIEYE OT HHOTJIEJA U TIOCET'A HA JIELIA

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

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'onen mo:

9. CIHEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

10. CHEIWAJIHM ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA
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IIpouetere nmucToBKaTa 3a WHGOPMAITUS OTHOCHO yHOTpeOa, paboTa 1 U3XBBPIISHE.

11. HUME 1 AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Curium Romania SRL
Pantelimon, Str. Gradinarilor, nr.1
lIfov

Romania

‘ 12. HOMEP(A) HA PABPEIIEHUETO 3A YIOTPEBA

| 13. MAPTUJEH HOMEP

[Taptuna:

| 14, HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

[IpoyereTe MUCTOBKATA 32 HHPOPMAIIKS OTHOCHO yHOTpeba, paboTa U U3XBBPIISHE.

16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

[Ipuero € ocHOBaHUE Ja He ce BKIOYM nH(popMaIus Ha bpaiiosa a30yka.

17. YHUKAJIEH UAEHTUO®UKATOP — JIBYU3MEPEH BAPKO/

Henpunoxumo

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

Henpunoxumo
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b. IUCTOBKA
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JIncroBKa: l/IH(l)OpMalII/lﬂ 3a ManueHTa

GalenVita 0,74 GBq paanoHykJIHIeH reHepaTop
pasTsop Ha ranues (%Ga) xnopun

IIpoyereTe BHUMATEIHO LAJIATA JHCTOBKA MPEAH 1A 3all0YHETE 1a H3110J13BaTe TOBA JIEKapCTBO,

ThH KaTo TS ChABbPKAa BaxkHa 32 Bac nndgopmanus.

- 3amaseTe Ta3u JUCTOBKAa. MOXKe 1a ce HAJIOXKH J1a g IPOYETETe OTHOBO.

- AKO UMaTe HSKaKBH JOIBIHUTEIHHA BBIIPOCH, TONATaTe Bamus Jiekap o HykieapHa
MEIMLKHA, KOWTO 1IE KOHTPOJIMpA NIPOLEAYpaTa.

- AKO NoJTyyuTe HAKaKBU HEXEJIaHU peaklivy, yBeoMeTe Bamus <iekap mo HykjieapHa
MeaunuHA. ToBa BKIIOYBA M BCHYKH BE3MOXKHH HEXXEIIaHW PEAKINH, HEOIINCAHH B Ta3H
JTUCTOBKA. BrkTe Touka 4.

Kakso CbAbpPiKa Ta3u JIUCTOBKA

1. Kaxkso npencrasnssa GalenVita u 3a kakBo ce U3I0J13Ba

Kakso Tps0Ba 1a 3HaeTe, IPEIH JIa CE U3MON3Ba pa3TBopa Ha ranmes (*®Ga) xmopua, nomyden ¢
GalenVita

Kak ce usnonssa pasrtsopa Ha ranues (*8Ga) xnopun, nonyuen ¢ GalenVita

BBb3M0KHM HEXEIaHU pEeaKLUU

Kaxk ce cpxpansiBa GalenVita

ChbabpkaHue Ha ONIAKOBKATa M JOMBIIHUTEIHA HHPOPMALIUS

n

o AW

1. Kakso npeacrapasia GalenVita u 3a kakBo ce H3M0/13Ba

GalenVita e repmanuii (*®Ge)/ranuii (®Ga) panuoHyKInIeH reHepaTop, yCTPOMCTBO, U3MOI3BAHO 34
nosiyyaBane Ha pasteop Ha ranues (®Ga) xnopun. Fammesnsr (%Ga) xopuj € paanoakTHBHO
BEIIECTBO, C KOETO PadOTAT JIEKapH CIICHHATHCTH (JIeKapH N0 HyKJieapHa MeTUIMHA) U (apMalieBTH,
00yueHH 1a paboTAT ¢ paguoakTUBHU MaTepuand. [anmueBusT (*®Ga) xopun He e npeaHa3HAYEH 3a
JMPEKTHO TNPHJIOKEHHE Ha MAIMEHTH, a C€ M3I0JI3Ba 32 PaJIMON30TOITHO MAapKUpPaHe, TEXHHUKA, TTPH
KOSITO JIaJIEHO BEIIECTBO CE MAPKUPa C PaJMOAKTHBHO CheMHEHHE, B CiTydas — 8Ga.

CaMmo J1eKapcTBa, KOUTO Ca OWJIN CIIENUATHO Pa3paboTeHH U 000PEHH 3a PAIMOU30TONTHO MapPKHPAHE
¢ %®Ga, npemMuHaBar 1pe3 npomueaypa Ha paauon30TONHO MapkupaHe ¢ ranues (*Ga) xnopua. Tesun
PaJMOM30TONHO MAPKUPAHH JIEKAPCTBA MOTAT J1a Pa3Mo3HaAT H J1a Ce IIPUKPENAT KbM ONpPEIEeHH
BUJIOBE KJIETKHU U JIa OTHECAT paanoakTuBHus ®Ga 10 Te3u kieTku B Tsnoto Bu. Huckata
PaJIMOaKTUBHOCT B MapKupaHoTo ¢ *Ga nekapcTBo MOKe J1a ObJIe OTKPUTA M3BBH TSJIOTO YPE3
cnenyanay kamepu. ToBa MOKe [Ja TOMOTHe Ha Balus jexap npu NOCTaBsiHe Ha JuarHosata. Mo,
3a moBeve MH(OPMAIKs BUKTE JIMCTOBKATA HA JIEKAPCTBOTO, KOETO TPAOBA 11a ObJie paIHOU30TOITHO
Mapkupano ¢ ranues (%8Ga) xnopu.

JlekapsT 1o HykjIeapHa MeJuIrHA 1iie Bu 00s5cHU M0-110p0OHO KaKbB BUJI U3CJICIBAHE IIIE CE
W3BBPIIBA.

M3n013BaHETO HA PAIMOM30TOITHO MAPKUPAHOTO ¢ *8Ga 1ekapcTBO BKIIIOYBA M3JIaraHe Ha MAJIKH
KOJIMYECTBA PAAVOAKTUBHOCT. Bammsar JICKap M JICKapAT IO HyKJICapHa MEIUI[MHA Ca IPECUCHUIIN, YC

KJIMHMYHATA 0J132, KOATO IE TI0JIy49UTe OT IIPOIELypaTa ¢ MapkUpaHoTo ¢ 8Ga nekapcTBo,
MIPEBHUIIaBA PUCKA, TBIDKAI CE Ha pagralius.

2. Kakgo Tpsi0Ba 1a 3HaeTe, NPE/IM 1a Ce H3M0J3Ba pa3TBopa Ha ragues (2Ga) xiopun,
noayden ¢ GalenVita

PasTeopbT Ha ranues (®Ga) xsopua, nosyqen ¢ GalenVita ne TpsioBa na ce n3noassa
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- aKo cTe anepruuHu KM ranues (8Ga) XJopua wim HAKOS OT OCTAHAINTE CHCTABKM HA TOBA
JIEKapCTBO (M30pOCHM B TOUKA 6).

Axo usnonspare Mapkupano ¢ *Ga nekapcTBo, TpsaOBa Ja mpodeTeTe HHPOPMALUATA 3a

MIPOTUBOIIOKA3aHUATA B JINCTOBKATA HA JICKAPCTBOTO, KOETO IIie ObJIC PaIMOM30TOITHO MAPKUPAHO.

IpenynpesxaeHust U Mpeana3sHu MEPKH

3a nH(hopMaIUsl OTHOCHO CIICIIUATHU TPEAYIPEKIACHHUS U CIICIUATHH MTPEIa3HU MEPKU NIPU yIoTpeda
Ha Mapkupanu ¢ *®Ga nexapcTBa, MOJIs, BIKTE JTUCTOBKATA Ha JIEKAPCTBOTO, KOETO IIe ObIe
PaAMON30TOITHO MapKHUPAHO.

Jena v roHOIIN
Momns, roopere ¢ Bamus sekap 1o HykjieapHa MeIMIMHA, ako Bue ninu Bamero gete cre nox
18 ronuHu.

JIpyru JieKkapcTBa u pasTBop Ha raaues (Ga) xaopun

TpsoOBa na kaxeTe Ha Barmms nexap 1o HykjieapHa MEMIMHA, aKO MPUEMATE, HACKOPO CTE IPHEMAITH
HJIK € Bb3MOJXXHO Ja IIpueMarte Apyru JICKapCTBa, TBU KaTO T€ MOraT J1a IIOBJIUSAT Ha
MHTEPNPETALMATA Ha N300pakeHuATa OT Bamms nekap.

He e u3BecTHO namu pa3TBOpbT Ha ramues (%Ga) ximopua Moske 1a B3auMoJIecTBa ¢ pyry JeKapeTsa,
TBHU KaTo HE ca MPOBEXKIAHU CIICIIUaTHU poyuBanus. Hama na Bu 6b1e mocTaBeHa HHKEKITUS C
ramues (%Ga) xnopua, a ¢ 1eKapcTBO, paJlMON30TOIHO MapKHpaHo ¢ %Ga.

3a uH(popMaIUsg OTHOCHO JPYTH JeKapcTBa B KOMOMHALMs ¢ yroTpebaTa Ha Mapkupanu ¢ %Ga
JeKapcTBa, MOJIS, IPOYETETE JIMCTOBKATA Ha PAJANON30TOITHO MAPKUPAHOTO JICKAPCTBO.

BpemenHocT, KbpMeHe U (pepTHINTET

AKko cTe OpeMeHHa WM KbPMHUTE, CMSTATE, Y€ MOXKeE J]a CTe OpeMEeHHa HITH TUIaHUupaTe OpEeMEHHOCT,
NOCHBETBaliTE ce ¢ Bamms nekap mo HykieapHa MeIMIMHA IPEIM yIOTpedaTa Ha Mapkupanu ¢ %Ga
JIeKapcTBa.

Tps6Ba 1a yBeqOMUTE JIeKaps 10 HyKJieapHa MeIUIMHA TIPE/U PUIaraHe Ha Mapkupanu ¢ *Ga
JIEKapCTBa, aKO UMa BEPOSITHOCT J1a cTe OpeMEeHHa, aKo CT€ IPOITYCHAIN [IUKbJ WIK aKO KbPMHUTE.

AKO UMaTe CbMHEHHMS, BAYKHO € J]a ce KOHCYJITHpaTe ¢ Bamus nekap no HykjieapHa MeJUIMHA, KOMTO
1ie HaOmogaBa mpoueaypara.

Axko cte OpeMeHHa
JlekapsT 1o HyKJIeapHa MeIUIMHA 1IIe IPMIIOKH 110 BpeMe Ha OpeMeHHOCT MapkupaHo ¢ %Ga
JIEKApCTBO CaMO aKoO C€ OYaKBa I0J13a, KOSATO OH ITPEBHUIINIA PUCKOBETE.

AKO KbpMHTE
IIle ObIeTe MOMOJIEHH J1a cTIpeTe Aa KbpMmuTe. Mods, nonuraiite Bamms nekap o HykieapHa

MEIUITMHA KOTa MOKETE J1a Bh30OHOBHUTE KbPMEHETO.

Hlopupane u padora ¢ MAlLIMHU

Moxe na nma eekTd Brpxy criocooHoctTa Bu 3a modupane u paboTta ¢ MalllMHU TOPaIH
ynorpe6ata Ha Mapkupanu ¢ ®Ga nekapctsa. MoJisi, IpOYETETE BHUMATEHO JIMCTOBKUTE Ha TE3H
JIEKapCcTBa.

3. Kak ce u3noszea pasteopa Ha raaues (*®Ga) xaopus, noayuen ¢ GalenVita
ChImecTBYBaT CTPOTH 3aKOHH 32 yNIOTpeOaTa, MAHUILYIUPAHETO U U3XBBPIISHETO Ha
panuodapmarieBTHIHM TpoayKkTH. GalenVita mie ce M3Moa3Ba caMo B CIEIHATHO KOHTPOIUPAHU

3onu. [oy4aBaneTo Ha pa3topa Ha ranues (¥Ga) x0pua, paaHoOM30TONHO MAPKUPAHETO Ha
KOHKPETHO JIEKAPCTBO HOCUTEJ, KAKTO M MPHIIATAHETO HA JIEKAPCTBO, MapKupaHo ¢ %Ga, e ce
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M3BBPIIBA CAMO OT XOpa, KOUTO ca 00ydeH! U KBaMU(UIIMPaHH Ja T U3MOoJ3Bat Oe3omacHo. Te mie
MoJIaraT CelHaIHy IPYKH 3a 0€30TIaCHOTO M3MOJI3BaHe HA TOBA JIEKApCTBO | Iie Bu nadopmupar 3a
CBOWTE JIEVCTBUA.

JlexapsT 1o HykJI€apHa MEIWIIMHA, HAOII0IaBal] MponeaypaTa, e Penrd KakBoO KOJMIECTBO
JIEKapCTBO, PaJMON30TOIHO MapKupaHo ¢ %®Ga, Tpsa6Ba na ce u3nomnssa BbB Bamus ciyuait. Tosa e
ObJlec HAa-MaAJIKOTO KOJIHYECTBO, HEOOXOAUMO 32 MOCTUTaHE Ha TIOXO/ISIIUS PE3yJITaT.

Ipuioskenue Ha pasTteop Ha rajues (®Ga) xj0pua U NpoBeKIaHEe HA MPOLELYPATA
Hsama na nomyuute pastsop Ha ranues (%Ga) xopun, a Ipyro 1ekapcTso, KOeTo € 6110
KOMOMHHUPAHO (PaJHOM30TOMHO MapKUPaHo) ¢ pa3Teop Ha ranues (%Ga) xnopus.

IIpoab/sKMTEJIHOCT HA NpoLeaypaTa

Bammst nexap no HykieapHa meaunuHa e Bu nadopmupa 3a obrnvalinara IpoJbKUTETHOCT Ha
nporeypata ¢ Mapkupano ¢ *®Ga nekapcTso. 3a noede nH(GOpMAIKs, MOJISL, IIPOYETETE JTUCTOBKATA
Ha pagron30TOITHO MapKUPAHOTO JIEKAPCTBO.

Caen kato Bu b€ NpUI0KeHo pagnon30TONIHO MAPKHPAHOTO ¢ pa3TBop Ha raaues ($Ga)
XJIOPU/ JIEKAPCTBO

JlekapsT 1o HykJieapHa MeMIMHA e Bu nHpopmupa, ako TpsOBa Ja B3eMeTe HIKAKBHU CIICIIHATHA
TIpe/Na3Hu MEPKH, CJIE]] KaTo Mosyunte Mapkupanoto ¢ ®Ga nekapctso. Cebpikere ce ¢ Bamms nekap
[0 HyKJIeapHa MEIULIHA, aKO UMaTe BhIIPOCH.

AKO cTe MOJIYYH/IH M0BeYe 0T He00X01MMATAa 1032 PAJHOM30TOIIHO MAPKHPAHOTO ¢ Pa3TBOP Ha
raiues (*®Ga) xJ0pu/ J1eKapCTBO, MM CTE MOJYYHJIH HEllPeIHAMEPEHO TUPEKTHA HHIKEKIHS ¢
pa3TBop Ha raaues (Ga) xsopua

[Ipeno3upane Wik HeNpeIHAMEPEHa TMPEKTHA MHKEKIMS ¢ pa3TBop Ha ranues (%8Ga) xmopus ca
MAaJIKO BEPOSITHH, Thii KaTO IIE TIOJIyYUTe CaMO MAapKUpaHoTo ¢ 8Ga sekapcTBo, MpenusHo
KOHTPOJIMPAHO OT JIeKapsi 0 HyKJIeapHa MEAMIIHA, HaOJII0aaBall nporeaypara. Benpeku tosa, B
cilydail Ha Tpelo3upaHe WM HeNpeAHaMePeHO TIOCTaBeHa JUPEKTHA WHKEKIHSL, 111e TTOJTyIUTe
TOJIXOJSIIN TPUKH.

AKO UMate HIKaKBH JIOTBIHUTEIHA BBIIPOCH, CBBP3aHHU C YIIOTpebaTa Ha TOBa JIEKAPCTBO, MOJIA,
MOTIUTANTE JIeKaps M0 HyKJIeapHa MEeIUIIMHA, KOHTO Ha0IrogaBa mporeaypara.

4, Bb3MOKHH HeKeJTaHU peakuuun

Kakro Bcuuku JICKapCTBAa, MAapKHUPAHOTO C 68Ga JICKaApCTBO MOKC Aa MMPCAN3BUKA HCKCIIAHU PCAKIUH,
BBIIPEKHU Y€ HC BCCKU I'M I1OJTy4daBa.

CJ'IC,Z[ npujarane Ha MapKupaHoTO C 68Ga JICKApCTBO, TO IC JOCTAaBU HUCKH KOJINYCCTBA fIOHPIBHpaH.[O
JIbYCHHUE C Hal-HUCKHS PHUCK OT paK U HACJICACTBCHU aHOMAJIUH.

3a moBeue I/IH(bOpMaLII/IS{ OTHOCHO BB3MOXXHH HCIKEIJIAHU PCAKIIUU, MOJIsI, IPOYCTCTC JIMCTOBKATA HA
pPaanuoOn30TOIMHO MAPKUPAHOTO JICKAPCTBO.

Cho01aBaHe Ha HesKeJIAHH PeakIuu

AKO TOITyunTe HAKaKBU HEXEJIaH! JISKApCTBEHN peakiyy, yBeaoMere Bammus nekap o HykineapHa
MequnuHa. ToBa BKJIIOYBA BCHYKH BE3MOXKHU HEOIMCAHH B Ta3H JHCTOBKA HEXKEITAHN PEAKIIUH.
MoskeTe ChIIOo 1a ChOOIINTE HEXKEIAHH PEaKINH JUPEKTHO Upe3 HAllMOHAIHATA CHCTeMa 32
cbobmIaBane, mocoueHa B [lpunoskenue V. Kato cpobiiaBare HexXelaHN peakiy, MOKETe Ja JaJieTe
CBOS IPUHOC 32 MOJTyyaBaHe Ha oBe4e HH(POpMAaIs OTHOCHO 0€30I1aCHOCTTa Ha TOBA JIEKapPCTBO.
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5. Kak ce chxpansBa GalenVita

Hsma na ce nanara na cpxpaHsiBaTe TOBa JieKapcTBO. ToBa JI€KapcTBO ce ChXpaHsBa MO
OTTOBOPHOCTTA HA CICIHAIKNCTA U B MTOAXOAIIHM ToMeneHust. ChXpaHSHHETO Ha
pagunodapmManeBTHIHN e ObJIe B CHOTBETCTBHE ¢ HAIIMOHATHATE PA3oOpe 10N OTHOCHO
paTMOaKTUBHHUTE MaTEPUAITH.

[Mocouenara no-mony uHMGOpMAIHS € MpeTHa3HAYCHA CaMO 33 CIICIIUATUCTH:

PaguoHyKIMIHUAT TeHepaTop He TpAOBa /la ce M3IMOJI3BA CIICA N3THYUAHE HA CPOKA Ha TOJTHOCT,
ot0esi3aH BbPXY OMaKOBKaTa cien ,,['ojeH 10:“.

He pasrino6siBaiiTe kopryca.

PastBopsT Ha ranmues (%Ga) xnopun, monyden ¢ GalenVita Tps0Ba 1a ce u3non3sa He3abaBHO.

6. Cpabp:kaHue HA ONIAKOBKATA M I0NbJHUTEIHA UHpopMauus

Kakso cbabpxa GalenVita
- AKTHBHHTE BELIECTBA ca repMmanuii (*Ge) xmopu, pukcupaH BbpXy KOJIOHATA HA TeHepaTopa,
u ranues (*Ga) XJI0pujI, pa3TBOPEH B CTEPHIIHA XJ10poBoopoaHa kuceauna 0,1 mol/l cien
enyupane. ['epmanwuii (“°Ge) e HeoOpaTUMO 3abp)KaH BETPE B PAIMOHYKIIHIHHS TCHEPATOD,
KaTo Cce pasmaja 0 CBOs AblnepeH Hykiuy (*Ga), KOWTo ce mosiydaBa OT reHepaTopa moj
dopmara Ha ramues (°*Ga) xmopu.
- Jlpyrute CbCTaBKM Ca:  TUTAHOB JIMOKCHUJ (MaTpHIa Ha KOJIOHATA)
cTepuiHa xjopoBoaopoana kucenuna 0,1 mol/l (pazteop 3a
eIIyHupaHe)

EnvH paguoHyKIHIEH TeHepaTop CE JOCTaBs C:

1 6p. crepwina ximopoBogopoaaa kucenuna 0,1 mol/l, 220 ml B nosumnponuieHoB cak
1 6p. B-safe mumn

2 Op. agantepu mbxku LUER

1 Op. KOJICKTOp Ha CIIUPATEITHOTO KpaHue

1 6p. BXoasIIa YOBIDKUTEHA TPHOMYKA

1 Op. u3xopsma YABIDKUTETHA TPHOUIKA

Sk wnE

Kaxk m3raexxaa GalenVita n kakBo chIbp:ka 0MaKkoBKaTa
Hsama na e HeoOXoauMo J1a mosry4aBare Wid 1a OOpaBUTE C TOBA JIEKAPCTRO.

IIpuTexkaTes Ha pa3pellleHHETO 32 yNoTpeda u
Curium Romania SRL

Str. Gradinarilor, nr.1, Pantelimon,

IIfov county, ZIP 077145, Romania

IIpounsBoguten

Curium Bulgaria EOOD
Lulin District,

128 Bansko Shose Str.,
Sofia 1331, Bulgaria

I[aTa Ha MOCJICAHO MpepasrjacikaaHe Ha JJUCTOBKaTa
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JApyru u3To4yHUIIM HA HH(OpMALUA

IMoapobHa uHpopMaIKs 3a TOBA JIEKapCcTBO € MpeIocTaBeHa Ha yebcaiita Ha EBpornieiickara areHIus
mo jiekapcTBata https://www.ema.europa.eu.

ITocouenara mo-a0ay I/IH(I)OpMaHI/Iﬂ € IpeaHa3Ha4YCHa caMoO 3a MCIMIMHCKHU CIICIIUAJINCTH.

[Ienmrata KXI1 Ha GalenVita ce mpemoctaBs KaTo OT/ACICH JOKYMEHT B OITaKOBKAaTa Ha MPOAYKTa, C
TeJT J]a IPEIOCTaBH Ha 3PaBHUTE CIIEIIUAIMCTH JIpyTa AOMIBIHNATEIHA HAyYHA U TIPAKTHIEeCKa
nH(pOpMAIs OTHOCHO MPHJIaraHeTo U yrnorpedara Ha To3H paanodapMaleBTHK.

Mouas, Buxte KXTI.

74


https://www.ema.europa.eu/

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

GalenVita 1,11 GBq paagnoHykJinIeH reHepaTop
pasTsop Ha ranues (%Ga) xnopun

IIpoyereTe BHUMATEIHO LAJIATA JHCTOBKA MPEAH 1A 3all0YHETE 1a H3110J13BaTe TOBA JIEKapCTBO,

TBhH KaTo TS ChAbP:Ka BaxHa 3a Bac nndopmanus.

- 3amaseTe Ta3u JUCTOBKAa. MOXKe 1a ce HAJIOXKH J1a g IPOYETETe OTHOBO.

- AKO UMaTe HSKaKBH JOIBIHUTEIHHA BBIIPOCH, TONATaTe Bamus Jiekap o HykieapHa
MEIMLKHA, KOWTO 1IE KOHTPOJIMpA NIPOLEAYpaTa.

- AKO NoJTyyuTe HAKaKBU HEXEJIaHU peaklivy, yBeoMeTe Bamus <iekap mo HykjieapHa
MeaunuHA. ToBa BKIIOYBA M BCHYKH BE3MOXKHH HEXXEIIaHW PEAKINH, HEOIINCAHH B Ta3H
JTUCTOBKA. BrkTe Touka 4.

Kakso CbAbpPiKa Ta3u JIUCTOBKA

1. Kaxkso npencrasnssa GalenVita u 3a kakBo ce U3I0J13Ba

Kakso Tps0Ba 1a 3HaeTe, IPEIH J1a C€ U3MON3Ba pa3TBopa Ha ranmes (*®Ga) xmopu, nomyden c
GalenVita

Kak ce usnonssa pasrtsopa Ha ranues (*8Ga) xnopun, nonyuen ¢ GalenVita

BBb3M0KHM HEXEIaHU pEeaKLUU

Kaxk ce cpxpansiBa GalenVita

ChbabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

n

o AW

1. Kakso npeacrasasia GalenVita u 3a kakBo ce H3M0/13Ba

GalenVita e repmanuii (*®Ge)/ranuii (®Ga) panuoHyKInIeH reHepaTop, yCTPOMCTBO, U3MOI3BAHO 34
nosiyyaBane Ha pasteop Ha ranues (%Ga) xnopun. Fammesnsr (%8Ga) xnopuj € paanoakTHBHO
BEIIECTBO, C KOETO PadOTAT JIEKapH CIICHHATHCTH (JIeKapH N0 HyKJieapHa MeTUIMHA) U (apMalieBTH,
00yueHH 1a paboTAT ¢ paguoakTUBHU MaTepuand. [anmueBusT (*®Ga) xopun He e npeaHa3HAYEH 3a
JMPEKTHO TNPHJIOKEHHE Ha MAIMEHTH, a C€ M3I0JI3Ba 32 PaJIMON30TOITHO MAapKUpPaHe, TEXHHUKA, TTPH
KOSITO JIaJIEHO BEIIECTBO CE MAPKUPa C PaJMOAKTHBHO CheMHEHHE, B CiTydas — 8Ga.

CaMmo J1eKapcTBa, KOUTO Ca OWJIN CIIENUATHO Pa3paboTeHH U 000PEHH 3a PAIMOU30TONTHO MapPKHPAHE
¢ %®Ga, npemMuHaBar 1pe3 npomueaypa Ha paauon30TONHO MapkupaHe ¢ ranues (*Ga) xnopua. Tesun
PaJMOM30TONHO MAPKUPAHH JIEKAPCTBA MOTAT J1a Pa3Mo3HaAT H J1a Ce IIPUKPENAT KbM ONpPEIEeHH
BUJIOBE KJIETKHU U JIa OTHECAT paanoakTuBHus ®Ga 10 Te3u kieTku B Tsnoto Bu. Huckata
PaJIMOaKTUBHOCT B MapKupaHoTo ¢ *Ga nekapcTBo MOKe J1a ObJIe OTKPUTA M3BBH TSJIOTO YPE3
cnenyanay kamepu. ToBa MOKe [Ja TOMOTHe Ha Balus jexap npu NOCTaBsiHe Ha JuarHosata. Mo,
3a moBeve MH(OPMAIKs BUKTE JIMCTOBKATA HA JIEKAPCTBOTO, KOETO TPAOBA 11a ObJie paIHOU30TOITHO
Mapkupano ¢ ranues (%8Ga) xnopu.

JlekapsT 1o HykjieapHa MeMIMHA 1€ Bu 00SCHY MO-TI0POOHO KaKbB BUJ] U3CJIEIBAHE 1IIE CE
M3BbPIIBA.

M31013BaHETO HA PAMOM30TONHO MAPKUPAHOTO ¢ 8Ga ekapcTBO BKIIIOYBA U3IaraHe Ha MAIIKK
KOJTMYIECTBA PAIHOAKTUBHOCT. Bamusar jexap u J1ekapsT 1o HyKJIeapHa MEIUIIMHA ca TIPCIICHUITH, 9e
KJIMHMYHATA T0J13a, KOATO e TIOTy4UTe OT TPOLELYpaTa ¢ MapKUpaHoTo ¢ Ga nekapcTso,
MPEBUIIIABA PUCKA, IBJDKAI CE Ha paJuaIusl.

3. Kakgo Tpsi0Ba 1a 3HaeTe, NPE/IM 12 Ce U3M0J3Ba pa3TBopa Ha ragues (%Ga) xiopun,
noayden ¢ GalenVita
PasTBopbT Ha ranues (®Ga) xsopua, nosyuen ¢ GalenVita ue TpsioBa na ce u3nouassa

- aKo cTe anepruunu KuM raaues (%8Ga) xmopua uim HIKOS OT OCTaHAIMTE CHCTABKH HA TOBA
JIEKapCTBO (M30pOCHM B TOUKA 6).
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AKo u3nonsBare Mapkupano ¢ %8Ga ngexapcTBo, TpsbBa 1a mpodereTe HHGOPMALMATA 32
MPOTHUBOMOKA3aHKSTA B IUCTOBKATA Ha JIEKAPCTBOTO, KOETO Iie O'bJICc PaJHON30TOIHO MapKHUPAHO.

IIpenynpesxkaenus u npeanasHu MepKu

3a nH(OopMAaIUS OTHOCHO CIIEIUATHU TPEAYPEXACHNS U CIIEIUATHA TTPEANa3Hu MEPKU TIPH yIioTpeda
Ha mapkupanu ¢ *®Ga nexapcTBa, MOJIs, BIKTE JTUCTOBKATA Ha JIEKAPCTBOTO, KOETO IIe ObIe
PaavoN30TOITHO MapKHUPaHO.

Jeua v roHOIIN
Momns, roBopete ¢ Bamus nekap o HykiieapHa MeAuIMHa, ako Bue unu BameTto nete cre mox
18 rogunu.

JIpyru JiekapcTBa M pa3TBop Ha raaues (®Ga) xamopua

Tps6Ba 1a kaxxeTe Ha Baiuus nekap 1o HykjieapHa MEIUIMHA, aKO IIPUEMATe, HACKOPO CTe MpHEMaIIH
WK € Bb3MOXHO JIa IPHEMATE JPYTH JIEKAPCTBA, Thil KATO T€ MOTAT Jia MOBJIHUSAT Ha
MHTEPIPETALMATA HA M300paKeHnsTa OT Bamms nexap.

He e usBecTHO nanu pastBopbT Ha ranues ($Ga) xmopun Moxke 1a B3auMoIeiicTBa ¢ pyTH JIEKapCTBa,
TBH KaTo HE Ca MPOBEXKIAHM CTIEMATHN Npoy4Banus. HsaMa 1a Bu Obe mocTaBeHa MHKEKIHS C
ramues (%Ga) xnopua, a ¢ 1eKapcTBO, paJlMON30TOIHO MapKHpaHo ¢ %Ga.

3a uH(popMaIUs OTHOCHO JPYTH JeKapcTBa B KOMOMHALMS ¢ yroTpebaTa Ha Mapkupanu ¢ %Ga
JeKapcTBa, MOJISL, IPOYETEeTE JIMCTOBKATA Ha PAJANON30TOITHO MAPKUPAHOTO JICKAPCTBO.

Bpemennoct, KbpMeHe U epTHINTET

AKo cTe OpeMeHHa Wi KbpMUTE, CMATATe, 4€ MOJKE /1a CTe OpeMeHHa WIH TUTaHupaTe OpeMEeHHOCT,
NOCHBETBaliTE ce ¢ Bamms nekap mo HykieapHa MeIMIMHA IPEIM yIOTpedaTa Ha MapKkupanu ¢ %Ga
JeKapcTBa.

Tps6Ba 1a yBerOMUTE JIEKaps M0 HyKJIeapHa MEIMIMHEA TIPEIH IPUJIaraHe Ha MapKupanu ¢ °Ga
JIeKapCTBa, aKO MMa BEPOATHOCT J1a CTe OpeMEeHHa, aKo CTe TPOIYCHAIN IUKBII WIN aKO KbPMUTE.
AKO UMaTe CbMHEHHS, BAKHO € Jla ce KOHCYJITHpaTe ¢ Bamus ekap 1o HykjieapHa MeJUIHHA, KOHTO
11e HaOJItoaBa mporeypara.

AKo cTe OpeMeHHa
JlexapsT 10 HyKJIeapHa MEIMIIMHA 1€ NPHIOKH 110 BPEME Ha OPEMEHHOCT MapkupaHo ¢ 8Ga
JIEKapCTBO CaMO aKO C€ OYaKBa 10J13a, KOSITO O MPEBHUIIINIA PUCKOBETE.

AKO KbpMHTE
e 6BaeTE TTOMOJIEHH Ja CTIpeTe Ja KbpMuTe. MoJs, monuTaiTe Bammms nekap 1mo HykieapHa

MEIHMIIMHA KOTIra MOXXETEC Ja BB30OHOBUTE KbpPMCHCTO.

Ilodupane u padoTa ¢ MAIIMHHA

Moske na nMa eekTH BEpXy criocoOHocTTa Bu 3a modupane u padoTta ¢ MalimHU TOpaan
ynorpe6aTa Ha Mapkupanu ¢ ®Ga nekapctsa. MoJis, IpodeTeTe BHUMATEHO TMCTOBKUTE HA TE3U
JIeKapcTBa.

3. Kak ce uznoussa pasreopa na raiaues (**Ga) xaopua, noayuen ¢ GalenVita

ChlIecTBYBaT CTPOTH 3aKOHH 3a yIOTpedaTa, MaHHUITYJIMPAHETO W U3XBBPIISTHETO HA
pamuodapmaneBTnaHN poaykTh. GalenVita e ce U3Mmona3Ba caMo B CIEIUATHO KOHTPOIUPaHU
3onu. [TonydaBaneTo Ha pa3TBopa Ha ramues (%8Ga) xopu, pagron30TONHO MapPKUPAHETO HA
KOHKPETHO JIEKapCTBO HOCUTE, KAKTO M NPHJIAraHETO Ha JIEKapCcTBO, MapKUpaHo ¢ %°Ga, e ce
W3BBHPINBA CAMO OT XOpa, KOUTO ca 00YYCHU U KBATH(UIIMPAHU Ja IO U3IMoI3Bat Oe3omacHo. Te mie
nojiaraT CHelUaIHU TPKH 32 0€301acCHOTO U3MOJI3BaHe Ha TOBA JIGKAPCTBO U e Bu nHpopMupar 3a
CBOUTE JACUCTBUS.
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JlexapsT 1o HykJIeapHa MEIUIIMHA, HAOII0AaBall] MpoLeaypaTa, e Penrd KakBO KOJMYECTBO
JIEKapCTBO, PaJIMON30TOIHO MapKupaHo ¢ %®Ga, Tpsa6Ba na ce u3non3sa BbB Bamus ciyuaii. Tosa e
0bJiec HAa-MaJIKOTO KOJIHYECTBO, HEOOXOAUMO 32 MOCTUTaHE Ha TIOJXO/ISIIUS PE3yJITaT.

Ipuiokenue Ha pasTteop Ha rajues (®Ga) xj0pua u NpoBeKIaHEe HA MPOLELYPATA
Hsama na nomyuute pasteop Ha ranmues (*Ga) xopun, a Ipyro J1eKapcTBo, KOETO € GHII0
KOMOMHHUPAHO (PaJHOM30TOMHO MapKUPaHo) ¢ pa3Teop Ha ranues (%Ga) xnopus.

MpoabrkuTeTHOCT HA MpoOLEAYpaTa

Barusr siekap mo HykjaeapHa MeauirHa e Bu uadopMupa 3a oonyaiHaTa IpoIb/DKATSTHOCT Ha
npoueaypara ¢ Mmapkupano ¢ ®Ga nekapcTso. 3a nosede HHPOpPMAIMS, MOJIS, IPOYETETE TUCTOBKATA
Ha PaJIMOU30TOITHO MAPKHPAHOTO JIEKAPCTBO.

Caen kaTo Bu 0b/ie NPUJI0KEHO PaIMOM30TONHO MAPKHPAHOTO ¢ Pa3TBoOp Ha rajues ($Ga)
XJIOPUJ JIEKAPCTBO

JlexapsT 1o HykJIeapHa MeauIMHA 11e Bu nndopmupa, ako TpsOBa a B3eMeTe HIKaKBU CIICLHATHN
Tpeana3sHu MEPKH, CIIEJ KaTo MoJlyduTe Mapkupanoto ¢ ®Ga nekapctso. CebpikeTe ce ¢ Bamms nexap
[0 HyKJIeapHa MEIUIMHA, aKO UMaTe BHIIPOCH.

AKO cTe NoJTy4YHJIM MoBedYe 0T Heo0X0AMMATAa /1032 PaJHON30TOIIHO MAPKUPAHOTO € Pa3TBOP Ha
raaues (*®Ga) xs0pu JieKapeTBO, MM CTe MOJYYHJIH HellPpeIHAMEPEH0 TMPEKTHA HHIKEKIHS ¢
pasTBop Ha ragues (**Ga) xiopug

[Ipeno3upane Wik HeNpeIHAMEPEHa TMPEKTHA MHKEKIMS ¢ pa3TBop Ha ranues (%8Ga) xmopus ca
MaJIKO BEPOSATHHM, Thii KaTO 1€ HOIydHuTe caMo MapKupaHoTo ¢ 8Ga nekapcTBo, nperusHo
KOHTPOJIMPAHO OT JIeKapsl 10 HyKJIeapHa MeIHIIIHA, HaOIi01aBal nporeayparta. Benpeku Tosa, B
clly4ail Ha IpeJo3upaHe WM HelpeAHaMEePEHO TIOCTaBeHa TUPEKTHA WHXKEKIIHS, I1e TTOJTyYHTe
TTOJIXOJSIIN TPUKH.

AKO UMate HIKaKBH JIOTBIHUTEIHA BBIIPOCH, CBBP3aHHU C YIIOTpebaTa Ha TOBa JIEKAPCTBO, MOJIA,
MO TANTE JIeKaps M0 HyKJIeapHa MEeIUIIMHA, KOHTO Ha0IrogaBa mporeaypara.

4. Bb3MOKHHN HeKeTaHU PeaKIuu

Kakro Bcuukn JICKApCTBAa, MApKHUPAHOTO C 68Ga JICKaApCTBO MOKC Aa MMPEAN3BUKA HEXKCIIAHU PCAKIIUH,
BBIIPCKU Y€ HC BCCKU I'M IMOJTyHdaBa.

Cnen npuiarane Ha MapKupaHoTo ¢ *8Ga j1ekapcTBo, TO Ie IOCTABM HUCKM KOJIMYECTBA HOHU3HMPALIO
JT'BYCHHE C HAW-HUCKUS PUCK OT PaK U HACIEACTBEHU aHOMAJIHUH.

3a nmoseue HHq)OpMaHHSI OTHOCHO BB3MOXXHH HEXKEIIAaHU PEAKIIUN, MOJIsA, IPOYCTETE JIMCTOBKATA HA
pPaanuoOn30TOIMHO MAPKUPAHOTO JICKApPCTBO.

Cho01aBaHe Ha HesKeJIAHH pPeakIuu

AKO TOITyunTe HAKaKBU HEXEJIaH! JISKapCTBEHH peakiy, yBeaoMere Bammus nekap o HykineapHa
MeauiHa. ToBa BKIIIOUBa BCHUKM Bb3MOXKHU HEONMCAHU B Ta3M JINCTOBKA HEXEJIAHU PEAKIIH.
MokeTe ChIIOo 1a ChOOIINTE HEXKEIAHH PEaKINy JUPEKTHO Upe3 HAllMOHAIHATA CUCTEMa 32
cbo0mmaBane, nocoueHa B [Ipunoxenue V. Karo crobmasare HexemaHn peakliuy, MOKETe J1a JaJieTe
CBOS IPUHOC 3a MOJTyyaBaHe Ha NoBe4e HH(POpMAaIHs OTHOCHO 0€30I1aCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak ce cbxpansBa GalenVita
Hsma na ce Hamara 1a cbXpaHsABaTe TOBa JIEKapCTBO. TOBa JIEKapCTBO c€ ChXPaHsBa IO
OTrOBOPHOCTTA HA CICNNAIMCTA U B HOAXOAAIIN ToMemeHns. ChbXpaHeHNEeTo Ha

paI[I/IO(l)apMaLICBTI/ILII/I me 6’[)[[6 B CHbOTBCTCTBHEC C HAIITUOHAJITHUTC pa3nope;[61/1 OTHOCHO
paaIunOaKTUBHUTEC MaTCpUAIIH.

7


https://www.ema.europa.eu/en/documents/template-form/qrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx

ITocouenara 1mo-moay HH(GOpMAIHS € MPeIHa3HaYeHa CaMo 3a CIIEIIHATUCTH:
PainOHYKIMIHUAT TeHEpaTOp He TPSOBA J1a ce M3IOJI3Ba ClIe/l U3THYaHe Ha CPOKa Ha TOHOCT,
ot0ersi3aH BbPXY OMaKOBKaTa cien ,,['ojeH 10:“.

He pasrno6sBaiiTe kopmyca.
PastBopsT Ha ranmues (%Ga) xnopun, momyden ¢ GalenVita Tps0Ba 1a ce U3nmon3pa He3abaBHO.

6. Cobabp:kaHne HA ONIAKOBKATA M IONMbJIHUTEIHA HHpopManus

Kakso cbabpxa GalenVita
- AXTHBHUTE BellecTBa ca repmanuii (**Ge) xyopu, GUKCHpaH BbPXY KOJIOHATA Ha TEHEPATOPa,
u ranues (*Ga) XJI0pua, pa3TBOPEH B CTepriIHa XiopoBogopoaHa kucenauna 0,1 mol/l cien
enyupane. ['epmanwuii (“°Ge) e HeoOpaTUMO 3abp)KaH BETPE B PAIMOHYKIHIHHS TCHEPATOD,
KaTo ce pasiaja J0 CBOs IbliepeH Hykau (*Ga), KOMTo ce mojydaBa OT TeHepaTopa 1Mo
dopmara Ha ramues (°*Ga) xmopu.
- Jpyrute cbcTaBKM ca:  TUTAHOB AUOKCHJ (MaTpHIla Ha KOJIOHATA)
crepuiHa xjaopoBogopoana kucenuna 0,1 mol/l (pasteop 3a
eIyupaHe)

EnvH painoHyKIIM/ICH TeHEepaTop Ce IOCTABS C:

1 6p. crepuina xmopoBogopoana kucesnuaa 0,1 mol/l, 220 ml B nmosmmponuieHoB cak
1 6p. B-safe mmn

2 0p. amantepu Mbxkku LUER

1 6p. KONEKTOp Ha CITUPATEITHOTO KpaH4Ie

1 6p. BXoasIIa YOBIDKUTEIHA TPHOMYKA

1 Op. u3xomsia YIbHKUTEIHA TPhOUUKa

g wwdE

Kak m3raexxaa GalenVita n kakBo chbabpka onaKkoBKaTa
Hsima a e HeoOX0I1Mo /1a MoJTydaBaTe Wi a O0paBuUTe C TOBA JIEKapCTBO.

IIpuTesxaTes Ha pa3peLIeHNETO 32 ynoTpeda u
Curium Romania SRL

Str. Gradinarilor, nr.1, Pantelimon,

IIfov county, ZIP 077145, Romania

IIpousBoauren

Curium Bulgaria EOOD
Lulin District,

128 Bansko Shose Str.,
Sofia 1331, Bulgaria

JlaTa Ha MOCJIeTHO Mpepa3riIekIaHe HA JINCTOBKATA
Jlpyru u3TOYHUIM HA MH(pOpMAaLHs

ITonpoOHa uHpoOpMalKs 3a TOBa JIEKapcTBO € IpeocTaBeHa Ha yeOcaiiTa Ha EBpornetickara areHIus
o JiekapcTBata https://www.ema.europa.eu.

ITocoyenara no-mony HHGOPMALKS € IpeAHa3HauYCHa CaMO 32 MEIUIIMHCKH CIICIIHATUCTH:

ITemaata KXII Ha GalenVita ce mpegoctaBs KaTo OT/AENEH JOKYMEHT B OITaKOBKATa Ha MPOYKTa, C
IeJT J]a PEIOCTABH HA 3PAaBHUTE CIICIIUAIMCTH JIPyTa AOMBIHUTEIIHA HAyYHA U TIPAKTHIEeCKa
nH(pOpPMAIU OTHOCHO MPHUJIATaHETO U yrmoTpedara Ha To3u paanodapMaIeBTUK.

Mos, Bmxre KXII.
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JIncroBKa: l/IH(l)OpMalII/lﬂ 3a ManueHTa

GalenVita 1,48 GBq paanoHykJinIeH reHepaTop
pasTsop Ha ranues (%Ga) xnopun

IIpoyereTe BHUMATEIHO LAJIATA JHCTOBKA MPEAH 1A 3all0YHETE 1a H3110J13BaTe TOBA JIEKapCTBO,

TBhH KaTo TS ChAbP:Ka BaxHa 3a Bac nndopmanus.

- 3amaseTe Ta3u JUCTOBKAa. MOXKe 1a ce HAJIOXKH J1a g IPOYETETe OTHOBO.

- AKO UMaTe HSKaKBH JOIBIHUTEIHHA BBIIPOCH, TONATaTe Bamus Jiekap o HykieapHa
MEIMLKHA, KOWTO 1IE KOHTPOJIMpA NIPOLEAYpaTa.

- AKO NoJTyyuTe HAKaKBU HEXEJIaHU peaklivy, yBeoMeTe Bamus <iekap mo HykjieapHa
MeaunuHA. ToBa BKIIOYBA M BCHYKH BE3MOXKHH HEXXEIIaHW PEAKINH, HEOIINCAHH B Ta3H
JTUCTOBKA. BrkTe Touka 4.

Kakso CbAbpPiKa Ta3u JIUCTOBKA

1. Kaxkso npencrasnssa GalenVita u 3a kakBo ce U3I0J13Ba

Kakso Tps0Ba 1a 3HaeTe, IPEIH J1a C€ U3MON3Ba pa3TBopa Ha ranues (®Ga) xmopua, nomyden c
GalenVita

Kak ce usnonssa pasrtsopa Ha ranues (*8Ga) xnopun, nonyuen ¢ GalenVita

BBb3M0KHM HEXEIaHU pEeaKLUU

Kaxk ce cpxpansiBa GalenVita

ChbabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

n

o AW

1. Kakso npeacrapasia GalenVita u 3a kakBo ce H3M0/13Ba

GalenVita e repmanuii (*®Ge)/ranuii (®Ga) panuoHyKInIeH reHepaTop, yCTPOMCTBO, U3MOI3BAHO 34
nosiyyaBane Ha pasteop Ha ranues (%Ga) xnopun. Fammesnsr (%8Ga) xnopuj € paanoakTHBHO
BEIIECTBO, C KOETO PadOTAT JIEKapH CIICHHATHCTH (JIeKapH N0 HyKJieapHa MeTUIMHA) U (apMalieBTH,
00yueHH 1a paboTAT ¢ paguoakTUBHU MaTepuand. [anmueBusT (*®Ga) xopun He e npeaHa3HAYEH 3a
JMPEKTHO TNPHJIOKEHHE Ha MAIMEHTH, a C€ M3I0JI3Ba 32 PaJIMON30TOITHO MAapKUpPaHe, TEXHHUKA, TTPH
KOSITO JIaJIEHO BEIIECTBO CE MAPKUPa C PaJMOAKTHBHO CheMHEHHE, B CiTydas — 8Ga.

CaMmo J1eKapcTBa, KOUTO Ca OWJIN CIIENUATHO Pa3paboTeHH U 000PEHH 3a PAIMOU30TONTHO MapPKHPAHE
¢ %®Ga, npemMuHaBar 1pe3 npomueaypa Ha paauon30TONHO MapkupaHe ¢ ranues (*Ga) xnopua. Tesun
PaJMOM30TONHO MAPKUPAHH JIEKAPCTBA MOTAT J1a Pa3Mo3HaAT H J1a Ce IIPUKPENAT KbM ONpPEIEeHH
BUJIOBE KJIETKHU U JIa OTHECAT paanoakTuBHus ®Ga 10 Te3u kieTku B Tsnoto Bu. Huckata
PaJIMOaKTUBHOCT B MapKupaHoTo ¢ *Ga nekapcTBo MOKe J1a ObJIe OTKPUTA M3BBH TSJIOTO YPE3
cnenyanay kamepu. ToBa MOKe [Ja TOMOTHe Ha Balus jexap npu NOCTaBsiHe Ha JuarHosata. Mo,
3a moBeve MH(OPMAIKs BUKTE JIMCTOBKATA HA JIEKAPCTBOTO, KOETO TPAOBA 11a ObJie paIHOU30TOITHO
Mapkupano ¢ ranues (%8Ga) xnopu.

JlekapsT 1o HykjieapHa MeMIMHA 1€ Bu 00SCHY MO-TI0POOHO KaKbB BUJ] U3CJIEIBAHE 1IIE CE
M3BbPIIBA.

M31013BaHETO HA PAMOM30TONHO MAPKUPAHOTO ¢ 8Ga ekapcTBO BKIIIOYBA U3IaraHe Ha MAIIKK
KOJTMYIECTBA PAIHOAKTUBHOCT. Bamusar jexap u J1ekapsT 1o HyKJIeapHa MEIUIIMHA ca TIPCIICHUITH, 9e
KJIMHMYHATA T0J13a, KOATO e TIOTy4UTe OT TPOLELYpaTa ¢ MapKUpaHoTo ¢ Ga nekapcTso,
MPEBUIIIABA PUCKA, IBJDKAI CE Ha paJuaIusl.

4. Kakgo Tpsi0Ba 1a 3HaeTe, NPE/IM 12 Ce U3M0J3Ba pa3TBopa Ha ragues (%Ga) xiopun,
noayden ¢ GalenVita
PasTBopbT Ha ranues (®Ga) xsopua, nosyuen ¢ GalenVita ue TpsioBa na ce u3nouassa

- aKo cTe anepruuHu KbM ranues (*8Ga) xmopua win HAKOS OT OCTaHAIMTE CHCTABKU HA TOBA
JIEKapCTBO (M30pOCHM B TOUKA 6).
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Axo u3nonssare Mapkupano ¢ ®Ga nekapcTso, TpOBa 1a poveTeTe MH(GOPMALKUATA 32
MPOTHUBOMOKA3aHKSTA B IUCTOBKATA Ha JIEKAPCTBOTO, KOETO Iie O'bJICc PaJHON30TOIHO MapKHUPAHO.

IIpenynpesxkaenus u npeanasHu MepKu

3a nH(OopMAaIUS OTHOCHO CIIEIUATHU TPEAYPEXACHNS U CIIEIUATHA TTPEANa3Hu MEPKU TIPH yIioTpeda
Ha mapkupanu ¢ *®Ga nexapcTBa, MOJIs, BIKTE JTUCTOBKATA Ha JIEKAPCTBOTO, KOETO IIe ObIe
PaavoN30TOITHO MapKHUPaHO.

Jeua v roHOIIN
Mo, roBopete ¢ Bamus sekap 1o HykiieapHa MeAUIMHA, ako Bue unu Bameto gete cre moa
18 rogunu.

JIpyru JiekapcTBa M pa3TBop Ha raaues (®Ga) xamopua

Tps6Ba 1a kaxxeTe Ha Baiuus nekap 1o HykjieapHa MEIUIMHA, aKO IIPUEMATe, HACKOPO CTe MpHEMaIIH
WK € Bb3MOXHO JIa TIPMEMATE JAPYTH JIEKAPCTBA, Thil KATO T€ MOTAT JIa MIOBJIHUSAT Ha
MHTEPIPETALMATA HA M300paKeHnsTa OT Bamms nexap.

He e usBecTHO nanu pastBopbT Ha ranues ($Ga) xmopun Moxke 1a B3auMoIeiicTBa ¢ pyTH JIEKapCTBa,
TBH KaTo HE Ca MPOBEXKIAHM CTIEMATHN Npoy4Banus. HsaMa 1a Bu Obe mocTaBeHa MHKEKIHS C
ramues (%Ga) xnopua, a ¢ 1eKapcTBO, paJlMON30TOIHO MapKHpaHo ¢ %Ga.

3a uH(popMaIUs OTHOCHO JPYTH JeKapcTBa B KOMOMHALMS ¢ yroTpebaTa Ha Mapkupanu ¢ %Ga
JeKapcTBa, MOJISL, IPOYETEeTE JIMCTOBKATA Ha PAJANON30TOITHO MAPKUPAHOTO JICKAPCTBO.

Bpemennoct, KbpMeHe U epTHINTET

AKo cTe OpeMeHHa Wi KbpMUTE, CMATATe, 4€ MOJKE /1a CTe OpeMeHHa WIH TUTaHupaTe OpeMEeHHOCT,
NOCHBETBaliTE ce ¢ Bamms nekap mo HykieapHa MeIMIMHA IPEIM yIOTpedaTa Ha MapKkupanu ¢ %Ga
JeKapcTBa.

Tps6Ba 1a yBerOMUTE JIEKaps M0 HyKJIeapHa MEIMIMHEA TIPEIH IPUJIaraHe Ha MapKupanu ¢ °Ga
JIeKapCTBa, aKO MMa BEPOATHOCT J1a CTe OpeMEeHHa, aKo CTe TPOIYCHAIN IUKBII WIN aKO KbPMUTE.
AKO UMaTe CbMHEHHS, BAKHO € Jla ce KOHCYJITHpaTe ¢ Bamus ekap 1o HykjieapHa MeJUIHHA, KOHTO
11e HaOJItoaBa mporeypara.

AKo cTe OpeMeHHa
JlexapsT 10 HyKJIeapHa MEIMIIMHA 1€ NPHIOKH 110 BPEME Ha OPEMEHHOCT MapkupaHo ¢ 8Ga
JIEKapCTBO CaMO aKO C€ OYaKBa 10J13a, KOSITO O MPEBHUIIINIA PUCKOBETE.

AKO KbpMHTE
e 6BaeTE TTOMOJIEHH Ja CTIpeTe Ja KbpMuTe. MoJs, monuTaiTe Bammms nekap 1mo HykieapHa

MEIHMIIMHA KOTIra MOXXETEC Ja BB30OHOBUTE KbpPMCHCTO.

Ilodupane u padoTa ¢ MAIIMHHA

Moske na nMa eekTH BEpXy criocoOHocTTa Bu 3a modupane u padoTta ¢ MalimHU TOpaan
ynorpe6aTa Ha Mapkupanu ¢ ®Ga nekapctsa. MoJis, IpodeTeTe BHUMATEHO TMCTOBKUTE HA TE3U
JIeKapcTBa.

3. Kak ce u3nouzsa pasreopa na ranues (**Ga) xsopuja, nonyden ¢ GalenVita

ChlIecTBYBaT CTPOTH 3aKOHH 3a yIOTpedaTa, MaHHUITYJIMPAHETO W U3XBBPIISTHETO HA
pamuodapmaneBTnaHN poaykTh. GalenVita e ce U3Mmona3Ba caMo B CIEIUATHO KOHTPOIUPaHU
3onu. [TonydaBaneTo Ha pa3TBopa Ha ramues (%8Ga) xopu, pagron30TONHO MapPKUPAHETO HA
KOHKPETHO JIEKapCTBO HOCUTE, KAKTO M NPHJIAraHETO Ha JIEKapCcTBO, MapKUpaHo ¢ %°Ga, e ce
W3BBHPINBA CAMO OT XOpa, KOUTO ca 00YYCHU U KBATH(UIIMPAHU Ja IO U3IMoI3Bat Oe3omacHo. Te mie
rojiaraT CHelUaIHU TPYKH 3a 0€301MacHOTO U3MOJI3BaHE Ha TOBA JIEKApCTBO U e Bu uadopmupar 3a
CBOUTE JACUCTBUS.
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JlexapsT 1o HykJIeapHa MEIUIIMHA, HAOII0AaBall] MpoLeaypaTa, e Penrd KakBO KOJMYECTBO
JIEKapCTBO, PaJIMON30TOIHO MapKupaHo ¢ %®Ga, Tpsa6Ba na ce u3non3sa BbB Bamus ciyuaii. Tosa e
0bJiec HAa-MaJIKOTO KOJIHYECTBO, HEOOXOAUMO 32 MOCTUTaHE Ha TIOJXO/ISIIUS PE3yJITaT.

Ipuiokenue Ha pasTteop Ha rajues (®Ga) xj0pua u NpoBeKIaHEe HA MPOLELYPATA
Hsama na nomyuute pasteop Ha ranmues (*Ga) xopun, a Ipyro J1eKapcTBo, KOETO € GHII0
KOMOMHHUPAHO (PaJHOM30TOMHO MapKUPaHo) ¢ pa3Teop Ha ranues (%Ga) xnopus.

MpoabrkuTeTHOCT HA MpoOLEAYpaTa

Barusr siekap mo HykjaeapHa MeauirHa e Bu uadopMupa 3a oonyaiHaTa IpoIb/DKATSTHOCT Ha
npoueaypara ¢ Mmapkupano ¢ ®Ga nekapcTso. 3a nosede HHPOpPMAIMS, MOJIS, IPOYETETE TUCTOBKATA
Ha PaJIMOU30TOITHO MAPKHPAHOTO JIEKAPCTBO.

Caen kaTo Bu 0b/ie NPUJI0KEHO PaIMOM30TONHO MAPKHPAHOTO ¢ Pa3TBoOp Ha rajues ($Ga)
XJIOPH] JIEKAPCTBO

JlexapAt 1o HykiIeapHa MequnuHa me Bu napopmupa, ako TpsOBa 1a B3eMeTe HIKaKBH CHEIHATHU
TIpeanasHu MEPKH, CIIE/ KaTo MojlyduTte Mapkupanoto ¢ ®Ga nexkapctso. Cebpikete ce ¢ Bamms nexap
10 HyKJIeapHa MEIMIIHA, aKO IMaTe BBIIPOCH.

AKO cTe NoJTy4YHJIM MoBeYe 0T Heo0X0AMMATAa /1032 PaJHOM30TOIIHO MAPKUPAHOTO ¢ Pa3TBOP Ha
raaues (*®Ga) xs0pu JieKapeTBO, MM CTe MOJYYHJIH HellPpeIHAMEPEH0 TMPEKTHA HHIKEKIHS ¢
pasTBop Ha ragues (**Ga) xiopug

[Ipeno3upane Wik HeNpeIHAMEPEHa TMPEKTHA MHKEKIMS ¢ pa3TBop Ha ranues (%8Ga) xmopus ca
MaJIKO BEPOSATHHM, Thii KaTO 1€ HOIydHuTe caMo MapKupaHoTo ¢ 8Ga nekapcTBo, nperusHo
KOHTPOJIMPAHO OT JIeKapsi [0 HyKJIeapHa MEAMIIIHA, HaOJII0AaBall mporeaypaTa. Benpeku Toa, B
clly4ail Ha IpeJo3upaHe WM HelpeAHaMEePEHO TIOCTaBeHa TUPEKTHA WHXKEKIIHS, I1e TTOJTyYHTe
TTOJIXOJSIIN TPUKH.

AKO UMate HIKaKBH JIOTBIHUTEIHA BBIIPOCH, CBBP3aHHU C YIIOTpebaTa Ha TOBa JIEKAPCTBO, MOJIA,
MO TANTE JIeKaps M0 HyKJIeapHa MEeIUIIMHA, KOHTO Ha0IrogaBa mporeaypara.

4. Bb3MOKHHN HeKeTaHU PeaKIuu

Kakro Bcuukn JICKApCTBAa, MApKHUPAHOTO C 68Ga JICKaApCTBO MOKC Aa MMPEAN3BUKA HEXKCIIAHU PCAKIIUH,
BBIIPCKU Y€ HC BCCKU I'M IMOJTyHdaBa.

Cnen npuiarane Ha MapKupaHoTo ¢ *8Ga j1ekapcTBo, TO Ie IOCTABM HUCKM KOJIMYECTBA HOHU3HMPALIO
JT'BYCHHE C HAW-HUCKUS PUCK OT PaK U HACIEACTBEHU aHOMAJIHUH.

3a nmoseue HHq)OpMaHHSI OTHOCHO BB3MOXXHH HEXKCEIIAHU PEAKIIUU, MOJIsA, IPOYCTETE JIMCTOBKATA HA
pPaanuoOn30TOIMHO MAPKUPAHOTO JICKApPCTBO.

Cho01aBaHe Ha HesKeJIAHH pPeakIuu

AKO TOITyunTe HAKaKBU HEXEJIaH! JISKApCTBEHN Peakliy, yBeaomMere Bamus nexap 1o HyKkieapHa
MeauiHa. ToBa BKIIIOUBa BCHUKM Bb3MOXKHU HEONMCAHU B Ta3M JINCTOBKA HEXEJIAHU PEAKIIH.
MokeTe ChIIOo 1a ChOOIINTE HEXKEIAHH PEaKINy JUPEKTHO Upe3 HAllMOHAIHATA CUCTEMa 32
cbo0mmaBane, nocoueHa B [Ipunoxenue V. Karo crobmasare HexemaHn peakliuy, MOKETe J1a JaJieTe
CBOS IPUHOC 3a MOJTyyaBaHe Ha NoBe4e HH(POpMAaIHs OTHOCHO 0€30I1aCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak ce cbxpansBa GalenVita
Hsma na ce Hamara 1a cbXpaHsABaTe TOBa JIEKapCTBO. TOBa JIEKapCTBO c€ ChXPaHsBa IO
OTrOBOPHOCTTA HA CICNNAIMCTA U B HOAXOAAIIN ToMemeHns. ChbXpaHeHNEeTo Ha

paI[I/IO(l)apMaLICBTI/ILII/I me 6’[)[[6 B CHbOTBCTCTBHEC C HAIITUOHAJITHUTC pa3nope;[61/1 OTHOCHO
paaIunOaKTUBHUTEC MaTCpUAIIH.
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ITocouenara 1mo-moay HH(GOpMAIHS € MPeIHa3HaYeHa CaMo 3a CIIEIIHATUCTH:
PainOHYKIMIHUAT TeHEpaTOp He TPSOBA J1a ce M3IOJI3Ba ClIe/l U3THYaHe Ha CPOKa Ha TOHOCT,
ot0ersi3aH BbPXY OMaKOBKaTa cien ,,['ojeH 10:“.

He pasrno6sBaiiTe kopmyca.
PastBopsT Ha ranmues (®Ga) xnopun, momyden ¢ GalenVita Tps6Ba 1a ce u3nonspa He3abaBHO.

6. Cobabp:kaHne HA ONIAKOBKATA M IONMbJIHUTEIHA HHpopManus

Kakso cbabpxa GalenVita
- AXTHBHUTE BellecTBa ca repmanuii (**Ge) xyopu, GUKCHpaH BbPXY KOJIOHATA Ha TEHEPATOPa,
u ranues (*Ga) XJI0pua, pa3TBOPEH B CTepriIHa XiopoBogopoaHa kucenauna 0,1 mol/l cien
enyupane. ['epmanwuii (“°Ge) e HeoOpaTUMO 3abp)KaH BETPE B PAIMOHYKIHIHHS TCHEPATOD,
KaTo ce pasiaja J0 CBOs IbliepeH Hykau (*Ga), KOMTo ce mojydaBa OT TeHepaTopa 1Mo
dopmara Ha ramues (°*Ga) xmopu.
- Jpyrute cbcTaBKM ca:  TUTAHOB AUOKCHJ (MaTpHIla Ha KOJIOHATA)
crepuiHa xjaopoBogopoana kucenuna 0,1 mol/l (pasteop 3a
eIyupaHe)

EnvH painoHyKIIM/ICH TeHEepaTop Ce IOCTABS C:

1 6p. creprHa xmopoBoaopoaHa kucenanna 0,1 mol/l, 220 ml B monunponuieHoB cak
1 6p. B-safe mmn

2 0p. amantepu Mbxkku LUER

1 6p. KONEKTOp Ha CITUPATEITHOTO KpaH4Ie

1 6p. BXoasIIa YOBIDKUTEIHA TPHOMYKA

1 Op. u3xomsia YIbHKUTEIHA TPhOUUKa

g wwdE

Kak m3raexxaa GalenVita n kakBo chbabpka onaKkoBKaTa
Hsima a e HeoOX0I1Mo /1a MoJTydaBaTe Wi a O0paBuUTe C TOBA JIEKapCTBO.

IIpuTesxaTes Ha pa3peLIeHNETO 32 ynoTpeda u
Curium Romania SRL

Str. Gradinarilor, nr.1, Pantelimon,

IIfov county, ZIP 077145, Romania

IIpousBoauren

Curium Bulgaria EOOD
Lulin District,

128 Bansko Shose Str.,
Sofia 1331, Bulgaria

JlaTa Ha MOCJIeTHO Mpepa3riIekIaHe HA JINCTOBKATA
Jlpyru u3TOYHUIM HA MH(pOpMAaLHs

ITonpoOHa uHpOpMalKs 3a TOBa JIeKapcTBO € IpeocTaBeHa Ha yeOcaiiTa Ha EBpornetickara areHIus
o JiekapcTBata https://www.ema.europa.eu.

ITocoyenara no-mony HHGOPMALKS € IpeAHa3HauYCHa CaMO 32 MEIUIIMHCKH CIICIIHATUCTH:

ITemaata KXII Ha GalenVita ce mpegoctaBs KaTo OT/AENEH JOKYMEHT B OITaKOBKATa Ha MPOYKTa, C
IeJT J]a PEIOCTABH HA 3PAaBHUTE CIICIIUAIMCTH JIPyTa AOMBIHUTEIIHA HAyYHA U TIPAKTHIEeCKa
nH(pOpPMAIU OTHOCHO MPHUJIATaHETO U yrmoTpedara Ha To3u paanodapMaIeBTUK.

Mos, Bmxre KXII.
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JIncroBKa: m{(bopMamm 3a ManMeHTa

GalenVita 1,85 GBq paanonyk/inieH renepaTop
pasTsop Ha ranues (%Ga) xnopun

IIpoyereTe BHUMATEIHO LAJIATA JHCTOBKA MPEAH 1A 3all0YHETE 1a H3110J13BaTe TOBA JIEKapCTBO,

TBhH KaTo TS ChAbP:Ka BaxHa 3a Bac nndopmanus.

- 3amaseTe Ta3u JUCTOBKA. MOXKe 1a ce HAJIOXKH J1a A IPOYETETe OTHOBO.

- AKO UMaTe HSKaKBH JOIBIHUTEIHHA BBIIPOCH, TONATaTe Bamus Jiekap o HykieapHa
MEIMLKHA, KOWTO 1IE KOHTPOJIMpA NIPOLEAYpaTa.

- AKO NoJTyyuTe HAKaKBU HEXEJIaHU peaklivy, yBeoMeTe Bamus <iekap mo HykjieapHa
MeaunuHA. ToBa BKIIOYBA M BCHYKH BE3MOXKHH HEXXEIIaHW PEAKINH, HEOIINCAHH B Ta3H
JTUCTOBKA. BrkTe Touka 4.

Kakso CbAbpPiKa Ta3u JIUCTOBKA

1. Kaxkso npencrasnssa GalenVita u 3a kakBo ce U3I0J13Ba

Kakso Tps0Ba 1a 3HaeTe, IPEIH J1a C€ U3MON3Ba pa3TBopa Ha ranmes (*®Ga) xmopu, nomyden c
GalenVita

Kak ce usnonssa pasrtsopa Ha ranues (*8Ga) xnopun, nonyuen ¢ GalenVita

BBb3M0KHM HEXEIaHU pEeaKLUU

Kaxk ce cpxpansiBa GalenVita

ChbabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

n

o AW

1. Kakso npeacrasasia GalenVita u 3a kakBo ce H3M0/13Ba

GalenVita e repmanuii (*®Ge)/ranuii (®Ga) panuoHyKInIeH reHepaTop, yCTPOMCTBO, U3MOI3BAHO 34
nosiyyaBane Ha pasteop Ha ranues (%Ga) xnopun. Fammesnsr (%8Ga) xnopuj € paanoakTHBHO
BEIIECTBO, C KOETO PabOTAT JIeKapH CIIEIUAIUCTH (JIeKapH MO HyKJieapHa MeIUIMHA) U (apMalieBTH,
00yueHH 1a paboTAT ¢ paguoakTUBHU MaTepuand. [anmueBusT (*®Ga) xopun He e npeaHa3HAYEH 3a
JMPEKTHO TNPHJIOKEHHE Ha MAIMEHTH, a C€ M3I0JI3Ba 32 PaJIMON30TOITHO MAapKUpPaHe, TEXHHUKA, TTPH
KOSITO JIaJIEHO BEIIECTBO CE MAPKUPa C PaJMOAKTHBHO CheMHEHHE, B CiTydas — 8Ga.

CaMmo J1eKapcTBa, KOUTO Ca OWJIN CIIENUATHO Pa3paboTeHH U 000PEHH 3a PAIMOU30TONTHO MapPKHPAHE
¢ %®Ga, npemMuHaBar 1pe3 npomueaypa Ha paauon30TONHO MapkupaHe ¢ ranues (*Ga) xnopua. Tesun
PaJMOM30TONHO MAPKUPAHH JIEKAPCTBA MOTAT J1a Pa3Mo3HaAT H J1a Ce IIPUKPENAT KbM ONpPEIEeHH
BUJIOBE KJIETKHU U JIa OTHECAT paanoakTuBHus ®Ga 10 Te3u kieTku B Tsnoto Bu. Huckata
PaJIMOaKTUBHOCT B MapKupaHoTo ¢ *Ga nekapcTBo MOKe J1a ObJIe OTKPUTA M3BBH TSJIOTO YPE3
cnenuansyu kamepu. ToBa MOe JJa TOMOTHe Ha Baums jiexap npu MocTaBsiHe Ha quardosara. Mo,
3a moBeve MH(OPMAIKs BUKTE JIMCTOBKATA HA JIEKAPCTBOTO, KOETO TPAOBA 11a ObJie paIHOU30TOITHO
Mapkupano ¢ ranues (%8Ga) xnopu.

JlekapsT 1o HykjieapHa MeMIMHA 1€ Bu 00SCHY MO-TI0POOHO KaKbB BUJ] U3CJIEIBAHE 1IIE CE
M3BbPIIBA.

M31013BaHETO HA PAMOM30TONHO MAPKUPAHOTO ¢ 8Ga ekapcTBO BKIIIOYBA U3IaraHe Ha MAIIKK
KOJTMYIECTBA PAIHOAKTUBHOCT. Bamusar jexap u J1ekapsT 1o HyKJIeapHa MEIUIIMHA ca TIPCIICHUITH, 9e
KJIMHMYHATA T0J13a, KOATO e TIOTy4UTe OT TPOLELYpaTa ¢ MapKUpaHoTo ¢ Ga nekapcTso,
MPEBUIIIABA PUCKA, IBJDKAI CE Ha paJuaIusl.

5. Kakgo Tpsi0Ba 1a 3HaeTe, NPE/IM 12 Ce U3M0J3Ba pa3TBopa Ha ragues (%Ga) xiopun,
noayden ¢ GalenVita
PasTBopbT Ha ranues (®Ga) xsopua, nosyuen ¢ GalenVita ue TpsioBa na ce u3nouassa

- aKo cTe anepruuHu KbM ranues (*8Ga) xmopua win HAKOS OT OCTaHAIMTE CHCTABKU HA TOBA
JIEKapCTBO (M30pOCHM B TOUKA 6).
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Axo u3nonssare Mapkupano ¢ ®Ga nekapcTso, TpOBa 1a mpoueTeTe MH(GOPMANKUATA 32
MPOTHUBOMOKA3aHKSTA B IUCTOBKATA Ha JIEKAPCTBOTO, KOETO Iie O'bJICc PaJHON30TOIHO MapKHUPAHO.

IIpenynpesxkaenus u npeanasHu MepKu

3a nH(OopMAaIUS OTHOCHO CIIEIUATHU TPEAYPEXACHNS U CIIEIUATHA TTPEANa3Hu MEPKU TIPH yIioTpeda
Ha mapkupanu ¢ *®Ga nexapcTBa, MOJIs, BIKTE JTUCTOBKATA Ha JIEKAPCTBOTO, KOETO IIe ObIe
PaavoN30TOITHO MapKHUPaHO.

Jeua v roHOIIN
Mo, roBopete ¢ Bamus siekap 1o HykiieapHa MeauIMHa, ako Bue niau Bameto gete cre moa
18 rogunu.

JIpyru JiekapcTBa M pa3TBop Ha raaues (®Ga) xamopua

Tps6Ba 1a kaxxeTe Ha Baiuus nexap 1o HykjieapHa MEIUIMHA, aKO IIPUEMATe, HACKOPO CTe MpHEMaIIH
WK € Bb3MOXHO JIa TIPMEMATE JAPYTH JIEKAPCTBA, Thil KATO T€ MOTAT JIa MIOBJIHUSAT Ha
MHTEPIPETALMATA HA M300paKeHnsTa OT Bamms nexap.

He e usBecTHO nanu pastBopbT Ha ranues ($Ga) xmopun Moxke 1a B3auMoIeiicTBa ¢ pyTH JIEKapCTBa,
TBH KaTo HE Ca MPOBEXKIAHM CTIEMATHN Npoy4Banus. HsaMa 1a Bu Obe mocTaBeHa MHKEKIHS C
ramues (%Ga) xnopua, a ¢ 1eKapcTBO, paJlMON30TOIHO MapKHpaHo ¢ %Ga.

3a uH(popMaIUs OTHOCHO JPYTH JeKapcTBa B KOMOMHALMS ¢ yroTpebaTa Ha Mapkupanu ¢ %Ga
JeKapcTBa, MOJISL, IPOYETEeTE JIMCTOBKATA Ha PAJANON30TOITHO MAPKUPAHOTO JICKAPCTBO.

Bpemennoct, KbpMeHe U epTHINTET

AKo cTe OpeMeHHa Wi KbpMUTE, CMATATe, 4€ MOJKE /1a CTe OpeMeHHa WIH TUTaHupaTe OpeMEeHHOCT,
NOCHBETBaliTE ce ¢ Bamms nekap mo HykieapHa MeIMIMHA IPEIM yIOTpedaTa Ha MapKkupanu ¢ %Ga
JeKapcTBa.

Tps6Ba 1a yBerOMUTE JIEKaps M0 HyKJIeapHa MEIMIMHEA TIPEIH IPUJIaraHe Ha MapKupanu ¢ °Ga
JIeKapCTBa, aKO MMa BEPOATHOCT J1a CTe OpeMEeHHa, aKo CTe TPOIYCHAIN IUKBII WIN aKO KbPMUTE.
AKO UMaTe CbMHEHHS, BAKHO € Jla ce KOHCYJITHpaTe ¢ Bamus ekap 1o HykjieapHa MeJUIHHA, KOHTO
11e HaOJItoaBa mporeypara.

AKo cTe OpeMeHHa
JlexapsT 10 HyKJIeapHa MEIMIIMHA 1€ NPHIOKH 110 BPEME Ha OPEMEHHOCT MapkupaHo ¢ 8Ga
JIEKapCTBO CaMO aKO C€ OYaKBa 10J13a, KOSITO O MPEBHUIIINIA PUCKOBETE.

AKO KbpMHTE
e 6BaeTE TTOMOJIEHH Ja CTIpeTe Ja KbpMuTe. MoJs, monuTaiTe Bammms nekap 1mo HykieapHa

MEIHMIIMHA KOTIra MOXXETEC Ja BB30OHOBUTE KbpPMCHCTO.

Ilodupane u padoTa ¢ MAIIMHHA

Moske na nMa eekTH BEpXy criocoOHocTTa Bu 3a modupane u padoTta ¢ MalimHU TOpaan
ynorpe6aTa Ha Mapkupanu ¢ ®Ga nekapctsa. MoJis, IpodeTeTe BHUMATEHO TMCTOBKUTE HA TE3U
JIeKapcTBa.

3. Kak ce u3nouzsa pasreopa na ranues (**Ga) xsopuja, nonyden ¢ GalenVita

ChlIecTBYBaT CTPOTH 3aKOHH 3a yIOTpedaTa, MaHHUITYJIMPAHETO W U3XBBPIISTHETO HA
pamuodapmaneBTnaHN poaykTh. GalenVita e ce U3Mmona3Ba caMo B CIEIUATHO KOHTPOIUPaHU
3onu. [TonydaBaneTo Ha pa3TBopa Ha ramues (%8Ga) xopu, pagron30TONHO MapPKUPAHETO HA
KOHKPETHO JIEKapCTBO HOCUTE, KAKTO M NPHJIAraHETO Ha JIEKapCcTBO, MapKUpaHo ¢ %°Ga, e ce
W3BBHPINBA CAMO OT XOpa, KOUTO ca 00YYCHU U KBATH(UIIMPAHU Ja IO U3IMoI3Bat Oe3omacHo. Te mie
rojiaraT CHelUaIHU TPYKH 3a 0€301MacHOTO U3MOJI3BaHE Ha TOBA JIEKApCTBO U e Bu uadopmupar 3a
CBOUTE JACUCTBUS.
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JlexapsT 1o HykJIeapHa MEIUIIMHA, HAOII0AaBall] MpoLeaypaTa, e Penrd KakBO KOJMYECTBO
JIEKapCTBO, PaJIMON30TOIHO MapKupaHo ¢ %®Ga, Tpsa6Ba na ce u3non3sa BbB Bamus ciyuaii. Tosa e
0bJiec HAa-MaJIKOTO KOJIHYECTBO, HEOOXOAUMO 32 MOCTUTaHE Ha TIOJXO/ISIIUS PE3yJITaT.

Ipuiokenue Ha pasTteop Ha rajues (®Ga) xj0pua u NpoBeKIaHEe HA MPOLELYPATA
Hsama na nomyuute pasteop Ha ranmues (*Ga) xopun, a Ipyro J1eKapcTBo, KOETO € GHII0
KOMOMHHUPAHO (PaJHOM30TOMHO MapKUPaHo) ¢ pa3Teop Ha ranues (%Ga) xnopus.

MpoabrkuTeTHOCT HA MpoOLEAYpaTa

Barusr siekap mo HykjaeapHa MeauirHa e Bu uadopMupa 3a oonyaiHaTa IpoIb/DKATSTHOCT Ha
npoueaypara ¢ Mmapkupano ¢ ®Ga nekapcTso. 3a nosede HHPOpPMAIMS, MOJIS, IPOYETETE TUCTOBKATA
Ha PaJIMOU30TOITHO MAPKHPAHOTO JIEKAPCTBO.

Caen kaTo Bu 0b/ie NPUJI0KEHO PaIMOM30TONHO MAPKHPAHOTO ¢ Pa3TBoOp Ha rajues ($Ga)
XJIOPH] JIEKAPCTBO

JlexapAt 1o HykiIeapHa MequnuHa me Bu napopmupa, ako TpsOBa 1a B3eMeTe HIKaKBH CHEIHATHU
TIpeanasHu MEPKH, CIIE/ KaTo MojlyduTte Mapkupanoto ¢ ®Ga nexkapctso. Cebpikete ce ¢ Bamms nexap
0 HyKJIeapHa MEAMIIHA, aKO IMaTe BBIIPOCH.

AKO cTe NoJTy4YHJIM MoBeYe 0T Heo0X0AMMATAa /1032 PaJHOM30TOIIHO MAPKUPAHOTO ¢ Pa3TBOP Ha
raaues (*®Ga) xs0pu JieKapeTBO, MM CTe MOJYYHJIH HellPpeIHAMEPEH0 TMPEKTHA HHIKEKIHS ¢
pasTBop Ha ragues (**Ga) xiopug

[Ipeno3upane Wik HeNpeIHAMEPEHa IMPEKTHA MHKEKIMS ¢ pa3TBop Ha ranues (%8Ga) xmopus ca
MaJIKO BEPOSATHHM, Thii KaTO 1€ HOIydHuTe caMo MapKupaHoTo ¢ 8Ga nekapcTBo, nperusHo
KOHTPOJIMPAHO OT JIeKapsi [0 HyKJIeapHa MEAMIIIHA, HaOJII0AaBall mporeaypaTa. Benpeku Toa, B
clly4ail Ha IpeJo3upaHe WM HelpeAHaMEePEHO TIOCTaBeHa TUPEKTHA WHXKEKIIHS, I1e TTOJTyYHTe
TTOJIXOJSIIN TPUKH.

AKO UMate HIKaKBH JIOTBIHUTEIHA BBIIPOCH, CBBP3aHHU C YIIOTpebaTa Ha TOBa JIEKAPCTBO, MOJIA,
MO TANTE JIeKaps M0 HyKJIeapHa MEeIUIIMHA, KOHTO Ha0IrogaBa mporeaypara.

4. Bb3MOKHHN HeKeTaHU PeaKIuu

Kakro Bcuukn JICKApCTBAa, MApKHUPAHOTO C 68Ga JICKaApCTBO MOKC Aa MMPEAN3BUKA HEXKCIIAHU PCAKIIUH,
BBIIPCKU Y€ HC BCCKU I'M IMOJTyHdaBa.

Cnen npuiarane Ha MapKupaHoTo ¢ *8Ga j1ekapcTBo, TO Ie IOCTABM HUCKM KOJIMYECTBA HOHU3HMPALIO
JT'BYCHHE C HAW-HUCKUS PUCK OT PaK U HACIEACTBEHU aHOMAJIHUH.

3a nmoseue HHq)OpMaHHSI OTHOCHO BB3MOXXHH HEXKEIIAaHU PEAKIIUN, MOJIsA, IPOYCTETE JIMCTOBKATA HA
pPaanuoOn30TOIMHO MAPKUPAHOTO JICKApPCTBO.

Cho01aBaHe Ha HesKeJIAHH pPeakIuu

AKO TOITyunTe HAKaKBU HEXEJIaH! JISKApCTBEHN Peakliy, yBeaomMere Bamus nexap 1o HyKkieapHa
MeauiHa. ToBa BKIIIOUBa BCHUKM Bb3MOXKHU HEONMCAHU B Ta3M JINCTOBKA HEXEJIAHU PEAKIIH.
MokeTe ChIIOo 1a ChOOIINTE HEXKEIAHH PEaKINy JUPEKTHO Upe3 HAllMOHAIHATA CUCTEMa 32
cbo0mmaBane, nocoueHa B [Ipunoxenue V. Karo crobmasare HexemaHn peakliuy, MOKETe J1a JaJieTe
CBOS IPUHOC 3a MOJTyyaBaHe Ha NoBe4e HH(POpMAaIHs OTHOCHO 0€30I1aCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak ce cbxpansBa GalenVita
Hsma na ce Hamara 1a cbXpaHsABaTe TOBa JIEKapCTBO. TOBa JIEKapCTBO c€ ChXPaHsBa IO
OTrOBOPHOCTTA HA CICNNAIMCTA U B HOAXOAAIIN ToMemeHns. ChbXpaHeHNEeTo Ha

paI[I/IO(l)apMaLICBTI/ILII/I me 6’[)[[6 B CHbOTBCTCTBHEC C HAIITUOHAJITHUTC pa3nope;[61/1 OTHOCHO
paaIunOaKTUBHUTEC MaTCpUAIIH.
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ITocouenara 1mo-moay HH(GOpMAIHS € MPeIHa3HaYeHa CaMo 3a CIIEIIHATUCTH:
PainOHYKIMIHUAT TeHEpaTOp He TPSOBA J1a ce M3IOJI3Ba ClIe/l U3THYaHe Ha CPOKa Ha TOHOCT,
ot0ersi3aH BbPXY OMaKOBKaTa cien ,,['ojeH 10:“.

He pasrno6sBaiiTe kopmyca.
PastBopsT Ha ranmues (®Ga) xnopun, momyden ¢ GalenVita Tps6Ba 1a ce u3nonspa He3abaBHO.

6. Cobabp:kaHne HA ONIAKOBKATA M IONMbJIHUTEIHA HHpopManus

Kakso cbabpxa GalenVita
- AXTHBHUTE BellecTBa ca repmanuii (**Ge) xyopu, GUKCHpaH BbPXY KOJIOHATA Ha TEHEPATOPa,
u ranues (*Ga) XJI0pua, pa3TBOPEH B CTepriIHa XiopoBogopoaHa kucenauna 0,1 mol/l cien
enyupane. ['epmanwuii (“°Ge) e HeoOpaTUMO 3abp)KaH BETPE B PAIMOHYKIHIHHS TCHEPATOD,
KaTo ce pasiaja J0 CBOs IbliepeH Hykau (*Ga), KOMTo ce mojydaBa OT TeHepaTopa 1Mo
dopmara Ha ramues (°*Ga) xmopu.
- Jpyrute cbcTaBKM ca:  TUTAHOB AUOKCHJ (MaTpHIla Ha KOJIOHATA)
crepuiHa xjaopoBogopoana kucenuna 0,1 mol/l (pasteop 3a
eIyupaHe)

EnvH painoHyKIIM/ICH TeHEepaTop Ce IOCTABS C:

1 6p. creprHa xmopoBoaopoaHa kucenanna 0,1 mol/l, 220 ml B monunponuieHoB cak
1 6p. B-safe mmn

2 0p. amantepu Mbxkku LUER

1 6p. KONEKTOp Ha CITUPATEITHOTO KpaH4Ie

1 6p. BXoasIIa YOBIDKUTEIHA TPHOMYKA

1 Op. u3xomsia YIbHKUTEIHA TPhOUUKa

g wwdE

Kak m3raexxaa GalenVita n kakBo chbabpka onaKkoBKaTa
Hsima a e HeoOX0I1Mo /1a MoJTydaBaTe Wi a O0paBuUTe C TOBA JIEKapCTBO.

IIpuTesxaTes Ha pa3peLIeHNETO 32 ynoTpeda u
Curium Romania SRL

Str. Gradinarilor, nr.1, Pantelimon,

IIfov county, ZIP 077145, Romania

IIpousBoauren

Curium Bulgaria EOOD
Lulin District,

128 Bansko Shose Str.,
Sofia 1331, Bulgaria

JlaTa Ha MOCJIeTHO Mpepa3riIekIaHe HA JINCTOBKATA
Jlpyru u3TOYHUIM HA MH(pOpMAaLHs

ITonpoOHa uHpOpMalKs 3a TOBa JIeKapcTBO € IpeocTaBeHa Ha yeOcaiiTa Ha EBpornetickara areHIus
o JiekapcTBata https://www.ema.europa.eu.

ITocoyenara no-mony HHGOPMALKS € IpeAHa3HauYCHa CaMO 32 MEIUIIMHCKH CIICIIHATUCTH:

ITemaata KXII Ha GalenVita ce mpegoctaBs KaTo OT/AENEH JOKYMEHT B OITaKOBKATa Ha MPOYKTa, C
eI J]a PEIOCTABH HA 3PAaBHUTE CIICIIUAIMCTH IPyTa JOIIBIHUATEIIHA HayYHa U TIPAaKTHYeCcKa
nH(pOpPMAIU OTHOCHO MPHUJIATaHETO U yrmoTpedara Ha To3u paanodapMaIeBTUK.

Mos, Bmxre KXII.
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JIncroBKa: l/IH(l)OpMalII/lﬂ 3a ManueHTa

GalenVita 2,22 GBq paagnoHyKJIHIeH reHepaTop
pasTsop Ha ranues (%Ga) xnopun

IIpoyereTe BHUMATEIHO LAJIATA JHCTOBKA MPEAH 1A 3all0YHETE 1a H3110J13BaTe TOBA JIEKapCTBO,

TBhH KaTo TS ChAbP:Ka BaxHa 3a Bac nndopmanus.

- 3amaseTe Ta3u JUCTOBKAa. MOXKe 1a ce HAJIOXKH J1a g IPOYETETe OTHOBO.

- AKO UMaTe HSKaKBH JOIBIHUTEIHHA BBIIPOCH, TONATaTe Bamus Jiekap o HykieapHa
MEIMLKHA, KOWTO 1IE KOHTPOJIMpA NIPOLEAYpaTa.

- AKO NoJTyyuTe HAKaKBU HEXEJIaHU peaklivy, yBeoMeTe Bamus <iekap mo HykjieapHa
MeaunuHA. ToBa BKIIOYBA M BCHYKH BE3MOXKHH HEXXEIIaHW PEAKINH, HEOIINCAHH B Ta3H
JTUCTOBKA. BrkTe Touka 4.

Kakso CbAbpPiKa Ta3u JIUCTOBKA

1. Kaxkso npencrasnssa GalenVita u 3a kakBo ce U3I0J13Ba

Kakso Tps0Ba 1a 3HaeTe, IPEIH J1a C€ U3MON3Ba pa3TBopa Ha ranues (®Ga) xmopua, nomyden c
GalenVita

Kak ce usnonssa pasrtsopa Ha ranues (*8Ga) xnopun, nonyuen ¢ GalenVita

BBb3M0KHM HEXEIaHU pEeaKLUU

Kaxk ce cpxpansiBa GalenVita

ChbabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

n

o AW

1. Kakso npeacrapasia GalenVita u 3a kakBo ce H3M0/13Ba

GalenVita e repmanuii (*®Ge)/ranuii (®Ga) panuoHyKInIeH reHepaTop, yCTPOMCTBO, U3MOI3BAHO 34
nosiyyaBane Ha pasteop Ha ranues (%Ga) xnopun. Fammesnsr (%8Ga) xnopuj € paanoakTHBHO
BEIIECTBO, C KOETO PadOTAT JIEKapH CIICHHATHCTH (JIeKapH N0 HyKJieapHa MeTUIMHA) U (apMalieBTH,
00yueHH 1a paboTAT ¢ paguoakTUBHU MaTepuand. [anmueBusT (*®Ga) xopun He e npeaHa3HAYEH 3a
JMPEKTHO TNPHJIOKEHHE Ha MAIMEHTH, a C€ M3I0JI3Ba 32 PaJIMON30TOITHO MAapKUpPaHe, TEXHHUKA, TTPH
KOSITO JIaJIEHO BEIIECTBO CE MAPKUPa C PaJMOAKTHBHO CheMHEHHE, B CiTydas — 8Ga.

CaMmo J1eKapcTBa, KOUTO Ca OWJIN CIIENUATHO Pa3paboTeHH U 000PEHH 3a PAIMOU30TONTHO MapPKHPAHE
¢ %®Ga, npemMuHaBar 1pe3 npomueaypa Ha paauon30TONHO MapkupaHe ¢ ranues (*Ga) xnopua. Tesun
PaJMOM30TONHO MAPKUPAHH JIEKAPCTBA MOTAT J1a Pa3Mo3HaAT H J1a Ce IIPUKPENAT KbM ONpPEIEeHH
BUJIOBE KJIETKHU U JIa OTHECAT paanoakTuBHus ®Ga 10 Te3u kieTku B Tsnoto Bu. Huckata
PaJIMOaKTUBHOCT B MapKupaHoTo ¢ *Ga nekapcTBo MOKe J1a ObJIe OTKPUTA M3BBH TSJIOTO YPE3
cnenyanay kamepu. ToBa MOKe [Ja TOMOTHe Ha Balus jexap npu NOCTaBsiHe Ha JuarHosata. Mo,
3a moBeve MH(OPMAIKs BUKTE JIMCTOBKATA HA JIEKAPCTBOTO, KOETO TPAOBA 11a ObJie paIHOU30TOITHO
Mapkupano ¢ ranues (%8Ga) xnopu.

JlekapsT 1o HykjieapHa MeMIMHA 1€ Bu 00SCHY MO-TI0POOHO KaKbB BUJ] U3CJIEIBAHE 1IIE CE
M3BbPIIBA.

M31013BaHETO HA PAMOM30TONHO MAPKUPAHOTO ¢ 8Ga ekapcTBO BKIIIOYBA U3IaraHe Ha MAIIKK
KOJTMYIECTBA PAIHOAKTUBHOCT. Bamusar jexap u J1ekapsT 1o HyKJIeapHa MEIUIIMHA ca TIPCIICHUITH, 9e
KJIMHMYHATA T0J13a, KOATO e TIOTy4UTe OT TPOLELYpaTa ¢ MapKUpaHoTo ¢ Ga nekapcTso,
MPEBUIIIABA PUCKA, IBJDKAI CE Ha paJuaIusl.

6. Kakgo Tpsi0Ba 1a 3HaeTe, NPE/IM 12 Ce U3M0J3Ba pa3TBopa Ha ragues (%Ga) xiopun,
noayden ¢ GalenVita
PasTBopbT Ha ranues (®Ga) xsopua, nosyuen ¢ GalenVita ue TpsioBa na ce u3nouassa

- aKo cTe aneprudHu KuM ranues (%8Ga) xmopua uim HAKOS OT OCTaHAIIMTE ChCTABKH HA TOBA
JIEKapCTBO (M30pOCHM B TOUKA 6).
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AKo u3nonsBare Mapkupano ¢ %8Ga ngexapcTBo, TpsbBa 1a mpodereTe HHGOPMALMATA 32
MPOTHUBOMOKA3aHKSTA B IUCTOBKATA Ha JIEKAPCTBOTO, KOETO Iie O'bJICc PaJHON30TOIHO MapKHUPAHO.

IIpenynpesxkaenus u npeanasHu MepKu

3a nH(OopMAaIUS OTHOCHO CIIEIUATHU TPEAYPEXACHNS U CIIEIUATHA TTPEANa3Hu MEPKU TIPH yIioTpeda
Ha mapkupanu ¢ *®Ga nexapcTBa, MOJIs, BIKTE JTUCTOBKATA Ha JIEKAPCTBOTO, KOETO IIe ObIe
PaavoN30TOITHO MapKHUPaHO.

Jeua v roHOIIN
Mo, roBopete ¢ Bamus sekap 1o HykiieapHa MeAUIMHA, ako Bue unu Bameto gete cre moa
18 rogunu.

JIpyru JiekapcTBa M pa3TBop Ha raaues (®Ga) xamopua

Tps6Ba 1a kaxxeTe Ha Baiuus nekap 1o HykjieapHa MEIUIMHA, aKO IIPUEMATe, HACKOPO CTe MpHEMaIIH
WK € Bb3MOXHO JIa TIPMEMATE JAPYTH JIEKAPCTBA, Thil KATO T€ MOTAT JIa MIOBJIHUSAT Ha
MHTEPIPETALMATA HA M300paKeHnsTa OT Bamms nexap.

He e usBecTHO nanu pastBopbT Ha ranues ($Ga) xmopun Moxke 1a B3auMoIeiicTBa ¢ pyTH JIEKapCTBa,
TBH KaTo HE Ca MPOBEXKIAHM CTIEMATHN Npoy4Banus. HsaMa 1a Bu Obe mocTaBeHa MHKEKIHS C
ramues (%Ga) xnopua, a ¢ 1eKapcTBO, paJlMON30TOIHO MapKHpaHo ¢ %Ga.

3a uH(popMaIUs OTHOCHO JPYTH JeKapcTBa B KOMOMHALMS ¢ yroTpebaTa Ha Mapkupanu ¢ %Ga
JeKapcTBa, MOJISL, IPOYETEeTE JIMCTOBKATA Ha PAJANON30TOITHO MAPKUPAHOTO JICKAPCTBO.

Bpemennoct, KbpMeHe U epTHINTET

AKo cTe OpeMeHHa Wi KbpMUTE, CMATATe, 4€ MOJKE /1a CTe OpeMeHHa WIH TUTaHupaTe OpeMEeHHOCT,
NOCHBETBaliTE ce ¢ Bamms nekap mo HykieapHa MeIMIMHA IPEIM yIOTpedaTa Ha MapKkupanu ¢ %Ga
JeKapcTBa.

Tps6Ba 1a yBerOMUTE JIEKaps M0 HyKJIeapHa MEIMIMHEA TIPEIH IPUJIaraHe Ha MapKupanu ¢ °Ga
JIeKapCTBa, aKO MMa BEPOATHOCT J1a CTe OpeMEeHHa, aKo CTe TPOIYCHAIN IUKBII WIN aKO KbPMUTE.
AKO UMaTe CbMHEHHS, BAKHO € Jla ce KOHCYJITHpaTe ¢ Bamus ekap 1o HykjieapHa MeJUIHHA, KOHTO
11e HaOJItoaBa mporeypara.

AKo cTe OpeMeHHa
JlexapsT 10 HyKJIeapHa MEIMIIMHA 1€ NPHIOKH 110 BPEME Ha OPEMEHHOCT MapkupaHo ¢ 8Ga
JIEKapCTBO CaMO aKO C€ OYaKBa 10J13a, KOSITO O MPEBHUIIINIA PUCKOBETE.

AKO KbpMHTE
e 6BaeTE TTOMOJIEHH Ja CTIpeTe Ja KbpMuTe. MoJs, monuTaiTe Bammms nekap 1mo HykieapHa

MEIHMIIMHA KOTIra MOXXETEC Ja BB30OHOBUTE KbpPMCHCTO.

Ilodupane u padoTa ¢ MAIIMHHA

Moske na nMa eekTH BEpXy criocoOHocTTa Bu 3a modupane u padoTta ¢ MalimHU TOpaan
ynorpe6aTa Ha Mapkupanu ¢ ®Ga nekapctsa. MoJis, IpodeTeTe BHUMATEHO TMCTOBKUTE HA TE3U
JIeKapcTBa.

3. Kak ce uznoussa pasreopa na raiaues (**Ga) xaopua, noayuen ¢ GalenVita

ChlIecTBYBaT CTPOTH 3aKOHH 3a yIOTpedaTa, MaHHUITYJIMPAHETO W U3XBBPIISTHETO HA
pamuodapmaneBTnaHN poaykTh. GalenVita e ce U3Mmona3Ba caMo B CIEIUATHO KOHTPOIUPaHU
3onu. [TonydaBaneTo Ha pa3TBopa Ha ramues (%8Ga) xopu, pagron30TONHO MapPKUPAHETO HA
KOHKPETHO JIEKapCTBO HOCUTE, KAKTO M NPHJIAraHETO Ha JIEKapCcTBO, MapKUpaHo ¢ %°Ga, e ce
W3BBHPINBA CAMO OT XOpa, KOUTO ca 00YYCHU U KBATH(UIIMPAHU Ja IO U3IMoI3Bat Oe3omacHo. Te mie
nojiaraT CHelUaIHU TPKH 32 0€301acCHOTO U3MOJI3BaHe Ha TOBA JIGKAPCTBO U e Bu nHpopMupar 3a
CBOUTE JACUCTBUS.
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JlexapsT 1o HykJIeapHa MEIUIIMHA, HAOII0AaBall] MpoLeaypaTa, e Penrd KakBO KOJMYECTBO
JIEKapCTBO, PaJIMON30TOIHO MapKupaHo ¢ %®Ga, Tpsa6Ba na ce u3non3sa BbB Bamus ciyuaii. Tosa e
0bJiec HAa-MaJIKOTO KOJIHYECTBO, HEOOXOAUMO 32 MOCTUTaHE Ha TIOJXO/ISIIUS PE3yJITaT.

Ipuiokenue Ha pasTteop Ha rajues (®Ga) xj0pua u NpoBeKIaHEe HA MPOLELYPATA
Hsama na nomyuute pasteop Ha ranmues (*Ga) xopun, a Ipyro J1eKapcTBo, KOETO € GHII0
KOMOMHHUPAHO (PaJHOM30TOMHO MapKUPaHo) ¢ pa3Teop Ha ranues (%Ga) xnopus.

MpoabrkuTeTHOCT HA MpoOLEAYpaTa

Barusr siekap mo HykjaeapHa MeauirHa e Bu uadopMupa 3a oonyaiHaTa IpoIb/DKATSTHOCT Ha
npoueaypara ¢ Mmapkupano ¢ ®Ga nekapcTso. 3a nosede HHPOpPMAIMS, MOJIS, IPOYETETE TUCTOBKATA
Ha PaJIMOU30TOITHO MAPKHPAHOTO JIEKAPCTBO.

Caen kaTo Bu 0b/ie NPUJI0KEHO PaIMOM30TONHO MAPKHPAHOTO ¢ Pa3TBoOp Ha rajues ($Ga)
XJIOPUJ JIEKAPCTBO

JlexapsT 1o HykJIeapHa MeauIMHA 11e Bu nndopmupa, ako TpsOBa a B3eMeTe HIKaKBU CIICLHATHN
Tpeana3sHu MEPKH, CIIEJ KaTo MoJlyduTe Mapkupanoto ¢ ®Ga nekapctso. CebpikeTe ce ¢ Bamms nexap
[0 HyKJIeapHa MEIUIMHA, aKO UMaTe BHIIPOCH.

AKO cTe NoJTy4YHJIM MoBedYe 0T Heo0X0AMMATAa /1032 PaJHON30TOIIHO MAPKUPAHOTO € Pa3TBOP Ha
raaues (*®Ga) xs0pu JieKapeTBO, MM CTe MOJYYHJIH HellPpeIHAMEPEH0 TMPEKTHA HHIKEKIHS ¢
pasTBop Ha ragues (**Ga) xiopug

[Ipeno3upane Wik HeNpeIHAMEPEHa TMPEKTHA MHKEKIMS ¢ pa3TBop Ha ranues (%8Ga) xmopus ca
MaJIKO BEPOSATHHM, Thii KaTO 1€ HOIydHuTe caMo MapKupaHoTo ¢ 8Ga nekapcTBo, nperusHo
KOHTPOJIMPAHO OT JIeKapsl 10 HyKJIeapHa MeIHIIIHA, HaOIi01aBal nporeayparta. Benpeku Tosa, B
clly4ail Ha IpeJo3upaHe WM HelpeAHaMEePEHO TIOCTaBeHa TUPEKTHA WHXKEKIIHS, I1e TTOJTyYHTe
TTOJIXOJSIIN TPUKH.

AKO UMate HIKaKBH JIOTBIHUTEIHA BBIIPOCH, CBBP3aHHU C YIIOTpebaTa Ha TOBa JIEKAPCTBO, MOJIA,
MO TANTE JIeKaps M0 HyKJIeapHa MEeIUIIMHA, KOHTO Ha0IrogaBa mporeaypara.

4. Bb3MOKHHN HeKeTaHU PeaKIuu

Kakro Bcuukn JICKApCTBAa, MApKHUPAHOTO C 68Ga JICKaApCTBO MOKC Aa MMPEAN3BUKA HEXKCIIAHU PCAKIIUH,
BBIIPCKU Y€ HC BCCKU I'M IMOJTyHdaBa.

Cnen npuiarane Ha MapKupaHoTo ¢ *8Ga j1ekapcTBo, TO Ie IOCTABM HUCKM KOJIMYECTBA HOHU3HMPALIO
JT'BYCHHE C HAW-HUCKUS PUCK OT PaK U HACIEACTBEHU aHOMAJIHUH.

3a nmoseue HHq)OpMaHHSI OTHOCHO BB3MOXXHH HEXKEIIAaHU PEAKIIUN, MOJIsA, IPOYCTETE JIMCTOBKATA HA
pPaanuoOn30TOIMHO MAPKUPAHOTO JICKApPCTBO.

Cho01aBaHe Ha HesKeJIAHH pPeakIuu

AKO TOITyunTe HAKaKBU HEXEJIaH! JISKapCTBEHH peakiy, yBeaoMere Bammus nekap o HykineapHa
MeauiHa. ToBa BKIIIOUBa BCHUKM Bb3MOXKHU HEONMCAHU B Ta3M JINCTOBKA HEXEJIAHU PEAKIIH.
MokeTe ChIIOo 1a ChOOIINTE HEXKEIAHH PEaKINy JUPEKTHO Upe3 HAllMOHAIHATA CUCTEMa 32
cbo0mmaBane, nocoueHa B [Ipunoxenue V. Karo crobmasare HexemaHn peakliuy, MOKETe J1a JaJieTe
CBOS IPUHOC 3a MOJTyyaBaHe Ha NoBe4e HH(POpMAaIHs OTHOCHO 0€30I1aCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak ce cbxpansBa GalenVita
Hsma na ce Hamara 1a cbXpaHsABaTe TOBa JIEKapCTBO. TOBa JIEKapCTBO c€ ChXPaHsBa IO
OTrOBOPHOCTTA HA CHENNAJIMCTA U B HOAXOAAIIN ToMemieHns. ChbXpaHeHNEeTO Ha

paI[I/IO(l)apMaLICBTI/ILII/I me 6’[)[[6 B CHbOTBCTCTBHEC C HAIITUOHAJITHUTC pa3nope;[61/1 OTHOCHO
paaIunOaKTUBHUTEC MaTCpUAIIH.
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ITocouenara 1mo-moay HH(GOpMAIHS € MPeIHa3HaYeHa CaMo 3a CIIEIIHATUCTH:
PainOHYKIMIHUAT TeHEpaTOp He TPSOBA J1a ce M3IOJI3Ba ClIe/l U3THYaHe Ha CPOKa Ha TOHOCT,
ot0ersi3aH BbPXY OMaKOBKaTa cien ,,['ojeH 10:“.

He pasrno6sBaiiTe kopmyca.
PastBopsT Ha ranmues (®Ga) xnopun, momyden ¢ GalenVita Tps6Ba 1a ce u3nonspa He3abaBHO.

6. Cobabp:kaHne HA ONIAKOBKATA M IONMbJIHUTEIHA HHpopManus

Kakso cbabpxa GalenVita
- AXTHBHUTE BellecTBa ca repmanuii (**Ge) xyopu, GUKCHpaH BbPXY KOJIOHATA Ha TEHEPATOPa,
u ranues (*Ga) XJI0pua, pa3TBOPEH B CTepriIHa XiopoBogopoaHa kucenauna 0,1 mol/l cien
enyupane. ['epmanwuii (“°Ge) e HeoOpaTUMO 3abp)KaH BETPE B PAIMOHYKIHIHHS TCHEPATOD,
KaTo ce pasiaja J0 CBOs IbliepeH Hykau (*Ga), KOMTo ce mojydaBa OT TeHepaTopa 1Mo
dopmara Ha ramues (°*Ga) xmopu.
- Jpyrute cbcTaBKM ca:  TUTAHOB AUOKCHJ (MaTpHIla Ha KOJIOHATA)
crepuiHa xjaopoBogopoana kucenuna 0,1 mol/l (pasteop 3a
eIyupaHe)

EnvH painoHyKIIM/ICH TeHEepaTop Ce IOCTABS C:

1 6p. creprHa xmopoBoaopoaHa kucenanna 0,1 mol/l, 220 ml B monunponuieHoB cak
1 6p. B-safe mmn

2 0p. amantepu Mbxkku LUER

1 6p. KONEKTOp Ha CITUPATEITHOTO KpaH4Ie

1 6p. BXoasIIa YOBIDKUTEIHA TPHOMYKA

1 Op. u3xomsia YIbHKUTEIHA TPhOUUKa

g wwdE

Kak m3raexxaa GalenVita n kakBo chbabpka onaKkoBKaTa
Hsima a e HeoOX0I1Mo /1a MoJTydaBaTe Wi a O0paBuUTe C TOBA JIEKapCTBO.

IIpuTesxaTes Ha pa3peLIeHNETO 32 ynoTpeda u
Curium Romania SRL

Str. Gradinarilor, nr.1, Pantelimon,

IIfov county, ZIP 077145, Romania

IIpousBoauren

Curium Bulgaria EOOD
Lulin District,

128 Bansko Shose Str.,
Sofia 1331, Bulgaria

JlaTa Ha MOCJIeTHO Mpepa3riIekIaHe HA JINCTOBKATA
Jlpyru u3TOYHUIM HA MH(pOpMAaLHs

ITonpoOHa uHpOpMalKs 3a TOBa JIeKapcTBO € IpeocTaBeHa Ha yeOcaiiTa Ha EBpornetickara areHIus
o JiekapcTBata https://www.ema.europa.eu.

ITocoyenara no-mony HHGOPMALKS € IpeAHa3HauYCHa CaMO 32 MEIUIIMHCKH CIICIIHATUCTH:

ITemaata KXII Ha GalenVita ce mpegoctaBs KaTo OT/AENEH JOKYMEHT B OITaKOBKATa Ha MPOYKTa, C
eI J]a PEIOCTABH HA 3PAaBHUTE CIICIIUAIMCTH IPyTa JOIIBIHUATEIIHA HayYHa U TIPAaKTHYeCcKa
nH(pOpPMAIU OTHOCHO MPHUJIATaHETO U yrmoTpedara Ha To3u paanodapMaIeBTUK.

Mos, Bmxre KXII.
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JIncroBKa: l/IH(l)OpMalII/lﬂ 3a ManueHTa

GalenVita 2,59 GBq paanonykJinieH reHepaTop
pasTsop Ha ranues (%Ga) xnopun

IIpoyereTe BHUMATEIHO LAJIATA JHCTOBKA MPEAH 1A 3all0YHETE 1a H3110J13BaTe TOBA JIEKapCTBO,

TBhH KaTo TS ChAbP:Ka BaxHa 3a Bac nndopmanus.

- 3amaseTe Ta3u JUCTOBKAa. MOXKe 1a ce HAJIOXKH J1a g IPOYETETe OTHOBO.

- AKO UMaTe HSKaKBH JOIBIHUTEIHHA BBIIPOCH, TONATaTe Bamus Jiekap o HykieapHa
MEIMLKHA, KOWTO 1IE KOHTPOJIMpA NIPOLEAYpaTa.

- AKO NoJTyyuTe HAKaKBU HEXEJIaHU peaklivy, yBeoMeTe Bamus <iekap mo HykjieapHa
MeaunuHA. ToBa BKIIOYBA M BCHYKH BE3MOXKHH HEXXEIIaHW PEAKINH, HEOIINCAHH B Ta3H
JTUCTOBKA. BrkTe Touka 4.

Kakso CbAbpPiKa Ta3u JIUCTOBKA

1. Kaxkso npencrasnssa GalenVita u 3a kakBo ce U3I0J13Ba

Kakso Tps0Ba 1a 3HaeTe, IPEIH J1a C€ U3MON3Ba pa3TBopa Ha ranues (®Ga) xmopua, nomyden c
GalenVita

Kak ce usnonssa pasrtsopa Ha ranues (*8Ga) xnopun, nonyuen ¢ GalenVita

BBb3M0KHM HEXEIaHU pEeaKLUU

Kaxk ce cpxpansiBa GalenVita

ChbabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

n

o AW

1. Kakso npeacrapasia GalenVita u 3a kakBo ce H3M0/13Ba

GalenVita e repmanmii (*®Ge)/ranuii (®Ga) panuoHyKInIeH reHepaTop, yCTPOMCTBO, U3IOI3BAHO 3a
nosiyyaBane Ha pasteop Ha ranues (%Ga) xnopun. Fammesnsr (%8Ga) xnopuj € paanoakTHBHO
BEIIECTBO, C KOETO PadOTAT JIEKapH CIICHHATHCTH (JIeKapH N0 HyKJieapHa MeTUIMHA) U (apMalieBTH,
00yueHH 1a paboTAT ¢ paguoakTUBHU MaTepuand. [anmueBusT (*®Ga) xtopun He e npeaHa3HAYEH 3a
JMPEKTHO TNPHJIOKEHHE Ha MAIMEHTH, a C€ M3I0JI3Ba 32 PaJIMON30TOITHO MAapKUpPaHe, TEXHHUKA, TTPH
KOSITO JIaJIEHO BEIIECTBO CE MAPKUPa C PaJMOAKTHBHO CheMHEHHE, B CiTydas — 8Ga.

CaMmo J1eKapcTBa, KOUTO Ca OWJIN CIIENUATHO Pa3paboTeHH U 000PEHH 3a PAIMOU30TONTHO MapPKHPAHE
¢ %®Ga, npemMuHaBar 1pe3 npomueaypa Ha paauon30TONHO MapkupaHe ¢ ranues (*Ga) xnopua. Tesun
PaJMOM30TONHO MAPKUPAHH JIEKAPCTBA MOTAT J1a Pa3Mo3HaAT H J1a Ce IIPUKPENAT KbM ONpPEIEeHH
BUJIOBE KJIETKHU U JIa OTHECAT paanoakTuBHus ®Ga 10 Te3u kieTku B Tsnoto Bu. Huckata
PaJIMOaKTUBHOCT B MapKupaHoTo ¢ *Ga nekapcTBo MOKe J1a ObJIe OTKPUTA M3BBH TSJIOTO YPE3
cnenyanay kamepu. ToBa MOKe [Ja TOMOTHe Ha Balus jexap npu NOCTaBsiHe Ha JuarHosata. Mo,
3a moBeve MH(OPMAIKs BUKTE JIMCTOBKATA HA JIEKAPCTBOTO, KOETO TPAOBA 11a ObJie paIHOU30TOITHO
Mapkupano ¢ ranues (%8Ga) xnopu.

JlekapsT 1o HykjieapHa MeMIMHA 1€ Bu 00SCHY MO-TI0POOHO KaKbB BUJ] U3CJIEIBAHE 1IIE CE
M3BbPIIBA.

M31013BaHETO HA PAMOM30TONHO MAPKUPAHOTO ¢ 8Ga ekapcTBO BKIIIOYBA U3IaraHe Ha MAIIKK
KOJTMYIECTBA PAIHOAKTUBHOCT. Bamusar jexap u J1ekapsT 1o HyKJIeapHa MEIUIIMHA ca TIPCIICHUITH, 9e
KJIMHMYHATA T0J13a, KOATO e TIOTy4UTe OT TPOLELYpaTa ¢ MapKUpaHoTo ¢ Ga nekapcTso,
MPEBUIIIABA PUCKA, IBJDKAI CE Ha paJuaIusl.

7. Kakgo Tpsi0Ba 1a 3HaeTe, NPE/IM 12 Ce U3M0J3Ba pa3TBopa Ha ragues (%Ga) xiopun,
noayden ¢ GalenVita
PasTBopbT Ha ranues (®Ga) xsopua, nosyuen ¢ GalenVita ue TpsioBa na ce u3nouassa

- aKo cTe anepruuHu KbM ranues (*8Ga) xmopua win HAKOS OT OCTaHAIMTE CHCTABKU HA TOBA
JIEKapCTBO (M30pOCHM B TOUKA 6).
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AKo u3nonsBare Mapkupano ¢ %8Ga ngexapcTBo, TpsbBa 1a mpodereTe HHGOPMALMATA 32
MPOTHUBOMOKA3aHKSTA B IUCTOBKATA Ha JIEKAPCTBOTO, KOETO Iie O'bJICc PaJHON30TOIHO MapKHUPAHO.

IIpenynpesxkaenus u npeanasHu MepKu

3a nH(OopMAaIUS OTHOCHO CIIEIUATHU TPEAYPEXACHNS U CIIEIUATHA TTPEANa3Hu MEPKU TIPH yIioTpeda
Ha mapkupanu ¢ *®Ga nexapcTBa, MOJIs, BIKTE JTUCTOBKATA Ha JIEKAPCTBOTO, KOETO IIe ObIe
PaavoN30TOITHO MapKHUPaHO.

Jeua v roHOIIN
Mo, roBopete ¢ Bamus siekap 1o HykiieapHa MeauIMHa, ako Bue niau Bameto gete cre moa
18 rogunu.

JIpyru JiekapcTBa M pa3TBop Ha raaues (®Ga) xamopua

Tps6Ba 1a kaxxeTe Ha Baiuus nekap 1o HykjieapHa MEIUIMHA, aKO IIPUEMATe, HACKOPO CTe MpHEMaIIH
WK € Bb3MOXHO JIa TIPMEMATE JAPYTH JIEKAPCTBA, Thil KATO T€ MOTAT JIa MIOBJIHUSAT Ha
MHTEPIPETALMATA HA M300paKeHnsTa OT Bamms nexap.

He e usBecTHO nanu pastBopbT Ha ranues ($Ga) xmopun Moxke 1a B3auMoIeiicTBa ¢ pyTH JIEKapCTBa,
TBH KaTo HE Ca MPOBEXKIAHM CTIEMATHN Npoy4Banus. HsaMa 1a Bu Obe mocTaBeHa MHKEKIHS C
ramues (%Ga) xnopua, a ¢ 1eKapcTBO, paJlMON30TOIHO MapKHpaHo ¢ %Ga.

3a uH(popMaIUs OTHOCHO JPYTH JeKapcTBa B KOMOMHALMS ¢ yroTpebaTa Ha Mapkupanu ¢ %Ga
JeKapcTBa, MOJISL, IPOYETEeTE JIMCTOBKATA Ha PAJANON30TOITHO MAPKUPAHOTO JICKAPCTBO.

Bpemennoct, KbpMeHe U epTHINTET

AKo cTe OpeMeHHa Wi KbpMUTE, CMATATe, 4€ MOJKE /1a CTe OpeMeHHa WIH TUTaHupaTe OpeMEeHHOCT,
NOCHBETBaliTE ce ¢ Bamms nekap mo HykieapHa MeIMIMHA IPEIM yIOTpedaTa Ha MapKkupanu ¢ %Ga
JeKapcTBa.

Tps6Ba 1a yBerOMUTE JIEKaps M0 HyKJIeapHa MEIMIMHEA TIPEIH IPUJIaraHe Ha MapKupanu ¢ °Ga
JIeKapCTBa, aKO MMa BEPOATHOCT J1a CTe OpeMEeHHa, aKo CTe TPOIYCHAIN IUKBII WIN aKO KbPMUTE.
AKO UMaTe CbMHEHHS, BAKHO € Jla ce KOHCYJITHpaTe ¢ Bamus ekap 1o HykjieapHa MeJUIHHA, KOHTO
11e HaOJItoaBa mporeypara.

AKo cTe OpeMeHHa
JlexapsT 10 HyKJIeapHa MEIMIIMHA 1€ NPHIOKH 110 BPEME Ha OPEMEHHOCT MapkupaHo ¢ 8Ga
JIEKapCTBO CaMO aKO C€ OYaKBa 10J13a, KOSITO O MPEBHUIIINIA PUCKOBETE.

AKO KbpMHTE
e 6BaeTE TTOMOJIEHH Ja CTIpeTe Ja KbpMuTe. MoJs, monuTaiTe Bammms nekap 1mo HykieapHa

MEIHMIIMHA KOTIra MOXXETEC Ja BB30OHOBUTE KbpPMCHCTO.

Ilodupane u padoTa ¢ MAIIMHHA

Moske na nMa eekTH BEpXy criocoOHocTTa Bu 3a modupane u padoTta ¢ MalimHU TOpaan
ynorpe6aTa Ha Mapkupanu ¢ ®Ga nekapctsa. MoJis, IpodeTeTe BHUMATEHO TMCTOBKUTE HA TE3U
JIeKapcTBa.

3. Kak ce u3nouzsa pasreopa na ranues (**Ga) xsopuja, nonyden ¢ GalenVita

ChlIecTBYBaT CTPOTH 3aKOHH 3a yIOTpedaTa, MaHHUITYJIMPAHETO W U3XBBPIISTHETO HA
pamuodapmaneBTnaHN poaykTh. GalenVita e ce U3Mmona3Ba caMo B CIEIUATHO KOHTPOIUPaHU
3onu. [TonydaBaneTo Ha pa3TBopa Ha ramues (%8Ga) xopu, pagron30TONHO MapPKUPAHETO HA
KOHKPETHO JIEKapCTBO HOCUTE, KAKTO M NPHJIAraHETO Ha JIEKapCcTBO, MapKUpaHo ¢ %°Ga, e ce
W3BBHPINBA CAMO OT XOpa, KOUTO ca 00YYCHU U KBATH(UIIMPAHU Ja IO U3IMoI3Bat Oe3omacHo. Te mie
roJiaraT CHelUaIHU TPYKH 32 0€301TacHOTO U3MOJI3BaHE Ha TOBA JIEKAPCTBO U e Bu uadopmupar 3a
CBOUTE JACUCTBUS.
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JlexapsT 1o HykJIeapHa MEIUIIMHA, HAOII0AaBall] MpoLeaypaTa, e Penrd KakBO KOJMYECTBO
JIEKapCTBO, PaJIMON30TOIHO MapKupaHo ¢ %®Ga, Tpsa6Ba na ce u3non3sa BbB Bamus ciyuaii. Tosa e
0bJiec HAa-MaJIKOTO KOJIHYECTBO, HEOOXOAUMO 32 MOCTUTaHE Ha TIOJXO/ISIIUS PE3yJITaT.

Ipuiokenue Ha pasTteop Ha rajues (®Ga) xj0pua u NpoBeKIaHEe HA MPOLELYPATA
Hsama na nomyuute pasteop Ha ranmues (*Ga) xopun, a Ipyro J1eKapcTBo, KOETO € GHII0
KOMOMHHUPAHO (PaJHOM30TOMHO MapKUPaHo) ¢ pa3Teop Ha ranues (%Ga) xnopus.

MpoabrkuTeTHOCT HA MpoOLEAYpaTa

Barusr siekap mo HykjaeapHa MeauirHa e Bu uadopMupa 3a oonyaiHaTa IpoIb/DKATSTHOCT Ha
npoueaypara ¢ Mmapkupano ¢ ®Ga nekapcTso. 3a nosede HHPOpPMAIMS, MOJIS, IPOYETETE TUCTOBKATA
Ha PaJIMOU30TOITHO MAPKHPAHOTO JIEKAPCTBO.

Caen kaTo Bu 0b/ie NPUJI0KEHO PaIMOM30TONHO MAPKHPAHOTO ¢ Pa3TBoOp Ha rajues ($Ga)
XJIOPH] JIEKAPCTBO

JlexapAt 1o HykiIeapHa MequnuHa me Bu napopmupa, ako TpsOBa 1a B3eMeTe HIKaKBH CHEIHATHU
TIpeanasHu MEPKH, CIIE/ KaTo MojlyduTte Mapkupanoto ¢ ®Ga nexkapctso. Cebpikete ce ¢ Bamms nexap
0 HyKJIeapHa MEAMIIHA, aKO IMaTe BBIIPOCH.

AKO cTe NoJTy4YHJIM MoBedYe 0T Heo0X0AMMATAa /1032 PaJHON30TOIIHO MAPKUPAHOTO € Pa3TBOP Ha
raaues (*®Ga) xs0pu JieKapeTBO, MM CTe MOJYYHJIH HellPpeIHAMEPEH0 TMPEKTHA HHIKEKIHS ¢
pasTBop Ha ragues (**Ga) xiopug

[Ipeno3upane Wik HeNpeIHAMEPEHa IMPEKTHA MHKEKIMS ¢ pa3TBop Ha ranues (%8Ga) xmopus ca
MaJIKO BEPOSATHHM, Thii KaTO 1€ HOIydHuTe caMo MapKupaHoTo ¢ 8Ga nekapcTBo, nperusHo
KOHTPOJIMPAHO OT JIeKapsi [0 HyKJIeapHa MEAMIIIHA, HaOJII0AaBall mporeaypaTa. Benpeku Toa, B
clly4ail Ha IpeJo3upaHe WM HelpeAHaMEePEHO TIOCTaBeHa TUPEKTHA WHXKEKIIHS, I1e TTOJTyYHTe
TTOJIXOJSIIN TPUKH.

AKO UMate HIKaKBH JIOTBIHUTEIHA BBIIPOCH, CBBP3aHHU C YIIOTpebaTa Ha TOBa JIEKAPCTBO, MOJIA,
MO TANTE JIeKaps M0 HyKJIeapHa MEeIUIIMHA, KOHTO Ha0IrogaBa mporeaypara.

4. Bb3MOKHHN HeKeTaHU PeaKIuu

Kakro Bcuukn JICKApCTBAa, MApKHUPAHOTO C 68Ga JICKaApCTBO MOKC Aa MMPEAN3BUKA HEXKCIIAHU PCAKIIUH,
BBIIPCKU Y€ HC BCCKU I'M IMOJTyHdaBa.

Cnen npuiarane Ha MapKupaHoTo ¢ *8Ga j1ekapcTBo, TO Ie IOCTABM HUCKM KOJIMYECTBA HOHU3HMPALIO
JT'BYCHHE C HAW-HUCKUS PUCK OT PaK U HACIEACTBEHU aHOMAJIHUH.

3a nmoseue HHq)OpMaHHSI OTHOCHO BB3MOXXHH HEXKEIIAaHU PEAKIIUN, MOJIsA, IPOYCTETE JIMCTOBKATA HA
pPaanuoOn30TOIMHO MAPKUPAHOTO JICKApPCTBO.

Cho01aBaHe Ha HesKeJIAHH pPeakIuu

AKO TOJTyunTe HAKaKBU HEXEJIaH! JIEKapCTBEHH Peakly, yBeaoMeTe Bamus ekap no HykjieapHa
MeauiHa. ToBa BKIIIOUBa BCHUKM Bb3MOXKHU HEONMCAHU B Ta3M JINCTOBKA HEXEJIAHU PEAKIIH.
MokeTe ChIIOo 1a ChOOIINTE HEXKEIAHH PEaKINy JUPEKTHO Upe3 HAllMOHAIHATA CUCTEMa 32
cbo0mmaBane, nocoueHa B [Ipunoxenue V. Karo crobmasare HexemaHn peakliuy, MOKETe J1a JaJieTe
CBOS IPUHOC 3a MOJTyyaBaHe Ha NoBe4e HH(POpMAaIHs OTHOCHO 0€30I1aCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak ce cbxpansBa GalenVita
Hsma na ce Hamara 1a cbXpaHsABaTe TOBa JIEKapCTBO. TOBa JIEKapCTBO c€ ChXPaHsBa IO
OTrOBOPHOCTTA HA CICNNAIMCTA U B HOAXOAAIIN ToMemeHns. ChbXpaHeHNEeTo Ha

paI[I/IO(l)apMaLICBTI/ILII/I me 6’[)[[6 B CBbOTBCTCTBUEC C HAITMOHAJTHUTC pa3nopez[61/1 OTHOCHO
paaIunOaKTUBHUTEC MaTCpUAIIH.
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ITocouenara 1mo-moay HH(GOpMAIHS € MPeIHa3HaYeHa CaMo 3a CIIEIIHATUCTH:
PainOHYKIMIHUAT TeHEpaTOp He TPSOBA J1a ce M3IOJI3Ba ClIe/l U3THYaHe Ha CPOKa Ha TOHOCT,
ot0ersi3aH BbPXY OMaKOBKaTa cien ,,['ojeH 10:“.

He pasrno6sBaiiTe kopmyca.
PastBopsT Ha ranmues (®Ga) xnopun, momyden ¢ GalenVita Tps6Ba 1a ce u3nonspa He3abaBHO.

6. Cobabp:kaHne HA ONIAKOBKATA M IONMbJIHUTEIHA HHpopManus

Kakso cbabpxa GalenVita
- AXTHBHUTE BellecTBa ca repmanuii (**Ge) xyopu, GUKCHpaH BbPXY KOJIOHATA Ha TEHEPATOPa,
u ranues (*Ga) XJI0pua, pa3TBOPEH B CTepriIHa XiopoBogopoaHa kucenauna 0,1 mol/l cien
enyupane. ['epmanwuii (“°Ge) e HeoOpaTUMO 3abp)KaH BETPE B PAIMOHYKIHIHHS TCHEPATOD,
KaTo ce pasiaja J0 CBOs IbliepeH Hykau (*Ga), KOMTo ce mojydaBa OT TeHepaTopa 1Mo
dopmara Ha ramues (°*Ga) xmopu.
- Jpyrute cbcTaBKM ca:  TUTAHOB AUOKCHJ (MaTpHIla Ha KOJIOHATA)
crepuiiHa xjaopoBogoposana kucenuna 0,1 mol/l (pasteop 3a
eIyupaHe)

EnvH painoHyKIIM/ICH TeHepaTop Ce IOCTABS C:

1 6p. crepuina xmopoBogopoana kucesnuaa 0,1 mol/l, 220 ml B nmosmmponuieHoB cak
1 6p. B-safe mmn

2 0p. amantepu Mbxkku LUER

1 6p. KONEKTOp Ha CITUPATEITHOTO KpaH4Ie

1 6p. BXoasIIa YOBIDKUTEIHA TPHOMYKA

1 Op. u3xomsia YIbHKUTEIHA TPhOUUKa

g wwdE

Kak m3raexxaa GalenVita n kakBo chbabpka onaKkoBKaTa
Hsima na e HeoOX0quMo /a MoJTydaBaTe Wi Ja 00paBUTe C TOBA JIEKAPCTBO.

IIpuTesxaTes Ha pa3peLIeHNETO 32 ynoTpeda u
Curium Romania SRL

Str. Gradinarilor, nr.1, Pantelimon,

IIfov county, ZIP 077145, Romania

IIpousBoauren

Curium Bulgaria EOOD
Lulin District,

128 Bansko Shose Str.,
Sofia 1331, Bulgaria

JlaTa Ha MOCJIeTHO Mpepa3rJIekIaHe HA JINCTOBKATA
Jlpyru u3TOYHUIM HA MH(pOpMAaLHs

ITonpoOHa uHpOpMalKs 3a TOBa JIeKapcTBO € IpeocTaBeHa Ha yeOcaiiTa Ha EBpornetickara areHIus
o JiekapcTBata https://www.ema.europa.eu.

ITocoyenara no-mony HHGOPMALKS € IpeAHa3HauYCHa CaMO 32 MEIUIIMHCKH CIICIIHATUCTH:

ITemaata KXII Ha GalenVita ce mpegoctaBs KaTo OT/AENEH JOKYMEHT B OITaKOBKATa Ha MPOYKTa, C
IeJT J]a PEIOCTABH HA 3PAaBHUTE CIICIIUAIMCTH JIPyTa AOMBIHUTEIIHA HAyYHA U TIPAKTHIEeCKa
nH(pOpPMAIU OTHOCHO MPHUJIATaHETO U yrmoTpedara Ha To3u paanodapMaIeBTUK.

Mos, Bmxre KXII.
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JIncroBKa: l/IH(l)OpMalII/lﬂ 3a ManueHTa

GalenVita 2,96 GBq paanoHykJinIeH reHepaTop
pasTsop Ha ranues (%Ga) xnopun

IIpoyereTe BHUMATEIHO LAJIATA JHCTOBKA MPEAH 1A 3all0YHETE 1a H3110J13BaTe TOBA JIEKapCTBO,

TBhH KaTo TS ChAbP:Ka BaxHa 3a Bac nndopmanus.

- 3amaseTe Ta3u JUCTOBKAa. MOXKe 1a ce HAJIOXKH J1a g IPOYETETe OTHOBO.

- AKO UMaTe HSKaKBH JOIBIHUTEIHHA BBIIPOCH, TONATaTe Bamus Jiekap o HykieapHa
MEIMLKHA, KOWTO 1IE KOHTPOJIMpA NIPOLEAYpaTa.

- AKO NoJTyyuTe HAKaKBU HEXEJIaHU peaklivy, yBeoMeTe Bamus <iekap mo HykjieapHa
MeaunuHA. ToBa BKIIOYBA M BCHYKH BE3MOXKHH HEXXEIIaHW PEAKINH, HEOIINCAHH B Ta3H
JTUCTOBKA. BrkTe Touka 4.

Kakso CbAbpPiKa Ta3u JIUCTOBKA

1. Kaxkso npencrasnssa GalenVita u 3a kakBo ce U3I0J13Ba

Kakso Tps0Ba 1a 3HaeTe, IPEIH J1a C€ U3MON3Ba pa3TBopa Ha ranmes (*®Ga) xmopu, nomyden c
GalenVita

Kak ce usnonssa pasrtsopa Ha ranues (*8Ga) xnopun, nonyuen ¢ GalenVita

BBb3M0KHM HEXEIaHU pEeaKLUU

Kaxk ce cpxpansiBa GalenVita

ChbabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

n

o AW

1. Kakso npeacrapasia GalenVita u 3a kakBo ce H3M0/13Ba

GalenVita e repmanuii (*®Ge)/ranuii (®Ga) panuoHyKInIeH reHepaTop, yCTPOMCTBO, U3MOI3BAHO 34
nosiyyaBane Ha pasteop Ha ranues (%Ga) xnopun. Fammesnsr (%8Ga) xnopuj € paanoakTHBHO
BEIIECTBO, C KOETO PadOTAT JIEKapH CIICHHATHCTH (JIeKapH N0 HyKJieapHa MeTUIMHA) U (apMalieBTH,
00yueHH 1a paboTAT ¢ paguoakTUBHU MaTepuand. [anmueBusT (*®Ga) xopun He e npeaHa3HAYEH 3a
JMPEKTHO TNPHJIOKEHHE Ha MAIMEHTH, a C€ M3I0JI3Ba 32 PaJIMON30TOITHO MAapKUpPaHe, TEXHHUKA, TTPH
KOSITO JIaJIEHO BEIIECTBO CE MAPKUPa C PaJMOAKTHBHO CheMHEHHE, B CiTydas — 8Ga.

CaMmo J1eKapcTBa, KOUTO Ca OWJIN CIIENUATHO Pa3paboTeHH U 000PEHH 3a PAIMOU30TONTHO MapPKHPAHE
¢ %®Ga, npemMuHaBar 1pe3 npomueaypa Ha paauon30TONHO MapkupaHe ¢ ranues (*Ga) xnopua. Tesun
PaJMOM30TONHO MAPKUPAHH JIEKAPCTBA MOTAT J1a Pa3Mo3HaAT H J1a Ce IIPUKPENAT KbM ONpPEIEeHH
BUJIOBE KJIETKHU U JIa OTHECAT paanoakTuBHus ®Ga 10 Te3u kieTku B Tsnoto Bu. Huckata
PaJIMOaKTUBHOCT B MapKupaHoTo ¢ *Ga nekapcTBo MOKe J1a ObJIe OTKPUTA M3BBH TSJIOTO YPE3
cnenuansyu kamepu. ToBa MOe JJa TOMOTHe Ha Baums jiexap npu MocTaBsiHe Ha quardosara. Mo,
3a moBeve MH(OPMAIKs BUKTE JIMCTOBKATA HA JIEKAPCTBOTO, KOETO TPAOBA 11a ObJie paIHOU30TOITHO
Mapkupano ¢ ranues (%8Ga) xnopu.

JlekapsT 1o HykjieapHa MeMIMHA 1€ Bu 00SCHY MO-TI0POOHO KaKbB BUJ] U3CJIEIBAHE 1IIE CE
M3BbPIIBA.

M31013BaHETO HA PAMOM30TONHO MAPKUPAHOTO ¢ 8Ga ekapcTBO BKIIIOYBA U3IaraHe Ha MAIIKK
KOJTMYIECTBA PAIHOAKTUBHOCT. Bamusar jexap u J1ekapsT 1o HyKJIeapHa MEIUIIMHA ca TIPCIICHUITH, 9e
KJIMHMYHATA T0J13a, KOATO e TIOTy4UTe OT TPOLELYpaTa ¢ MapKUpaHoTo ¢ Ga nekapcTso,
MPEBUIIIABA PUCKA, IBJDKAI CE Ha paJuaIusl.

8. Kakgo Tpsi0Ba 1a 3HaeTe, NPE/IM 12 Ce U3M0J3Ba pa3TBopa Ha ragues (%Ga) xiopun,
noayden ¢ GalenVita
PasTBopbT Ha ranues (®Ga) xsopua, nosyuen ¢ GalenVita ue TpsioBa na ce u3nouassa

- aKo cTe anepruuHu KbM ranues (*8Ga) xmopua win HAKOS OT OCTaHAIMTE CHCTABKU HA TOBA
JIEKapCTBO (M30pOCHM B TOUKA 6).
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Axo u3nonssare Mapkupano ¢ ®Ga nekapcTso, TpOBa 1a mpoueTeTe MH(GOPMANKUATA 32
MPOTHUBOMOKA3aHKSTA B IUCTOBKATA Ha JIEKAPCTBOTO, KOETO Iie O'bJICc PaJHON30TOIHO MapKHUPAHO.

IIpenynpesxkaenus u npeanasHu MepKu

3a nH(OopMAaIUS OTHOCHO CIIEIUATHU TPEAYPEXACHNS U CIIEIUATHA TTPEANa3Hu MEPKU TIPH yIioTpeda
Ha mapkupanu ¢ *®Ga nexapcTBa, MOJIs, BIKTE JTUCTOBKATA Ha JIEKAPCTBOTO, KOETO IIe ObIe
PaavoN30TOITHO MapKHUPaHO.

Jeua v roHOIIN
Mo, roBopete ¢ Bamus siekap 1o HykiieapHa MeauIMHa, ako Bue niau Bameto gete cre moa
18 rogunu.

JIpyru JiekapcTBa M pa3TBop Ha raaues (®Ga) xamopua

Tps6Ba 1a kaxxeTe Ha Baiuus nexap 1o HykjieapHa MEIUIMHA, aKO IIPUEMATe, HACKOPO CTe MpHEMaIIH
WM € BB3MOYKHO JIa IPUEMATeE JIPYTH JICKapCTBA, Thil KaTO T€ MOTaT Jia MOBJIHUAAT Ha
MHTEPNPETALMATA Ha N300pakeHusATa OT Bamms nekap.

He e usBecTHO nany pa3tBopsT Ha ranues (8Ga) xmopun Moke 1a B3auMOJIEHCTBA ¢ IPYTH JIEKAPCTBa,
TBH KaTO He ca MPOBEX/IaHH CTICHUAIHY Npoyusanus. Hama na Bu Objie mocTaBeHa HHKEKIHS C
ramues (%Ga) xnopua, a ¢ 1eKapcTBO, paJlMON30TOIHO MapKHpaHo ¢ %Ga.

3a uH(popMaIUs OTHOCHO JPYTH JeKapcTBa B KOMOMHALMS ¢ yroTpebaTa Ha Mapkupanu ¢ %Ga
JeKapcTBa, MOJISL, IPOYETEeTE JIMCTOBKATA Ha PAJANON30TOITHO MAPKUPAHOTO JICKAPCTBO.

Bpemennoct, KbpMeHe U epTHINTET

AKo cTe OpeMeHHa Wi KbpMUTE, CMATATe, 4€ MOJKE /1a CTe OpeMeHHa WIH TUTaHupaTe OpeMEeHHOCT,
NOCHBETBaliTE ce ¢ Bamms nekap mo HykieapHa MeIMIMHA IPEIM yIOTpedaTa Ha MapKkupanu ¢ %Ga
JeKapcTBa.

Tps6Ba 1a yBerOMUTE JIEKaps M0 HyKJIeapHa MEIMIMHEA TIPEIH IPUJIaraHe Ha MapKupanu ¢ °Ga
JeKapcTBa, aKO MMa BEPOSTHOCT J1a CTe OpeMEHHa, aKo CTe MPOIYCHAIN IUKBJI HIA aKO KbPMUTE.
AKO UMaTe CbMHEHHS, BAKHO € Jla ce KOHCYJITHpaTe ¢ Bamus ekap 1o HykjieapHa MeJUIHHA, KOHTO
11e HaOJItoaBa mporeypara.

AKo cTe OpeMeHHa
JlexapsT 10 HyKJIeapHa MEIMIIMHA 1€ NPHIOKH 110 BPEME Ha OPEMEHHOCT MapkupaHo ¢ 8Ga
JIEKapCTBO CaMO aKO C€ OYaKBa 10J13a, KOSITO O MPEBHUIIINIA PUCKOBETE.

AKO KbpMHTE
e 6BaeTE TTOMOJIEHH Ja CTIpeTe Ja KbpMuTe. MoJs, monuTaiTe Bammms nekap 1mo HykieapHa

MEIHMIIMHA KOTIra MOXXETEC Ja BB30OHOBUTE KbpPMCHCTO.

Ilodupane u padoTa ¢ MAIIMHHA

Moske na nMa eekTH BEpXy criocoOHocTTa Bu 3a modupane u padoTta ¢ MalimHU TOpaan
ynorpe6aTa Ha Mapkupanu ¢ ®Ga nekapctsa. MoJis, IpodeTeTe BHUMATEHO TMCTOBKUTE HA TE3U
JIeKapcTBa.

3. Kak ce u3nouzsa pasreopa na ranues (**Ga) xsopuja, nonyden ¢ GalenVita

ChlIecTBYBaT CTPOTH 3aKOHU 32 YIIOTpedaTa, MaHHUITYJIMPAHETO U U3XBBPIISIHETO Ha
pamuodapmaneBTnaHN poaykTh. GalenVita e ce U3Mmona3Ba caMo B CIEIUATHO KOHTPOIUPaHU
3onu. [TonydaBaneTo Ha pa3TBopa Ha ramues (%8Ga) xopu, pagron30TONHO MapPKUPAHETO HA
KOHKPETHO JIEKapCTBO HOCUTE, KAKTO M NPHJIAraHETO Ha JIEKapCcTBO, MapKUpaHo ¢ %°Ga, e ce
W3BBHPINBA CAMO OT XOpa, KOUTO ca 00YYCHU U KBATH(UIIMPAHU Ja IO U3IMoI3Bat Oe3omacHo. Te mie
rojiaraT CHelUaIHU TPYKH 3a 0€301MacHOTO U3MOJI3BaHE Ha TOBA JIEKApCTBO U e Bu uadopmupar 3a
CBOUTE JACUCTBUS.
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JlexapsT 1o HykJIeapHa MEIUIIMHA, HAOII0AaBall] MpoLeaypaTa, e Penrd KakBO KOJMYECTBO
JIEKapCTBO, PaJIMON30TOIHO MapKupaHo ¢ %®Ga, Tpsa6Ba na ce u3non3sa BbB Bamus ciyuaii. Tosa e
0bJiec HAa-MaJIKOTO KOJIHYECTBO, HEOOXOAUMO 32 MOCTUTaHE Ha TIOJXO/ISIIUS PE3yJITaT.

Ipuiokenue Ha pasTteop Ha rajues (®Ga) xj0pua u NpoBeKIaHEe HA MPOLELYPATA
Hsama na nomyuute pasteop Ha ranmues (*Ga) xopun, a Ipyro J1eKapcTBo, KOETO € GHII0
KOMOMHHUPAHO (PaJHOM30TOMHO MapKUPaHo) ¢ pa3Teop Ha ranues (%Ga) xnopus.

MpoabrkuTeTHOCT HA MpoOLEAYpaTa

Barusr siekap mo HykjaeapHa MeauirHa e Bu uadopMupa 3a oonyaiHaTa IpoIb/DKATSTHOCT Ha
npoueaypara ¢ Mmapkupano ¢ ®Ga nekapcTso. 3a nosede HHPOpPMAIMS, MOJIS, IPOYETETE TUCTOBKATA
Ha PaJIMOU30TOITHO MAPKHPAHOTO JIEKAPCTBO.

Caen kaTo Bu 0b/ie NPUJI0KEHO PaIMOM30TONHO MAPKHPAHOTO ¢ Pa3TBoOp Ha rajues ($Ga)
XJIOPH] JIEKAPCTBO

JlexapAt 1o HykiIeapHa MequnuHa me Bu napopmupa, ako TpsOBa 1a B3eMeTe HIKaKBH CHEIHATHU
TIpeanasHu MEPKH, CIIE/ KaTo MojlyduTte Mapkupanoto ¢ ®Ga nexkapctso. Cebpikete ce ¢ Bamms nexap
0 HyKJIeapHa MEAMIIHA, aKO IMaTe BBIIPOCH.

AKO cTe NoJTy4YHJIM MoBeYe 0T Heo0X0AMMATAa /1032 PaJHOM30TOIIHO MAPKUPAHOTO ¢ Pa3TBOP Ha
raaues (*®Ga) xs0pu JieKapeTBO, MM CTe MOJYYHJIH HellPpeIHAMEPEH0 TMPEKTHA HHIKEKIHS ¢
pasTBop Ha ragues (**Ga) xiopug

[Ipeno3upane Wik HeNpeIHAMEPEHa IMPEKTHA MHKEKIMS ¢ pa3TBop Ha ranues (%8Ga) xmopus ca
MaJIKO BEPOSATHHM, Thii KaTO 1€ HOIydHuTe caMo MapKupaHoTo ¢ 8Ga nekapcTBo, nperusHo
KOHTPOJIMPAHO OT JIeKapsi [0 HyKJIeapHa MEAMIIIHA, HaOJII0AaBall mporeaypaTa. Benpeku Toa, B
clly4ail Ha IpeJo3upaHe WM HelpeAHaMEePEHO TIOCTaBeHa TUPEKTHA WHXKEKIIHS, I1e TTOJTyYHTe
TTOJIXOJSIIN TPUKH.

AKO UMate HIKaKBH JIOTBIHUTEIHA BBIIPOCH, CBBP3aHHU C YIIOTpebaTa Ha TOBa JIEKAPCTBO, MOJIA,
MO TANTE JIeKaps M0 HyKJIeapHa MEeIUIIMHA, KOHTO Ha0IrogaBa mporeaypara.

4. Bb3MOKHHN HeKeTaHU PeaKIuu

Kakro Bcuukn JICKApCTBAa, MApKHUPAHOTO C 68Ga JICKaApCTBO MOKC Aa MMPEAN3BUKA HEXKCIIAHU PCAKIIUH,
BBIIPCKU Y€ HC BCCKU I'M IMOJTyHdaBa.

Cnen npuiarane Ha MapKupaHoTo ¢ *8Ga j1ekapcTBo, TO Ie IOCTABM HUCKM KOJIMYECTBA HOHU3HMPALIO
JT'BYCHHE C HAW-HUCKUS PUCK OT PaK U HACIEACTBEHU aHOMAJIHUH.

3a nmoseue HHq)OpMaHHSI OTHOCHO BB3MOXXHH HEXKEIIAaHU PEAKIIUN, MOJIsA, IPOYCTETE JIMCTOBKATA HA
pPaanuoOn30TOIMHO MAPKUPAHOTO JICKApPCTBO.

Cho01aBaHe Ha HesKeJIAHH pPeakIuu

AKO TOITyunTe HAKaKBU HEXEJIaH! JISKApCTBEHN Peakliy, yBeaomMere Bamus nexap 1o HyKkieapHa
MeauiHa. ToBa BKIIIOUBa BCHUKM Bb3MOXKHU HEONMCAHU B Ta3M JINCTOBKA HEXEJIAHU PEAKIIH.
MokeTe ChIIOo 1a ChOOIINTE HEXKEIAHH PEaKINy JUPEKTHO Upe3 HAllMOHAIHATA CUCTEMa 32
cbo0mmaBane, nocoueHa B [Ipunoxenue V. Karo crobmasare HexemaHn peakliuy, MOKETe J1a JaJieTe
CBOS IPUHOC 3a MOJTyyaBaHe Ha NoBe4e HH(POpMAaIHs OTHOCHO 0€30I1aCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak ce cbxpansBa GalenVita
Hsma na ce Hamara 1a cbXpaHsABaTe TOBa JIEKapCTBO. TOBa JIEKapCTBO c€ ChXPaHsBa IO
OTrOBOPHOCTTA HA CICNNAIMCTA U B HOAXOAAIIN ToMemeHns. ChbXpaHeHNEeTo Ha

paI[I/IO(l)apMaLICBTI/ILII/I me 6’[)[[6 B CHbOTBCTCTBHEC C HAIITUOHAJITHUTC pa3nope;[61/1 OTHOCHO
paaIunOaKTUBHUTEC MaTCpUAIIH.
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ITocouenara 1mo-moay HH(GOpMAIHS € MPeIHa3HaYeHa CaMo 3a CIIEIIHATUCTH:
PainOHYKIMIHUAT TeHEpaTOp He TPSOBA J1a ce M3IOJI3Ba ClIe/l U3THYaHe Ha CPOKa Ha TOHOCT,
ot0ersi3aH BbPXY OMaKOBKaTa cien ,,['ojeH 10:“.

He pasrno6sBaiiTe kopmyca.
PastBopsT Ha ranmues (®Ga) xnopun, momyden ¢ GalenVita Tps6Ba 1a ce u3nonspa He3abaBHO.

6. Cobabp:kaHne HA ONIAKOBKATA M IONMbJIHUTEIHA HHpopManus

Kakso cbabpxa GalenVita
- AXTHBHUTE BellecTBa ca repmanuii (**Ge) xyopu, GUKCHpaH BbPXY KOJIOHATA Ha TEHEPATOPa,
u ranues (*Ga) XJI0pua, pa3TBOPEH B CTepriIHa XiopoBogopoaHa kucenauna 0,1 mol/l cien
enyupane. ['epmanwuii (“°Ge) e HeoOpaTUMO 3abp)KaH BETPE B PAIMOHYKIHIHHS TCHEPATOD,
KaTo ce pasiaja J0 CBOs IbliepeH Hykau (*Ga), KOMTo ce mojydaBa OT TeHepaTopa 1Mo
dopmara Ha ramues (°*Ga) xmopu.
- Jpyrute cbcTaBKM ca:  TUTAHOB AUOKCHJ (MaTpHIla Ha KOJIOHATA)
crepuiiHa xjaopoBogoposana kucenuna 0,1 mol/l (pasteop 3a
eIyupaHe)

EnuH pagnoHyKIHAEH reHepaTop ce J0CTaBs C:

1 6p. creprHa xmopoBoaopoaHa kucenanna 0,1 mol/l, 220 ml B monunponuieHoB cak
1 6p. B-safe mmn

2 0p. amantepu Mbxkku LUER

1 6p. KONEKTOp Ha CITUPATEITHOTO KpaH4Ie

1 6p. BXoasIIa YOBIDKUTEHA THPOMUKa

1 Op. u3xomsia YIbHKUTEIHA TPhOUUKa

g wwdE

Kak m3raexxaa GalenVita n kakBo chbabpka onaKkoBKaTa
Hsima a e HeoOX0I1Mo /1a MoJTydaBaTe Wi a O0paBuUTe C TOBA JIEKapCTBO.

IIpuTesxaTes Ha pa3peLIeHNETO 32 ynoTpeda u
Curium Romania SRL

Str. Gradinarilor, nr.1, Pantelimon,

IIfov county, ZIP 077145, Romania

IIpousBoauren

Curium Bulgaria EOOD
Lulin District,

128 Bansko Shose Str.,
Sofia 1331, Bulgaria

JlaTa Ha MOCJIeTHO Mpepa3riIekIaHe HA JINCTOBKATA
Jlpyru u3TOYHUIM HA MH(pOpMAaLHs

ITonpoOHa uHpOpMalKs 3a TOBa JIeKapcTBO € IpeocTaBeHa Ha yeOcaiiTa Ha EBpornetickara areHIus
o JiekapcTBata https://www.ema.europa.eu.

ITocoyenara no-mony HHGOPMALKS € IpeAHa3HauYCHa CaMO 32 MEIUIIMHCKH CIICIIHATUCTH:

ITemaata KXII Ha GalenVita ce mpegoctaBs KaTo OT/AENEH JOKYMEHT B OITaKOBKATa Ha MPOYKTa, C
IeJT J]a PEIOCTABH HA 3PAaBHUTE CIICIIUAIMCTH JIPyTa AOMBIHUTEIIHA HAyYHA U TIPAKTHIEeCKa
nH(pOpPMAIU OTHOCHO MPHUJIATaHETO U yrmoTpedara Ha To3u paanodapMaIeBTUK.

Mos, Bmxre KXII.
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JIncroBKa: l/IH(l)OpMalII/lﬂ 3a ManueHTa

GalenVita 3,33 GBq paanoHyk/inieH reHepaTop
pasTsop Ha ranues (%Ga) xnopun

IIpoyereTe BHUMATEIHO LAJIATA JHCTOBKA MPEAH 1A 3all0YHETE 1a H3110J13BaTe TOBA JIEKapCTBO,

TBhH KaTo TS ChAbP:Ka BaxHa 3a Bac nndopmanus.

- 3amaseTe Ta3u JUCTOBKAa. MOXKe 1a ce HAJIOXKH J1a g IPOYETETe OTHOBO.

- AKO UMaTe HSKaKBH JOIBIHUTEIHHA BBIIPOCH, TONATaTe Bamus Jiekap o HykieapHa
MEIMLKHA, KOWTO 1IE KOHTPOJIMpA NIPOLEAYpaTa.

- AKO NoJTyyuTe HAKaKBU HEXEJIaHU peaklivy, yBeoMeTe Bamus <iekap mo HykjieapHa
MeaunuHA. ToBa BKIIOYBA M BCHYKH BE3MOXKHH HEXXEIIaHW PEAKINH, HEOIINCAHH B Ta3H
JTUCTOBKA. BrkTe Touka 4.

Kakso CbAbpPiKa Ta3u JIUCTOBKA

1. Kaxkso npencrasnssa GalenVita u 3a kakBo ce U3I0J13Ba

Kakso Tps0Ba 1a 3HaeTe, IPEIH J1a C€ U3MON3Ba pa3TBopa Ha ranues (®Ga) xmopua, nomyden c
GalenVita

Kak ce usnonssa pasrtsopa Ha ranues (*8Ga) xnopun, nonyuen ¢ GalenVita

BBb3M0KHM HEXEIaHU pEeaKLUU

Kaxk ce cpxpansiBa GalenVita

ChbabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

n

o AW

1. Kakso npeacrapasia GalenVita u 3a kakBo ce H3M0/13Ba

GalenVita e repmanuii (*®Ge)/ranuii (®Ga) panuoHyKInIeH reHepaTop, yCTPOMCTBO, U3MOI3BAHO 34
nosiyyaBane Ha pasteop Ha ranues (%Ga) xnopun. Fammesnsr (%8Ga) xnopuj € paanoakTHBHO
BEIIECTBO, C KOETO PadOTAT JIEKapH CIICHHATHCTH (JIEKapH N0 HyKJieapHa MeJIMIMHA) U (apMalieBTH,
00yueHH 1a paboTAT ¢ paguoakTUBHU MaTepuand. [anmueBusT (*®Ga) xopun He e npeaHa3HAYEH 3a
JMPEKTHO TNPHJIOKEHHE Ha MAIMEHTH, a C€ M3I0JI3Ba 32 PaJIMON30TOITHO MAapKUpPaHe, TEXHHUKA, TTPH
KOSITO JIaJIEHO BEIIECTBO CE MAPKUPa C PaJMOAKTHBHO CheMHEHHE, B CiTydas — 8Ga.

CaMmo J1eKapcTBa, KOUTO Ca OWJIN CIIENUATHO Pa3paboTeHH U 000PEHH 3a PAIMOU30TONTHO MapPKHPAHE
¢ %®Ga, npemMuHaBar 1pe3 npomueaypa Ha paauon30TONHO MapkupaHe ¢ ranues (*Ga) xnopua. Tesun
PaJMOM30TONHO MAPKUPAHH JIEKAPCTBA MOTAT J1a Pa3Mo3HaAT H J1a Ce IIPUKPENAT KbM ONpPEIEeHH
BUJIOBE KJIETKHU U JIa OTHECAT paanoakTuBHus ®Ga 10 Te3u kieTku B Tsnoto Bu. Huckata
PaJIMOaKTUBHOCT B MapKupaHoTo ¢ *Ga nekapcTBo MOKe J1a ObJIe OTKPUTA M3BBH TSJIOTO YPE3
cnenyanay kamepu. ToBa MOKe [Ja TOMOTHe Ha Balus jexap npu NOCTaBsiHe Ha JuarHosata. Mo,
3a moBeve MH(OPMAIKs BUKTE JIMCTOBKATA HA JIEKAPCTBOTO, KOETO TPAOBA 11a ObJie paIHOU30TOITHO
Mapkupano ¢ ranues (%8Ga) xnopu.

JlekapsT 1o HykjieapHa MeMIMHA 1€ Bu 00SCHY MO-TI0POOHO KaKbB BUJ] U3CJIEIBAHE 1IIE CE
M3BbPIIBA.

M31013BaHETO HA PAMOM30TONHO MAPKUPAHOTO ¢ 8Ga ekapcTBO BKIIIOYBA U3IaraHe Ha MAIIKK
KOJTMYIECTBA PAIHOAKTUBHOCT. Bamusar jexap u J1ekapsT 1o HyKJIeapHa MEIUIIMHA ca TIPCIICHUITH, 9e
KJIMHMYHATA T0J13a, KOATO e TIOTy4UTe OT TPOLELYpaTa ¢ MapKUpaHoTo ¢ Ga nekapcTso,
MPEBUIIIABA PUCKA, IBJDKAI CE Ha paJuaIusl.

9. Kakgo Tpsi0Ba 1a 3HaeTe, NPE/IM 12 Ce U3M0J3Ba pa3TBopa Ha ragues (%Ga) xiopun,
noayden ¢ GalenVita
PasTBopbT Ha ranues (®Ga) xsopua, nosyuen ¢ GalenVita ue TpsioBa na ce u3nouassa

- aKo cTe anepruuHu KbM ranues (*8Ga) xmopua win HAKOS OT OCTaHAIMTE CHCTABKU HA TOBA
JIEKapCTBO (M30pOCHM B TOUKA 6).
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AKo u3nonsBare Mapkupano ¢ %8Ga ngexapcTBo, TpsbBa 1a mpodereTe HHGOPMALMATA 32
MPOTHUBOMOKA3aHKSTA B IUCTOBKATA Ha JIEKAPCTBOTO, KOETO Iie O'bJICc PaJHON30TOIHO MapKHUPAHO.

IIpenynpesxkaenus u npeanasHu MepKu

3a nH(OopMAaIUS OTHOCHO CIIEIUATHU TPEAYPEXACHNS U CIIEIUATHA TTPEANa3Hu MEPKU TIPH yIioTpeda
Ha mapkupanu ¢ *®Ga nexapcTBa, MOJIs, BIKTE JTUCTOBKATA Ha JIEKAPCTBOTO, KOETO IIe ObIe
PaavoN30TOITHO MapKHUPaHO.

Jeua v roHOIIN
Mo, roBopete ¢ Bamus sekap 1o HykiieapHa MeAUIMHA, ako Bue unu Bameto gete cre moa
18 rogunu.

JIpyru JiekapcTBa M pa3TBop Ha raaues (®Ga) xamopua

Tps6Ba 1a kaxxeTe Ha Baiuus nekap 1o HykjieapHa MEIUIMHA, aKO IIPUEMATe, HACKOPO CTe MpHEMaIIH
WK € Bb3MOXHO JIa TIPMEMATE JAPYTH JIEKAPCTBA, Thil KATO T€ MOTAT JIa MIOBJIHUSAT Ha
MHTEPIPETALMATA HA M300paKeHnsTa OT Bamms nexap.

He e usBecTHO nanu pastBopbT Ha ranues ($Ga) xmopun Moxke 1a B3auMoIeiicTBa ¢ pyTH JIEKapCTBa,
TBH KaTo HE Ca MPOBEXKIAHM CTIEMATHN Npoy4Banus. HsaMa 1a Bu Obe mocTaBeHa MHKEKIHS C
ramues (%Ga) xnopua, a ¢ 1eKapcTBO, paJlMON30TOIHO MapKHpaHo ¢ %Ga.

3a uH(popMaIUs OTHOCHO JPYTH JeKapcTBa B KOMOMHALMS ¢ yroTpebaTa Ha Mapkupanu ¢ %Ga
JeKapcTBa, MOJISL, IPOYETEeTE JIMCTOBKATA Ha PAJANON30TOITHO MAPKUPAHOTO JICKAPCTBO.

Bpemennoct, KbpMeHe U epTHINTET

AKo cTe OpeMeHHa Wi KbpMUTE, CMATATe, 4€ MOJKE /1a CTe OpeMeHHa WIH TUTaHupaTe OpeMEeHHOCT,
NOCHBETBaliTE ce ¢ Bamms nekap mo HykieapHa MeIMIMHA IPEIM yIOTpedaTa Ha MapKkupanu ¢ %Ga
JeKapcTBa.

Tps6Ba 1a yBerOMUTE JIEKaps M0 HyKJIeapHa MEIMIMHEA TIPEIH IPUJIaraHe Ha MapKupanu ¢ °Ga
JIeKapCTBa, aKO MMa BEPOATHOCT J1a CTe OpeMEeHHa, aKo CTe TPOIYCHAIN IUKBII WIN aKO KbPMUTE.
AKO UMaTe CbMHEHHS, BAKHO € Jla ce KOHCYJITHpaTe ¢ Bamus ekap 1o HykjieapHa MeJUIHHA, KOHTO
11e HaOJItoaBa mporeypara.

AKo cTe OpeMeHHa
JlexapsT 10 HyKJIeapHa MEIMIIMHA 1€ NPHIOKH 110 BPEME Ha OPEMEHHOCT MapkupaHo ¢ 8Ga
JIEKapCTBO CaMO aKO C€ OYaKBa 10J13a, KOSITO O MPEBHUIIINIA PUCKOBETE.

AKO KbpMHTE
e 6BaeTE TTOMOJIEHH Ja CTIpeTe Ja KbpMuTe. MoJs, monuTaiTe Bammms nekap 1mo HykieapHa

MEIHMIIMHA KOTIra MOXXETEC Ja BB30OHOBUTE KbpPMCHCTO.

Ilodupane u padoTa ¢ MAIIMHHA

Moske na nMa eekTH BEpXy criocoOHocTTa Bu 3a modupane u padoTta ¢ MalimHU TOpaan
ynorpe6aTa Ha Mapkupanu ¢ ®Ga nekapctsa. MoJis, IpodeTeTe BHUMATEHO TMCTOBKUTE HA TE3U
JIeKapcTBa.

3. Kak ce u3nouzsa pasreopa na ranues (**Ga) xsopuja, nonyden ¢ GalenVita

ChlIecTBYBaT CTPOTH 3aKOHH 3a yIOTpedaTa, MaHHUITYJIMPAHETO W U3XBBPIISTHETO HA
pamuodapmaneBTnaHN poaykTh. GalenVita e ce U3Mmona3Ba caMo B CIEIUATHO KOHTPOIUPaHU
3onu. [TonydaBaneTo Ha pa3TBopa Ha ramues (%8Ga) xopu, pagron30TONHO MapPKUPAHETO HA
KOHKPETHO JIEKapCTBO HOCUTE, KAKTO M NPHJIAraHETO Ha JIEKapCcTBO, MapKUpaHo ¢ %°Ga, e ce
W3BBHPINBA CAMO OT XOpa, KOUTO ca 00YYCHU U KBATH(UIIMPAHU Ja IO U3IMoI3Bat Oe3omacHo. Te mie
roJiaraT CHelUaIHU TPYKH 32 0€301TacHOTO U3MOJI3BaHE Ha TOBA JIEKAPCTBO U e Bu uadopmupar 3a
CBOUTE JACUCTBUS.
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JlexapsT 1o HykJIeapHa MEIUIIMHA, HAOII0AaBall] MpoLeaypaTa, e Penrd KakBO KOJMYECTBO
JIEKapCTBO, PaJIMON30TOIHO MapKupaHo ¢ %®Ga, Tpsa6Ba na ce u3non3sa BbB Bamus ciyuaii. Tosa e
0bJiec HAa-MaJIKOTO KOJIHYECTBO, HEOOXOAUMO 32 MOCTUTaHE Ha TIOJXO/ISIIUS PE3yJITaT.

Ipuiokenue Ha pasTteop Ha rajues (®Ga) xj0pua u NpoBeKIaHEe HA MPOLELYPATA
Hsama na nomyuute pasteop Ha ranmues (*Ga) xopun, a Ipyro J1eKapcTBo, KOETO € GHII0
KOMOMHHUPAHO (PaJHOM30TOMHO MapKUPaHo) ¢ pa3Teop Ha ranues (%Ga) xnopus.

MpoabrkuTeTHOCT HA MpoOLEAYpaTa

Barusr siekap mo HykjaeapHa MeauirHa e Bu uadopMupa 3a oonyaiHaTa IpoIb/DKATSTHOCT Ha
npoueaypara ¢ Mmapkupano ¢ ®Ga nekapcTso. 3a nosede HHPOpPMAIMS, MOJIS, IPOYETETE TUCTOBKATA
Ha PaJIMOU30TOITHO MAPKHPAHOTO JIEKAPCTBO.

Caen kaTo Bu 0b/ie NPUJI0KEHO PaIMOM30TONHO MAPKHPAHOTO ¢ Pa3TBoOp Ha rajues ($Ga)
XJIOPH] JIEKAPCTBO

JlexapAt 1o HykiIeapHa MequnuHa me Bu napopmupa, ako TpsOBa 1a B3eMeTe HIKaKBH CHEIHATHU
TIpeanasHu MEPKH, CIIE/ KaTo MojlyduTte Mapkupanoto ¢ ®Ga nexkapctso. Cebpikete ce ¢ Bamms nexap
0 HyKJIeapHa MEAMIIHA, aKO IMaTe BBIIPOCH.

AKO cTe NoJTy4YHJIM MoBeYe 0T Heo0X0AMMATAa /1032 PaJHOM30TOIIHO MAPKUPAHOTO ¢ Pa3TBOP Ha
raaues (*®Ga) xs0pu JieKapeTBO, MM CTe MOJYYHJIH HellPpeIHAMEPEH0 TMPEKTHA HHIKEKIHS ¢
pasTBop Ha ragues (**Ga) xiopug

[Ipeno3upane Wik HeNpeIHAMEPEHa TMPEKTHA MHKEKIMS ¢ pa3TBop Ha ranues (%8Ga) xmopus ca
MaJIKO BEPOSATHHM, Thii KaTO 1€ HOIydHuTe caMo MapKupaHoTo ¢ 8Ga nekapcTBo, nperusHo
KOHTPOJIMPAHO OT JIeKapsi [0 HyKJIeapHa MEAMIIIHA, HaOJII0AaBall mporeaypaTa. Benpeku Toa, B
clly4ail Ha IpeJo3upaHe WM HelpeAHaMEePEHO TIOCTaBeHa TUPEKTHA WHXKEKIIHS, I1e TTOJTyYHTe
TTOJIXOJSIIN TPUKH.

AKO UMate HIKaKBH JIOTBIHUTEIHA BBIIPOCH, CBBP3aHHU C YIIOTpebaTa Ha TOBa JIEKAPCTBO, MOJIA,
MO TANTE JIeKaps M0 HyKJIeapHa MEeIUIIMHA, KOHTO Ha0IrogaBa mporeaypara.

4. Bb3MOKHHN HeKeTaHU PeaKIun

Kakro Bcuukn JICKApCTBAa, MApKHUPAHOTO C 68Ga JICKaApCTBO MOKC Aa MMPEAN3BUKA HEXKCIIAHU PCAKIIUH,
BBIIPCKU Y€ HC BCCKU I'M IMOJTyHdaBa.

Cnen npuiarane Ha MapKupaHoTo ¢ *8Ga j1ekapcTBo, TO Ie IOCTABM HUCKM KOJIMYECTBA HOHU3HMPALIO
JT'BYCHHE C HAW-HUCKUS PUCK OT PaK U HACIEACTBEHU aHOMAJIHUH.

3a nmoseue HHq)OpMaHHSI OTHOCHO BB3MOXXHH HEXKEIIAaHU PEAKIIUN, MOJIsA, IPOYCTETE JIMCTOBKATA HA
pPaanuoOn30TOIMHO MAPKUPAHOTO JICKApPCTBO.

Cho01aBaHe Ha HesKeJIAHH pPeakIuu

AKO ToJTyunTe HIKaKBU HEXEJIaH! JIEKapCTBEHN Peakly, yBeaoMere Bamus nexap no HykieapHa
MeauiHa. ToBa BKIIIOUBa BCHUKM Bb3MOXKHU HEONMCAHU B Ta3M JINCTOBKA HEXEJIAHU PEAKIIH.
MokeTe ChIIOo 1a ChOOIINTE HEXKEIAHH PEaKINy JUPEKTHO Upe3 HAllMOHAIHATA CUCTEMa 32
cbo0mmaBane, nocoueHa B [Ipunoxenue V. Karo crobmasare HexemaHn peakliuy, MOKETe J1a JaJieTe
CBOS IPUHOC 3a MOJTyyaBaHe Ha NoBe4e HH(POpMAaIHs OTHOCHO 0€30I1aCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak ce cbxpansBa GalenVita
Hsma na ce Hamara 1a cbXpaHsABaTe TOBa JIEKapCTBO. TOBa JIEKapCTBO c€ ChXPaHsBa IO
OTrOBOPHOCTTA HA CICNNAIMCTA U B HOAXOAAIIN ToMemeHns. ChbXpaHeHNEeTo Ha

paI[I/IO(l)apMaLICBTI/ILII/I me 6’[)[[6 B CBbOTBCTCTBUEC C HAITMOHAJTHUTC pa3nopez[61/1 OTHOCHO
paaIunOaKTUBHUTEC MaTCpUAIIH.
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ITocouenara 1mo-moay HH(GOpMAIHS € MPeIHa3HaYeHa CaMo 3a CIIEIIHATUCTH:
PainOHYKIMIHUAT TeHEpaTOp He TPSOBA J1a ce M3IOJI3Ba ClIe/l U3THYaHe Ha CPOKa Ha TOHOCT,
ot0ersi3aH BbPXY OMaKOBKaTa cien ,,['ojeH 10:“.

He pasrno6sBaiiTe kopmyca.
PastBopsT Ha ranmues (®Ga) xnopun, momyden ¢ GalenVita Tps6Ba 1a ce u3nonspa He3abaBHO.

6. Cobabp:kaHne HA ONIAKOBKATA M IONMbJIHUTEIHA HHpopManus

Kakso cbabpxa GalenVita
- AXTHBHUTE BellecTBa ca repmanuii (**Ge) xyopu, GUKCHpaH BbPXY KOJIOHATA Ha TEHEPATOPa,
u ranues (*Ga) XJI0pua, pa3TBOPEH B CTepriIHa XiopoBogopoaHa kucenauna 0,1 mol/l cien
enyupane. ['epmanwuii (“°Ge) e HeoOpaTUMO 3abp)KaH BETPE B PAIMOHYKIHIHHS TCHEPATOD,
KaTo ce pasiaja J0 CBOs IbliepeH Hykau (*Ga), KOMTo ce mojydaBa OT TeHepaTopa 1Mo
dopmara Ha ramues (°*Ga) xmopu.
- Jpyrute cbcTaBKM ca:  TUTAHOB AUOKCHJ (MaTpHIla Ha KOJIOHATA)
crepuiiHa xjaopoBogoposana kucenuna 0,1 mol/l (pasteop 3a
eIyupaHe)

EnvH pamuoHyKIMIEH TeHepaTop Ce JOCTaBs C:

1 6p. creprHa xmopoBoaopoaHa kucenanna 0,1 mol/l, 220 ml B monunponuieHoB cak
1 6p. B-safe mmn

2 0p. amantepu Mbxkku LUER

1 6p. KONEKTOp Ha CITUPATEITHOTO KpaH4Ie

1 6p. BXoasIIa YOBIDKUTEIHA TPHOMYKA

1 Op. u3xomsiia YIbHKUTEIHA TPhOUUKa

g wwdE

Kak m3raexxaa GalenVita n kakBo chbabpka onaKkoBKaTa
Hsima na e HeoOX0quMo /a MoJTydaBaTe Wi Ja 00paBUTe C TOBA JIEKAPCTBO.

IIpuTesxaTes Ha pa3peLIeHNETO 32 ynoTpeda u
Curium Romania SRL

Str. Gradinarilor, nr.1, Pantelimon,

IIfov county, ZIP 077145, Romania

IIpousBoauren

Curium Bulgaria EOOD
Lulin District,

128 Bansko Shose Str.,
Sofia 1331, Bulgaria

JlaTa Ha MOCJIeTHO Mpepa3rJIekIaHe HA JINCTOBKATA
Jlpyru u3TOYHUIM HA MH(pOpMAaLHs

ITonpoOHa uHpOpMalKs 3a TOBa JIeKapcTBO € IpeocTaBeHa Ha yeOcaiiTa Ha EBpornetickara areHIus
o JiekapcTBata https://www.ema.europa.eu.

ITocoyenara no-mony HHGOPMALKS € IpeAHa3HauYCHa CaMO 32 MEIUIIMHCKH CIICIIHATUCTH:

ITemaata KXII Ha GalenVita ce mpegoctaBs KaTo OT/AENEH JOKYMEHT B OITaKOBKATa Ha MPOYKTa, C
IeJT J]a PEIOCTABH HA 3PAaBHUTE CIICIIUAIMCTH JIPyTa AOMBIHUTEIIHA HAyYHA U TIPAKTHIEeCKa
nH(pOpPMAIU OTHOCHO MPHUJIATaHETO U yrmoTpedara Ha To3u paanodapMaIeBTUK.

Mos, Bmxre KXII.
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JIncroBKa: l/IH(l)OpMalII/lﬂ 3a ManueHTa

GalenVita 3,70 GBq paagnoHykJinieH reHepaTop
pasTsop Ha ranues (%Ga) xnopun

IIpoyereTe BHUMATEIHO LAJIATA JHCTOBKA MPEAH 1A 3all0YHETE 1a H3110J13BaTe TOBA JIEKapCTBO,

TBhH KaTo TS ChAbP:Ka BaxHa 3a Bac nndopmanus.

- 3amaseTe Ta3u JUCTOBKAa. MOXKe 1a ce HAJIOXKH J1a g IPOYETETe OTHOBO.

- AKO UMaTe HSKaKBH JOIBIHUTEIHHA BBIIPOCH, TONATaTe Bamus Jiekap o HykieapHa
MEIMLKHA, KOWTO 1IE KOHTPOJIMpA NIPOLEAYpaTa.

- AKO NoJTyyuTe HAKaKBU HEXEJIaHU peaklivy, yBeoMeTe Bamus <iekap mo HykjieapHa
MeaunuHA. ToBa BKIIOYBA M BCHYKH BE3MOXKHH HEXXEIIaHW PEAKINH, HEOIINCAHH B Ta3H
JTUCTOBKA. BrkTe Touka 4.

Kakso CbAbpPiKa Ta3u JIUCTOBKA

1. Kaxkso npencrasnssa GalenVita u 3a kakBo ce U3I0J13Ba

Kakso Tps0Ba 1a 3HaeTe, IPEIH J1a C€ U3MON3Ba pa3TBopa Ha ranmes (*®Ga) xmopu, nomyden c
GalenVita

Kak ce usnonssa pasrtsopa Ha ranues (*8Ga) xnopun, nonyuen ¢ GalenVita

BBb3M0KHM HEXEIaHU pEeaKLUU

Kaxk ce cpxpansiBa GalenVita

ChbabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

n

o AW

1. Kakso npeacrasasia GalenVita u 3a kakBo ce H3M0/13Ba

GalenVita e repmanuii (*®Ge)/ranuii (®Ga) panuoHyKInIeH reHepaTop, yCTPOMCTBO, U3MOI3BAHO 34
nosiyyaBane Ha pasteop Ha ranues (%Ga) xnopun. Fammesnsr (%8Ga) xnopuj € paanoakTHBHO
BEIIECTBO, C KOETO PadOTAT JIEKapH CIICHHATHCTH (JIeKapH N0 HyKJieapHa MeTUIMHA) U (apMalieBTH,
00yueHH 1a paboTAT ¢ paguoakTUBHU MaTepuand. [anmueBusT (*®Ga) xopun He e npeaHa3HAYEH 3a
JMPEKTHO TNPHJIOKEHHE Ha MAIMEHTH, a C€ M3I0JI3Ba 32 PaJIMON30TOITHO MAapKUpPaHe, TEXHHUKA, TTPH
KOSITO JIaJIEHO BEIIECTBO CE MAPKUPa C PaJMOAKTHBHO CheMHEHHE, B CiTydas — 8Ga.

CaMmo J1eKapcTBa, KOUTO Ca OWJIN CIIENUATHO Pa3paboTeHH U 000PEHH 3a PAIMOU30TONTHO MapPKHPAHE
¢ %®Ga, npemMuHaBar 1pe3 npomueaypa Ha paauon30TONHO MapkupaHe ¢ ranues (*Ga) xnopua. Tesun
PaJMOM30TONHO MAPKUPAHH JIEKAPCTBA MOTAT J1a Pa3Mo3HaAT H J1a Ce IIPUKPENAT KbM ONpPEIEeHH
BUJIOBE KJIETKHU U JIa OTHECAT paanoakTuBHus ®Ga 10 Te3u kieTku B Tsnoto Bu. Huckata
PaJIMOaKTUBHOCT B MapKupaHoTo ¢ *Ga nekapcTBo MOKe J1a ObJIe OTKPUTA M3BBH TSJIOTO YPE3
cnenyanay kamepu. ToBa MOKe [Ja TOMOTHe Ha Balus jexap npu NOCTaBsiHe Ha JuarHosata. Mo,
3a moBeve MH(OPMAIKs BUKTE JIMCTOBKATA HA JIEKAPCTBOTO, KOETO TPAOBA 11a ObJie paIHOU30TOITHO
Mapkupano ¢ ranues (%8Ga) xnopu.

JlekapsT 1o HykjieapHa MeMIMHA 1€ Bu 00SCHY MO-TI0POOHO KaKbB BUJ] U3CJIEIBAHE 1IIE CE
M3BbPIIBA.

M31013BaHETO HA PAMOM30TONHO MAPKUPAHOTO ¢ 8Ga ekapcTBO BKIIIOYBA U3IaraHe Ha MAIIKK
KOJTMYIECTBA PAIHOAKTUBHOCT. Bamusar jexap u J1ekapsT 1o HyKJIeapHa MEIUIIMHA ca TIPCIICHUITH, 9e
KJIMHMYHATA T0J13a, KOATO e TIOTy4UTe OT TPOLELYpaTa ¢ MapKUpaHoTo ¢ Ga nekapcTso,
MPEBUIIIABA PUCKA, IBJDKAI CE Ha paJuaIusl.

10. Kakpo Tps0Ba 1a 3HAeTe, MPE/IM 12 Ce H3MO0J3Ba pa3TBopa Ha ragues (%Ga) xiopun,
noayden ¢ GalenVita
PasTBopbT Ha ranues (®Ga) xsopua, nosyuen ¢ GalenVita ue TpsioBa na ce u3nouassa

- aKo cTe anepruuHu KbM ranues (*8Ga) xmopua win HAKOS OT OCTaHAIMTE CHCTABKU HA TOBA
JIEKapCTBO (M30pOCHM B TOUKA 6).
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Axo u3nonssare Mapkupano ¢ ®Ga nekapcTso, TpOBa 1a poveTeTe MH(GOPMALKUATA 32
MPOTHUBOMOKA3aHKSTA B IUCTOBKATA Ha JIEKAPCTBOTO, KOETO Iie O'bJICc PaJHON30TOIHO MapKHUPAHO.

IIpenynpesxkaenus u npeanasHu MepKu

3a nH(OopMAaIUS OTHOCHO CIIEIUATHU TPEAYPEXACHNS U CIIEIUATHA TTPEANa3Hu MEPKU TIPH yIioTpeda
Ha mapkupanu ¢ *®Ga nexapcTBa, MOJIs, BIKTE JTUCTOBKATA Ha JIEKAPCTBOTO, KOETO IIe ObIe
PaavoN30TOITHO MapKHUPaHO.

Jeua v roHOIIN
Mo, roBopete ¢ Bamus siekap 1o HykiieapHa MeauIMHa, ako Bue niau Bameto gete cre moa
18 rogunu.

JIpyru JiekapcTBa M pa3TBop Ha raaues (®Ga) xamopua

Tps6Ba 1a kaxxeTe Ha Baiuus nekap 1o HykjieapHa MEIUIMHA, aKO IIPUEMATe, HACKOPO CTe MpHEMaIIH
WK € Bb3MOXHO JIa TIPMEMATE JAPYTH JIEKAPCTBA, Thil KATO T€ MOTAT JIa MIOBJIHUSAT Ha
MHTEPIPETALMATA HA M300paKeHnsTa OT Bamms nexap.

He e usBecTHO nanu pastBopbT Ha ranues ($Ga) xmopun Moxke 1a B3auMoIeiicTBa ¢ pyTH JIEKapCTBa,
TBH KaTo HE Ca MPOBEXKIAHM CTIEMATHN Npoy4Banus. HsaMa 1a Bu Obe mocTaBeHa MHKEKIHS C
ramues (%Ga) xnopua, a ¢ 1eKapcTBO, paJlMON30TOIHO MapKHpaHo ¢ %Ga.

3a uH(popMaIUs OTHOCHO JPYTH JeKapcTBa B KOMOMHALMS ¢ yroTpebaTa Ha Mapkupanu ¢ %Ga
JeKapcTBa, MOJISL, IPOYETEeTE JIMCTOBKATA Ha PAJANON30TOITHO MAPKUPAHOTO JICKAPCTBO.

Bpemennoct, KbpMeHe U epTHINTET

AKo cTe OpeMeHHa Wi KbpMUTE, CMATATe, 4€ MOJKE /1a CTe OpeMeHHa WIH TUTaHupaTe OpeMEeHHOCT,
NOCHBETBaliTE ce ¢ Bamms nekap mo HykieapHa MeIMIMHA IPEIM yIOTpedaTa Ha MapKkupanu ¢ %Ga
JeKapcTBa.

Tps6Ba 1a yBerOMUTE JIEKaps M0 HyKJIeapHa MEIMIMHEA TIPEIH IPUJIaraHe Ha MapKupanu ¢ °Ga
JIeKapCTBa, aKO MMa BEPOATHOCT J1a CTe OpeMEeHHa, aKo CTe TPOIYCHAIN IUKBII WIN aKO KbPMUTE.
AKO UMaTe CbMHEHHS, BAKHO € Jla ce KOHCYJITHpaTe ¢ Bamus ekap 1o HykjieapHa MeJUIHHA, KOHTO
11e HaOJItoaBa mporeypara.

AKo cTe OpeMeHHa
JlexapsT 10 HyKJIeapHa MEIMIIMHA 1€ NPHIOKH 110 BPEME Ha OPEMEHHOCT MapkupaHo ¢ 8Ga
JIEKapCTBO CaMO aKO C€ OYaKBa 10J13a, KOSITO O MPEBHUIIINIA PUCKOBETE.

AKO KbpMHTE
e 6BaeTE TTOMOJIEHH Ja CTIpeTe Ja KbpMuTe. MoJs, monuTaiTe Bammms nekap 1mo HykieapHa

MEIHMIIMHA KOTIra MOXXETEC Ja BB30OHOBUTE KbpPMCHCTO.

Ilodupane u padoTa ¢ MAIIMHHA

Moske na nMa eekTH BEpXy criocoOHocTTa Bu 3a modupane u padoTta ¢ MalimHU TOpaan
ynorpe6aTa Ha Mapkupanu ¢ ®Ga nekapctsa. MoJis, IpodeTeTe BHUMATEHO TMCTOBKUTE HA TE3U
JIeKapcTBa.

3. Kak ce u3noussa pasteopa na rasues (**Ga) xsopuj, nosnyden ¢ GalenVita

ChlIecTBYBaT CTPOTH 3aKOHH 3a yIOTpedaTa, MaHHUITYJIMPAHETO W U3XBBPIISTHETO HA
pamuodapmaneBTnaHN poaykTh. GalenVita e ce U3Mmona3Ba caMo B CIEIUATHO KOHTPOIUPaHU
3onu. [TonydaBaneTo Ha pa3TBopa Ha ramues (%8Ga) xopu, pagron30TONHO MapPKUPAHETO HA
KOHKPETHO JIEKapCTBO HOCUTE, KAKTO M NPHJIAraHETO Ha JIEKapCcTBO, MapKUpaHo ¢ %°Ga, e ce
M3BBHPIIBA CAMO OT XOpa, KOUTO ca 00YYEeHU U KBATH(DUIIMPAHU Ja TO U3Io3BaT Oe3omacHo. Te mie
rojiaraT CHelUaIHU TPYKH 3a 0€301MacHOTO U3MOJI3BaHE Ha TOBA JIEKApCTBO U e Bu uadopmupar 3a
CBOUTE JACUCTBUS.
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JlexapsT 1o HykJIeapHa MEIUIIMHA, HAOII0AaBall] MpoLeaypaTa, e Penrd KakBO KOJMYECTBO
JIEKapCTBO, PaJIMON30TOIHO MapKupaHo ¢ %®Ga, Tpsa6Ba na ce u3non3sa BbB Bamus ciyuaii. Tosa e
0bJiec HAa-MaJIKOTO KOJIHYECTBO, HEOOXOAUMO 32 MOCTUTaHE Ha TIOJXO/ISIIUS PE3yJITaT.

Ipuiokenue Ha pasTteop Ha rajues (®Ga) xj0pua u NpoBeKIaHEe HA MPOLELYPATA
Hsama na nomyuute pasteop Ha ranmues (*Ga) xopun, a Ipyro J1eKapcTBo, KOETO € GHII0
KOMOMHHUPAHO (PaJHOM30TOMHO MapKUPaHo) ¢ pa3Teop Ha ranues (%Ga) xnopus.

MpoabrkuTeTHOCT HA MpoOLEAYpaTa

Barusr siekap mo HykjaeapHa MeauirHa e Bu uadopMupa 3a oonyaiHaTa IpoIb/DKATSTHOCT Ha
npoueaypara ¢ Mmapkupano ¢ ®Ga nekapcTso. 3a nosede HHPOpPMAIMS, MOJIS, IPOYETETE TUCTOBKATA
Ha PaJIMOU30TOITHO MAPKHPAHOTO JIEKAPCTBO.

Caen kaTo Bu 0b/ie NPUJI0KEHO PaIMOM30TONHO MAPKHPAHOTO ¢ Pa3TBoOp Ha rajues ($Ga)
XJIOPH] JIEKAPCTBO

JlexapAt 1o HykiIeapHa MequnuHa me Bu napopmupa, ako TpsOBa 1a B3eMeTe HIKaKBH CHEIHATHU
TIpeanasHu MEPKH, CIIE/ KaTo MojlyduTte Mapkupanoto ¢ ®Ga nexkapctso. Cebpikete ce ¢ Bamms nexap
0 HyKJIeapHa MEAMIIHA, aKO IMaTe BBIIPOCH.

AKO cTe NoJTy4YHJIM MoBeYe 0T Heo0X0AMMATAa /1032 PaJHOM30TOIIHO MAPKUPAHOTO ¢ Pa3TBOP Ha
raaues (*®Ga) xs0pu JieKapeTBO, MM CTe MOJYYHJIH HellPpeIHAMEPEH0 TMPEKTHA HHIKEKIHS ¢
pasTBop Ha ragues (**Ga) xiopug

[Ipeno3upane Wik HeNpeIHAMEPEHa TMPEKTHA MHKEKIMS ¢ pa3TBop Ha ranues (%8Ga) xmopus ca
MaJIKO BEPOSATHHM, Thii KaTO 1€ HOIydHuTe caMo MapKupaHoTo ¢ 8Ga nekapcTBo, nperusHo
KOHTPOJIMPAHO OT JIeKapsi [0 HyKJIeapHa MEAMIIIHA, HaOJII0AaBall mporeaypaTa. Benpeku Toa, B
clly4ail Ha IpeJo3upaHe WM HelpeAHaMEePEHO TIOCTaBeHa TUPEKTHA WHXKEKIIHS, I1e TTOJTyYHTe
TTOJIXOJSIIN TPUKH.

AKO UMate HIKaKBH JIOTBIHUTEIHA BBIIPOCH, CBBP3aHHU C YIIOTpebaTa Ha TOBa JIEKAPCTBO, MOJIA,
MO TANTE JIeKaps M0 HyKJIeapHa MEeIUIIMHA, KOHTO Ha0IrogaBa mporeaypara.

4. Bb3MOKHHN HeKeTaHU PeaKIuu

Kakro Bcuukn JICKApCTBAa, MApKHUPAHOTO C 68Ga JICKaApCTBO MOKC Aa MMPEAN3BUKA HEXKCIIAHU PCAKIIUH,
BBIIPCKU Y€ HC BCCKU I'M IMOJTyHdaBa.

Cnen npuiarane Ha MapKupaHoTo ¢ *8Ga j1ekapcTBo, TO Ie IOCTABM HUCKM KOJIMYECTBA HOHU3HMPALIO
JT'BYCHHE C HAW-HUCKUS PUCK OT PaK U HACIEACTBEHU aHOMAJIHUH.

3a nmoseue HHq)OpMaHHSI OTHOCHO BB3MOXXHH HEXKEIIAaHU PEAKIIUN, MOJIsA, IPOYCTETE JIMCTOBKATA HA
pPaanuoOn30TOIMHO MAPKUPAHOTO JICKApPCTBO.

Cho01aBaHe Ha HesKeJIAHH pPeakIuu

AKO TOITyunTe HAKaKBU HEXEJIaH! JISKapCTBEHH peakiy, yBeaoMere Bammus nekap o HykineapHa
MeauiHa. ToBa BKIIIOUBa BCHUKM Bb3MOXKHU HEONMCAHU B Ta3M JINCTOBKA HEXEJIAHU PEAKIIH.
MokeTe ChIIOo 1a ChOOIINTE HEXKEIAHH PEaKINy JUPEKTHO Upe3 HAllMOHAIHATA CUCTEMa 32
cbo0mmaBane, nocoueHa B [Ipunoxenue V. Karo crobmasare HexemaHn peakliuy, MOKETe J1a JaJieTe
CBOS IPUHOC 3a MOJTyyaBaHe Ha NoBe4e HH(POpMAaIHs OTHOCHO 0€30I1aCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak ce cbxpansBa GalenVita
Hsma na ce Hamara 1a cbXpaHsABaTe TOBa JIEKapCTBO. TOBa JIEKapCTBO c€ ChXPaHsBa IO
OTrOBOPHOCTTA HA CICNNAIMCTA U B HOAXOAAIIN ToMemeHns. ChbXpaHeHNEeTo Ha

paI[I/IO(l)apMaLICBTI/ILII/I me 6’[)[[6 B CHbOTBCTCTBHEC C HAIITUOHAJITHUTC pa3n0pez[6I/I OTHOCHO
paaIunOaKTUBHUTEC MaTCpUAIIH.
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ITocouenara 1mo-moay HH(GOpMAIHS € MPeIHa3HaYeHa CaMo 3a CIIEIIHATUCTH:
PainOHYKIMIHUAT TeHEpaTOp He TPSOBA J1a ce M3IOJI3Ba ClIe/l U3THYaHe Ha CPOKa Ha TOHOCT,
ot0ersi3aH BbPXY OMaKOBKaTa cien ,,['ojeH 10:“.

He pasrno6sBaiiTe kopmyca.
PastBopsT Ha ranmues (®Ga) xnopun, momyden ¢ GalenVita Tps6Ba 1a ce u3nonspa He3abaBHO.

6. Cobabp:kaHne HA ONIAKOBKATA M IONMbJIHUTEIHA HHpopManus

Kakso cbabpxa GalenVita
- AXTHBHUTE BellecTBa ca repmanuii (**Ge) xyopu, GUKCHpaH BbPXY KOJIOHATA Ha TEHEPATOPa,
u ranues (*Ga) XJI0pua, pa3TBOPEH B CTepriIHa XiopoBogopoaHa kucenauna 0,1 mol/l cien
enyupane. ['epmanwuii (“°Ge) e HeoOpaTUMO 3abp)KaH BETPE B PAIMOHYKIHIHHS TCHEPATOD,
KaTo ce pasiaja J0 CBOs IbliepeH Hykau (*Ga), KOMTo ce mojydaBa OT TeHepaTopa 1Mo
dopmara Ha ramues (°*Ga) xmopu.
- Jpyrute cbcTaBKM ca:  TUTAHOB AUOKCHJ (MaTpHIla Ha KOJIOHATA)
crepuiiHa xjaopoBogoposana kucenuna 0,1 mol/l (pasteop 3a
eIyupaHe)

EnvH painoHyKIIM/ICH TeHEepaTop Ce IOCTABS C:

1 6p. creprHa xmopoBoaopoaHa kucenanna 0,1 mol/l, 220 ml B monunponuieHoB cak
1 6p. B-safe mmn

2 0p. amantepu Mbxkku LUER

1 6p. KONEKTOp Ha CITUPATEITHOTO KpaH4Ie

1 6p. BXoasIIa YOBIDKUTEIHA TPHOMYKA

1 Op. u3xomsia YIbHKUTEIHA TPhOUUKa

g wwdE

Kak m3raexxaa GalenVita n kakBo chbabpka onaKkoBKaTa
Hsima a e HeoOX0I1Mo /1a MoJTydaBaTe Wi a O0paBuUTe C TOBA JIEKapCTBO.

IIpuTesxaTes Ha pa3peLIeHNETO 32 ynoTpeda u
Curium Romania SRL

Str. Gradinarilor, nr.1, Pantelimon,

IIfov county, ZIP 077145, Romania

IIpousBoauren

Curium Bulgaria EOOD
Lulin District,

128 Bansko Shose Str.,
Sofia 1331, Bulgaria

JlaTa Ha MoCJIeqHO Mpepa3rjiexkAaHe HA JHCTOBKATA
Jlpyru u3TOYHUIM HA MH(pOpMAaLHs

ITonpoOHa uHpOpMalKs 3a TOBa JIeKapcTBO € IpeocTaBeHa Ha yeOcaiiTa Ha EBpornetickara areHIus
o JiekapcTBata https://www.ema.europa.eu.

ITocoyenara no-mony HHGOPMALKS € IpeAHa3HauYCHa CaMO 32 MEIUIIMHCKH CIICIIHATUCTH:

ITemaata KXII Ha GalenVita ce mpegoctaBs KaTo OTAENCH JOKYMEHT B OITaKOBKaTa Ha MPOIYKTa, C
IeJT J]a PEIOCTABH HA 3PAaBHUTE CIICIIUAIMCTH JIPyTa AOMBIHUTEIIHA HAyYHA U TIPAKTHIEeCKa
nH(pOpPMAIU OTHOCHO MPHUJIATaHETO U yrmoTpedara Ha To3u paanodapMaIeBTUK.

Mos, Bmxre KXII.
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