ITAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

GalenVita 0,74 GBq yevvfitpla padiovoukAdiov
GalenVita 0,11 GBq yevvitpio padiovovkidiov
GalenVita 1,48 GBq yevvitpio padiovoukidiov
GalenVita 1,85 GBq yevvipio padiovovkidiov
GalenVita 2,22 GBq yevvrfitpia padiovoukAidiov
GalenVita 2,59 GBq yevvfitpia padiovoukiidiov
GalenVita 2,96 GBq yevvfitpia padiovoukiidiov
GalenVita 3,33 GBq yevvitpio padiovovkidiov
GalenVita 3,70 GBq yevvitpio padiovovkidiov

2. IHOIOTIKH KAI NIOXOTIKH XYNO®EXH

H yevwitpio padiovovkiidiov mepiéyet yepuavio (8Ge) o untpikd voukhrisdio o omoio dtacmdtol 610
Buyatpicd voukhridio yariiov (%8Ga). To yepuavio (*8Ge) mov ypnoiponoteitar yio ThV Topoywyn TG
yevitplog (8Ge/*®Ga) Sev pépet mpocdnkn popémv. To chHvoro g padievéPYELag TOV TPOKVTTEL Ad
10 yeppdvio (8Ge) kan t1¢ Tpocuielc mov exméumovv aktiveg y 610 Ekhovopa dev vrepPaivet To 0,001
%.

H yevwntpuo padrovovkhdiov GalenVita 0,74-3,70 GBq anotelei éva chotnpo £KAovong 6Teipov
oA parog yAoprovyov yarriov (%8Ga) yio padioonuaven coueaove pe thv Ph. Eur. 2464. Avtd 1o
StdAv o EKAOVETAL OO L0 GTHAT] GTNV OTO10 EIVOL GTEPEMUEVA TO UNTPIKO VOLKAISLO YEPLOViOV
(%8Ge) xon 1o maTpikd yéAlo (8Ga). To cvotua drdétel Owpdxion. Ta LKA XAPUKTHPIETIKE TOGO
TOV UNTPIKOV 060 Kol Tov Buyatpikdv voukidiov cuvoyiloviat otov [Tivaka 1.

Iivakag 1: Quokd yopaxtNPLeTKd Tov yeppaviov (®Ge) ko Tov yairiov (3Ga)

68Ge 68Ga
Hpicsia (oM 270,95 nuépeg 67,71 Aemtd
TVmog uoIkng drdomaong ZOAAN YN NAekTpoviov Exmounn molitpovimv
AkTtiveg X 9,225 keV (13,1 %) 8,616 keV (1,37 %)
9,252 keV (25,7 %) 8,639 keV (2,69 %)
10,26 keV (1,64 %) 9,57 keV (0,55 %)
10,264 keV (3,2 %)
10,366 keV (0,03 %)
AKTIvVES ¥ 511 keV (178,28 %)
578,55 keV (0,03 %)
805,83 keV (0,09 %)
1 077,34 keV (3,22 %)
1 260,97 keV (0,09 %)
1 883,16 keV (0,14 %)
Bito+ Evépyeia HEY. evépyein
352,60 keV 821,71 keV (1,20 %)
836,00 keV 1 899,01 keV (87,94 %)

Agdopévo mov mpoépyovtal amd tn nudat (www.nndc.bnl.gov)

4 ml Tov eKAOVGHOTOC OO T YEVVITPLO POOIOVOVKALSIOV [ TNV VYNAOTEPT TEPlekTkOTNTO (3,70
GBq) mepiéyovv o duvntiky péyiotn i 3.700 MBq %8Ga kar 37 kBq %Ge (0,001 % drapuyn 6to
éKhovopa). Avtd avtiotolyet o€ 2,4 ng yaaliov kot 0,14 ng yeppaviov.

H mosdtnto tov dtodhdpotog yhoplovyov yoAriov (%8Ga) yia padioonpavon Ph. Eur. mov uropei va
MeOei pe £xhovon amd T yevviTplo padtovovkiidiov eEaptdrar amd Thv tosdTnTa yeppaviov (BGe)
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OV LILAPYEL KATE TV NUepOUNVi/dpa TG EKAOVONG, TOV OYKO TOL EKAOVGLLOITOC TTOV YPT|CILOTOLEITOL
(ovvnBmg 4 ml) kot Tov ¥povo mov £yl ToPEADEL Ao TNV TPoMYoLpEVT EkAovot). Edv ta untpikd kot
Ta BuyaTpucd voukAidia Bpickoviol og 1Goppomia, eivar duvatr 1 EKAovon TeplecotepnS omd o 55%
™G EvePYOTNTOG TOL LILAPYOVTOG Yoldiov (BGa).

O ITivaxag 2 cuvowyilel TNV evepyodTnTa GT YEVVITPLO PaOIOVOVKALSIOV, TIG EAGYLOTES EVEPYOTNTESG
OV EMTVYYAVOVTOL HECH EKAOVONG KaTd TNV Evapén g dtdpketag {ong Kot 6To TEAOG TG SIPKELOS
Comg kaBmg emiong kot Tig duvntikéc uéyioteg Tipég 8Ga kar %8Ge oto éxhovopa.

Mivaxoeg 2: Evepydtnto 6T1] YEVVATPLO PAOLOVOVKALIIOV KUL EVEPYOTNTO TOV EMTVYYAVETOL HECO
£éKhovong

[lepiext  [Evepydmmro  [Evepydmnta [Evepyomnta  [Avvntikn Avvnticn Evepydtnta and
KOTNTO, [0TO ECOTEPIKO [GTO a6 EKAovon [UEylom Léylot £KhovoT 610
GBq NG YEVVATPLOG [€0MTEPIKO  [KOTA TNV mocotta ®Ga  mocotTa ®Ge  éhog g
Pad1OVOUKAL (TG évopén g log 4 ml oe 4 ml dapKeLog
olov Katd v fyevwnrplog  [OdpKeLOg eKAOVGLOTOC,  [gKAoVopatog,  (Cong**, GBq
Evapén g padovovk  [Cong**, GBq [GBg/ng kBg/ng
OLIPKELOG Mdiov 6Tto
Cofic*, GBq  téhog g
muioelog
Cong¥,
GBq
0,74 0,74 0,29 NLT 0,41 0,74 /0,49 7,4 10,03 NLT 0,16
1,11 1,11 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 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 = 61 Aryotepo amo

* H mpoyloTikn evepyoTnTo. 0TO E0MTEPIKO THS YEVVHTPIOS POAIOVOVKAIOIOD UTOPEL VO, TOPEKKAIVEL KOTA
10 % ano v ovouaoTiky TEPIEKTIKOTHTO,

** Y 100pporio.

ITwo Aemtopepeig emelnynoelg Kot TapadElYIOTH GYETIKA UE TIG dPASTNPLOTNTEG EKAOVOTG OE dLAPOpa
YPOVIKE onueia Tapovoidlovtal oty Tapdypopo 12.

IMa tov TA7pN KaTdloyo TV ekddywV, PA. Tapdypago 6.1.



3. D®APMAKOTEXNIKH MOP®H
I'evvpla padiovovkAidiov.

H yevntpra padrovovkidiov dwutiBeton g Onxn pe dvo Aofés kan po BOpa g1c650v kat puo BOpa
eEddov.

H yevwntpro padtovovkiidiov mapéyet petd tnv Ekhovon Eva 6TEIPO SIGAL LA YADPLOVYOL YOAAIOL
(®8Ga) y1a padiocrjuoven. To Siéhvpa efvon Stowyég Kot dypmpo.

4. KAINIKEX TIAHPO®OPIEXZ
4.1 OgpomevTiKEG EVOEiSELg
Avt 1 yevwitplo padtovoukiidiov dev mpoopiletar yio GueoT ypnon os acheveic.

To oteipo éxhovopa (SiAvpa yhoplovyov yodiiov (8Ga)) amd ) yevvitpio padiovovkiidiov
GalenVita evdeikvotar yia in Vitro padioonpaven Slapopmy TUTOTOMUEVOV GUCKEVAGIDV Y10
POSLOPUPLOKEVTIKA CKEVAGLOTA TTOV £Y0VV avorTuybel Ko eykpibel yio padloGoven Ue TO eV AOY®
£KAOVGLLO, TTOV TPOKELTOAL VO, PNGIUOTOMNO0DV Y10 aTEKOVIGT TOUOYPAPiag EKTOUTNG TollTpoviny
(PET).

4.2  Aocoloyio Kol TPOTOG Y0P YNONS

AT T0 POPUOKEVTIKO TPOIOV TPoOPileTal Yo pon HOVO o€ KABOPIoUEVES EYKATUCTAGELG
TLPTVIKNG WTPIKNG Kot 0 YEPIOUOG TOV Ba TPEMEL VoL TPOyLaTOTOLEiTOL LOVO amd EEEIOIKEVUEVOLG
oV in vitro padioonupoven £181kovg.

Aocoloyia
H amoitodpevn yia ) padtocrpaven mocodtnte ekhovouatog Staldpatog yhoptovyov yarriov (8Ga)

KOl 1 TOGOTNTO EMONUOGHEVOL pE BGa appokeuTikod Tpoidvtog mov yopnyeital otn cuvéyelo Oa
eEapOel amd TV TVTOTOMNUEVT] GUGKELOGIO TOL VIOKELTAL GE POSIOCTLOVGT) KOl TNV TPOOPLLOUEVT
xphon tov. Avartpééte omyv Tlepiinyn tov Xapaxtmpiotikov tov [poidvrog/cto GvAL0 Odnyimv
Xpfong NG TUTOTONWEVIG CLCGKEVAGING YIo PASIOQOPUOKEVTIKA GKEVAGUATO 7OV TPOKELTOL VO
voPAnOel oe padtoonuavon.

Houdrozpiog winOvouog

AvazpéEre oty [epiinyn tov Xapoktnpiotikdv Tov [lpoidvtog/oto Dviro Odnyumv Xprong g
TUTOTOMUEVNG GVOKELOGTAG Y10 PASIOPUPUAKEVTIKG GKEVAGHLOTO TOV TPOKELTAUL Vo, VITOPANOEl o€
padioonpavon pe 8Ga yia mepiocdtepeg TANPOQOPIES GYETIKG e TNV TUSIOTPIKT] XPYOT TOV.

Tpomog yopnynong

To diéhvpa yYAwprovyov yarriov (8Ga) dev mpoopiletar yio Gueon yprion ot acdeveic oAld
ypNnoonoteitat yio in Vitro padtosnuavon S10pop®y TUTOTOUUEVEOY GUGKEVAGIOV Y10,
POSLOPUPUOKEVTIKA OKEVAGHOT. Oa TPETEL vaL TPEiTaL 1) 000¢ YOPNYNONE TOV EMLGTUACHEVOD UE
8Ga padogappdkov mov opiletor oty Iepiinyn tov Xapoktnpiotikdv tov [Ipoidvtog/cto DHALO
Oy Xpnomng e avTioToryng TUTOTONUEVIG CUGKEVAGING Y10, PUSIOPUPUOKEVTIKO GKEVAC AT,
IMo 0dnyieg oyeTIKA pe TNV €L TOTOV TAPAGKELT] TOL POPLOKEVTIKOV TPOTOVTOG TPV OO TN
yopnynon, PA. mapdypoeo 12.



4.3  Avtevositag
To Siéhvpa yYAwprovyov yarriov (8Ga) dev Oa mpémer va yopnyeiton anevdeiog otov achevr.

H ypnon tov %BGa emonpacpévev gapuokeuTikdv Tpoidvimy avievdeikvutal 6e Tepintmon
vrepevatsOnciog ot dpactiky ovsia 1) 6€ KAmowo arnd To EKS0Y0 TOV AVOPEPOVTOL GTNV TAPAYPUPO
6.1.

o TAinpoopieg oyeTikd pe Tig avtevdeifelc o kabopiopéva emonpacpévo. pe %Ga padiogdppaka
10, 0010l £X0VV TAPUCKEVAGTEL LEG® padiocpaveng pe StdAvpo yYAmprodyov yarriov (8Ga),
avatpéEte oty Ilepiinym tov Xoapaktnpiotikdv tov [Ipoidvrog/oto GHAA0 Odnyidv Xpnong tov
GUYKEKPLUEVOD QOPULOKEVTIKOD TPOidVTOC oL TpdKeLTan va vtoPAnOel oe padiooripavon.

4.4  E101kég TPOEIOOTOMGELS KOL TPOPVAAEES KATE TN (p1ion

To Siédvpa yYAwprovyov yarriov (%8Ga) yia padioopovon dev mpémet vo yopnyeiton ansvbeioc otov
acbevn, oALG ypnoyomoteital yio in VIitro padtocnpoven dlapdépmy TVTOTOMUEVOY GLGKEVAGIDV Y10,
PUSLOPOPUAKEVTIKA GKEVAGLLATOL.

H pn mpoPrendpuevn dueon yopiynon dtodvpatog yloptovyov yoAriov (8Ga) umopet va odnynoet oe
avénuévn ékbeomn tov acbevav oe aktvoforio (BA. mapaypdapovg 4.9, 5.2 kai 11). H akodowa
yoprynon Sradvpotog yAwprovyov yorriov (%8Ga) yia padioohpoven mov mepiéyet 0,1 mol/l
VIPOYA®PIKO 0EL pmopel eniong vo TPOKAAEGEL TOTIKO gpefIod TV PAEPOV Kal, OE TEPITTOOT)
TapoeAEPLKNG Eveong, vékpmon TV otdv. O kabetnpag 1 n tpocsPefinuévn neployn Ba mpémet va
SwPpayet pe 9 mg/ml (0,9 %) evésipov dtaddpatog yhmprovyov vatpiov.

Oa pénet o povun Paon va eEaceariletar o acarng yepopodg tov GalenVita kot tov
EKAOVGLATOC TOV GUUPOVO. LE TIG 00N YiEC L TOV TOL EYYPAPOV Y10 TNV TPOGTAGIN TV 0.oHEVOV KoL

TOV EMAYYEALOTIOV VYELOG 0o akovoia vepfoiikn ékbeomn o axtivoPolio (BA. Tapaypdpovg 6 kot
12).

Mropei vo vrdpEet avénon g Stapuyng Tov 8Ge 610 ékhovopa tave omd to 0,001 % ot tepintmon
amovciog EKAOVONC TNG YEVVITPLOG PAOIOVOLKALSTIOV Yo apkeTég nuépec (BA. mapdypapo 12). Oleg ot
001Yiec OV TapEYoVTaL 6TV Topdypago 12 o Tpémetl vo TPovVTAL CLGTNP Y10 ATOPLYN TOL
Kvdvvov vrepPorikric £kBeong oto BGe.

Aropkn ortioldynon 6yEonc 0eEAOVE-KIVOUVOL

B0 mpémel Y10, Tov £KaoToTE acbevn 1 £kbeon oty aktvoPfoiio va dikatoloyesitat amd to Thavo
OpeLOC.

H yopnyovuevn padievépyeia Oa mpénel og kdbe nepintwon va eivar 0to Youniotepo Aoykd eminedo
TPOKEWEVOD VO AUUPAVOVTaL Ol AapOiTNTES TATPOPOPIES.

Tevikéc Tpoe1domoGELS

IMa TAnpogopieg oeTIKA UE EOIKEC TPOEIGOTOINGELC KOl EIOIKEC TPOPLAGEEIC OGOV apopd. TN ypTon
emonuacpévov pe 8Ga padopappdkov avorpéEte oy Hepilnyn 1ov XopaktnpioTiKdy Tov
[Ipoidvrog/oto ®HAA0 OdNyidY Xp1ong T®V TVTOTOUNUEVEY GUGKEVOCIDV Y10l PASIOPOPLAKEVTIKA
OKEVAGLOTO TOL TPOKELTOL VoL VITOPANHOVV GE padtoconuavor).

v mapdypapo 6.6 meptAapfavovtorl Tpo@LAGEELS G0V apopd TOVG TEPPAALOVTIKODS KIvODVOLG.
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Agv éyovv Tpayporomomdel perétec alniemdphoemy Tov dloddpatog yYAmplovyov yaAriov (%Ga)
Y10, paSIOGTLOVOT] UE GAAL POPLOKEVTIKA TPoidvTa, KaBDC ypnoipomoteitol yio in vitro
POSLOCT|LLOVOT] TV QOPLOKEVTIKOV TPOTOVIWV.

Mo TAnpo@opisg oyetikd ue aAlniemdpdoeic mov oyetilovton ue T xpnon emonuocuévoy pe 8Ga
padopapuakwv, avoarpééte oy Hepiinyn tov Xapaxtmpiotikdv tov Ipoidvtoc/cto PvAro
Odnydv Xpnong TV TVTOTOMUEVOY GUGKEVAGIDV Y10 PAOLOQUPLOKEVTIKG CKEVAGLLOTA TOV
TPOKELTOL VO, VTTOPANB0VY GE padlooTLLaveT).

4.6 Tovipétra, kOnon km yorovyio

Tuvaikec o avorapaymywn nikio

Orav mpoopiletal 1) xopnynon podtoQapUiK®y GE YOVOIKO GE AVOTAPOYOYIKN NAKIa, Elvol onpavTKo
va dwmotobel edv eivar £ykvog 1 0xl. OmoladNToTE Yovaiko £yl YAceL Lo Tepiodo Oa mpénel va
Oewpeitar 011 etvar £ykvog uéypt va amoderydei to avrtifero. Edv vapyovv aueiporieg oyetikd pe tnv
gvdegyopevn komeon g (eav mn yovaika €xel yaoel po tepiodo N N mepioddg T TapoLStalel Heydin
avopoAio k.AT.), 0o Tpénet va 60000V otV acBevn evaliakTikég oTIc omoieg dev yivetan yprion
wovtifovcag aktivoPforing (ebv vapyovv).

Kbnon

O1 dadtKkacieg padlovouKASIoL TOV EKTEAOVVTOL GE EYKVEC YOVaiKeS TEPIAAUPEVOLV ETioNG
axtvoPolria d6om aktivoPforiag oto EUPpLo. Oa TPENEL GUVETMG KATA TN SLAPKELN TNG KONGNG VA
EKTEAOVVTOL LOVO GTUOVTIKEG EPEVVEG, OTAV TO EVOEYOLEVO OPELOG VITEPTEPEL GE LeYAAO Babud Tov
KvdUuvoL 6Tov omoio vrofdAlovtal n untépa Kot to EuPpuo.

OnAacpog

Ipwv amd ™ yoprynomn evog padtopapudkov og o, Onialovca untépa, Oa npénet va eEetdletan
TPOGEKTIK(, TO EVOEXOUEVO EVAOYNG KAOVLGTEPTONG TNG EPEVVAG UEYPL T) UNTEPX VO CTOUATHOEL TN
yorovyia. Edv n yopnynon Bewpeiton avaykaia, Bo mpénet va diakomel o Oniacuds kot vo amopprpdel
TUYOV UNTPLKO YAAQ TOV avVIAHONKE.

[epoutépm TANPoPopieg oyetikd pe T yprion evog emonuocpévon pe 8Ga padiogopudicov kotd Thv
Komon kot tov Inhacpd mpocdopilovial otnyv [epiAnyn tov Xapakmpiotik®@v tov [Ipoidviog/cto
D®vAro Odnymv XphHong TV TVTOTOINUEVOY GUGKEVAGLDY Y10, PUSIOPAPUUKEVTIKG GKEVAGUATO TOV
TpoOKeLTOL Vo, VITOPANBoVV Gg padloonpaven).

Tovpuotnta

IMepartépm mANPoPopieg oyeTikd pe T ypron evog emonuoacpévou pe BGa padopappdkov oyeticd
ue ) yovipodtnta mpocdiopilovrar oty [epiinym tov Xapoktnpiotikdv tov [poidvtog/oto OO
Odydv Xpnong TV TVTOTONUEVOY GVCKEVOGIDV Y10 PUOIOQUPUUKEVTIKG, GKEVAGILOTO TTOV
TpOKeLTOL Vo, VTTOPANBOVV GE padloonLLaven).

4.7 Emopaceig 6TV IKavVOTNTA 001]Y1|61S KOl YEIPICHOD PNy OvHATOV

O1 emdPAGEIC GTNV TKOVOTNTO 00N YNOTG KOl XEIPIGLOD UNYOVIUAT®Y LETA T XOPNYNoT
emonuocpévov pe 8Ga padiogpapudkov 0o mposdiopiotody oty Iepiinyn Tov XapokTnpioTikdy
tov [Ipoidvtog/oto PVvALO OdNyidv Xprong T®V TUTOTOMUEVEOV GUCKEVUGIMY Y10
POSLOPOPUOKEVTIKA CKEVAGLOTO TOV TPOKEITOUL VAL VTOPANO0VV GE padlocTLoveT).

4.8  AvemOOunteg evépysreg

O mOovég avembOuNTe EvEpYEleg PETd T Yprion evog emonuocpévou pe 8Ga padopopudcov Oo
e€apT@VTOL OO TN CLYKEKPIUEVT] TUTOTTOMUEVT] GCUCKEVAGIN Y10 PASTOPOAPLOKEVTIKG GKEVAGILOTO TTOV
ypnoonoteitat. Ot ev Adyw minpopopieg Oa mapéxovror otny [epiAnyn tov XopakinpioTik®v Tov
[Ipoidvrog/oto ®HAA0 OdNyidY XPp1ong T®V TVTOTOUNUEVOY GUGKELACIOV Y10 POSIOPOPLUKEVTIKA
GKEVAGLOTO TOV TPOKELTAL VO VTTOPANBOVV GE PadIOGNLOVOT).
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H éx0eon o¢ 1ovtiCovoa axtivoPolio eivol GUVOEIEUEVT e TNV ETOYOYT KAPKIVOL KoL TO SUVOUIKO
AVATTUENG KANPOVOLLKDV OVOUOAIDV.

Avo0opd mBavorloyoLUEVOV AVETBOUNTOV EVEPYELDV

H avagopd mbavoroyodpevev avemBountov evepyeldv petd amd tn yopnynon adeiog Kukiopopiog
TOV QOPUOKELTIKOV TPoiovtog eivar onuavtiky. Emitpéner ) ovveyn mapoakorlobbnon g oxéong
0PEALOVC-KIVOOVOD TOV QUPUOKEVTIKOD 7POiOVTOG. ZnTeital amd TOvg emayyeApotie vyelag va
AVOPEPOVY OTOLEGONTOTE TOOVOLOYOVUEVES AVETIOVUNTES EVEPYEIEG LECH TOV EOVIKOD GLGTNLOTOG
ava@opdg Tov avaypdeetol oto Hapdptnua V.

4.9 Ymepdocolroyia

Yrdpyel to evoeyouevo vrepPoriknig ékbeong o axtivofolia oe TepimTON YopNYNOoNS 6TOV acbevn
VYMAITEPNG OO TN GUVIGTAOUEVT EVEPYOTNTAC Emonpocuévov pe BGa padtopapudiov. T
TepULTEP® TANpoopieg avatpé&te oty [lepiAnyn tov Xopaktnpiotik®dv tov [Ipoidviog/oto dHAAO
Odnydv Xpnong TV TVTOTOMUEVOY GUGKEVAGIAV Y10 PASIOQUPLOKEVTIKG CKEVAGLLOTA TOV
TpoOKeLTOL Vo, VTOPANBoVY Gg padloonpaven).

Aev avapévovtar ToEikég emdpaoelg and To eAevdepo BGa petd and axovoia xoprynon tov
gkhovoparog. To yopnyoduevo erevdepo BGa Sracmdton 6yeddv evieddc og otadepd ®Zn péoa oe
GUVTOLO XPOVIKO ddotnia (to 97 % dloomdtol o€ 6 MPES). 1o TAAIGLO CVTOD TOV XPOVIKOD
Sacthpotog, To %8Ga cvykevipdveton Kuping 6To aipa/TAAGHa (SEGUEVIEVO GE TPAVGOEPPIVI) KoL
oto 0vpa. Oo Tpémel 0 0oOEVIG VAL EVOSATOVETOL TPOKEEVOL Va owEAvETaL 1] oékkpion Tov %Ga.
Yuviotdrton 1) e€avaykoaouévn dtovpnon kabmg exiong Kot 1 oLV KEVOOT TG 0VPoddHYOL KHGTNG.

®o mpémel va, Yivel ekTipnon g 00oM¢ TGS avOpdTTivng akTivofoliog og TEPITTOOT AKOVGLOG
YOPNYNONG TOV EKAOVCUATOG KAVOVTAG XPTOT| TOV TANPOPOPLOY TOV TOPEYOVTAL 6TV Tapdypapo 11.

5. OAPMAKOAOTI'IKEX IAIOTHTEX
51 ®@oppokodvvoptkés 1010TNTEG

Doppokobepamentikn katnyopic: AlyvooTiKd padtoQipuaKo, GAAC S10yVOGTIKA POSIOPAPLOKAL,
Kwdwoc ATC: V09X.

Ot QappoKoduvapKég 1310TNTEG TOL padlopapudrov pe ofuaven %8Ga mov napockevdleTar pe
POSLOCT|LLAVGT] LE TO EKAOVGLLO TNG YEVVITPLOG PaSIOVOLKASI®mY Tptv amtd T yopnynon Oa eEaptdvran
a6 T EOGT TOV PUPOKEVTIKOD TTPoidvToc (LOPLo Qopéa) Tov TpoKeLToL Vo, onuavOel. Avatpééte
omv Iepiinyn tov Xapaktmpiotikdv tov [1poidvioc/cto VAo OdMyLdV TOV TUTOTOMUEVOY
GUGKELOCLOV Y10 PASIOPUPUOKEVTIKA CKEVAGLOTO TOV TPOKELTOL V. VTTOPANB0VV Gg padloonaven).

Hodratpikodg minBuopog

O Evpomnaikog Opyaviopog Gopudkov €xel dOOEL OmaALay amd TNV LVIOYPEWOT VTOPOANC TV
OMOTEAECUATOV TOV HEAETOV e TN YevwiTpla padiovovkidiov GalenVita og 6Aeg Tig vokatyopieg
TOV TS TPIKoD TANOLGHOD KabdG amotelel mapdyovta padiocnuavenc. BAéne mapdypoo 4.2 yio
TANPOPOPIEC GYETIKA LE TNV TOLSLOTPIKT] YPT|OM).

52  ®appoxokivnTikég 1010TNTES

To diédvpa yYAmprovyov yarriov (8Ga) dev mpoopileton Yo dpeon yprion ot acdeveic oALG
ypNnoonoteitat yio in Vitro padiosiuavon S10popmv TUTOTOIUEVEOY GUGKEVAGIOV Y10,
POSLOPOPUOKEVTIKA CKEVAGHLOTO. ZUVETMDC, Ol PUPUOKOKIVITIKES IO10TNTEC TOV EMCNUOCUEV®V [UE
8Ga padropapudxmv 0o eEaptdvTal omd T eOon ToV Hopimv popénv mov TpdKerTal va VIoBANOoHY
o€ POdOCTHAVOT).


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

H anoppdenon, N katovour] kat 1 omékkpion elevdepov %BGa petd and dueon éveon dtoddpotog
YAwprovyov yarriov (%8Ga) diepeuvnOnkav oe enipvec. H pelétn oe enipeg £xet Seiéel 61 petd omd
Gueomn evéoeAEBio yoprymon xroplovyov yoriiov (8Ga), 1o BGa amopaxpiverar apyd amd To oipo pe
Brodoyn nuiceia {on 188 dpeg 6TOVG OpoeviKovg Kot 254 dpeg oTovg OnAvKovg emipweg. Avto
ovpPaivet emedn 1o eredBepo Ga® evdeyopévmg cuumeprpépeton katd dpoto tpomo pe to Fe,
Kabdg, 061660,  Prodoykh nuiceia {of tov ®Ga eivar modd peyoldtepn o' 6,11 1 @GN nuiceio
Con tov (67,71 kentd), otig 188 dpeg ) otig 254 dpeg Oro oyed6v o BGa Sracmdrar ovtwg N GArog
ot avevepyo 8Zn. 'Hon og 6 dpeg e€apaviletan kotd mposéyyion 10 97 % tov apykov BGa péow
dédomaong oe %8Zn.

2OUQoV LE EKTIUNGELS Yo T 000N e Bdon dedopéva omd apovpaiovs, 1 LEGT] OTOTEAEGLATIKY OO0
avé eOAo atovg eviidikeg givar 0,035 mMSV/MBQ. Avtr| 160dvvael PLe amOTEAEGHOTIKT HOGT TOV

8,75 mSv amd tuyaio &yyoon Hiog TUTIKNG evepyoTnTOG padtopapudakov tav 250 MBJ. (yio
nePloc0TePES PA. mapdypagpo 11).

H evepydtnra mov mpoxdmtel and T Srapuyn Tov 8Ge ot pelétn ot enipeg Hrav eEpeTikd younin
Kol 0gv Tapovctdlel onuacio amd KAVIKNG andWewc.

5.3 IIpoxiviké dedopéva yio TV ac@dreia

O1 to&1koAoYIKEG 1810TNTEG TOV EMoNHACHEVOV e BGa padlopappdkoy mov Tapackevdloviol HEGm
in vitro padioofpavong pe Stéivpo yYAmprodyov yarriov (%8Ga) Oa eEaptdvTar omd ™ @Hon Tov TV

TUTOTOMUEVAOV GUGKELAGIMY Y10t PASLOPAPLAKEVTIKG GKEVACUATA OV TTPOKELTAL VO VIToPANBoLV og
PUSLOCT|LLOVOT).

6. OAPMAKEYTIKEX IAHPO®OPIEX

6.1 Katahloyog ekddymv

Mn1pa 6TiANg
Ao&eidio tiToviov

Addvpa yuo EKhovon
0,1 mol/l vépoyrmpiod 0&éog

6.2 AovppotoTnTeg

H padiocfuoven tov popiov opéav pe yAoplovyo yiaio (8Ga) eivar mold cvaicOntn ota ixvn
UETOAAKOV TPOcUiEEWV.

Eivar onuavtikdc o evdeleyng kabapiopog OAoV TV YOIAVOV GKEVQOV, BEAOVOV GUPIYYOV K.AT., TOV
YPNOLLOTOLOVVTOL Y10 TNV TUPACKELT] TOL POSIOGTLLAGLLEVOD PAPLLOKEVTIKOV TPOTOVTOG
do@arilovtag Kot avtd ToV TPOTO TNV AIToVGia, TETOL0L EI00VE IYVAOV UETAAMKOV TPocUiEemy. Oa
TPETEL VO, YPTCLLOTOIOVVTOL LOVO BEAOVEC cOPYYAS (Y10, TOPASELY IO, UT| LETOAMKEG) LE
ATOOEdELYLEVT] OVTOYT OTNV OpOi®cT) 0EEWMV TPOKEEVOD VUL EAAYLOTOTOLOVVTOL TO EMITESA LYVAOV
UETAAMKOV TPOSUIEEDV.

ZUVIGTATOL VO, U1 YPNCLOTOLOVVTOL (1] EXIKOAVUUEVO TTOUOTO YA®POBoLTLAIOL Y10 TO QLOAId10
£KA0VONC, KABMG EVOEXETAL VO TEPIEYOVY CUAVTIKEG TOGOTNTES WELOUPYVPOL TTOV eKYLAILOVTAL OO
T0 0EWVO EKAOVGHLOL

6.3 Awdpkera Long

Tevvirpra padiovovkiidion




12 pnvec.
I'evvtpia padiovovkAidiov mepiektikottag 3,70 GBQ: 18 unvec.
H nuepounvia adupovounong kot n nuepopunvia ANENG avagépovtal 6TV ETIKETA.

"Exhovopua yhwpiovyov yorriov (8Ga)

Metd Vv €KAoVoT, YPTCLLOTO|CTE OUEGMG TO EKAOVGLLOL.

AT0GTEPOUEVO SLAAL O VOPOYAMPIKOD 0ELOC Yo, EKAovoT

12 prvec.
6.4 Iowitepeg mpoPuvrdEels kaTd T POLAEN TOV TPOIOVTOG

O1 Beppég Beppoxpaciec mov vepPaivovy oe onuovtikd Pabud tovg 25 °C pmopel vo odnyncovy o€
avooTpéyiun peimon g anddoong Tov 8Ga 610 ékhovopa og kKdtow and To 55 %. Ia enitevén,
GULVETMC, TG PEATIOTNG duvatng amddoons e éxhovong (= 55 %), Ba mpénet 1 Aettovpyio ™G
YEVVITPLOG PALOIOVOLKALSIOL va mpaypatomoleital o Beppokpacieg mov dev vrepPaivovv tovg 25 °C.
Edv n amoBnikevon g yevwntplog padlovoukAdiov mpaylaTtomoteital Katd poutive 68 VYNAOTEPES
Oepuokpaocieg, ppovtilete va v e€lcoppomeite atoug < 25 °C yio 0pKETEG DPES TPV OO TNV
éxiovon. Eival, o160, duvati 1 ékhovon o€ Bepuokpacieg tave amd toug 25 °C yopig va
wpoKaieitar PAGPN 0N YEVVATPLL padIOVOLKALSIOD 1 VO DITAPYEL AVTIKTVTOG GTNV TOLOTNTO TOV
eKAOVOHOTOG, EKTOG 0md TO evEeOUEVO pEl®pEVIG amddoong Tov 8Ga.

H @0loén v padlopopliKkmy TPEREL VO, TPOYLOTOTOLEITAL GOUPM®VE, [LE TOVG £BVIKOVG KOVOVIGLOUG
mePl POSIEVEPYDY DMKODV.

6.5 ®VYon Ko GLOTUTIKG TOV TEPLEKTI KAl E1OIKOG EEOTAIGHOG Yo TN Yprion

H yevnrpro amotedeitan and pio otiin PEEK (molvonfepoatBepoketdvng) ko amd dvem Kot KAt
nopato PEEK, to onoia cuvdéovtan pe Tig ypappég e1co6dov kot e£660v PEEK péowm e&apmmudtmv
oVoP1YEng yopic epyoreia omov HPLC. Ot ypappéc oavtég cuvdéovtat pe 600 GLVIEGOVE TOV
diépyovton amd 10 eEmtepiko mepifinua g yevviplog GalenVita. H otiin mepiéyetol 6to
ovykpoTNUe Bopdkiong and v aktivoPforia.

[oapeikodueva mov mapeyovron poll e T YEVVATPLO padloVOUKALSIOL (EAMI0TEG TOGHTNTEG):
1 x 220 ml amoctelpopévov vdpoyrmpikod 0&€og 0,1 mol/l g odkko Tolvmporvieviov
1 x axido B-safe

2 X apoevikoi Tpocappoyeic LUER

1 X moAAamAY| e oTPOPLYYOL

1 X ypopupn enEKTOONG LGOS0V

1 X ypopun enéktaong e£6d0v

ok~ own

A00EcLEC TEPLEKTIKOTNTES

O yevviiTpieg padtovovkidiov mapéyovion pe Tic akoiovdeg Tiuég evepyomrac BGe katd v
nuepopnvio Babuovopnong, cOUEOVA LE TIG TOPAYYEAIES TOV TELATOV:
0,74 GBq, 1,11 GBq, 1,48 GBq, 1,85 GBq, 2,22 GBq, 2,59 GBq, 2,96 GBq, 3,33 GBq, 3,70 GBq.
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6.6 Idwitepeg TPoPULLAEELS aTOPPLYNG KOL AALOG YEIPIGNOG

Tevikéc Tpoedomomoelc

H mapaiafn, n gprion Kot n xopnynon tev padloQaprdkov TpEmeEL Vo TPOYLOTOTOOUVTOL LOVO amd
eEovalodotnuéva dropa oe kabopiouéva kKhvikd mepipdirovta. H mapoiafn, n eoraén, n xpnon, N
UETOPOPA Kal 1] amdppiy1] TOVG VIOKEWTOL GTOVG KAVOVIGHOVG /Kol 0TI KATAAANAEG GOEIEG TOV
apUOSI0V ETIGNOV OPYOAVIGUOD.

H mopackevn tov padlo@oaprdkov TpEmel Vo TPOYLOTOTOEITOL KOTA TPOTO TOV VOl TAN POl TOGO Tig
ATOITNGELS AGPAAELNG 000 KL EKEIVEG TNG PaPUaKEVTIKNG TodTNTaG. [Ipémel va Aapfdavovton
KATOAANAES TPOPLAGEELS aonyiag.

Agv TpEREL Y10, KAVEVOY AOYO VO, ATOGUVOAPUOAOYELTAL 1 YEVWITPLO paid1tovouKAdiov Kabdg KATL TETolo
uropel va Tpokorécetl PAAPN 61O ECOTEPIKE GTOLYEIN KOl VO 00N YTOEL EVOEXOUEVMG GE dloppon
padievepyov vAkov. Eniong, N amocvvappoidynon g 0nxng and avoteidmto yaivPa Ba apnost
extefeyévn tn Bopdkion poAdPoov GTov YEPIGTY.

O1 J1001KaGIEG YOPTYNONG TPETEL VO TPAYLLATOTOIOVVTOL KATA TETOLO TPOTO MOTE VO EANYIGTOTOLEITOL
0 K{ivduvog LOAVLVGTC TOL POPUOKEVTIKOD TPOIOVTOG KOl 1) 0KTIVOBOAN oM TV YEpLoTav. Eival
VIOYPEMTIKY 1 EXAPKNS Bwpdiion.

H yopiynon padopappakmv dnuovpyel Kivdvivoug yio dAAa dtopa and eEmteptkn| aktivofoiin N
uéAvven amd exyvpota 00pov, £ueto, KA. [Ipénel va Aaufdavovial Tpo@uliéels Tpootaciog amd TNy
axtvoPoria cOpPOVA (e TOVS E0VIKODG KOVOVIGHOVC.

[pwv and v amdppyn TPEMEL VO EKTIULATOL 1) VTOAEWOUEVT EVEPYOTNTA TG YEVVITPLOG
padtovoukidiov.

K&0e axpnoiponointo SidAvpa yhoptodyov yodriov (%8Ga) yia padioonpavon 1 podloonpacuévo
QOPUOKEVTIKO TTPOTOV 1) VITOAEIULO TPETEL VO, ATOPPITTETOUL COUPDVO UE TIG KOTA TOTOVG 10 VOVGES
OYETIKEC OLOTAEELG.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

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

Povpavia

8. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/25/2004/001 - GalenVita 0,74 GBq yevvritpia padiovoukAidiov
EU/1/25/2004/002 - GalenVita 1,11 GBq yevvritpia padtovoukAidiov
EU/1/25/2004/003 - GalenVita 1,48 GBq yevvitpia padiovovkAidiov
EU/1/25/2004/004 - GalenVita 1,85 GBq yevvritpia padtovovkAidiov
EU/1/25/2004/005 - GalenVita 2,22 GBq yevvritpia padtovoukAidiov
EU/1/25/2004/006 - GalenVita 2,59 GBq yevvritpia padtovovkAidiov
EU/1/25/2004/007 - GalenVita 2,96 GBq yevvrfitpia padiovovkAidiov
EU/1/25/2004/008 - GalenVita 3,33 GBq yevvritpia padiovovkAidiov
EU/1/25/2004/009 - GalenVita 3,70 GBq yevvrfitpia padiovovkAidiov
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9. HMEPOMHNIA INPQTHE E'KPIXHX/ANANEQYXHYX THX AAEIAX

Huepopnvia mpdng £ykpiong:

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

11. AOXZIMETPIA

H d60m axtvoPoiriog mov Aapfdavovv dtdpopa dpyava petd v evoopiéfia xopnynon evog
padtoonuacuévov pe 8Ga papuoxevTikod Tpoidvtog eEupTaTal 0md TN GLYKEKPIUEVT TUTOTOINUEVT
GLOKELOCIN Y10 PUSTOPAPUAKEVTIKA CKEVAGUOTO TTOL LTOPAALOVTOL GE PAOIOGTLAVGT. TNV
[epiinym tov Xapoaktnpiotik®@v Tov [1poidvtog TG cuYKEKPEVTG TOTOTONUEVT|G GLCKEVLOAGTOC Y10!
POSLOPUPLOKEVTIKA oKEVAGHOTO Ba dtatiBevTon TANpoPopieg oYETIKA e TN docueTpio akTvoPBoAiog
10V ekdoToTE Emonuacuévov pe %8Ga padiogopudkov petd ™ xopnynot tov.

O mivakoag docetpiog 3 mopovsialetor TpokeévoL va tekunprwdei ) agloddynon tng cLPoANG Tov
un Seopevpévov BGa ot §60m axtivoPoriag petd T yoprynon onuacuévou pe %8Ga padopappdikov
N ¢ 8001MG aKTIVOPOAING TOV TPOKVTTEL 0O AKOVGLH EVOOPAEPLA EvEST] SOADLOTOG YADPLOVYOV
yoAiov (%8Ga).

O exTpnoetg g docuetpiog facionkav oe o PeAETn Katavoung o enipves. Ta ypovikd onpeio
TOV peTpNoemv NTav ta 5 Aentd, ta 30 Aentd, ta 60 Aentd, ta 120 Aentd ko ta 180 Aemtd.

H péon amoterecpatikng 0661 v @OAO OV TPOKOTTEL 0d aK0OG1H EVOOPAEPLA £YYLOT YAWDPLODYOV
yoAiov (8Ga), vrohoyiouévn cdpeova pe ™ dnpocisvon 103 g ICRP, sivar 0,035 mSv/MBa.

IMivakog 3: Méon Ty 866gmVv avd opyavo ko ava @oro(MmSv/MBQ) yio eviihkeS Kot
EPOVOUEVA TTOLOLOTPLKE OROLDNATA™

Eviijmkog | Neoyvo 1 étovg 5 etov 10 etddv 15 gtV
(néon Tyun | (néom (néom (néom (néon tpn | (néom TN
ava goio, | Tyu ava | Ty avd | Ty avd | ava ovio, | avd gvlro,
66,5 kg) @vlo, @V)o, @vlro, 32 kg) 54,5 kg)
3,5 kg) 10 kg) 19 kg)
YTOYEVOUEVO OPYAVO
AmdING 10766 0,00287 0,03231 0,0224 0,01245 0,00775 0,00574
Emwveppida 0,1017 0,1915 0,298 0,212 0,154 0,104
0ot — €v3000TIKG 0,00255 0,015385 | 0,0138 0,00788 0,00448 0,00223
KOTTOPO
Mvehdg TV 06TOV - 0,00666 0,01736 0,014 0,008045 | 0,00606 0,00382
epuBpdg (evepydg)
Eyképalog 0,001775 0,00546 0,00367 0,002625 | 0,0023 0,00176
MoaoTtikdg 16T0G 0,0066 0,023425 | 0,0192 0,0134 0,0074 0,00617
Baowad kottapa 0,1795 0,558 0,566 0,279 0,161 0,0996
Bpdyywv
Exxprrikd kdttapa 0,178 0,558 0,566 0,279 0,161 0,0996
Bpoyywv
Exkprrikd kotTopa 0,128 0,951 0,749 0,3395 0,213 0,118
BpoyyroAicov
Koéiov - ICRP133 0,00406 0,02103 0,0145 0,00767 0,00481 0,00315
Koérov - apiotepd 0,003085 0,015445 | 0,01475 0,00717 0,005 0,00331
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Koérov - 0,000445 0,0094435 | 0,00519 0,00264 0,00145 0,000801
opBootypoeldég

KoAov - de&i 0,007055 0,032735 | 0,0198 0,0111 0,00652 0,00436
Ocopayoc 0,0176 0,11515 0,0529 0,0331 0,0252 0,0123
ET1 Boaowd kdttapa 0,000678 0,004958 | 0,00292 0,001555 | 0,00103 0,00066
EPAYOYDV**

ET2 Bacucd kottapa 0,00186 0,00597 0,003765 | 0,00227 0,00158 0,001
AEPAYOYDV*™

E&wbwpoakikn neployn - | 0,00181 0,00591 0,003735 | 0,00224 0,00156 0,00099
ICRP133

OpBodpiog eakog 0,000549 0,0034865 | 0,001995 | 0,001185 | 0,000849 0,000525
Toiywpa xoAndo oL 0,0678 0,1046 0,11 0,0589 0,046 0,0312
KOGTIG

Tolyopa kapdidg 0,07835 0,56285 0,406 0,224 0,144 0,0855
Neoppoi 0,1345 0,9025 0,603 0,343 0,213 0,146
"Hrop 0,159 0,943 0,762 0,423 0,291 0,187
Ivevpovag - ICRP133 | 0,1195 0,9365 0,746 0,3375 0,212 0,118
ITveduoveg (Al)*** 0,1195 0,9365 0,7465 0,3375 0,213 0,118
Aeppadéveg - 0,00285 0,01346 0,00707 0,00816 0,00546 0,00297
eEmbmpaxikoi

Aegppadéveg - 0,00977 0,020955 | 0,0159 0,00769 0,00458 0,00407
GLGTNKOL

Agppadéveg - 0,03845 0,07775 0,0881 0,0439 0,0218 0,014
Owpakikoi

Agppoadéveg - ICRP133 | 0,01159 0,02367 0,0212 0,0108 0,00611 0,00481
Mobeg 0,002255 0,017715 | 0,0104 0,005835 | 0,00377 0,00208
BAevvoyovog tov 0,001435 0,010455 | 0,00499 0,002915 | 0,0019 0,00261
GTOUOTOG

Qobnkec 0,0002015 | 0,0004445 | 0,0031 0,001405 | 0,00128 0
[Méyxpeag 0,04975 0,3539 0,237 0,137 0,0843 0,0463
Yroguon 0,0011265 | 0,005065 | 0,00318 0,00206 0,00155 0,00111
Ipootdtng 0,000107 0,00393 0,001605 | 0,00061 0 0,000336
21eA0YOVOL 0OEVEC 0,04985 0,2879 0,154 0,107 0,0838 0,0548
Aéppo 0,00143 0,008715 | 0,006615 | 0,003555 | 0,00217 0,00138
AEmTO £viEPO 0,005345 0,02588 0,0183 0,009135 | 0,00631 0,0048
Ymvag 0,01675 0,0862 0,0656 0,0355 0,0222 0,0131
2TOHOYOG 0,0172 0,0567 0,06025 0,0222 0,0172 0,0102
Opyetc 0,00002715 | 0,0025 0,001105 | 0,0004425 |0 0,000321
OvUOG 0déEVOG 0,01097 0,09225 0,0609 0,023 0,0223 0,0113
Buvpeoeldng adEvog 0,00475 0,019675 | 0,03605 0,01 0,00582 0,00437
Naoca 0,001655 0,01293 0,00845 0,00445 0,00322 0,00227
Apvydaiég 0,0012425 | 0,010885 | 0,006625 | 0,005035 | 0,0037 0,00234
Ovpnpeg 0,005975 0,051525 | 0,0399 0,0218 0,00821 0,00551
Toiyopa 0vpoddyov 0,0003935 | 0,0063605 | 0,0048 0,00204 0,000927 0,000667
K0OTNG

Mntpa 0,0002055 | 0,000391 | 0,002715 | 0,00138 0,00117 0
Oloocopatikoc otoyog | 0,0123 0,1041 0,0731 0,039 0,0239 0,014
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Olooopoatiki 0,0335 0,3295 0,149 0,07435 0,04815 0,0312
UTOTELEGNOTIKI] OO0T
(mSv/IMBQ)

Anoteleopatikn d6on | 0,035 0,329 0,149 0,0743 0,0482 0,0312
ICRP 103 (mSv/MBQq)

*O voloyloudg Eytve pe ™ xpnon tov Aoyiopkod MIRDCalc

** ET1 e&wBopakikn meproyn| 1 (rpodcbia pivikn diodoc), ET2 eEwbmpakikn meproyn 2 (omicOa
Pk 610806, GTOUATIKY KOIAOTNTA, PAPLYYHS KOl AAPLYYQS)

**%E Al koyeMdkn meploym

H péon amotelespatikny 66om yia tovg eviiikeg ivar 0,035 mSv/MB(. Metd a6 toyaio yoprynon
250 MBq %GaCls, 1 amoterespotikn d6om sivor 8,75 MSV otovg evilKec.

Ot amotelecpatikég dOGEIS OO Lo TV £YYVOT) HOG TUTKNG EVEPYOTNTOS PASIOPAPLAKOV TMV
3,76 MBg/kg copoatikod Bapovg oe Todlotpikovs acbeveig sivat ot akdiAovdeg: 4,336 MSV og veoyvd,

5,602 mSv ce 1 £tovg, 5,312 mSv o¢ 5 et@v, 5,793 mSv c¢ 10 etdv, 6,394 mSv cg 15 etdv.

"ExOson oe eEwtepikn oktivoforia

O pécog 6pog axTvoPoriog EMPAVELNS 1] ETAENG Y10 TN YEVVATPLO PaOIOVOVKALDIOV givol kpdTEPOG
amd 0.09 uSv/h avé MB(q *8Ge. Mropei, ®61660, Vo, Tapovslactovy Tomikd Oepud onueio
vynAoTePNG axtivoPolriag. [Map' 6Aa owtd, pio yevvitpla padiovovkAldiov 3,70 GBg 6a gtdcel Tov
OUVOAIKO PEGO pLOUO dOoNG empdvelag TG Théeme Tmv 337 uSv/h. Zvvictdtar yevikd n yevwiTpla
padLovouKAdion va puAdccetal o fondntikn didtatn OmpPAaKIoNE TPOKEWEVOL VO, EAUYICTOTOLELTAL 1)
3001 GTO TPOSMTIKS YEIPIGHUOV.

12. OAHTIEX TAPAXKEYHX PAAIO®APMAKQN

H éxhovomn g yevwntplog padtovoukAidiov Tpénet va EKTELEITAL GE YDPOVE TOL GLUUOPPMDVOVTOL TPOG
ToVG €0VIKODG KAVOVIGLOVG TTEPT ACPALELNG TG YPNONG TOV PASIEVEPYDV TPOIOVI®V.

Méyioto dfpotopa ekhovoemvy ot ddpketa (ong: 1.000

O yevikdg YEWPIGUOG, 1 TPOCAPTNOCT TNG COANVAOONG, 1 OVIIKATACTOOT TOV TEPEKTN GTEIPOL
v3poyrlmpkod o&éog 0,1 mol/l, n ékhoven ¢ yevvnTplog Kot GAAEG dpacTnPlOTNTEG OV TOAVDS
ekBétouv 1 yevvnTpla oto mepifaiiov, o mpémel va ekTEAODVIOL UEGH GOMATOV TEYVIKOV OF
KatdAAnAo Kot KabBapd mepifaiiov cOpemva e TV Tpéyovca eBvikn vopobeaio.

IlpocTowpnacia
A@aipecn cLOKEVAGING YEVVITPLOG PAOIOVOVKALSIOV:

1. EXéyEte v e€mTePiKT] GLOKEVAGIO ATOGTOANG Yo TVYXOV PAAPT Katd TV amoctoAr. Edv éxet
vrootel PAGPN, Tpofeite oe Eheyyo e&dheyng TG aKkTvoPoAiag GTNV TTEPLOYT TOL £XEL VTOGTEL
BALGRN. Edv o1 petpriceig vepPaivouvy Tig 40 10 Sevtepdiento avé 100 cm? evnuepdote Tov
Yrevbvvo Axtivorpoctociog Gog.

2. Koéyte ) oppdyion acealeiog v oty ao@AAELN TOL TAKETOV ATOCTOANG KOl 0voiETe TO
Komakt.
3. AQa1péoTe [LE TPOGOYN TN YEVVATPLL PASIOVOLKAISIOD, YPNOIUOTOIOVTAG TIC AAPES.

MMPOXOXH: Kivovvog ttoong: H yevvitpia padtovovkAdiov Quyiletl kotd mpocséyyion

14 KiAd. No yp1CUOTOLELTAL [LE TPOGOYT TPOKELEVOL VO ATOPEVYOVTOL TOUVOL TPUVUATIGHOL.
Xe mepinTmon TTMOoNG TS YEVWNTPLUG padlovoukAldiov 1| eGv 1 PAAPN €xel emextabel katd Vv
OTOGTOAN OTI| CLUCKEVAGIO OMOGTOANG, €AEYETE Yo TuYOV dlappoég Kar mpoPeite oe €leyyo
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padlopdAVVONC TNG YEVVATPLOG padlovovkidiov. EAéyEte emiong yuo tuxdv ecoteptkny PAGRT
YEPVOVTOG GlYA-o1yd TN YevviTpLo padtovoukiidiov katd 90°. EA&yEte dia g axong Yo Tuyov
OTOGUEVA/YOAaPE EEAPTILOTAL.

IIpofeite og EAeyy0 padIOPOAVLVONG TV EVOET®V TNG GUGKELOGING OTOGTOANG KOl TG EEMTEPIKNG
emeavelng ™G yeEVVNTIpLOG padiovovkidiov. Edv ot perpioelg vrepPoaivouv tic 40 to
devteporento avd 100 cm? evnuepdote Tov Yevuvo AKTIvomposTaciog cag.

EXéyEte Tig oppayiopéveg BOpeg 16660V Kat e£000v y1a, TuYOV PAAPN. MV apaipeite To TOHOTA
TV BupOV TPOTOV TPOETOULUGTOVV Ol YPAUUES EKAOVONG Kot EIval £TOLUES Y10 EYKATAGTACT).

Béitiotn TomoOitnon:

1.

2.

Katd v gykatdotacn g yevwnTplag padlovoukAdiov oty telMkn Béor g, T.Y. UE GLUOKELN
ovvbeonc N Yo YEPOKIVITEG EKAOVGELC, GLVIGTATAL VO dlaTNPEITE OGO TO SLVOTOV PpaydTEPN TN
ypopun e£000v, KabdC To UNKOC TNG £V AOY® COAMV®ONC UTOPEL Vo ETNPEACEL TNV aTOO0CT] GTO
OLAid10 TG AMymc/avTidpaong.

Yuviotdtonr M xpnor Tomkng Pondntikng Bwpdkiong katd TNV TOmOBETNON TNG YEVVITPLOG
POdLOVOUKALSioL.

IMopokareiote OTWOC ONUEIDCETE: ATOQEVLYETE T LETAKIVIOT TNG YEVVATPLOG POOIOVOVKALSIOV HETH TNV
£YKOTAGTOON TNG TNV TEMKN NG Bom.

2ovopuoldynon YEVVIITPLOS PAOLOVOVKALOIOD:

[operkodpueva mov Tapéyovror poll LE T YEVVATPLN PadLOVOVKALGIOD (EAGYIGTEG TOGOHTNTEG):

o0k wh e

1 x 220 ml oteipov vépoyAmpikov 0&Eoc 0,1 mol/l og chkko TOAVTPOTLAEVIOL
1 X axido B-safe

2 X apoevikoc mpocappoyéac LUER

1 X moAAamhn| LEe OTPOPLYYQ

1 X ypopupn eTEKTOONG E1GOS0V

1 X ypapun exéktaong €600V
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Ewodva tov cuvapporoynuévov eEaptnudtov EKAOLONG, TPV T GOVOEST] TOVG LLE TN YEVVITPLL
padtovovkAdiov. Ot apBpol avayvapiong tov e£apmudtov, OTMS OVOPEPOVTUL TUPUTAV®, YPNCULOTOIOVVTAL
L€ GUVETELL OTIG EIKOVEG Kal TIG 00MYiEG CLVOPLOAOYNOTG TOL BKOAOVOOVV.

Axpo LUER g
axidag B-safe

Tomo0eTHNEVO TO
KGAvppao

Ewx. 1(1) 220 ml oteipov Ewx. 1 (2) Axido. B-safe Eix. 3. (3) Apoevikos mpooopuoyéas LUER
vopoyrwpirod o&oc 0,1 mol/l oe
00KKO TOAVTPOTVAEVIOV [GdKKO
PPJ]

Eix. 4. (4) HoAamhy ue ompogiyyo

Eix. 5(5)/(6) I'poyun
eméxTaons 10000 / I popy
EMERTAONG £E000D
e TopAd foouaro obvoeons
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Eicod0g s-rmmi, . moi“’o/ W
) (4) @ /
Tipe pe ﬁs):()va, pe (@) 21 Ovpa 3n 6%pa 4n Ovpa  (4) /
s 1y /
/ Z-A@g Bafe myifial

4—[[0Mm|:):r’| e oTpoéQLYYQR

Eix. 6 Oloxlnpouévy ovvopuroddynon twv elaptnudtwy e yevwiplag padiovovkiidiov. 1o oloxlnpwuévy ovvapuoloynon,
oKxolovOiote TI¢ mapardTw 00nyies Pruo mpog Prua.

Dopéote YAVTIO Y10 VO GUVOPHOAOYNGETE TIG YPOUUES KOl VO GUVOEGETE TO SIIAVLLO TOV EKAOVGLOTOC GTN
YEVWITPLO LE T ¥PNON donmTng TEYVIKNG 6€ KaTdAANAa Kabapiouévo meptBdilov.

1. Zvvapporoynon g Ypopug £16000v:
1-0) Apoipéote 10 OGN OO TN Ypouun
ETEKTAONS EIGOOOD (I).

(BA. Ex. 7.)

voua LUER

Eicodog

1-B) Aparpéote 10 TPOCTATEVTIKO TOUA OO
Vv Téuntn B0pa g moAlamAic ue apopryya
(4), TpoToD CLVOLCETE TN YpOaUI] ETEKTOGHS
§100000 ().

(BA. Eix. 8.)

(Znueiwon: Znv Eix. 6, 1o waua Exel 1on
opaipebet, yio A0yovg omeikoviang.)

Eix. 7 Apaipeon tov foouorog Eix. 8 Apaipeon tov mpoarotevtinod
IO TH YPOLY] ETEKTACHS EL0OIOD TOUaTOS 0mo ™Y meumty opa e
(5) mp1v omo ™) obvoeon. woAdaming ue otpopryyo. (4).
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1-71 ko y2) ZovOEGTE TO AKPO LLE TO
apoeviko Poopa LUER g ypouuns
EMEKTAONS E1GOO0D (5) otny méuTTY B0pa TG
TOALOTANG pe oTpopiyyo. (4).

(BA. Ewx. 9. ko1 10.)

1-0) Apapéate 10 focua omd Tov
npocappoyés LUER oty mpdtn 60pa ¢
TOALATANG e oTpopiyyo. (4). X1n Guveeld,
ouvvdéote 10 akpo LUER ¢ axidac B-safe
(2) oty Tpmtn BOpa TG TOlLaming ue
otpopiyyo. (4).

(BA. Ex. 11.)

(4) 1yl 1y2
4n 0vpa
(4) Eicodog
51] 01')pa / Eicodog
4
- ) . ;
=,

'

Eix. 9 TorobOétnon tov apoevikod

EMEKTAONS 100000 (5) TpPIV 0o TN

Eix. 10 Oloxlnpwaon g obvosons
LUER petado g ypouuns emexktoons
£100000 (5) ka1 ¢ méumTng Ovpag e

TOLAOTING pe atpopiyya (4).

Boopazoc LUER s ypoyyuns

obvoeon e méumng Gvpag.

1%
Axpo LUER g
5 okidag B-safe (2)

Ewx. 11 2t ovvéyeia, oovoéote 1o Gkpo
LUER ¢ axidag B-safe (2) otnv
wpadTy Bopo T mOAATANGS ue
oTPOPLYYO. (4) UETC. TNV APAIPETH TOD
Poouorog.
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1-€1 ko 1-€2)

Keiote ™v pdT ParPida

Exxiviote (¢1 — ON): yeipioteite oe oepd
[e TV ToAAAnAN, Axida (2) — [ordamiy (4)
avoyT.

Meprotpéyrte: nepiotpéyte T Aopry 90°
apLoTteEPOGTPOPA cOTOL 1) EvOelcn «OFF»
va givat otpoppévn Tpog v Axida (2).
Térog (€2 — OFF): Axido (2) — IoManiy
(4) xhewot.

(BA. Ewx. 12. kou 13.)

@ /
Axpo LUER g
oxidag B-safe

Eix. 12 Ilpary palfido oty Oéon
ON.: Lafi oe evbvypdpyuon petalo
¢ axidag B-safe (2) kou tne
TOAOTANG e otpopryya (4), wote va
EMITPETETAL 1] OIEAEVGN TOV VYPOD.

Eix. 13 Iepiotpopn e Poifidag kota
90° apirotepootpopa, wadTov fpebet
oty Oéon OFF': Jofn kotoxdpogn,
KAgloo ¢ ovvoeons uetold e
okidag (2) kot ¢ wolroming (4).

2. Z0vOE0T TOL TEPLEKTT VOPOYAMPLKOV
o&éog ot Ypoppn €16600vV:

2-6T) AQa1péate T0 TOUA oo Tov 6lKko PP
nov epEyet o 220 ml areipov diodvporog
vopoyrwpikod oo 0,1 mol/l (1).

(BA. Ew. 14.)

2-0) Apaipéote To KGALUUA 0O TNV akido B-

safe (2).
(BA. Ex. 15.)

@)

Yaxkoc PP

o

Eix. 14 Apoaipeon tov mouarog
omo tov o6kko PP mov mepigyel ta
220 ml oteipov droAbporog
vopoylwpikod océog 0,1 mol/L
(1).

(2
Tpnpa pe felova

Eix. 15 Agaipeon tov kalduporog

mpoaotaciog omd v okida B-safe (2)

TPIV OO TNV EICOYWYH).
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2-11 ko 2-112) Ewoaydyete 10 pépog e m
Belova g axidas B-safe (2) otov adxrxo PP
(1). BeBarmBeite 611 0 chKKoc £xel elcaybei
TANP®S, MGTE 1] GUVOEST] VAL ELVOL ALGPAANG.
(BA. Ewx. 16. kou 17.)

@
THNHO pe
perova
(6Y)
Xaxkog PP

Eix. 16 EvBoypoupaon too

uuoTog e feAova e axidog B-

safe (2) pe w Bbpo. tov oaxkog
PP (1) mp1v amo v eroaywyi.

@
TEfqpa pe Berdva

Ewx. 17 I1Ajpng etoaywyn e
oxioag B-safe (2) orov aaxko PP
(1) yi0. t dr0opdlion acpoaiodg
oOVOETHG.

3. Zovogon g YPOuUS £16000V TNG
YEVVITPLOG PAOLOVOVKALOT0L:

0) Apaipéote to POopa dxpov amod T BHpa
HCI g yevvntprog padiovoukiidiov.
(BA. Ew. 18.)

V) [Ipocaptiote Evav apoevikod mpocapoysa
LUER (3) ot 60pa HCI g yevvitplog
Pad1OVOVKALdiOL.

(BA. Eix. 19.)

Eix. 18 Booua dxpov wov koAdmrer

_Biopa axpov

) Gopa HCI ¢ yevvirpiog

POO10VOVKALOIOD, TPOTOD apaipeler.

Eix. 19 Ilpoodption tov apoevikod
rpocapuoyéo. LUER (3) oty Oopa

HCI ¢ yevvimpiag padiovovididiov.
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10) Xvvdéote To OnAvko akpo LUER g
YPORUNG EMEKTAOTG £1GO00V (5) 6T BVpa
HLC, péoo tov mpocaptnévon
TPOGOPUOYEQ.

(BA. Ew. 20.)

Ex. 20 Zovdeon tov Onlokod axpov
LUER ¢ ypopung enékroons
e1o600v (5) otn Gvpa HLC mov eivar
TPOCOPTHUEVH] TTOV TPOTOPUOYEQ.

4. Yovdeon g ypopung €6o0v oty
YEVVIITPLO. PALOLOVOVKALIiI0V:

4-1B) Aparpéote To fooua AKpov amd 1 enéTaonG.
Bvupa Ga-68 g yevvnTplog padiovoukitdiov. / "
(BA. Ew. 21.)

4-vy) Ilpocaptnote £vav apoeviKo
npocappoyéa LUER (3) ot 60pa Ga-68 g
YEVVITPLOG PALOLOVOLKALSIOV.

(BA. Eix. 22.)

Eix. 21 Apaipeon tov foouarog Eix. 22 IIpoadption tov dedtepov
axpov omo t Gopa Ga-68 g apoevikob npooopuoyée LUER (3)
YEVWHTPLOG POOLOVOVKALOLOV. otn Bopa. Ga-68 g yevviprag

POO10VOVKALDTOD.
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4-13) Xvvdéote 10 OnAvkd dxpo LUER g
ypapung eméktaong e£6dov (6) otn Bvpa Ga-
68, LEcm TOL TPOGAUPTNUEVOL TPOCAPLOYEQL.
(BA. Eix. 23.)

(O
RETEKTOGTS \4_'_‘6

QLU ETEKTAONG
£€000v

Eix. 23 Xdvdeon tov axpov 166000

(Onivkov dxpov LUER) tne ypouuns

eméxtaong e&odov (6) oty Gopa Ga-
68, téow TV TPOTAPLUOYEQL.
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5. OhoxMipoon ¢
ouvvappoAdYNONG:

5-1) H yevvitpro padtovoukiidiov
elvar Tdpa Etoyn yia EKAovon.
Eravoiapete tov édeyyo OOV TOV
ocuvdécemv yia va Pefaiwbeite Ot
glvon otépeec. ATOQELYETE VoL
KaumTeTe LIEPPOAKA | VO TOKILETE
TIG YPOUUES, Yo va dtotnpnBei n
o®GTH POt KATA TN O1dpKEW TG
éikhovong.

(BA. Ex. 24.)

Ewc. 24 OlorAnpwuévy, aovapuoroynuévy o1opoppmon e yEVVHTOLOS
PAOLOVOVKALOIOD e OAa TO ECOPTIUATO. TOVOEIEUEVA.
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Awdikaoio TpATG yeELpoKivTg éKhovong
IIpwv and v TpdTN £KAovoT, Pefarmbeite 6Tt To PripaTo CLVOPLOAOYNGNG £XOVLV OAOKANPWOEL.

1. Azmotodpeve vAka kot gEomiiopidg:

o Méoa atopuig mpocstaciog (MAII): Ot exhobGEIC TPETEL VO TPOYUATOTOLOVVTOL LUE
TN PO KATAAANANG TPOSTAGIOG Y10, TO LATIOL KoL Y10, TO, XEPLOL KO (POPMDVTOG
evoLOTO EPYAGTNPIOV.

o Xopryya: Amaiteiton amooTtelp®uévn cvptyya tovidyiotov 10 ml. Ipotdvrot
ovpryyeg 600 pepmv. Ot oOptyyeg pe EuPola amd KaovToovK o TpEmet va
OTOPEVLYOVTOL.

o ®uwiiow woporapfis: Oopakicpévo ELoAido 1| doyelo Tapaiafnc, erdylotov dyKov
10 ml. Ta TopoTo sloy®pPNoNg ¥ opic emtkaivyn Ba Tpémnet va, amo@edyovTol, AoYm
NG TOAVOTNTOG EKYVAIOTG WEVSAPYVPOV ard TO OEIVO EKAOVCUAL.

2. TMopookevt] EKAOVORATOS KoL
mTipoon ovpryyes: H copryya
6o mpocapnBel ot BOpa TOL
EMAVO PEPOVS TNG TOALOTANG e
otpopLyya (2" 00pa). H BorPida
TPENEL VL 0TPOQEL T BN TTOL
vrodekvietan oty Eix. 25. X
ouvéyela, Ba yivel avappopnon
10 ml oteipov, vrepkabapon
vdpoyropkod 0&€og 0,1 mol/l
ond tov mepiéktn PP ot
ovpryya. H eiopon aépa ot
oUPLYYO TPETEL VAL OTOPEVYETOL

(lUG‘CT]p(’X. Ewx. 25 Avtip i etkova ovopépetor ato Prua 2, «Ilopackevn exlodouarog kai
TAnpwaon ovpiyyacy xor ociyver t Oéan s farPidags yia tyy avoappopnon
3. Xdvdeon Tov doysiov EKA.0DO0TOG TN GUpLYYa.

naparapis: To Oopakicuévo

doyeio moparafng tpénet vo, cuvdedel ot ypapuun e£660v Ue T YP1GT TOL KATAAANAOV
Boouatog. To doyeio Tpémel vo ExEl ETAPKN YOPNTIKOTNTA MOTE VO, UTOPEL VoL PLAOEEVIGEL TNV
TOGOTNTA. AEV TPEMEL VO YPTGLLOTOIOVVTOL LETAAMKES BEAGVES Y10t ALTOV TOV GKOTO.

4. Awodwkaoio ékhovong: H 2" ko 3"
BaABida Tng TOAAATANG [E OTPOQLYYQL
TPENEL VL GTPOPOVV TTPog T HOpa
€16000V NG YEVVITPLUG POSIOVOLKALSIOV.
Stpéyte v 1" BodPida 180°
apLoTePOSTPOPA, oTNV KAeloth Béon. Ta
10 ml amootelp®pEVOL, VITEPKAOAPOV
vdpoyApkol 0&Eog 0,1 mol/l Ba
diépyovtal, 6T CLVEYELD, O TN
YEVVATPLO, LE PLOUO PpONG TOV VL pnv
vrepPaiver Ta 2 ml/iento (avatpéére
otV Eix. 26).

o Awtipnon tov pvopod pojg: H :
Dnépﬁaﬁn OV Kaeopwpévov Elki. 2(? Avtipn El'lCO'VO! ava(pépa?al oto ,Bﬁ,ua 4, ,«Alaémam’a %K/Im’)ang» Ko,
PVOLLOY oG PTOpEL VoL PELdCEL Kotd waoo mbovotnta, a:rencovzé:al 1'77 pu@y{aﬂ 7 ézaémama diédevong tov

e X 0IPOYAWPIKOD 0EEOS OO T YEVVITpIC.
™ Aertovpykn) dibpketo Cong e
YEVVITPLOG POOIOVOLKALSIO

o Oykog ékhoveng: Tapdtt 4 ml ekhodopoTog givor YEVIKG ETOPKN Yo TV TANPN
£€KAOVOT TNG YEVVITPLOG PAOIOVOVKALSIOV, Ylo TV apyIKT EKAOVGT GLVIGTATOL OYKOG
10 ml.
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o HapaxorovOnon avtictaong: Edv kotd v ékhovon amavinOei vynAn avtictaon,
70 dudAvpa dev TPEMEL VoL eE0vaYKOOTEL va E16PEVGEL GTY| YEVVITPLOL padtovoLuKAdiov.
Edv ypnowonoteitoan mepiotoltikng avriia yio v EKAOVOT, TPENEL VO, pLOUICTEL GE
pLOUd pong mov va pny vaepPaivet to, 2 ml/Aentd. O yepromc Tpénet va emainfedoet
0T1 10 £éKAovopa péet xopic acvvnBiot avtictaon. H ékhovon npénel va dtokdnteTan
€av mapoatnpndei peydin avriotoomn.

Kpicwpo intipeta ava@opikd pe tn Aettovpyio:

o H sioaymnyn tov ekAOVGHOTOC TPETEL VA YIVETOL OTOKAEIOTIKA LEGM TNG E101KNG OVpag
£16000V. ATTayopevETAL 1] EKAOVOT| TNG YEVVITPLOG PASOVOLKASI®V TPog TNV
avtiotpopn devvvon.

o H soayoyn aépa otn oThiAN TG YEVVATPLOG PAdIOVOUKALDIOL Umopel va TpoKoAEéoeL
peiwpévn anddoon Ekhovong (amddoon *Ga).

Yviroyi] eKhovopaTog Ko péTpnon evepyotntas: To EékAovopa cuAAEYETOL GTO
Ompokicpévo doyeio mapoarafrc. H evepydmra tov cuAleyBEvtog S1aAdIaTOg TPETEL VO
UeTpLETON e T ¥pnon Paduovounuévou Pabpovount d66NS Yo TOV TPOGIOPICUO TNG
amodoong **Ga.

o Edv o 6ykog tov cvulkeybévtog ekhovopatog sivar pikpdtepog amd 4 ml, n pétpnon
TNG EVEPYOTNTOC EVOEXETOL VO, UMV AVTITPOSMTEVEL e aKPIPELR TN SLVNTIKT GUVOAIKT
aO00GT TNG YEVVINTPLG POSIOVOVKALSIOV.

o H petpoduevn evepyodtnta mpémel va dtopbmvetal oG Tpog TN SIICTAGT KoL TV Opo.
évapéng g éxhovong.

o Ilpoxeévou va Pertictomombei n amddoon Tng YEVVITPLUG PAOIOVOLKALSIOL GtV
TEAIKN TNG SWOUOPO®GT], GUVIGTATAL O TPOGOIOPIGUAS TNG KOPLPTG EKAOVOTG LE TN
ovAhoyn wkp®dv Khoopdtov (m.y. 0,5 ml).

Awaygipion Tov IPpAOTOL EKLOVSNATOS: To TpdTO EKAoVOUA TOV AaufdveTal amd ™
yevwnTpla Tpémel va amoppinteTal. Avtd emPailetor Adym g mbavotntag dStapuyng #Ge
(Yepprdvio-68) og avtd TO aPYIKO KAACLO. XVVICTATOL TO EMOUEVE, EKYVAIGHOTO VO EAEYYOVTOL
v dStopuyn Ge, cuykpivovtog Ta enimeda evepydtntas Tov “Ga Kat tov #Ge.
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"Exhoven povtivag

o) Apopéote T0 TOPO amd TN Ogvutepn Bvpa TNg
TOAMOTANG 1E GTPOPLYYQ (4).
(BA. Ew. 27.)

B) Xvvdéote (o amOCTEPOUEVT] GUPLYYO LE GUVOEGHO
LUER o1n deutepn 00pa g mOAALATANG e OTPOPLYYO
4).

e Ilpocaptiote pe acediew T cOpLyyd yuo. vo
SluoparoeTe GUVOEST YWOPIg JPPOEG Yo TN
HETAPOPE TOL VYPOD.

(BA. Ew. 28.)

Eix. 27 Apaipeon 100 ToHoTog omo 0 0eDTEPY
Obpa. g molramig ue otpopryya (4) yia
TPOETOLUACLO, PLOL TH OOVOEST THS GUPLYYaG.

Ex. 28 Zovdeon piog amooteipusévns aopiyyag oty 0evtepy
Obpo tne moldamAng ue orpogryya (4) uéow ovvoeong LUER yio
éxlovon.
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v) Heprotpéyte ™ Béom «OfH» g TpmdTng ParPidag g
TOALOTTANG (4) ®GTE VO EVOVYPUUUICTEL UE TN YPOUUN
EMEKTAOTG €10000V (5), eMTPEMOVTAG TN PO ATO TOV
obxko HCI mpog ) cupryya.

e H mpocappoyn avtig g ParPidag avoiyer
Slodpoun yuo TNV TANPWOT TG GOPLYYOS LE TO
S U VIPOYA®PLKOD 0EEOC,.

(BA. Eix. 29.)

Inf

2n

8) Kavte mpoon g ovpryyog pe 4 ml oteipov
VIPOYAOPIKOD 0EE0G EAKOVTaG TO EUBOAO TPOG TO TG,
StwopaAiloviac OtL dev yiveTon avoppdenorn oépa oTn
oupLYYa.

e Avoppopriote TO OdAvpa  apyd, ©OOTE va
OTOPVYETE TOV GYNUATIOUO PLCOAId®V aépa Kol
TPOYMPNOTE GE TANPWOOT TNG GUPLYYOS £WG TOV
OTTOLTOVLEVO OYKO.

(BA. Ewx. 30.)

Eix. 269 EvOvypdpyuon e lafng e paifidos wote vo
EMITPETETAL 1] PO} ATO TOV GAKKO DOPOYAWPIKOD 0EEOS LETW
TS YPOUUNG ETEKTAONS E160000V (5) aTn avpiyya.

I
Eix. 30 Avappogpnon 4 ml amooteipwuévoo diadoporog
VOPOYLWPIKOD 0EEOS OTH TVPLYYO. EVOTW OTOPEVYETAL O
OYNUOTIOUOG POOALIOWY aépa.
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€) BePawwbeite 611 o1 Béceig «Oft» g dedtepng Kot Tng
Tpitng BarPidag Exovv evBuypoppictel pe Ty Tpitn Kot
tétaptn Bvpa TG TMOMOTANG KOl OTN GUVEXEL,
neplotpéyte T Béon «Ofth g mpdTng Borfidag Yo va
evBuypapiotet pe v akida B-safe (2).
e Avt n avodlopdpemaon katevbiovel T por amd
™ cVOPLyYo GTN YEVVITPLL, Y10 EKAOVON).

(BA. Ew. 31.)

o1) QBnote 1o éuPoro yw Evopén g EKAovong,

eléyyovtog dote o puBuodg pong va pnv vrepPaivetl Ta

2 ml avé Aentd.

e [lamote Mmoo 10 €uPforo yw €kAovorn 1Trng
YEVVITPLOG, OLOTIPOVTOG TOV CLVIGTMUEVO pLOUO
ponG, Yia BEATIOTN awdOI0GT).

(BA. Eix. 32.)
e To éxhovoua ovAAéyetol oto Owpakiouévo
doxelo  maporoPris. H  evepydmmra 10U

GLAAEYDEVTOG OLOADATOG TTPETEL VOL LETPIETOL LUE
) xpnon Pabuovounpévov Babpovountn d6omg.

Eix. 3128 POuion v Oéoewv 6lwv twv falfidwy otn Oson

OFF exto¢ amo v mpdn falfida, n omoia wepiotpépetor yio.
VO, ETITPETETOL 1] POT ATO TH TOPIYYO. OTH YEVVITPLO, IO, EKAOVOT.

Ex. 32 Evapln éxlovong motavrag nmio 1o Eufloro e
oUPLYYOG, OLOTHPWOVTOS EAEYXOUEVO pOOUO PONS TOV JEV
vrepPaiver to. 2 ml/Aemro.
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AvTIKaTdoTOoN TOV 0AKKOS VOPOYA®PLKOL 0EL0C

MMPOXOXH:

H ypnon donmng teyvikng eivan kpioyng onpaciog yio tn dwotpnon /

NG GTEPOTNTOC KO TPETEL VOL YPNCUOTOLEITOL GE OAT T OLAPKEL TNG @ rv 2
dwdkaciog aldayne. Popdre mhvtote Ta KOTOAANAQ PHEGO OTOLIKNG Axido B-safe -

npootaciog (MAIL), copmepthapfavopévey YovILdY, TPOGTATEVTIKMV
Y0l TO LATLO KoL EPYOCTIPLOKTG TOOAG.

1. Ortov 0 chkkog oteipov vopoyrAwpikov o&cog 0,1 mol/l eivon
OYE00V KEVOG, UTOPEL VoL avTIKOTaoTAOEL LE VEO GAKKO GTEIPOV
vodpoyrwpkov o&cog 0,1 mol/l.

INPOXOXH:

Agv mpémel va lGpEEL a€PAS 6T YEVVITPIO padtovovkidiov. H
gloaymyn aépa pumopet vo 0Ecel 6e Kivouvo T GTEPOTNTA Kot Vo,
EMNPEACEL TNV 0TO0GT TNG YEVVITPLUGC.

[Ipotod amocuvdEcETE TOV KEVO GAKKO!

o) Meprotpéyte ™ Béon «OFf» e mpdng ParPidag g
TOALOTTANG pe oTpdQLyyo. (4) dote vo evfuypapuctel pe
™mv oakida B-safe (2). Me tov tpomo avtd kheivel n
dtadpoun pong amd TOoV GAKKO VOIPOYAMPIKOV 0EEOC,
gumodiCovtag tnv €icodo 1 v £€£050 SLHADUATOG 1|
aépa KaTd TN ddpKeLo TG dtodtKaciog

Eix. 33 [epiorpoen tne mparns Poifidas otn
Oéon OFF yio, amouovawon tov 6akkog 0&éog.

OVTIKOTAGTOONG.
(BJ. Eix. 33.)
1R
‘fgl gi i ]
|
’1
1O
L "Z(Zkkog PP
B) Apapéote v akida B-safe (2) and tov kevd odkio lﬁ
T/

vdpoyrwpkod o&éog (1). (BA. Eix. 34.) @

Axida B-safe

Eix. 34 Apaipeon e axioag B-safe (2)
omo 10V KeVO 06kKko 0&éog (1).
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2.

5.

Yvviotdrol N avtikatdotoon g akidag B-safe pe pua véo arnooteipopévn axida B-safe mwov
TapEXeTaL PE KAOE VEO GAKKO VIPOYA®PIKOD 0EE0G, Y10l TN JLUTHPNOT TG GTEPOTNTOC.
v) Zvvdéote ) véa oxido B-Safe (2) atov véo chkko ateipov vopoyrlmpikod 0&Eog
0,1 mol/l twv 220 ml (1).

Enavacuvoéote o cuotpa:
d) Zuvapuoroynote v axido B-Safe (2) oty mpdTn 00pa g TOAALATANG LE GTPOPLYYQ
(4).
€) AvopTtiote Tov VEO GAKKO VOPOYAMPIKOD 0EE0C KOVTA 6T BVpa 16000V ETdvm amd
YEVVITPLO POOLOVOLKALIIOL.

[Ipogtoipdote 10 cHOTNUA Yo EKAOVON:
EXéyEte mpooekTikd Y100 UGOAIDEG EPQ OTNV TOAAATAY Le GTPOPLYYO KOl OTIC
GUVOEDEUEVES YPOLUEG.
A@apéate apyd OAO TOV QEPQ OO TNV TTOALOTAT LE GTPOPLYYA., YPNCOTOIDOVTOC TIG
BaAPidec. Aev glvar amapaitnTo Vo ATOGLVOECETE TN YPOULUTN EXEKTOOTG ELGOJ0V (5) amd
TN YEVVITPLL PUSIOVOUKALSIOU 1 OO TV TOAAOTAN [LE GTPOPLYYCL.

INPOXOXH:

H eiopon| aépa ot yevwitpla padiovoukidion TPENEL VoL ATOPEVYETOL YidL T SLOTPNON TNG
opbng Aertovpylag Kot NG CTEPOTNTAS TNG.

Otov 1 moAlamAn L oTpopryya TANpmOel kot eivar EAed0epn amd aépa, Kheiote Tig farPideg yia
va. TEpLOTicETE TN POT).

H yevvitpla padiovoukiidiov eivan tdpa Etolun yio Ekhoven kot toAt. [lpoywpnote oto TumiKo
TPOTOKOALO £KAOVOTG, SlacpaAifovTog OTL TNPOLVTOL OAL TA HETPO OCPUAEING KOl O1 KATELOLVTHPIEG
001yieg oYETIKA pe TN Stodikacia.

2uveync EKAoVon pouvTivac:

1.

EmovaraPete to fpoto g mpdTng EKAovong, alAd ypnoiporomote povo 4 ml yia m cvveyn
éxhovon povurtivac. H yevvirpla GalenVita éxel oyediaotel yio va mpayuatonolel Ekhovorn OANg
¢ drabéoung Spactnprotrag ®Ga e dyko 4 ml.

IIpoywpnote o £Khovomn ¢ YevviTplog padtovovkAidiov GalenVita oe kdOe epydoun nuépa
pe 4 ml oteipov vapoyAwpikod o&éog 0,1 mol/l.

To duivua mov ekhoveTal givar £va, S1avyEg, GTEIPO Kot AypoUo S1dAvua YAmPLoHyoL YOAAIoL
(8Ga), pe pH peta&d 0,5 ko 2,0 kot padioynuiky kabapdtnto vymAdTepn omd 95%. EAéyéte
SLo0YELD, TOV EKAOVGUATOG TPV ot TN (PTOT Kol amoppiyTe T0 £dv To Stddvpa dev etvat
dloyéc.

Edv n yevvntpla dev €xet xpnotponomBei yio dtdotnpa 3 nuep®dv 1 TEPIGGOTEPO, Ta EAEVLOEPQ
16vto %8Ge cuoompedovion pe TV TaPodo Tov xpdvov ot GTHAN. Q¢ ek T0HTOV, GLVIGTATAL 1
OTNAN VO, EKAOVETAL io pOopd TOLAGYIoTOV 7-24 Mpec TPV amd Ty £KAovon yio onuaven. H
éxhovon ovt Tpénel va yiveton pe ) xpnomn 10 ml oteipov vépoyrmpikod o&og 0,1 mol/l yua
TNV TANPN EKTAVON TV TPOSHIEE®V OO TN OTHAN.

To ékhovopo mpémer va eAéyyetan yio Srapuyr| 8Ge mpotov 1 yevviTpia padiovovkidiov tedei
G€ YPNOMN POLTIVAG KO GTT GLVEXELD TOLVAYIOTOV i popd KaOE Pve KOt TN SIpKELN TV
£KAOVGEMV povTivaS, GLYKpIvovTag TO emtinedo evepydtnrog Tov 8Ga kon tov BGe. INa
neplocdtepeg Aentopépetes, avatpééte otn Ph. Eur. Monograph ap. 2464.
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MPOXOXH:
Edv mapoatnpnBovv d1appoég vypolh omoladnmote oTiyun), S1okOWTe apécmS TNV EKAOVGT| Kot
TpooTabnoTe va meplopicete To VYPO TOL SlopPPEEL.

H yevwitpio 8Ge/®Ga mapéyeton pe 220 ml oteipov vépoyrmpikod o&éog 0,1 mol/l. H tosdtta owth
gtvon cuvR B¢ emapkhc Yo TovAdyotov 50 exhodoeic. H yevwitpio %8Ge/®Ga 0o mpénet va ekhoveton
amOKAEIGTIKG e 6TEIPO VOPOYA®PLKO 0D 0,1 Mol/l mov mapéyetar amd TOv KATOYO TNE AOEL0G
KuKAoopiog.

[1pdcBeTol TEPIEKTEG UTOPOVV VO AYOPOASTOVV MG AVOADGLLO OO TOV KATOYO TNG GOE0G
KuKAoopiog.

Anddoon EKAOLOTNC YEVVITPLOS POOLOVOVKAMSIOL:

H evepydTa mov avapépeTal Gty ETIKETA TNG YEVWITPLAS padiovovkAdiov ekppdletan o Ty 8Ge
mov dlorifeton katd v Muepounvio Babuovounong (12:00 CET). H Swbéowun evepydmnra %Ga
gEaptérar and v evepyodtnto 8Ge ™ ypovikn otrypn g ékhovong Kot tov xpdvo mov mopHAde amd
TNV TPOTYOOLEVT EKAOVOT).

Mo yevwitpua  podiovoukhidiov oe mARpn 1copponia amodidel mepiocdtepo amd 55% %Ga
ypnowonotdvtag oyko £khovong 4 ml oteipov vdpoyrlwpikod o&Eog 0,1 mol/l. Aedopévov 6tL 1
amddoomn éxhovong uropel va motkidiet, 1 evepydtnto tov #Ga 610 £Khovopa Tpémel mavto va peTpdTat
TPV A0 EMOLEVT] (PN OT).

H an6doon Oa peimbei pe m didomacn tov yovikod vovkadiov #Ge pe v mdpodo tov ypdvov. T
napaderypa, votepa omd Sidonacn 9 unvov (39 efdouadsc), To BGe Oa perwdet katd 50 % (BA. Mivaxa
4). T, vo, voloyicete v Tpéyovca evepydtnta ®Ge, molamhocidote my evepydtnta ©Ge katd Ty
nuepopnvio. Babpovounong Le ToV OVIIGTOLO0 GUVTEAESTH O1ACTAONG TOV OVTIGTOLYOL XPOVOL TTOV
mapNAbe og efdoUGOES.

IMivaxag 4: Avaypappo didoraong *2Ge

Xpovog mov mapnrOe o€ | TovreresTiig Xpovog mov mapnrOe o€ | TovreresTiig
gfoonadeg oudomacng gfoonadeg odomaong
1 0,98 27 0,62
2 0,96 28 0,61
3 0,95 29 0,59
4 0,93 30 0,58
5 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
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23 0,66 49 0,42
24 0,65 50 0,41
25 0,64 51 0,40
26 0,63 52 0,39

Meté omd v ékhovon, Oa vapysl avémtuén BGa and ) cvveyn didonacn tov yoviko ®Ge. H
YEVVITPLO POSLOVOLUKALSI0L ¥PeldleTOl TOVAGYIGTOV 7 MPEG Yol TNV TANPT 0XEOOV amOO0CT UETA OO
v €KAovon 6. v Tpasn, motdco, pumopel eniong va mpaypatomombel Ekhovon g YEVVATPLOG
padlovoukAdiov vopitepa, ovaAoya e TNV TEPIEKTIKOTNTA TNG KOL TNV EVEPYOTNTO TOV ATTOLTEITOL Y10l
™ padrocnpavon. O Iivakog 5 mapovctdlel Tov cuvieleot avamtuéng g evepydtntag 8Ga pe v
7GP0d0 TOL YPOVOV, £mG Kal 410 AemTd PETA OO oL EKAOLOT).

Iivokag 5: Xovredeotéic avantuéng %Ga

Xpovog mov mapnrOe o€ | TuvreresTiig Xpovog mov mapnrOe o€ | TuvreresTig
Aentd avartTuing Aentd avantuing
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

I TANPOPOPLAKOVS GKOTOVE TOPEYETOL ETTTALOV TO Sidypappa didomoaong tov BGa mapakdto.

Mivakag 6: Avdypappo ddoracng *Ga

Xpovog mov wopfr0e 6g | LovrereoTig Xpovog mov wapAOe 6 | LovtereoTiig
AemTd owdomaong AemTa owdomaong
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
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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
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

Iowotikoc Eleyyoc

Av gival duvotdy, Tpv amd T poadocruoven Oa mpémel va mpoayuatomombei Eleyyoc g dtodyelog
StoAvpatog, Tov pH kot g padievépyelag.

Awguym BGe

e k€be éxhovon mpaypaTomolEital kmAvon oG pkprg mocoTNTog Tov 8Ge amd T oTHAN TG
yevwitplog padtovovkidiov. H Staguyr tov %8Ge exppdletarl g mocostd TS GUVOMKNG EVEPYOTNTAC
88Ga mov &xet vToPANOel og £xKhovon amd T GTHAN, 6TO onoio £xel yivel S16pOwon Bacel Tng ddomacng
kot dev vrepPaiver 1o 0,001 % g evepydmtag 8Ga mov &xet vroPAnOel oe £xhovon.

Mropei, ©61660, Vo vapEel adEnon g dapuync Tov BGe mhve and to 0,001 % oe mepintwon
amovciog EKAOVONG TG YEVVITPLAG padtovoukAdiov yia apketég nuépes. Emopuévmg, edv n yevvitpla
padlovouKAdion dev €xel EKAOVOTEL Yo 72 dpec 1 TEPLEGOTEPO, Bl TPEMEL VA YIVEL TPOKATAPKTIKNY
ékhovon pe 10 ml oteipov vépoyrmpikod offoc 0,1 mol/l tovidyiotov 7 dpeg mpv omd TNV
npoPremouevn ypnon (o xpoévoc HeToEd TNG TPOKATOPKTIKNAG EKAOLONG Kol TNG EKAOLONC Yo
poadloonpavon umopel va pewwbei edv n mpoPfremduevn S10d1KAGIo PASIOGNHUAVONG OEV OTOLTEL TN
PEYIOTN emMTELEUN EvEPYOTNTA TOV EKAOVGHOTOC). Otav akoiovdeitar avtn n odnyia, Oa mpémel n
Srapuyn Tov BGe va mopapéver cuveyme kdtm omd to 0,001 % ce ekhovopata Tov AapBdvoviol yio
padtoonpaveon. ' va dtatnpnbei n dtopoyn og younid enineda, 1 yevvitplo Bo Tpémet vo eKhoveTOL
TOVAdYIGTOV pia opd avd epydcun nuépo. Otav ypnoomoleital cOUPOVA e aVTEC TIC 00NYieg, N
dopuyn Ba mpémer vo mapopéverl kato omd 0,001 % yia 12 pfives. T édeyyo g Srapuyng tov BGe,
npémeL vo, yivel cUykpion tov emmédov evepydtmtag tov 8Ga ko %8Ge oto éxhovopa. T nepartépm
mnpogopieg avarpéére oto Ph. Eur. monograph 2464.

Kabe aypnoyomointo gopuokevutikod Tpoidv 1 VTOAEYLUE TPETEL VO ATOPPITTETOL GOUPOVOL LLE TIG KOTA
TOTOVG 10 HOVGEC OYETIKEC dlaTdEELS.

Aentopepeic TANPOPOPIES Y10 TO TOPOV PAPUOKEVTIKO TPOTOV ivol SIHBECIUES GTOV SIKTLAKO TOTO TOV
Evponaikod Opyoavicpod @appdakov: hitps://www.ema.europa.eu..
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ITAPAPTHMA 11

MHHAPAXKEYAXTHX YIIEYOYNOX I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

OPOI'H IEPIOPIXMOI XXETIKA ME TH ATAOEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

AIIOTEAEZMATIKH XPHXZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. HAPAXKEYAXTHX YIIEYGYNOZX I'TA THN AIIOAEEMEYZXZH TQN ITAPTIAQN

‘Ovouoa ko d1e06vven Tov TaPACKELAGTH TOL £ival LITEVOVVOC Yo TNV OTOOEGUEVLCT) TOV TOPTIOWV

Curium Bulgaria EOOD
Lulin District,

128 Bansko Shose Str.,
Sofia 1331, Boviyopia

B. OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAOGEXH KAI TH XPHXH

DoppokevTikd TPOidV Yo T0 OTOI0 amoLTEITAL TEPLOPIOUEVT 1aTPIKT cuvTayT| (PA. mapdptnua I:
[epidinym tov Xapoaktnpiotik®v tov [poidvtog, mapdypapog 4.2).

I AAAOI OPOI KAI ATTAITHXEIX THX AAEIAY KYKAO®OPIAX
o Ex0<oe1g Teplodikig mapakorovdnong g aseaisiag (PSURS)

Ot amortioelg Yo v vroPoin tov PSURS yuo 10 gv Adym @apuaxevtikd mpoiov opilovtan
GTOV KOTAAOYO LE TIG Nuepounvieg avaeopdg g Evaong (katdhoyog EURD) mov mapatiBeton
oV Tapdypago 7, tov apbpov 107y, g odnyiag 2001/83/EK kot kabe emakorovOng
EMKALPOTOINGNG OTMG ONUOGIEVETAL GTNV EVPMOTATKT| SIKTVOKT TOAT] Y10 TO PEPLOKOL.

A.  OPOI'H HEPIOPIZMOI XXETIKA ME THN AX®AAH KAI ATIOTEAEEMATIKH
XPHZIH TOY ®APMAKEYTIKOY ITPOIONTOX

o Yyéo10 owayeipiong kivovvov (ZAK)

O Kdaroyog Adetog Kukhopopiag (KAK) Ba dieEaydyet Tig amottovpeves dpactnptoTnTeS Kot
TOPEUPAGELS PUPHOKOETOYPVTVIIONG OT(¢ Tapovoidlovtal 6to cuppovndév ZAK mov
mapovctdleTar oty evotnto 1.8.2 g doelog KukAoPopiag Kot 0TolEcdNTOTE ETAKOAOVOES
gykekpipéveg avadempnoeig tov TAK.

‘Eva emucaiporompévo ZAK Oa mpémet va katotedei:
e Metd and aitnpa tov Evponaikov Opyoavicpod Qapudxmv,
o OnoTEdNMOTE TPOTOMOLELTAL TO GVGTNUO SLAYEIPLONG KIVODVOUL, EOIKA OC ATOTELEGIO AYNG
VE®V TANPOPOPIDV TTOV UTOPOVV VOl EMLPEPOVY GNUAVTIKT GAANYT OTN GYECT] 0PEAOVC-KIVIVUVOL
N ®©G ATOTELEG LA TNG EMITEVENG EVOG GTLLOVTIKOV OPOGTILOV (POPUOKOETOYPOTVIION 1
gloyiotomoinon Kvdvvov).
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ITAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. ENIXHMANXZH
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

TENNHTPIA PAAIONOYKAIAIOY

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

GalenVita 0,74 GBq yevvfitpla padiovoukAdiov
YAwp1ovyo yepuavio (8BGe)/yAwprovyo yérlo (%Ga)

(2. TYNOEXIH XE APAXTIKH(EX) OYZIA(EY)

YAwp1ovyo yepuavio (BGe)/yAmwprovyo yérlo (%Ga) 0,74 GBq

| 3. KATAAOT'OX EKAOXQN

Mntpa otiiing: Aloéeidio Titaviov
Awhdg: Xteipo vdpoyrwpkd o&H (HCI) 0,1 mol/l

| 4. OPAPMAKOTEXNIKH MOP®H KAI INIEPIEXOMENO

Tevvitplo padtovovkiidiov.

Evepyomra yeppaviov (%8Ge) katd mv nuepounvio Badpovopnong: {X, XX}
Evepyomto yodiov (8Ga) ékhovong: > 55 % oty 1coppomio

Huepounvia Babpovéunong: {HH/MM/EEEE} (12:00 CET)

E&aptmpota mov mapéyovtor pe t yevviTploL:

1 x 220 ml oteipov vopoyAwpikov 0&Eog 0,1 mol/l og chikko TolvmpoTvAEViov
1 X axidao B-safe

2 X apoevikog npoocapuoyéag LUER

1 X moAAamAY| e oTPOPLYYOL

1 X ypopupn eTEKTOONG E1GOS0V

1 X ypopun enéktaong e£6d0v

ok~ own

| 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

To in vitro padioonpaven.
Agv mpoopiletar yio Gueon ypnon o acbeveic.
AwPaote 10 QUALO 0dNYIOV XPNOTG TPV 0T TN XPTOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN IIPOZEITIZOYN TA ITAIAIA

Noa puAdcocetar og BEom, TV omoia dgv BAETOVY Kot dgv TPoaceyyilovy Ta Todd.
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[ 7. AAAH(EX) EIAIKH(EX) IPOEIAONOIHEH(EIY), EAN EINAI ATAPAITHTH(EX)

Padopdppako

| 8.  HMEPOMHNIA AHEHE

AHEH {HH/MM/EEEE}
Metd v €KAovoT), YPNCYOTOMGTE AUEGMS TO EKAOVGHLAL.

| 9. EIAIKEYX YYNOHKEYX OYAAEHX

Mnyv amocvvappoAoyeite tn O1kn alovpviov.
H @oAo&n tov mpoidvtog TPEMEL V. TPOYUOTOTOLEITOL GOULPMOVO, LLE TOVE E0VIKOVG KOVOVIGHOVE TTepl
POSIEVEPYDV VAIKDV.

10. IAIAITEPEX TIPO®YAAZEIX I'TA THN AITOPPIYH TQN MH
XPHEIIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TOQN
YHOAEIMMATQN ITOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

AwPaote o POAL0 Odnydv Xpnomg yia 0d1yieg OYETIKA LLe TN XP1OT, TOV XEPICUO KO TNV
amoppLy.

| 11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

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

Povpavia

| 12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/25/2004/001

| 13. APIOMOZX ITAPTIAAX

MMoptida

| 14. TENIKH KATATAEH I'lA TH AIAGEXH

| 15. OAHTIEX XPHIHZ
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16. TMAHPO®OPIEX XE BRAILLE

H awtioAdynon yio vo uny tepiingdei n ypaoen Braille givor omodektm

17. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AIZAIALTATOZ TPAMMQTOX
KQAIKAY (2D)

Agv gpapuolera.

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

Aev gpapudleton.
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

TENNHTPIA PAAIONOYKAIAIOY

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

GalenVita 1,11 GBq yevvfitpia padiovoukAdiov
YAwp1ovyo yepuavio (8BGe)/yAwprovyo yérlo (%Ga)

(2. TYNOEZH XE APAXTIKH(EX) OYZIA(EY)

YAwp1ovyo yepuavio (BGe)/yAmwprovyo yérlo (%Ga) 1,11 GBq

| 3. KATAAOT'OX EKAOXQN

Mntpa otiing: Ao&gidlo Titaviov
Awhdg: Xteipo vdpoyrwpkd o&H (HCI) 0,1 mol/l

| 4. OPAPMAKOTEXNIKH MOP®H KAI INIEPIEXOMENO

Tevvitplo padtovovkiidiov.

Evepyomra yeppaviov (%8Ge) katd mv nuepounvio Badpovopnong: {X, XX}
Evepyomnro yoarhiov (*8Ga) ékhovong: > 55 % otnv 1coppomia

Huepounvia Babpovéunong: {HH/MM/EEEE} (12:00 CET)

E&aptmpota mov mapéyovtor pe t yevviTploL:

1 x 220 ml oteipov vopoyAwpikov 0&Eog 0,1 mol/l og chikko TolvmpoTvAEViov
1 X axidao B-safe

2 X apoevikog npoocapuoyéag LUER

1 X moAAamAY| e oTPOPLYYOL

1 X ypopupn eTEKTOONG E1GOS0V

1 X ypopun enéktaong e£6d0v

ok~ own

| 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

To in vitro padioonpaven.
Agv mpoopiletar yio Gpeon ypnon o acbeveic.
Awfaote 10 PUALO 0INYIOV XPNOTG TPV OO TN XPTOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIOYN KAI
AEN IPOXEITIZOYN TA ITAIAIA

Noa puAdcocetar og BEom, TV omoia dgv BAETOVY Kot dgv TPoaceyyilovy Ta Todd.
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| 7. AAAH(EY) ETIAIKH(EY) TPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EX)

Padopdppoko

|8. HMEPOMHNIA AHEHEX

AHEH {HH/MM/EEEE}
Metd v €KAovoT), YPNCYLOTOMGTE AUEGMS TO EKAOVGHLAL.

| 9. EIAIKEYX YYNOHKEYX OYAAEHX

Mnv amocvvappoAoyeite tn O1kn alovpviov.
H @OLoén tov mpoidvtog mpEmeL va, TPOYHOTOTOLEITAL GOUPOVE. e TOVG EBVIKOVG KOvVOoVIGHOUS TTepl
PUSIEVEPYDV VAIKDV.

10. IAIAITEPEX TIPO®YAAZEEIX I'TA THN AITOPPIYH TQN MH
XPHEZIMOIIOTHOENTQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATON ITOY HPOEPXONTAI ATIO AYTA, E©OOXON AITAITEITAI

Awpaote 0 POHAA0 Odnyidv Xpnomng yio 00Myieg OYETIKA UE TN ¥PNOT, TOV YEPIoUO Kot TNV
amoppLy.

| 11. ONOMA KAI AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX

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

Povpavia

| 12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/25/2004/002

| 13. APIOMOX ITAPTIAAX

MMoptida

| 14. TENIKH KATATAEH I'lA TH AIAGEXH

| 15. OAHTIEX XPHIHZ
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16. TMAHPO®OPIEX XE BRAILLE

H awtioAdynon yio vo uny tepiingdei n ypaoen Braille givor omodektm

17. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AIZAIALTATOZ TPAMMQTOX
KQAIKAY (2D)

Agv gpapuoleta.

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

Aev gpapudletar.
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

TENNHTPIA PAAIONOYKAIAIOY

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

GalenVita 1,48 GBq yevvfitpia padiovoukAidiov
YAwp1ovyo yepuavio (8BGe)/yAwprovyo yérlo (%Ga)

(2. TYNOEZH XE APAXTIKH(EX) OYZIA(EY)

YAwp1ovyo yepuavio (BGe)/yAmwprovyo yérlo (%Ga) 1,48 GBq

| 3. KATAAOT'OX EKAOXQN

Mntpa otiiing: Aloéeidio Titaviov
Awhdg: Xteipo vdpoyrwpkd o&H (HCI) 0,1 mol/l

| 4. OPAPMAKOTEXNIKH MOP®H KAI INIEPIEXOMENO

Tevvitplo padtovovkiidiov.

Evepyomra yeppaviov (%8Ge) katd mv nuepounvio Badpovopnong: {X, XX}
Evepyomnro yoarhiov (*8Ga) ékhovong: > 55 % otnv 1coppomia

Huepounvia Babpovéunong: {HH/MM/EEEE} (12:00 CET)

E&apmpota mov mapéyovtol pe  yevviTploL:

1 x 220 ml oteipov vopoyAwpukov 0&Eog 0,1 mol/l og chkko TolvmpoTvAEViov
1 x axida B-safe

2 x apoevikog tpoocappoyéag LUER

1 X TOAAOTTAN pe oTPOQLYYQ

1 x ypoppr enéktacng 16660V

1 x ypopun enéktaong £660v

ok~ own

| 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

To in vitro padioonpaven.
Agv mpoopiletar yio Gueon ypnon o acbeveic.
AwPaote 10 QUALO 0dNYIOV XPNOTG TPV 0T TN XPTOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIOYN KAI
AEN IIPOZEITIZOYN TA ITAIAIA

Noa puAdcocetar og BEom, TV omoia dgv BAETOVY Kot dgv TPoaceyyilovy Ta Todd.
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[ 7. AAAH(EX) EIAIKH(EX) IPOEIAONOIHEH(EIY), EAN EINAI ATAPAITHTH(EX)

Padopdppako

| 8.  HMEPOMHNIA AHEHE

AHEH {HH/MM/EEEE}
Metd v €KAovoT), YPNCYOTOMGTE AUEGMS TO EKAOVGHLAL.

| 9. EIAIKEYX YYNOHKEYX OYAAEHX

Mnyv amocvvappoAoyeite tn O1kn alovpviov.
H @oAo&n tov mpoidvtog TPEMEL V. TPOYUOTOTOLEITOL GOULPMOVO, LLE TOVE E0VIKOVG KOVOVIGHOVE TTepl
POSIEVEPYDV VAIKDV.

10. IAIAITEPEX TIPO®YAAZEIX I'TA THN AITOPPIYH TQN MH
XPHEIIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TOQN
YHOAEIMMATQN ITOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

Awpaote o POAL0 OdnyLdv Xpnomg yio 001 yieg GYETIKA e TN XPNOT, TOV YEPICUO KoL TV
amoppLy.

| 11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

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

Povpavia

| 12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/25/2004/003

| 13. APIOMOX ITAPTIAAX

MMoptida

| 14. TENIKH KATATAEZEH I'TA TH AIAOEXH

| 15. OAHTIEX XPHXHX
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16. TMAHPO®OPIEX XE BRAILLE

H awtioAdynon yio vo uny tepiingdei n ypaoen Braille givor omodektm

17. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AIZAIALTATOZ TPAMMQTOX
KQAIKAY (2D)

Agv gpapuoleta.

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

Aev gpapudleton.
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

TENNHTPIA PAAIONOYKAIAIOY

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

GalenVita 1,85 GBq yevvritpia padiovoukAidiov
YAwp1ovyo yepuavio (8BGe)/yAwprovyo yérlo (%Ga)

(2. TYNOEZH XE APAXTIKH(EX) OYZIA(EY)

YAwp1ovyo yepuavio (BGe)/yAmwprovyo yérlo (%Ga) 1,85 GBq

| 3. KATAAOT'OX EKAOXQN

Mntpa otiiing: Aloéeidio Titaviov
Awhdg: Xteipo vdpoyrwpkd o&H (HCI) 0,1 mol/l

| 4. OPAPMAKOTEXNIKH MOP®H KAI INIEPIEXOMENO

Tevvitplo padtovovkiidiov.

Evepyomra yeppaviov (%8Ge) katd mv nuepounvio Badpovopnong: {X, XX}
Evepyomto yodiov (8Ga) ékhovong: > 55 % oty 1coppomio

Huepounvia Babpovéunong: {HH/MM/EEEE} (12:00 CET)

E&aptmpota mov mapéyovtor pe t yevviTploL:

1 x 220 ml oteipov vopoyAwpukov 0&Eog 0,1 mol/l og chkko TolvmpoTvAEViov
1 x axida B-safe

2 x apoevikog tpoocappoyéag LUER

1 X moAAamAY| e oTPOPLYYOL

1 x ypoppr enéktacng 16660V

1 x ypopun enéktaong £660v

ok~ own

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

To in vitro padioonpaven.
Agv mpoopiletar yio Gueon ypnon o acbeveic.
AwPaote 10 QUALO 0dNYIOV XPNOTG TPV 0T TN XPTOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIOYN KAI
AEN IIPOZEITIZOYN TA ITAIAIA

Noa puAdcocetar og BEom, TV omoia dgv BAETOVY Kot dgv TPoaceyyilovy Ta Todd.
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[ 7. AAAH(EX) EIAIKH(EX) IPOEIAONOIHEH(EIY), EAN EINAI AAPAITHTH(EX)

Padopdppako

| 8.  HMEPOMHNIA AHEHE

AHEH {HH/MM/EEEE}
Metd v €KAovoT), YPNCYOTOMGTE AUEGMS TO EKAOVGHLAL.

| 9. EIAIKEYX YYNOHKEYX OYAAEHX

Mnyv amocvvappoAoyeite tn O1kn alovpviov.
H @oAo&n tov mpoldvtog TpEREL va, TPOYUOTOTOLELTOL GOUPOVE, IE TOVE EBVIKOVG KOVOVIGHOVE TTepi
POSIEVEPYDV VAIKDV.

10. IAIAITEPEX TIPO®YAAZEIX I'TA THN AITOPPIYH TQN MH
XPHEIIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TOQN
YIHOAEIMMATQN ITIOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

Awpaote o POAL0 OdnyLdv Xpnomg yio 001 yieg GYETIKA e TN XPNOT, TOV YEPICUO KoL TV
amoppLy.

| 11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

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

Povpavia

| 12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/25/2004/004

| 13. APIOMOX ITAPTIAAX

MMoptida

| 14. TENIKH KATATAEZEH I'TA TH AIAOGEXH

| 15. OAHTIEX XPHXHX
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16. TMAHPO®OPIEX XE BRAILLE

H awtioAdynon yio vo uny tepiingdei n ypaoen Braille givor omodektm

17. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AIZAIALTATOZ TPAMMQTOX
KQAIKAY (2D)

Agv gpapuoleta.

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

Aev gpapudletar.
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

TENNHTPIA PAAIONOYKAIAIOY

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

GalenVita 2,22 GBq yevvfitpla padiovoukAdiov
YAwp1ovyo yepuavio (8BGe)/yAwprovyo yérlo (%Ga)

(2. TYNOEZH XE APAXTIKH(EX) OYZIA(EY)

YAwp1ovyo yepuavio (BGe)/yAmwprovyo yérlo (%Ga) 2,22 GBq

| 3. KATAAOT'OX EKAOXQN

Mntpa otiiing: Aloéeidio Titaviov
Awhdg: Xteipo vdpoyrwpkd o&H (HCI) 0,1 mol/l

| 4. OPAPMAKOTEXNIKH MOP®H KAI INIEPIEXOMENO

Tevvitplo padtovovkiidiov.

Evepyomra yeppaviov (%8Ge) katd mv nuepounvio Badpovopnong: {X, XX}
Evepyomnro yoarhiov (*8Ga) ékhovong: > 55 % otnv 1coppomia

Huepounvia Babpovéunong: {HH/MM/EEEE} (12:00 CET)

E&apmpota mov mapéyovtol pe  yevviTploL:

1 x 220 ml oteipov vopoyAwpukov 0&Eog 0,1 mol/l og chkko TolvmpoTvAEViov
1 x axida B-safe

2 x apoevikog tpoocappoyéag LUER

1 X TOAAOTTAN pe oTPOQLYYQ

1 x ypoppr enéktacng 16660V

1 x ypopun enéktaong £660v

ok~ own

| 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

To in vitro padioonpaven.
Agv mpoopiletar yio Gueon ypnon o acbeveic.
AwPaote 10 QUALO 0dNYIOV XPNOTG TPV 0T TN XPTOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIOYN KAI
AEN IIPOZEITIZOYN TA ITAIAIA

Noa puAdcocetar og BEom, TV omoia dgv BAETOVY Kot dgv TPoaceyyilovy Ta Todd.

50



[ 7. AAAH(EX) EIAIKH(EX) IPOEIAONOIHEH(EIY), EAN EINAI ATAPAITHTH(EX)

Padopdppako

| 8.  HMEPOMHNIA AHEHE

AHEH {HH/MM/EEEE}
Metd v €KAovoT), YPNCYOTOMGTE AUEGMS TO EKAOVGHLAL.

| 9. EIAIKEYX YYNOHKEYX OYAAEHX

Mnyv amocvvappoAoyeite tn O1kn alovpviov.
H @oAo&n tov mpoidvtog TPEMEL V. TPOYUOTOTOLEITOL GOULPMOVO, LLE TOVE E0VIKOVG KOVOVIGHOVE TTepl
POSIEVEPYDV VAIKDV.

10. IAIAITEPEX TIPO®YAAZEIX I'TA THN AITOPPIYH TQN MH
XPHEIIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TOQN
YHOAEIMMATQN ITOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

AwPaote o POAL0 Odnydv Xpnomg yia 0d1yieg OYETIKA LLe TN XP1OT, TOV XEPICUO KO TNV
amoppLy.

| 11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

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

Povpavia

| 12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/25/2004/005

| 13. APIOMOX ITAPTIAAX

MMoptida

| 14. TENIKH KATATAEZEH I'TA TH AIAOGEXH

| 15. OAHTIEX XPHXHX
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16. TMAHPO®OPIEX XE BRAILLE

H awtioAdynon yio vo uny tepiingdei n ypaoen Braille givor omodektm

17. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AIZAIALTATOZ TPAMMQTOX
KQAIKAY (2D)

Agv gpapuolera.

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

Aev gpapudleton.
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

TENNHTPIA PAAIONOYKAIAIOY

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

GalenVita 2,59 GBq yevvfitpia padiovoukAidiov
YAwp1ovyo yepuavio (8BGe)/yAwprovyo yérlo (%Ga)

(2. TYNOEZH XE APAXTIKH(EX) OYZIA(EY)

YAwp1ovyo yepuavio (BGe)/yAmwprovyo yérlo (%Ga) 2,59 GBq

| 3. KATAAOT'OX EKAOXQN

Mntpa otiing: Ao&gidlo Titaviov
Awhdg: Xteipo vdpoyrwpkd o&H (HCI) 0,1 mol/l

| 4. OPAPMAKOTEXNIKH MOP®H KAI INIEPIEXOMENO

Tevvitplo padtovovkiidiov.

Evepyomra yeppaviov (%8Ge) katd mv nuepounvio Badpovopnong: {X, XX}
Evepyomnro yoarhiov (*8Ga) ékhovong: > 55 % otnv 1coppomia

Huepounvia Babpovéunong: {HH/MM/EEEE} (12:00 CET)

E&aptmpota mov mapéyovtor pe t yevviTploL:

1 x 220 ml oteipov vopoyAwpukov 0&Eog 0,1 mol/l og chkko TolvmpoTvAEViov
1 x axida B-safe

2 x apoevikog tpoocappoyéag LUER

1 X moAAamAY| e oTPOPLYYOL

1 x ypoppr enéktacng 16660V

1 x ypopun enéktaong £660v

ok~ own

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

To in vitro padioonpaven.
Agv mpoopiletar yio Gueon ypnon o acbeveic.
AwPaote 10 QUALO 0dNYIOV XPNOTG TPV 0T TN XPTOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIOYN KAI
AEN IIPOZEITIZOYN TA ITAIAIA

Noa puAdcocetar og BEom, TV omoia dgv BAETOVY Kot dgv TPoaceyyilovy Ta Todd.
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[ 7. AAAH(EX) EIAIKH(EX) IPOEIAONOIHEH(EIY), EAN EINAI AAPAITHTH(EX)

Padopdppako

| 8.  HMEPOMHNIA AHEHE

AHEH {HH/MM/EEEE}
Metd v €KAovoT), YPNCYOTOMGTE AUEGMS TO EKAOVGHLAL.

| 9. EIAIKEYX YYNOHKEYX OYAAEHX

Mnyv amocvvappoAoyeite tn O1kn alovpviov.
H @oAo&n tov mpoldvtog TpEREL va, TPOYUOTOTOLELTOL GOUPOVE, IE TOVE EBVIKOVG KOVOVIGHOVE TTepi
POSIEVEPYDV VAIKDV.

10. IAIAITEPEX TIPO®YAAZEIX I'TA THN AITOPPIYH TQN MH
XPHEIIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TOQN
YIHOAEIMMATQN ITIOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

Awpaote o POAL0 OdnyLdv Xpnomg yio 001 yieg GYETIKA e TN XPNOT, TOV YEPICUO KoL TV
amoppLy.

| 11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

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

Povpavia

| 12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/25/2004/006

| 13. APIOMOX ITAPTIAAX

MMoptida

| 14. TENIKH KATATAEZEH I'TA TH AIAOGEXH

| 15. OAHTIEX XPHXHX
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16. TMAHPO®OPIEX XE BRAILLE

H awtioAdynon yio vo uny tepiingdei n ypaoen Braille givor omodektm

17. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AIZAIALTATOZ TPAMMQTOX
KQAIKAY (2D)

Agv gpapuoleta.

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

Aev gpapudletar.
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

TENNHTPIA PAAIONOYKAIAIOY

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

GalenVita 2,96 GBq yevvfitpla padiovoukAidiov
YAwp1ovyo yepuavio (8BGe)/yAwprovyo yérlo (%Ga)

(2. TYNOEZH XE APAXTIKH(EX) OYZIA(EY)

YAwp1ovyo yepuavio (BGe)/yAmwprovyo yérlo (%Ga) 2,96 GBq

| 3. KATAAOT'OX EKAOXQN

Mntpa otiiing: Aloéeidio Titaviov
Awhdg: Xteipo vdpoyrwpkd o&H (HCI) 0,1 mol/l

| 4. OPAPMAKOTEXNIKH MOP®H KAI INIEPIEXOMENO

Tevvitplo padtovovkiidiov.

Evepyomra yeppaviov (%8Ge) katd mv nuepounvio Badpovopnong: {X, XX}
Evepyomnro yoarhiov (*8Ga) ékhovong: > 55 % otnv 1coppomia

Huepounvia Babpovéunong: {HH/MM/EEEE} (12:00 CET)

E&apmpota mov mapéyovtol pe  yevviTploL:

1 x 220 ml oteipov vopoyAwpukov 0&Eog 0,1 mol/l og chkko TolvmpoTvAEViov
1 x axida B-safe

2 x apoevikog tpoocappoyéag LUER

1 X TOAAOTTAN pe oTPOQLYYQ

1 x ypoppr enéktacng 16660V

1 x ypopun enéktaong £660v

ok~ own

| 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

To in vitro padioonpaven.
Agv mpoopiletar yio Gueon ypnon o acbeveic.
AwPaote 10 QUALO 0dNYIOV XPNOTG TPV 0T TN XPTOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIOYN KAI
AEN IIPOZEITIZOYN TA ITAIAIA

Noa puAdcocetar og BEom, TV omoia dgv BAETOVY Kot dgv TPoaceyyilovy Ta Todd.
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[ 7. AAAH(EX) EIAIKH(EX) IPOEIAONOIHEH(EIY), EAN EINAI ATAPAITHTH(EX)

Padopdppako

| 8.  HMEPOMHNIA AHEHE

AHEH {HH/MM/EEEE}
Metd v €KAovoT), YPNCYOTOMGTE AUEGMS TO EKAOVGHLAL.

| 9. EIAIKEYX YYNOHKEYX OYAAEHX

Mnyv amocvvappoAoyeite tn O1kn alovpviov.
H @oAo&n tov mpoidvtog TPEMEL V. TPOYUOTOTOLEITOL GOULPMOVO, LLE TOVE E0VIKOVG KOVOVIGHOVE TTepl
POSIEVEPYDV VAIKDV.

10. IAIAITEPEX TIPO®YAAZEIX I'TA THN AITOPPIYH TQN MH
XPHEIIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TOQN
YHOAEIMMATQN ITOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

AwPaote o POAL0 Odnydv Xpnomg yia 0d1yieg OYETIKA LLe TN XP1OT, TOV XEPICUO KO TNV
amoppLy.

| 11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

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

Povpavia

| 12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/25/2004/007

| 13. APIOMOX ITAPTIAAX

MMoptida

| 14. TENIKH KATATAEZEH I'TA TH AIAOGEXH

| 15. OAHTIEX XPHXHX
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16. TMAHPO®OPIEX XE BRAILLE

H awtioAdynon yio vo uny tepiingdei n ypaoen Braille givor omodektm

17. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AIZAIALTATOZ TPAMMQTOX
KQAIKAY (2D)

Agv gpapuolera.

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

Aev gpapudleton.
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

TENNHTPIA PAAIONOYKAIAIOY

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

GalenVita 3,33 GBq yevviitpia padiovoukAidiov
YAwp1ovyo yepuavio (8BGe)/yAwprovyo yérlo (%Ga)

(2. TYNOEZH XE APAXTIKH(EX) OYZIA(EY)

YAwp1ovyo yepuavio (BGe)/yAmwprovyo yérlo (%Ga) 3,33 GBq

| 3. KATAAOT'OX EKAOXQN

Mntpa otiing: Ao&gidlo Titaviov
Awhdg: Xteipo vdpoyrwpkd o&H (HCI) 0,1 mol/l

| 4. OPAPMAKOTEXNIKH MOP®H KAI INIEPIEXOMENO

Tevvitplo padtovovkiidiov.

Evepyomra yeppaviov (%8Ge) katd mv nuepounvio Badpovopnong: {X, XX}
Evepyomto yodiov (8Ga) ékhovong: > 55 % oty 1coppomio

Huepounvia Babpovéunong: {HH/MM/EEEE} (12:00 CET)

E&aptmpota mov mapéyovtor pe t yevviTploL:

1 x 220 ml oteipov vopoyAwpukov 0&Eog 0,1 mol/l og chkko TolvmpoTvAEViov
1 x axida B-safe

2 x apoevikog tpoocappoyéag LUER

1 X moAAamAY| e oTPOPLYYOL

1 x ypoppr enéktacng 16660V

1 x ypopun enéktaong £660v

ok~ own

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

To in vitro padioonpaven.
Agv mpoopiletar yio Gueon ypnon o acbeveic.
AwPaote 10 QUALO 0dNYIOV XPNOTG TPV 0T TN XPTOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIOYN KAI
AEN IIPOZEITIZOYN TA ITAIAIA

Noa puAdcocetar og BEom, TV omoia dgv BAETOVY Kot dgv TPoaceyyilovy Ta Todd.
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[ 7. AAAH(EX) EIAIKH(EX) IPOEIAONOIHEH(EIY), EAN EINAI AAPAITHTH(EX)

Padopdppako

| 8.  HMEPOMHNIA AHEHE

AHEH {HH/MM/EEEE}
Metd v €KAovoT), YPNCYOTOMGTE AUEGMS TO EKAOVGHLAL.

| 9. EIAIKEYX YYNOHKEYX OYAAEHX

Mnyv amocvvappoAoyeite tn O1kn alovpviov.
H @oAo&n tov mpoldvtog TpEREL va, TPOYUOTOTOLELTOL GOUPOVE, IE TOVE EBVIKOVG KOVOVIGHOVE TTepi
POSIEVEPYDV VAIKDV.

10. IAIAITEPEX TIPO®YAAZEIX I'TA THN AITOPPIYH TQN MH
XPHEIIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TOQN
YIHOAEIMMATQN ITIOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

Awpaote o POAL0 OdnyLdv Xpnomg yio 001 yieg GYETIKA e TN XPNOT, TOV YEPICUO KoL TV
amoppLy.

| 11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

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

Povpavia

| 12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/25/2004/008

| 13. APIOMOX ITAPTIAAX

MMoptida

| 14. TENIKH KATATAEZEH I'TA TH AIAOGEXH

| 15. OAHTIEX XPHXHX
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16. TMAHPO®OPIEX XE BRAILLE

H awtioAdynon yio vo uny tepiingdei n ypaoen Braille givor omodektm

17. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AIZAIALTATOZ TPAMMQTOX
KQAIKAY (2D)

Agv gpapuoleta.

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

Aev gpapudletar.
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

TENNHTPIA PAAIONOYKAIAIOY

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

GalenVita 3,70 GBq yevvfitpia padiovoukAidiov
YAwp1ovyo yepuavio (8BGe)/yAwprovyo yérlo (%Ga)

(2. TYNOEZH XE APAXTIKH(EX) OYZIA(EY)

YAwp1ovyo yepuavio (BGe)/yAmwprovyo yérlo (%Ga) 3,70 GBq

| 3. KATAAOT'OX EKAOXQN

Mntpa otiiing: Aloéeidio Titaviov
Awhdg: Xteipo vdpoyrwpkd o&H (HCI) 0,1 mol/l

| 4. OPAPMAKOTEXNIKH MOP®H KAI INIEPIEXOMENO

Tevvitplo padtovovkiidiov.

Evepyomra yeppaviov (%8Ge) katd mv nuepounvio Badpovopnong: {X, XX}
Evepyomto yodiov (8Ga) ékhovong: > 55 % oty 1coppomio

Huepounvia Babpovéunong: {HH/MM/EEEE} (12:00 CET)

E&apmpota mov mapéyovtol pe  yevviTploL:

1 x 220 ml oteipov vopoyAwpukov 0&Eog 0,1 mol/l og chkko TolvmpoTvAEViov
1 x axida B-safe

2 x apoevikog tpoocappoyéag LUER

1 X TOAAOTTAN pe oTPOQLYYQ

1 x ypoppr enéktacng 16660V

1 x ypopun enéktaong £660v

ok~ own

| 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

To in vitro padioonpaven.
Agv mpoopiletar yio Gueon ypnon o acbeveic.
AwPaote 10 QUALO 0dNYIOV XPNOTG TPV 0T TN XPTOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIOYN KAI
AEN IIPOZEITIZOYN TA ITAIAIA

Noa puAdcocetar og BEom, TV omoia dgv BAETOVY Kot dgv TPoaceyyilovy Ta Todd.
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[ 7. AAAH(EX) EIAIKH(EX) IPOEIAONOIHEH(EIY), EAN EINAI ATAPAITHTH(EX)

Padopdppako

| 8.  HMEPOMHNIA AHEHE

AHEH {HH/MM/EEEE}
Metd v €KAovoT), YPNCYOTOMGTE AUEGMS TO EKAOVGHLAL.

| 9. EIAIKEYX YYNOHKEYX OYAAEHX

Mnyv amocvvappoAoyeite tn O1kn alovpviov.
H @oAo&n tov mpoidvtog TPEMEL V. TPOYUOTOTOLEITOL GOULPMOVO, LLE TOVE E0VIKOVG KOVOVIGHOVE TTepl
POSIEVEPYDV VAIKDV.

10. IAIAITEPEX TIPO®YAAZEIX I'TA THN AITOPPIYH TQN MH
XPHEIIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TOQN
YHOAEIMMATQN ITOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

AwPaote o POAL0 Odnydv Xpnomg yia 0d1yieg OYETIKA LLe TN XP1OT, TOV XEPICUO KO TNV
amoppLy.

| 11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

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

Povpavia

| 12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/25/2004/009

| 13. APIOMOX ITAPTIAAX

MMoptida

| 14. TENIKH KATATAEZEH I'TA TH AIAOGEXH

| 15. OAHTIEX XPHXHX
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16. TMAHPO®OPIEX XE BRAILLE

H awtioAdynon yio vo uny tepiingdei n ypaoen Braille givor omodektm

17. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AIZAIALTATOZ TPAMMQTOX
KQAIKAY (2D)

Agv gpapuolera.

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX — AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

Aev gpapudleton.
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

YXTHAH XTO EXQTEPIKO THX I'ENNHTPIAYX PAAIONOYKAIAIOY

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX KAI OAOX(OI) XOPHTHXHE

| 2. TPOIIOX XOPHI'HXHX

| 3. HMEPOMHNIA AHEHX

| 4. APIOMOZX ITAPTIAAY

| 5. IEPIEXOMENO KATA BAPOZXZ, KAT' O'KO'H KATA MONAAA

| 6. AAAA TTOIXEIA

Ge-68/Ga-68
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

XTEIPO YAPOXAQPIKO OZY 0,1 MOL/L - EZQTEPIKH KAI EXQTEPIKH
XYXKEYAXIA

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Avdopa yo GalenVita

(2. TYNGOEXH XE APAXTIKH(EX) OYXIA(EY)

Ydpoyrwpikd 0&D (0,1 mol/l)

3.  KATAAOI'OX EKAOXQN

"Yowp yio evéoipa

| 4. OPAPMAKOTEXNIKH MOP®H KAI INTIEPIEXOMENO

Avdopa o GalenVita
220 ml

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

[N éhovon g yevviTplog padlovovkAdiov.
Agv mpoopiletar Yo aueom ypnon o€ acOeveic.
AwPaote 10 QUALO 0ONYIOV XPNOTG TPV 0T TN XPNOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
ITPOION MPEIIEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA TITAIAIA

Na purdcoetal o€ BEon, TNV omoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.

[ 7. AAAH(EZL) EIAIKH(EX) IPOEIAONOIHZH(ELY), EAN EINAI AlIAPAITHTH(EEY) |

|8.  HMEPOMHNIA AHEHE |

AHEH

| 9. EIAIKEX YYNOHKEYX OYAAEHX

66



10. IAIAITEPEXZ TPO®YAAZEEIX I'TA THN AITOPPIYH TQN MH
XPHZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TON

YIHOAEIMMATQN ITIOY NPOEPXONTAI ATIO AYTA, E©OOXON AITAITEITAI

Awpdote 10 @HAA0 Odnyidv Xprong yio 0dnyieg GYETIKA LE TN YPNOT, TOV XEPIoUO Kot TNV
amoppLym.

| 11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

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

Poupavia

[12.  APIOMOX(OI) AAEIAY KYKAO®OPIAX

| 13. APIOMOX ITAPTIAAX

[oprtioa

| 14. TENIKH KATATAEH I'lA TH AIAGEXH

| 15. OAHIIEX XPHZHX

AwPaote to POAL0 OdnyLdv Xpnomg yio 0d1yieg GYETIKA e TN XPNOT, TOV YEPICUO KoL TV
amoppLy.

16. TAHPO®OPIEX XE BRAILLE

H artioldynon yia vo unv mepiinedei n ypoaen Braille sivor amodextn

17. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX

KQAIKAX (2D)

Agv gpapuodletat.

18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO

TON ANOPQIIO

Agv gpapuodletat.

67




B. P’YAAO OAHI'TQN XPHXHX
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DvAro ooNYLOV Apions: IIinpoopics yia Tov ac0evi)

GalenVita 0,74 GBq yevvitpla padrovovkidiov
StéAvpo yAoprovyov yarriov (8Ga)

Awpdote mpooekTikd oAdkinpo To ®VAio Odnyiav Xpiong mpwv cag yopnyndei avtd to

PappraKo, O10TL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUC.

- DordEte avTo TO EOALO 0dNYIDV Yprone. Towg xpelaotel va to dwufdcete Eavda.

- Edv éyete mepaitépm omopiec, pmTAGTE TOV YIATPO TUPNVIKNG LOLTPIKNG GOC, 0 00i0g Oa
emPAETEL T dadIKOGIO GO,

- Edv mapotnpricete Kamowa avemBOUNTN eVEPYELL, EVILEPDOTE TOV YIATPO TUPNVIKNG WOTPIKNG
cag. Avtd oyvet kot yuo KaBe mBovi avemBOUNTN eVEPYELL IOV OEV OVAPEPETOL GTO TTAPOV
@OALO 0ONY1DV ypriongs. BAéme mapdypago 4.

T epLéyeL 1o Tapov GUAAO 00N YLOV:

1. T1 eivan o GalenVita kot mota givon 1 yprion Tov

2. T npénet vo yvopilete mpv ypnoponomOei to SiéAvpo yAmprodyov yarriov (8Ga) mov
Aappdavetar péow tov GalenVita

3. IIog ypnoonoteitar to StéAvpo yAmprodyov yarriov (%8Ga) mov Aappaverot uécm Tov
GalenVita

4, [MBovég avemBOunteg evépyeteg

5. [dg purdocetor To GalenVita

6. [epreydpeva g cvokevaciog Kot Aomég TAnpopopieg

1. T givon To GalenVita kau wovo, givar i gprjon Tov

To GalenVita eivar o yevvitpia padiovovkidiov yeppaviov (8Ge)/yarriov (*8Ga), pia cvokevn mov
ypnoonoteitar yia ™ Afyn evog Saldpatog yYAwplovyov yairiov (8Ga). To yAwplovyo yeAlo
(°*8Ga) sivon o padievepyn ovcia 0 XEIPLoHOG TG OOTAG TPETEL VAL TPOYUATOTOIETON 0TTd
e€edkevLévoug y1otpovg (10Tpol TuPNVIKNG LTPIKNG) KOl POPLOKOTOL00E TOV £X0VV KOTAPTIOTEL
do0ov apopd TV epyocia pe padievepyd vikd. To yAwprodyo yéAlo (*8Ga) dev npoopiletar yia dpeon
¥pHon o€ aobeveig, OAAG YpNOLOTOLELTAL Y10, T1 PASIOGTIUAVGT], IO TEYXVIKT KOTE TNV 0Toio,
gmonuaiveton (padtoonuaivetal) pia ovcio pe pio padievepyn Evmaon, 1 omoia 6ty ev AdY®
nepintwon eivon To %Ga.

1 Sradikacia padiochuovong pe yAoprovyo yéAiio (*8Ga) vrofdiloviar pdvo Ta GEPLAKE, TOV
&yovv avamtuydet kon eykpdei e181kd Yo padrooruovon pe 8BGa. Avtd ta padioonpacuévo eapuroKo
UTOPOVV VO, avayVOPIiGouV Kol Vo TPOGKOAANB00V 6€ GUYKEKPLUEVOVE TOTTOVE KUTTAP®Y GTO GMLLOL KOl
va petapépovy 1o padevepyd ®Ga ota kTTOpa AVTE TOL SHOUNTOC Gac. Eivar Suvath n aviyvevon g
YOUNANG TOGOTNTOG PUSIEVEPYELAG TTOL DILAPYEL 6TO emonuacuévo pe 8Ga pappoxo £€m amd 0 chpa
pécm KOV kopepdv. Katt tétolo pmopel va fondnoet tov yiatpo cog e tn ddyvoon. ['a
TEPLOCOTEPEG TANPOPOPiES, avatpeEte ato DVAL0 OdnydV Xpnong Tov QapUiKov TOL TPOKEITAL VO
vroPAndei og padioonuavon pe yroptovyo yeAio (8Ga).

O y1atpog TUVPNVIKAG WTpIkng Ba cog eEnynoetl Aentopepmg Tov TOomo e&étacng mov Oa
TporypoTomomOel.

H ypnon emonuoocpévov pe #Ga pappoakevticod mpoidvtog neprapPaver ékdeon ce pkpy TocOTNTO
padievépyetag. O yatpdc 60¢ KAl 0 YLTpOS TUPNVIKNG LTPIKNG £X0VV KATOANEEL OTL TO KAIVIKO
d@ehoc mov Bo AdPete and T dodikacio pe to emonuocpévo pe 8Ga pdapuoko vreptepel Tov
KIvOOVOL OV TPOKLITEL Atd TNV aKTvooAia.
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2. T ipéner va yvopilete mpv ypnowpomon)0gi 1o dialopa yhmprovyov yairiov (8Ga) mov
roppaverar péoow Tov GalenVita

Agv 0a péner va ypnoipomom0ci To draivpa yhmprovyov yodriov (8Ga) mov MjeOnke pécm tov

GalenVita

- Ye mepintmon aAkepyiog 6to Yhwplovyo yéAio (8Ga) 1] og omol069ote GALO 0T TA GLGTOTIKG
QVTOV TOV PAPUAKOL (AVOPEPOVTAL GTNV TOPAYPAPO 6).

Edv ypnowonoteite évo emonuacuévo pe %8Ga pdpuoxo, 0o mpénet va Stofdoete T1¢ mANpo@opieg
oYETIKA UE TG avTevoei&elg oto DVAA0 Odnyidv Xprnong Tov QapriKov Tov TPOKEITUL Vo VTTOPAN el
G€ POSLOGTLOVOT).

Ipocdomomoeis ko TPoPLAGEELS

INo TAnpogopieg oyeTIKG e E101KEG TPOEIOOTOMGELG KOl E0KEG TPOPLAGEELG OGOV QpPOPA TN YPNoM
emonpacpévev pe 8Ga popudkov, avarpééte oto GVALo Odnyidv XpNonc Tov QapUEKOD TOv
TpoKertan vo, vToPAn0el og padioonuavon.

Howowd xon £pnpor
Edv eoeig 1 10 moudi oag giote nhikiog kdto Tov 18 €TV, EVIEPDOTE TOV Y1ATPO TUPNVIKNG LUTPIKTG
oG,

Alho pappake kot dradopa yroprovyov yorriov (8¥Ga

Evnuepdote tov ylotpd mTUPNVIKNG 1OTPIKNG GOG, €0V TAUPVETE, EYETE TPOCHATO TAPEL 1| UTOPEL Vo
mhpete OAAO PApLOKO KAODS ALTO UTOPEL VAL EXNPEAGEL TNV EPUNVELD TV ATMEIKOVIGEDV ATO TOV Y1OTPO
o0G.

Aev givar yvootd €dv 10 SdAvpa yAmprovyov yarriov (8Ga) pmopel vo aldnlemdpdost pe GAka
oapuaka, kabmg dev éxovv mpayuatomombei cuykekpiuéveg peréteg. Aev Oa vmoPAndeite oe éveon
yAwplovyov yariov (*8Ga), oArd Oa AaPete éva padioonpacuévo pe %8Ga appoxo.

o TAnpopopicg 660V apopd GALC papuoKa 6 GLVSVLAGHO pE TN YPHioN emonuacpévov pe %Ga
oopuakav, dtafdacte o GOALO OdNyIdY XpHong Tov PadloCTUAGUEVOD QUPILEKOV.

Kinon, Onkaopdég kot yovipotnra

Edv giote éykvog 1 Onhalete, vouilete 6T umopei va giote £ykvog N oxedldlete vo amoKTNoETE TOLdi,
{ntote ™ GLUPBOVAT] TOV YLATPOD TVPNVIKNG WTPIKNG Gag TPV Gog yopnyNOovv onuacuéva pe BGa
QapLOKaL.

Edv vrapyel mbavotta va. giote éykvog, £xete kabvotépnon oy mepiodd cog | Inialete, Oa mpémet
VO EVIUEPMDOETE GYETIKA TOV YLOTPO TUPNVIKNG WOTPIKNG COG TPV OO T Y0P YN O EMICTLACUEVDV LLE
8Ga pappdkov.

Orav éyete apeiforieg, eival onuovtikd va GUUPOVAELTEITE TOV YIOTPO TUPNVIKNG WTPIKNG GOGC, O
omoioc Oa emPAémel ) dadikacia.

Edv eiote éykvog
O yorpdg mupnvikhg 1tpikng 0o yopnynoet To emonuacuévo pe %Ga pépuoxo katd ) didpreio g
KONoNG LOVO ATV TO EVOEYOUEVO OPELOG VTTEPTEPEL GE Heyddo Pabud Tov Kivduvov.

Edv OnAdlete
®a cog {ndei va dtokdyete Tov OnAacud. Potiote Tov y1aTpd TOPNVIKNG WATPIKNAG oG TOTE
umopeite va cuveyioete To INAaco.
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Oonynon ko EPLGROS PNy avnpdTov

Mmropei va topatnpnfodv emdpacelg oty IKavOTNTA 001YNONE KOl YEIPICUOD LUNYOVIULATOV AOY® TNg
yprong emonpacpévev pe 8Ga popudkov. Aofdote tpocsektikd to GvAro Odnyidv Xpriong avtdv
TOV POPUIKOV.

3. Mg xpnopomoreiton To didivpa yAoprovyov yarriov (Ga) mov happaverar pécm tov
GalenVita

Yrdpyovv avctnpol VOOl GYETIKE [LE TN (PT|ON, TOV YEPIGLO KL TV OmOPPIYT TOV
padopappakevTik®v mpoitdvtwv. To GalenVita Oa ypnoyonoteitan LOVO Gg E101KA EAEYYOLEVOLS
ydpove. H mapaywyr tov dtoddpatog yloptovyov yoAriov (8Ga), n padiochuoaven evog
GLYKEKPIHEVOL QapUAKOL popéa, kadbg emiong kot n xopiynon evog emonuacuévov pe ®Ga
QopuUaKov og €6AC, Oo TpayLOTOTTOIEITOL LOVO 0TO GTOLO TTOV EIVOL EKTALOEVUEVO KO KOTAPTIGUEVOL
OGOV aPopd, TNV ac@oAn ypnomn tov. Ta dtopa avtd Bo ddcovy 1310iTEPT GNUACIO GTNV AGPOAN
YPNON CLTOV TOV PAPUAKOL Kot B0 GOG EVIUEPDVOLVY Y1U TG EVEPYELES TOVG.

O y10TpdG TUPNVIKNG LTPIKNG oV eMPAETEL T Sradikacio Bo amopacicel TNV TocdTNTA
padtoonuacuévov pe %8Ga papudxov to omoio TpokerTan va ypnoipomondel oty nepintmon cog. Oa
glvar 1 pKpdTEPT| TOGOTNTO TOV OTOLTEITOL YL TNV EMITEVEN TNG KATAAANANG EKPaom.

Xopnynon dwaidpatog yroprovyov yorriov (Ga) ka Sietaymyn g dadikaciog
Aev 00, 6og 800ei To Stéhvpa yYAwprovyov yariiov (8Ga), adld éva dAro péppaKko To omoio £xst
ovvdvooTel (padloonuocuévo) pe dtiAvpa yAoprodyov yairiov (8Ga).

AldpKeLo O100IKOGIOG

O Y10TpOC TVPNVIKAG LUTPIKNAG GOG Do 6OG EVUEPDGEL GYETIKG, e TN GLVHON S1dpKELD, TNG SLOOTKOGTOG
e éva emonpacuévo e %8Ga eappaxo. o nepiocodtepec mAnpopopiee, Stapdote to POALO Odnyidv
Xpfong Tov padlOGUAGHEVOD QOPILEKOV.

A@ov &g yopnyn0si To padroonuacpévo pg dSalvpe YAoprovyov yarriov (*8Ga) eappakxo

O ywrpdc Tupnvikng wTpikig Ba cag evnepmaost ebv ypetdletar va AMaPete TUYOV EOKES TPOPLAEELS
HETA TN AMyn ToL emonpacuévoy pe %8Ga eapudkov. Edv £xete Toydv epmTOELC, EMKOIVOVIOTE UE
TOV Y10TPO TUPMVIKNG LOTPIKNE GOG.

Eav cag yopnyn0si peyakitepn d6on padroonuacpuévov pe didlopa yroprodvyov yarriov (8Ga)
POPRAKOV UTTO TNV KOVOVIKY], 1] LaPeTe KaTtd LaB0g dueon éveon d1aivpaTog YAOPLOVYOL YOALIOD
(GBG a)

H vrepdocoroyio ) N katd AaOog dpeon éveon dtodldpotog yloplovyov yairiov (8Ga) dev sivan
mhavr], 51011 0o AéPete povo 1o emonuacpévo pe BGa edpuoko to onoio vroketol 6e EAeyy0
axpiPeiog amd ToV YTpod TUPNVIKNG WTPIKNG Tov enifAéncet T dwadikacio. Qotdc0, 68 TEPinT®ON
vepdocor0Yiog 1| Kot AdBog dueong éveong, Oa AaPete tnv KatdAANAn @povTida.

Edv éxete meplocoteEpEg EPOTIOELS GYETIKA LLE TT] YPTOT] AVTOL TOV PUPUAKOV, POTIOTE TOV Y10TPO
TUPNVIKNG WTPIKNG TTOV eMPAEREL TN drodKoGia.
4. MBavég avemOOpNTES EVEPYELEG

Onmg 6Ma To. pappoKa, £Te1 Kl VT T0 emonocpévo pe BGa edppako pmopet va mpokarécel
AVETOOUNTEG EVEPYELEC, OV KO OEV TTApoLGLALovToL o€ OAOVG TOVG avOpdTOLC.

Metd ) yopfiynom tov emonpacuévov pe 8Ga pappdkov, to appaxo 0o yopnynoet pikpyn tosdTnTO
ovtifovcag akTvofoAing e TOV KPOTEPO KivOUVO KapKIvoy Kot KANPOVOUIK®OV OVOLOALDYV.

TNa neprocdTepeg mANPoPopic oxeTIKA pe TIg TOAVES avemBounteg evépyeteg, dwafdote To DOAAO
OdMyudy Xpnong Tov padlocnUOCHEVOD aPUAKOL.
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Ava@opd avemOOunTOV EvEPYELOV

Edv mapotnpfoete Kdmolo avemBounTn evépyeld, EVIUEPMDGTE TOV YIUTPO TUPTNVIKNG TPIKNG GOG.
Av10 1oyt Kot Yo kdOe mhavr avemBountn evEpyeLn TOL OEV AVOPEPETAL GTO TOPOV PUALO 0ONYIDOV
xpnons. Mropeite emiong va avagépete avemBounteg evépyetleg amevbeiog, pécw Tov Bvikoy
GULGTHLOTOG OVOPOPAS TTOL avaypaeetol oto Tlapdptnua V. Méoom g avaeopds avemBopuntov
gvepyeldv pmopeite va fondfoete ot GLALOYN TEPIGTOTEPOV TANPOPOPLDOV GYETIKA LLE TNV ACPAAELN
TOV TTOPOVTOS POPUAKOV.

5. IHog pvrdcoetan 1o GalenVita

Agv Ba ypelootel va puAdcoeTal AVTO TO EAPROKO. AVTO TO PAPHAKO PLAAGGETAL VIO TV EVOVVT TOV
€101K00 6€ KATAAANAOVG YDpovs. H poAaén tov padio@apudkmy TpoyUaTomolEiTol COUPOVE [LE TOVG
€0VIKOOG KOVOVIGHOUE TTEPT PASIEVEPYDY DAIKDV.

Ot ax6AovBeg TAnpoopieg mpoopilovial AmoKAEIGTIKE Y10 TOV £101KO.

H yevwntpro padtovovkidiov dev mpémet va ypnoiponoleitol petd v nuepopunvio Aéng mov
avaQEPETAL GTOV TEPLEKTN PETA TNV « AHEHY.
Mnv amocuvapuoroyeite tn Ok

To didhvpa yYAwprovyov yarriov (8Ga) mov Aappavetar péom GalenVita mpémet va ypnoponoteiton
PECHG,.

6. Iegpreydpeva TS 6LOKELAGIOG KO AOUTTEG TANPOPOPIEg

T epiéyer to GalenVita

- Ot §pactikéc ovoieg eivar 1o yAwprovyo yepudvio (*8Ge) deopgvpévo otn 6TAAN TG YEVVHTPLOG
Kot 10 yAprovyo yeAko (%Ga) Stalvpévo og oteipo v3poyAmpkd 0L 0,1 mol/l petd v
éxhovon. To yepudvio (38Ge) mayideveton un avacsTpéYipa 6To EGCOTEPIKS TNG YEVVIATPLOG
padtovovkidiov kot dtoomdrar 610 Buyatpikd Tov voukAidio (Ga), to onoio AapBaverar omd
yevwiTpia ¢ yAoprovyo yoAio (8Ga).

- Ta, @AAo cvototikd givat: Alogidio Tov Titaviov (UTpa GTAANG)

21eipo vopoyrmptkd o0&y 0,1 mol/l (didAvpa Ekhovong)

Mia yevvitpila padiovovkiidiov dabétet ta e€ng:

1 x 220 ml oteipov vépoyAmpikov 0&Eoc 0,1 mol/l o chikKko TOAVTPOTLAEVIOL
1 x axido B-safe

2 X apoevikog npoocapuoyéag LUER

1 X ToAAamA| PE GTPOPLYYQ

1 X ypopupn eTEKTOONG E1GOS0V

1 X ypopun eméktaong e£6d0v

ok wh

Epgavien tov GalenVita kou wepileyoneve. TG 6VGKEVAGIOG
Agv Oa, ypelootel va MaPete 1} va yEPLGTEILTE TO €V AOY® QapUOKO.

Karoyog Adsrag Kvkhogopiag
Curium Romania SRL
Pantelimon, Str. Gradinarilor, nr.1,
lIfov

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

IHopoaockevaotig
Curium Bulgaria EOOD
Lulin District,

128 Bansko Shose Str.,
Sofia 1331, BovAyopia

To mapév @vrro 00OV YpfioNS avabempnOnke Yo TELEVTAIO POPA OTIS
Addeg TNYEG TANPOPOPLOV

Agntopepeic mTAnpoeopieg yio To papprako avtd gival dtabéoipec 610 dkTvakd TOTo Tov Evpmmaikol
Opyavicpov Papudakmv: https://www.ema.europa.eu.

Ot TAnpoopieg mov akoAovBoldv amevfivovtal LOVO Ge EmOyYEALATIEG VYELOG:
H mnpne [IXII tov GalenVita mapéyetal og Eexymploto £yypapo 6T GLCKELAGIN TOV TPOIOVTOG UE CTOYO
Vo TOPEYEL OTOVS EMAYYEALATIEG VYELOG TPOCHETEG EMOTNLOVIKES KOl TPOKTIKES TANPOPOPIES GYETIKA IE TN

YOPNYNON Kot T ¥PNo1 avTol TOL PASIOPAPLLAKOV.

AvatpéEre oty IIXII.
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DvAro ooNYLOV Apions: IIinpoopics yia Tov ac0evi)

GalenVita 1,11 GBq yevvitpla padrovovkiidiov
StéAvpo yAoprovyov yarriov (8Ga)

Awpdote mpooekTikd oAdkinpo To ®VAio Odnyiav Xpiong mpwv cag yopnyndei avtd to

PappraKo, O10TL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUC.

- DordEte avTo TO EOALO 0N YDV Yprone. Towg ypelaotel va to dofdcete Eavd.

- Edv éyete mepaitépm omopiec, pmTAGTE TOV YIATPO TUPNVIKNG LOLTPIKNG GOC, 0 00i0g Oa
emPAETEL T dadIKOGIO GO,

- Edv mapotnpricete Kamowa avemBOUNTN eVEPYELL, EVILEPDOTE TOV YIATPO TUPNVIKNG WOTPIKNG
cag. Avtd oyvet kot yuo KaBe mBovi avemBOUNTN eVEPYELL IOV OEV OVAPEPETOL GTO TTAPOV
@OALO 0ONY1DV ypriongs. BAéme mapdypago 4.

T epLéyeL 1o Tapov GUAAO 00N YLOV:

1. T1 eivan o GalenVita kot mota givon 1 yprion Tov

2. T npénet vo yvopilete mpv ypnoponomOei to SiéAvpo yAmprodyov yarriov (8Ga) mov
Aappdavetar péow tov GalenVita

3. IIog ypnoonoteitar to StéAvpo yAmprodyov yarriov (%8Ga) mov Aappaverot uécm Tov
GalenVita

4, [MBovég avemBOunteg evépyeteg

5. [dg purdocetor To GalenVita

6. [epreydpeva g cvokevaciog Kot Aomég TAnpopopieg

1. T givon To GalenVita kau wovo, givar i gprjon Tov

To GalenVita eivar o yevvitpia padiovovkidiov yeppaviov (8Ge)/yarriov (*8Ga), pia cvokevn mov
ypnoonoteitar yia ™ Afyn evog Saldpatog yYAwplovyov yarriov (8Ga). To yAwplovyo yaAlo
(°*8Ga) sivon o padievepyn ovcia 0 XEIPLoHOG TG OOTAG TPETEL VAL TPOYUATOTOIETON 0TTd
e€edkevLévoug y1otpovg (10Tpol TuPNVIKNG LTPIKNG) KOl POPLOKOTOL00E TOV £X0VV KOTAPTIOTEL
do0ov apopd TV epyocia pe padievepyd vikd. To yAwprodyo yéAlo (*8Ga) dev npoopiletar yia dpeon
¥pHon o€ aobeveig, OAAG YpNOLOTOLELTAL Y10, T1 PASIOGTIUAVGT], IO TEYXVIKT KOTE TNV 0Toio,
gmonuaiveton (padtoonuaivetal) pia ovcio pe pio padievepyn Evmaon, 1 omoia 6ty ev AdY®
nepintwon eivor To %Ga.

1 Sradikacia padiochuovong pe yAoprovyo yéAiio (*8Ga) vrofdiloviar pdvo Ta GEPLAKE, TOV
&yovv avamtuydet kon eykpdei e181kd Yo padrooruovon pe 8BGa. Avtd ta padioonpacuévo eapuroKo
UTOPOVV VO, avayVOPIiGouV Kol Vo TPOGKOAANB00V 6€ GUYKEKPLUEVOVE TOTTOVE KUTTAP®Y GTO GMLLOL KOl
va petapépovy 1o padevepyd ®Ga ota kTTOpa AVTE TOL SHOUNTOC Gac. Eivar Suvath n aviyvevon g
YOUNANG TOGOTNTOG PUSIEVEPYELAG TTOL DILAPYEL 6TO emonuacuévo pe 8Ga pappoxo £€m amd 0 chpa
pécm KOV kopepdv. Katt tétolo pmopel va fondnoet tov yiatpo cog e tn ddyvoon. ['a
TEPLOCOTEPEG TANPOPOPiES, avatpeEte ato DVAL0 OdnydV Xpnong Tov QapUiKov TOL TPOKEITAL VO
vroPAndei og padioonuavon pe yroptovyo yeAio (8Ga).

O y1atpog TUVPNVIKAG WTpIkng Ba cog eEnynoetl Aentopepmg Tov TOomo e&étacng mov Oa
TporypoTomomOel.

H ypnon emonuoocpévov pe #Ga pappoakevticod mpoidvtog neprapPaver ékdeon ce pkpy TocOTNTO
padievépyetag. O yatpdc 60¢ KAl 0 YLTpOS TUPNVIKNG LTPIKNG £X0VV KATOANEEL OTL TO KAIVIKO
d@ehoc mov Bo AdPete and T dodikacio pe to emonuocpévo pe 8Ga pdapuoko vreptepel Tov
KIvOOVOL OV TPOKLITEL Atd TNV aKTvooAia.
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2. T ipéner va yvopilete mpv ypnowpomon)0gi 1o dialopa yhmprovyov yairiov (8Ga) mov
roppaverar péoow Tov GalenVita

Agv 0a péner va ypnoipomom0ci To dralvpa yAoprovyov yordriov (8 Ga) mov MjeOnke pécm tov

GalenVita

- Ye mepintmon aAkepyiog 6to Yhwplovyo yéAio (8Ga) 1] og omol069ote GALO 0T TA GLGTOTIKG
QVTOV TOV PAPUAKOL (AVOPEPOVTAL GTNV TOPAYPAPO 6).

Edv ypnowonoteite évo emonuacuévo pe %8Ga pdpuoxo, 0o mpénet va Stofdoete T1¢ mANpo@opieg
oYETIKA UE TG avTevoei&elg oto DVAA0 Odnyidv Xprnong Tov QapriKov Tov TPOKEITUL Vo VTTOPAN el
G€ POSLOGTLOVOT).

Ipocdomomoeis ko TPoPLAGEELS

INo TAnpogopieg oyeTIKG e E101KEG TPOEIOOTOMGELG KOl E0KEG TPOPLAGEELG OGOV QpPOPA TN YPNoM
emonpacpévev pe 8Ga popudkov, avarpééte oto GVALo Odnyidv XpNonc Tov QapUEKOD TOv
TpoKertan vo, vToPAn0el og padioonuavon.

Howowd xon £pnpor
Edv eoeig 1 10 maudi oag eiote nhikiog kATo TV 18 €TV, EVNUEPMDGTE TOV YIULTPO TUPNVIKNG LOTPIKNG
oG,

Alho pappake kot dradopa yroprovyov yorriov (8¥Ga

Evnuepdote tov ylotpd mTUPNVIKNG 1OTPIKNG GOG, €0V TAUPVETE, EYETE TPOCHATO TAPEL 1| UTOPEL Vo
mhpete OAAO PApLOKO KAODS ALTO UTOPEL VAL EXNPEAGEL TNV EPUNVELD TV ATMEIKOVIGEDV ATO TOV Y1OTPO
o0G.

Aev givar yvootd €dv 10 SdAvpa yAmprovyov yarriov (8Ga) pmopel vo aldnlemdpdost pe GAka
oapuaka, kabmg dev éxovv mpayuatomombei cuykekpiuéveg peréteg. Aev Oa vmoPAndeite oe éveon
yAwplovyov yariov (*8Ga), oArd Oa AaPete éva padioonpacuévo pe %8Ga appoxo.

o TAnpopopicg 660V apopd GALC papuoKa 6 GLVSVLAGHO pE TN YPHioN emonuacpévov pe %Ga
oopuakav, dtafdacte o GOALO OdNyIdY XpHong Tov PadloCTUAGUEVOD QUPILEKOV.

Kinon, Onkaopdég kot yovipotnra

Edv giote éykvog 1 Onhalete, vouilete 6T umopei va giote £ykvog N oxedldlete vo amoKTNoETE TOLdi,
{ntote ™ GLUPBOVAT] TOV YLATPOD TVPNVIKNG WTPIKNG Gag TPV Gog yopnyNOovv onuacuéva pe BGa
QapLOKaL.

Edv vrapyel mbavotta va. giote éykvog, £xete kabvotépnon oy mepiodd cog | Inialete, Oa mpémet
VO EVIUEPMDOETE GYETIKA TOV YLOTPO TUPNVIKNG WOTPIKNG COG TPV OO T Y0P YN O EMICTLACUEVDV LLE
8Ga pappdkov.

Orav éyete apeiforieg, eival onuovtikd va GUUPOVAELTEITE TOV YIOTPO TUPNVIKNG WTPIKNG GOGC, O
omoioc Oa emPAémel ) dadikacia.

Edv eiote éykvog
O yorpdg mupnvikhg 1tpikng 0o yopnynoet To emonuacuévo pe %Ga pépuoxo katd ) didpreio g
KONoNG LOVO ATV TO EVOEYOUEVO OPELOG VTTEPTEPEL GE Heyddo Pabud Tov Kivduvov.

Edv OnAdlete
®a cag {ndei va dtokdyete Tov OnAacud. Potiote Tov yiatpd TupnVIKNG LATPIKNG GOG TOTE
umopeite va cuveyioete To INAaco.
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Oonynon ko EPLGROS PNy avnpdTov

Mmropei va topatnpnfodv emdpacelg oty IKavOTNTA 001YNONE KOl YEIPICUOD LUNYOVIULATOV AOY® TNg
yprong emonpacpévev pe 8Ga popudkov. Aofdote tpocsektikd to GvAro Odnyidv Xpriong avtdv
TOV POPUIKOV.

3. Mg xpnopomoreiton To didivpa yAoprovyov yarriov (Ga) mov happaverar pécm tov
GalenVita

Yrdpyovv avctnpol VOOl GYETIKE [LE TN (PO, TOV YEPIGLO KoL TV amOPPLYT TOV
padopappakevTik®v mpoitdvtwv. To GalenVita Oa ypnoyonoteitan LOVO Gg E101KA EAEYYOLEVOLS
ydpove. H mapaywyr tov dtoddpatog yloptovyov yoAriov (8Ga), n padiochuoaven evog
GLYKEKPIHEVOL QapUAKOL popéa, kadbg emiong kot n xopiynon evog emonuacuévov pe ®Ga
QopuUaKov og €6AC, Oo TpayLOTOTTOIEITOL LOVO 0TO GTOLO TTOV EIVOL EKTALOEVUEVO KO KOTAPTIGUEVOL
OGOV aPopd, TNV ac@oAn ypnomn tov. Ta dtopa avtd Bo ddcovy 1310iTEPT GNUACIO GTNV AGPOAN
YPNON CLTOL TOV PAPUAKOV Kot B0 GOG EVIUEPDVOVY Y10l TIG EVEPYELEC TOVG,.

O y10TpdG TUPNVIKNG LTPIKNG oV eMPAETEL T Sradikacio Bo amopacicel TNV TocdTNTA
padtoonuacuévov pe %8Ga papudxov to omoio TpokerTan va ypnoipomondel oty nepintmon cog. Oa
glvar 1 pKpdTEPT| TOGOTNTO TOV OTOLTEITOL YL TNV EMITEVEN TNG KATAAANANG EKPaom.

Xopnynon dwaidpatog yroprovyov yorriov (Ga) ka Sietaymyn g dadikaciog
Aev 00, 6og 800ei To Stéhvpa yYAwprovyov yariiov (8Ga), adld éva dAro péppaKko To omoio £xst
ovvdvooTel (padloonuocuévo) pe dtiAvpa yAoprodyov yairiov (8Ga).

AldpKeLo O100IKOGIOG

O Y10TpOC TVPNVIKAG LUTPIKNAG GOG Do 6OG EVUEPDGEL GYETIKG, e TN GLVHON S1dpKELD, TNG SLOOTKOGTOG
e éva emonpacuévo e %8Ga eappaxo. o nepiocodtepec mAnpopopiee, Stapdote to POALO Odnyidv
Xpfong Tov padlOGUAGHEVOD QOPILEKOV.

A@ov &g yopnyn0si To padroonuacpévo pg dSadvpe YAoprovyov yarriov (8Ga) eappakxo

O ywrpdc Tupnvikng wTpikig Ba cag evnepmaost ebv ypetdletar va AMaPete TUYOV EOKES TPOPLAEELS
HETA TN AMyn ToL emonpacuévoy pe %8Ga eapudkov. Edv £xete Toydv epmTOELC, EMKOIVOVIOTE UE
TOV Y10TPO TUPMVIKNG LOTPIKNE GOG.

Eav cag yopnyn0si peyakitepn d6on padroonuacpuévov pe didlopa yroprodvyov yarriov (8Ga)
POPRAKOV UTTO TNV KOVOVIKY], 1] LaPeTe KaTtd LaB0g dueon éveon d1aivpaTog YAOPLOVYOL YOALIOD
(GBG a)

H vrepdocoroyio ) N katd AaOog dpeon éveon dtodldpotog yloplovyov yairiov (8Ga) dev sivan
mhavr], 51011 0o AéPete povo 1o emonuacpévo pe BGa edpuoko to onoio vroketol 6e EAeyy0
axpiPeiog amd ToV YTpod TUPNVIKNG WTPIKNG Tov enifAéncet T dwadikacio. Qotdc0, 68 TEPinT®ON
vepdocor0Yiog 1| Kot AdBog dueong éveong, Oa AaPete tnv KatdAANAn @povTida.

Edv éxete meplocoteEpEg EPOTIOELS GYETIKA LLE TT] YPTOT] AVTOL TOV PUPUAKOV, POTIOTE TOV Y10TPO
TUPNVIKNG WTPIKNG TTOV eMPAEREL TN drodKoGia.
4. MBavég avemOOpNTES EVEPYELEG

Onmg 6Ma To. pappoKa, £TGL Kol VT T0 emonocpévo pe BGa edppako pmopet va mpokarécel
AVETOOUNTEG EVEPYELEC, OV KO OEV TTApoLGLALovToL o€ OAOVG TOVG avOpdTOLC.

Metd ) yopfynom tov emonpacuévov pe 8Ga pappdkov, to appaxo 0o xopnynoet pikpy tosdTnTOL
ovtifovcag akTvofoAing e TOV KPOTEPO KivOUVO KapKIvoy Kot KANPOVOUIK®OV OVOLOALDYV.

TNa neprocdTepeg mANPoPopic oxeTIKA pe TIg TOAVES avemBounteg evépyeteg, dwafdote To DOAAO
OdMyudy Xpnong Tov padlocnUOCHEVOD aPUAKOL.
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Ava@opd avemOOunTOV EvEPYELOV

Edv mapotnpfoete Kdmolo avemBounTn evépyeld, EVIUEPMDGTE TOV YIUTPO TUPTNVIKNG TPIKNG GOG.
Av10 1oyt Kot Yo kdOe mhavr avemBountn evEpyeLn TOL OEV AVOPEPETAL GTO TOPOV PUALO 0ONYIDOV
xpnons. Mropeite emiong va avagépete avemBounteg evépyetleg amevbeiog, pécw Tov Bvikoy
GULGTHLOTOG OVOPOPAS TTOL avaypaeetol oto Tlapdptnua V. Méoom g avaeopds avemBopuntov
gvepyeldv pmopeite va fondfoete ot GLALOYN TEPIGTOTEPOV TANPOPOPLDOV GYETIKA LLE TNV ACPAAELN
TOV TTOPOVTOS POPUAKOV.

5. IHog pvrdcoetan 1o GalenVita

Agv Ba ypelootel va puAdcoeTal AVTO TO EAPROKO. AVTO TO PAPHAKO PLAAGGETAL VIO TV EVOVVT TOV
€101K00 6€ KATAAANAOVG YDpovs. H poAaén tov padio@apudkmy TpoyUaTomolEiTol COUPOVE [LE TOVG
€0VIKOOG KOVOVIGHOUE TTEPT PASIEVEPYDY DAIKDV.

Ot ax6AovBeg TAnpoopieg mpoopilovial AmoKAEIGTIKE Y10 TOV £101KO.

H yevvntpro padtovovkiidiov dev mpémet va ypnoiponoleitol Hetd v nuepopunvio Aéng mov
avaQEPETAL GTOV TTEPLEKTN PETA TNV « AHZEH».
Mnv amocuvapuoroyeite tn Ok

To didhvpa yYAwprovyov yarriov (8Ga) mov Aappavetar péom GalenVita mpémet va ypnoponoteiton
PECHG,.

6. Iegpreydpeva TS 6LOKELAGIOG KO AOUTTEG TANPOPOPIEg

T epiéyer to GalenVita

- Ot §pactikéc ovoieg eivar 1o yAwplovyo yepudvio (*8Ge) deopevpévo ot 6TAAN TG YEVVHTPLOG
Kot 10 yAop1ovyo YeAAo (%8Ga) dtadvpévo o oTelpo LIPOYLPLKS 0ED 0,1 mol/l petd Ty
éxhovon. To yeppdvio (%8Ge) mayideveton un avacsTpéyipa 6To EGOTEPIK TG YEVVIATPLOG
padiovovkidiov kot Stoomdrar 610 Buyatpikd Tov voukAidio (Ga), to onoio AapBaverar omd
yevwhTpia ¢ yAoprovyo yoAio (8Ga).

- Ta, @AAo cvototikd givat: Alogidio Tov Titaviov (UTpa GTAANG)

21eipo vopoyrmptkd o0&y 0,1 mol/l (didAvpa Ekhovong)

Mia yevvitpila padiovovkiidiov dabétet ta e€ng:

1 x 220 ml oteipov vépoyAmpikov 0&Eoc 0,1 mol/l o chikKko TOAVTPOTLAEVIOL
1 x axido B-safe

2 X apoevikog npoocapuoyéag LUER

1 X ToAAamA| PE GTPOPLYYQ

1 X ypopupn enEKTOONG E1GOS0V

1 X ypopun eméktaong e£6d0v

ok wh

Epgavien tov GalenVita kou wepileyoneve. TG 6VGKEVAGIOG
Agv Oa, ypelootel va MaPete 1} va yEPLGTEILTE TO €V AOY® QapUOKO.

Karoyog Adsrog Kvkhogopiag
Curium Romania SRL
Pantelimon, Str. Gradinarilor, nr.1,
lIfov

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

IHopoaockevaotig
Curium Bulgaria EOOD
Lulin District,

128 Bansko Shose Str.,
Sofia 1331, BovAyopia

To mapév @vrro 00OV YpfioNS avabempnOnke Yo TELEVTAIO POPA OTIS
Addeg TNYEG TANPOPOPLOV

Agntopepeic mTAnpoeopieg yio To papprako avtd gival dtabéoipec 610 dkTvakd TOTo Tov Evpmmaikol
Opyavicpov Papudakmv: https://www.ema.europa.eu.

Ot TAnpoopieg mov akoAovBoldv amevfivovtal LOVO Ge EmOyYEALATIEG VYELOG:
H mnpne [IXII tov GalenVita mapéyetal og Eexymploto £yypapo 6T GLCKELAGIN TOV TPOIOVTOG UE CTOYO
Vo TOPEYEL OTOVS EMAYYEALATIEG VYELOG TPOCHETEG EMOTNLOVIKES KOl TPOKTIKES TANPOPOPIES GYETIKA IE TN

YOPNYNON Kot T ¥PNo1 avTol TOL PASIOPAPLLAKOV.

AvatpéEre oty IIXII.
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https://www.ema.europa.eu/

DvAro ooNYLOV Apions: IIinpoopics yia Tov ac0evi)

GalenVita 1,48 GBq yevvitpla padrovovkidiov
StéAvpo yAoprovyov yarriov (8Ga)

Awpdote mpooekTikd oAdkinpo To ®VAio Odnyiav Xpiong mpwv cag yopnyndei avtd to

PappraKo, O10TL TEPLAAUPAVEL ONUAVIIKES TANPOPOPIES Y10 GUC.

- Dora&te avTo TO EOALO 0N YDV Yprione. Towg ypelaotel va to duPdcete Eavd.

- Edv éyete mepaitépm omopiec, pmTAGTE TOV YIATPO TUPNVIKNG LOLTPIKNG GOC, 0 00i0g Oa
emPAETEL T dadIKOGIO GO,

- Edv mapotnpricete Kamowa avemBOUNTN eVEPYELL, EVILEPDOTE TOV YIATPO TUPNVIKNG WOTPIKNG
cag. Avtd oyvet kot yuo KaBe mBovi avemBOUNTN eVEPYELL IOV OEV OVAPEPETOL GTO TTAPOV
@OALO 0ONY1DV ypriongs. BAéme mapdypago 4.

T epLéyeL 1o Tapov GUAAO 00N YLOV:

1. T1 eivan o GalenVita kot mota givon 1 yprion Tov

2. T npénet vo yvopilete mpv ypnoponomOei to SiéAvpo yAmprodyov yarriov (8Ga) mov
Aappdavetar péow tov GalenVita

3. IIog ypnoonoteitar to StéAvpo yAmprodyov yarriov (%8Ga) mov Aappaverot uécm Tov
GalenVita

4, [MBovég avemBOunteg evépyeteg

5. [dg purdocetor To GalenVita

6. [epreydpeva g cvokevaciog Kot Aomég TAnpopopieg

1. T givon To GalenVita kau wovo, givar i gprjon Tov

To GalenVita eivar o yevvitpia padiovovkidiov yeppaviov (8Ge)/yarriov (*8Ga), pia cvokevn mov
ypnoonoteitar yia ™ Afyn evog Saldpatog yYAwplovyov yarriov (8Ga). To yAwplovyo yeAlo
(°*8Ga) sivon o padievepyn ovcia 0 XEIPLoHOG TG OOTAG TPETEL VAL TPOYUATOTOIETON 0TTd
e€edkevLévoug y1otpovg (10Tpol TuPNVIKNG LTPIKNG) KOl POPLOKOTOL00E TOV £X0VV KOTAPTIOTEL
do0ov apopd TV epyocia pe padievepyd vikd. To yAwprodyo yéAlo (*8Ga) dev npoopiletar yia dpeon
¥pHon o€ aobeveig, OAAG YpNOLOTOLELTAL Y10, T1 PASIOGTIUAVGT], IO TEYXVIKT KOTE TNV 0Toio,
gmonuaiveton (padtoonuaivetal) pia ovcio pe pio padievepyn Evmaon, 1 omoia 6ty ev AdY®
nepintwon eivor To %Ga.

1 Sradikacia padiochuovong pe yAoprovyo yéAiio (*8Ga) vrofdiloviar pdvo Ta GEPLAKE, TOV
&yovv avamtuydet kon eykpdei e181kd Yo padrooruovon pe 8BGa. Avtd ta padioonpacuévo eapuroKo
UTOPOVV VO, avayVOPIiGouV Kol Vo TPOGKOAANB00V 6€ GUYKEKPLUEVOVE TOTTOVE KUTTAP®Y GTO GMLLOL KOl
va petapépovy 1o padevepyd ®Ga ota kTTOpa AVTE TOL SHOUNTOC Gac. Eivar Suvath n aviyvevon g
YOUNANG TOGOTNTOG PUSIEVEPYELAG TTOL DILAPYEL 6TO emonuacuévo pe 8Ga pappoxo £€m amd 0 chpa
pécm KOV kopepdv. Katt tétolo pmopel va fondnoet tov yiatpo cog e tn ddyvoon. ['a
TEPLOCOTEPEG TANPOPOPiES, avatpeEte ato DVAL0 OdnydV Xpnong Tov QapUiKov TOL TPOKEITAL VO
vroPAndei og padioonuavon pe yroptovyo yeAio (8Ga).

O y1atpog TUVPNVIKAG WTpIkng Ba cog eEnynoetl Aentopepmg Tov TOomo e&étacng mov Oa
TporypoTomomOel.

H ypnon emonuoocpévov pe #Ga pappoakevticod mpoidvtog neprapPaver ékdeon ce pkpy TocOTNTO
padievépyetag. O yatpdc 60¢ KAl 0 YLTpOS TUPNVIKNG LTPIKNG £X0VV KATOANEEL OTL TO KAIVIKO
d@ehoc mov Bo AdPete and T dodikacio pe to emonuocpévo pe 8Ga pdapuoko vreptepel Tov
KIvOOVOL OV TPOKLITEL Atd TNV aKTvooAia.
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2. T ipéner va yvopilete mpv ypnowpomon)0gi 1o dialopa yhmprovyov yairiov (8Ga) mov
roppaverar péoow Tov GalenVita

Agv 0a péner va ypnopomom0ci To dralvpa yhmprovyov yodriov (8Ga) mov MjeOnke pécm tov

GalenVita

- Ye mepintmon aAkepyiog 6to Yhwplovyo yéAio (8Ga) 1] og omol069ote GALO 0T TA GLGTOTIKG
QVTOV TOV PAPUAKOL (AVOPEPOVTAL GTNV TOPAYPAPO 6).

Edv ypnowonoteite évo emonuacuévo pe %8Ga pdpuoxo, 0o mpénet va Stofdoete T1¢ mANpo@opieg
oYETIKA UE TG avTevoei&elg oto DVAA0 Odnyidv Xprnong Tov QapriKov Tov TPOKEITUL Vo VTTOPAN el
G€ POSLOGTLOVOT).

Ipocdomomoeis ko TPoPLAGEELS

INo TAnpogopieg oyeTIKG e E101KEG TPOEIOOTOMGELG KOl E0KEG TPOPLAGEELG OGOV QpPOPA TN YPNoM
emonpacpévev pe 8Ga popudkov, avarpééte oto GVALo Odnyidv XpNonc Tov QapUEKOD TOv
TpoKertan vo, vToPAn0el og padioonuavon.

Howowd xon £pnpor
Edv eoeig 1 10 maudi oag giote nhikiog kKATo TV 18 €TV, EVNUEPMOTE TOV Y1OTPO TUPNVIKNG LOTPIKNG
oG,

Alho pappake kat diaropa yroprovyov yorriov (8¥Ga

Evnuepdote tov ylotpd mTUPNVIKNG 1OTPIKNG GOG, €0V TAUPVETE, EYETE TPOCHATO TAPEL 1| UTOPEL Vo
mhpete OAAO PApLOKO KAODS ALTO UTOPEL VAL EXNPEAGEL TNV EPUNVELD TV ATMEIKOVIGEDV ATO TOV Y1OTPO
o0G.

Aev givar yvootd €dv 10 SdAvpa yAmprovyov yarriov (8Ga) pmopel vo aldnlemdpdost pe GAka
oapuaka, kabmg dev éxovv mpayuatomombei cuykekpiuéveg peréteg. Aev Oa vmoPAndeite oe éveon
yAwplovyov yariov (*8Ga), oArd Oa AaPete éva padioonpacuévo pe %8Ga appoxo.

o TAnpopopicg 660V apopd GALC papuoKa 6 GLVSVLAGHO pE TN YPHioN emonuacpévov pe %Ga
oopuakav, dtafdacte o GOALO OdNyIdY XpHong Tov PadloCTUAGUEVOD QUPILEKOV.

Kinon, Onkaopdég kot yovipotnra

Edv giote éykvog 1 Onhalete, vouilete 6T umopei va giote £ykvog N oxedldlete vo amoKTNoETE TOLdi,
{ntote ™ GLUPBOVAT] TOV YLATPOD TVPNVIKNG WTPIKNG Gag TPV Gog yopnyNOovv onuacuéva pe BGa
QapLOKaL.

Edv vrapyel mbavotta va. giote éykvog, £xete kabvotépnon oy mepiodd cog | Inialete, Oa mpémet
VO EVIUEPMDOETE GYETIKA TOV YLOTPO TUPNVIKNG WOTPIKNG COG TPV OO T Y0P YN O EMICTLACUEVDV LLE
8Ga pappdkov.

Orav éyete apeiforieg, eival onuovtikd va GUUPOVAELTEITE TOV YIOTPO TUPNVIKNG WTPIKNG GOGC, O
omoioc Oa emPAémel ) dadikacia.

Edv eiote éykvog
O yorpdg mupnvikhg 1tpikng 0o yopnynoet To emonuacuévo pe %Ga pépuoxo katd ) didpreio g
KONoNG LOVO ATV TO EVOEYOUEVO OPELOG VTTEPTEPEL GE Heyddo Pabud Tov Kivduvov.

Edv OnAdlete
®a cag {ndei va dtokdyete Tov OnAacud. Potiote Tov yiatpd TupnVIKNG LATPIKNG GOG TOTE
umopeite va cuveyioete To INAaco.
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Oonynon ko EPLGROS PNy avnpdTov

Mmropei va topatnpnfodv emdpacelg oty IKavOTNTA 001YNONE KOl YEIPICUOD LUNYOVIULATOV AOY® TNg
yprong emonpacpévev pe 8Ga popudkov. Aofdote tpocsektikd to GvAro Odnyidv Xpriong avtdv
TOV POPUIKOV.

3. Mg xpnopomoreiton To didivpa yAoprovyov yarriov (Ga) mov happaverar pécm tov
GalenVita

Yrdpyovv avctnpol VOOl GYETIKE [LE TN (PT|ON, TOV YEPIGLO KL TV OmOPPIYT TOV
padopappakevTik®v mpoitdvtwv. To GalenVita Oa ypnoyonoteitan LOVO Gg E101KA EAEYYOLEVOLS
ydpove. H mapaywyr tov dtoddpatog yloptovyov yoAriov (8Ga), n padiochuoaven evog
GLYKEKPIHEVOL QapUAKOL popéa, kadbg emiong kot n xopiynon evog emonuacuévov pe ®Ga
QopuUaKov og €6AC, Oo TpayLOTOTTOIEITOL LOVO 0TO GTOLO TTOV EIVOL EKTALOEVUEVO KO KOTAPTIGUEVOL
OGOV aQopd TNV ac@aAn ypnon tov. Ta drtopo avtd Bo SdcovVy 1310iTEPT GNUACIO 6TV ACPUAN
YPNON CLTOV TOV PAPUAKOL Kot B0 GOG EVIUEPDVOLVY Y1U TG EVEPYELES TOVG.

O y10TpdG TUPNVIKNG LTPIKNG oV eMPAETEL T Sradikacio Bo amopacicel TNV TocdTNTA
padtoonuacuévov pe %8Ga papudxov to omoio TpokerTan va ypnoipomondel oty nepintmon cog. Oa
glvar 1 pKpdTEPT| TOGOTNTO TOV OTOLTEITOL YL TNV EMITEVEN TNG KATAAANANG EKPaom.

Xopnynon dwaidpatog yroprovyov yorriov (Ga) ka Sietaymyn g dwadikaciog
Aev 00, 6og 800ei To Stéhvpa yYAwprovyov yariiov (8Ga), adld éva dAro péppaKko To omoio £xst
ovvdvooTel (padloonuocuévo) pe dtiAvpa yAoprodyov yairiov (8Ga).

AldpKeLo O100IKOGIOG

O Y10TpOC TVPNVIKAG LUTPIKNAG GOG Do 6OG EVUEPDGEL GYETIKG, e TN GLVHON S1dpKELD, TNG SLOOTKOGTOG
e éva emonpacuévo e %8Ga eappaxo. o nepiocodtepec mAnpopopiee, Stapdote to POALO Odnyidv
Xpfong Tov padlOGUAGHEVOD QOPILEKOV.

A@ov &g yopnyn0si To padrocnuacpévo pe dSalope YAoprovyov yarriov (**Ga) eappaxo O
YWTPOG TUPMVIKNG WTPIKNG ol oag eviepdoEeL edv ypelaletar vo AAPeTe TOYXOV E01KEG TPOPLAGEELS
HETA TN AMyn ToL emonpacuévoy pe %8Ga eapudkov. Edv £xete Toydv epmTOELC, EMKOIVOVIOTE UE
TOV Y10TPO TUPMVIKNG LOTPIKNE GOG.

Eav cag yopnyn0si peyakitepn d6on padroonuacpuévov pe didlopa yroprodvyov yarriov (8Ga)
POPRAKOV UTTO TNV KOVOVIKY], 1] LaPeTe KaTtd LaB0g dueon éveon d1aivpaTog YAOPLOVYOL YOALIOD
(GBG a)

H vrepdocoroyio ) N katd AaOog dpeon éveon dtodldpotog yloplovyov yairiov (8Ga) dev sivan
mhavr], 51011 0o AéPete povo 1o emonuacpévo pe BGa edpuoko to onoio vroketol 6e EAeyy0
axpiPeiog amd ToV YTpod TUPNVIKNG WTPIKNG Tov enifAéncet T dwadikacio. Qotdc0, 68 TEPinT®ON
vepdocor0Yiog 1| Kot AdBog dueong éveong, Oa AaPete tnv KatdAANAn @povTida.

Edv éxete meplocoteEpEg EPOTIOELS GYETIKA LLE TT] YPTOT] AVTOL TOV PUPUAKOV, POTIOTE TOV Y10TPO
TUPNVIKNG WTPIKNG TTOV eMPAEREL TN drodKoGia.
4. MBavég avemOOpNTES EVEPYELEG

Onmg 6Ma To. pappoKa, £Te1 Kl VT T0 emonocpévo pe BGa edppako pmopet va mpokarécel
AVETOOUNTEG EVEPYELEC, OV KO OEV TTApoLGLALovToL o€ OAOVG TOVG avOpdTOLC.

Metd ) yopfynom tov emonpacuévov pe 8Ga pappdkov, to appaxo 0o xopnynoet pikpy tosdTnTOL
ovtifovcag akTvofoAing e TOV KPOTEPO KivOUVO KapKIvoy Kot KANPOVOUIK®OV OVOLOALDYV.

TNa neprocdTepeg mANPoPopic oxeTIKA pe TIg TOAVES avemBounteg evépyeteg, dwafdote To DOAAO
OdMyudy Xpnong Tov padlocnUOCHEVOD aPUAKOL.
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Ava@opd avemOOunTOV EvEPYELOV

Edv mapotnpfoete Kdmolo avemBounTn evépyeld, EVIUEPMDGTE TOV YIUTPO TUPTNVIKNG TPIKNG GOG.
Av10 1oyt Kot Yo kdOe mhavr avemBountn evEpyeLn TOL OEV AVOPEPETAL GTO TOPOV PUALO 0ONYIDOV
xpnons. Mropeite emiong va avagépete avemBounteg evépyetleg amevbeiog, pécw Tov Bvikoy
GULGTHLOTOG OVOPOPAS TTOL avaypaeetol oto Tlapdptnua V. Méoom g avaeopds avemBopuntov
gvepyeldv pmopeite va fondfoete ot GLALOYN TEPIGTOTEPOV TANPOPOPLDOV GYETIKA LLE TNV ACPAAELN
TOV TTOPOVTOS POPUAKOV.

5. IHog pvrdcoetan 1o GalenVita

Agv Ba ypelootel va puAdcoeTal AVTO TO EAPROKO. AVTO TO PAPHAKO PLAAGGETAL VIO TV EVOVVT TOV
€101K00 6€ KATUAANAOVG YOPovs. H puAaén Tov padto@apudKmy TpoyUaToTolEiTol COUPOVO LE TOVG
€0VIKOOG KOVOVIGHOUE TTEPT PASIEVEPYDY DAIKDV.

Ot ax6AovBeg TAnpoopieg mpoopilovial AmoKAEIGTIKE Y10 TOV £101KO.

H yevvntpro padtovovkiidiov dev mpémet va ypnoiponoleitol Hetd v nuepopunvio Aéng mov
avaQEPETAL GTOV TEPLEKTN PETA TNV « AHEHY.
Mnv amocuvapuoroyeite tn Ok

To didhvpa yYAwprovyov yarriov (8Ga) mov Aappavetar péom GalenVita mpémet va ypnoponoteiton
PECHG,.

6. Iegpreydpeva TS 6LOKELAGIOG KO AOUTTEG TANPOPOPIEg

T epiéyer to GalenVita

- Ot §pactikéc ovoieg eivar 1o yAwplovyo yepudvio (*8Ge) deopevpévo ot 6TAAN TG YEVVHTPLOG
Kot 10 yAop1ovyo YeAAo (%8Ga) dtadvpévo o oTelpo LIPOYLPLKS 0ED 0,1 mol/l petd Ty
éxhovon. To yeppdvio (%8Ge) mayideveton un avacTpéYipa 6To EGOTEPIKS TNG YEVVIATPLOG
padiovovkidiov kot Stoomdrar 610 Buyatpikd Tov voukAidio (Ga), to onoio AapBaverar omd
yevwhTpia ¢ yAoprovyo yoAio (8Ga).

- Ta, @AAo cvototikd givat: Alogidio Tov Titaviov (UTpa GTAANG)

21eipo vopoyrmptkd o0&y 0,1 mol/l (didAvpa Ekhovong)

Mia yevvitpila padiovovkiidiov dabétet ta e€ng:

1 x 220 ml oteipov vépoyAmpikov 0&Eoc 0,1 mol/l o chikKko TOAVTPOTLAEVIOL
1 x axido B-safe

2 X apoevikog npoocapuoyéag LUER

1 X ToAAamA| PE GTPOPLYYQ

1 X ypopupn enEKTOONG E1GOS0V

1 X ypopun eméktaong e£6d0v

ok wh

Epgavien tov GalenVita kou wepileyoneve. TG 6VGKEVAGIOG
Agv Oa, ypelootel va MaPete 1} va yEPLGTEILTE TO €V AOY® QapUOKO.

Karoyog Adsrog Kvkhogopiag
Curium Romania SRL
Pantelimon, Str. Gradinarilor, nr.1,
lIfov

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

IHopoaockevaotig
Curium Bulgaria EOOD
Lulin District,

128 Bansko Shose Str.,
Sofia 1331, BovAyopia

To mapév @vrro 00OV YpfioNS avabempnOnke Yo TELEVTAIO POPA OTIS
Addeg TNYEG TANPOPOPLOV

Agntopepeic mTAnpoeopieg yio To papprako avtd gival dtabéoipec 610 dkTvakd TOTo Tov Evpmmaikol
Opyavicpov Papudakmv: https://www.ema.europa.eu.

Ot TAnpoopieg mov akoAovBoldv amevfivovtal LOVO Ge EmOyYEALATIEG VYELOG:
H mnpne [IXII tov GalenVita mapéyetal og Eexymploto £yypapo 6T GLCKELAGIN TOV TPOIOVTOG UE CTOYO
Vo TOPEYEL OTOVS EMAYYEALATIEG VYELOG TPOCHETEG EMOTNLOVIKES KOl TPOKTIKES TANPOPOPIES GYETIKA IE TN

YOPNYNON Kot T ¥PNo1 avTol TOL PASIOPAPLLAKOV.

AvatpéEre oty IIXII.
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https://www.ema.europa.eu/

DvAro ooNYLOV Apions: IIinpoopics yia Tov ac0evi)

GalenVita 1,85 GBq yevvitpla padrovovkiidiov
StéAvpo yAoprovyov yarriov (8Ga)

Awpdote mpooekTikd oAdkinpo to ®VAro OonyLav Xpijong npwv cac yopnynoei avtéd To

PappraKo, O10TL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUC.

- Dora&te avTo TO EOALO 0N YDV Yprione. Towg ypelaotel va to duPdcete Eavd.

- Edv éyete mepaitépm omopiec, pmTAGTE TOV YIATPO TUPNVIKNG LOLTPIKNG GOC, 0 00i0g Oa
emPAETEL T dadIKOGIO GO,

- Edv mapotnpricete Kamowa avemBOUNTN eVEPYELL, EVILEPDOTE TOV YIATPO TUPNVIKNG WOTPIKNG
cag. Avtd oyvet kot yuo KaBe mBovi avemBOUNTN eVEPYELL IOV OEV OVAPEPETOL GTO TTAPOV
@OALO 0ONY1DV ypriongs. BAéme mapdypago 4.

T epLéyeL 1o Tapov GUAAO 00N YLOV:

1. T1 eivan o GalenVita kot mota givon 1 yprion Tov

2. T npénet vo yvopilete mpv ypnoponomOei to SiéAvpo yAmprodyov yarriov (8Ga) mov
Aappdavetar péow tov GalenVita

3. IIog ypnoonoteitar to StéAvpo yAmprodyov yarriov (%8Ga) mov Aappaverot uécm Tov
GalenVita

4, [MBovég avemBOunteg evépyeteg

5. [dg purdocetor To GalenVita

6. [epreydpeva g cvokevaciog Kot Aomég TAnpopopieg

1. T givon To GalenVita kau wovo, givar i gprjon Tov

To GalenVita eivar o yevwizpia padtovovkidiov yeppaviov (8Ge)/yarriov (*8Ga), pia cvskevn mov
ypnoonoteitar yia ™ Afyn evog Saldpatog yYAwplovyov yarriov (8Ga). To yAwplovyo yeAlo
(°*8Ga) sivon o padievepyn ovcia 0 XEIPLoHOG TG OOTAG TPETEL VAL TPOYUATOTOIETON 0TTd
e€edkevLévoug y1otpovg (10Tpol TuPNVIKNG LTPIKNG) KOl POPLOKOTOL00E TOV £X0VV KOTAPTIOTEL
do0ov apopd TV epyocia pe padievepyd vikd. To yAwprodyo yéAlo (*8Ga) dev npoopiletar yia dpeon
¥pHon o€ 0obeveig, OAAG YPNOYLOTOLELTAL Y10, T1 PASIOGTIUAVGT], IO TEYXVIKT] KATE TNV OToia,
gmonuaiveton (padtoonuaivetal) pia ovcio pe pio padievepyn Evmaon, 1 omoia 6ty ev AdY®
nepintwon eivor To %Ga.

1 Sradikacia padiochuovong pe yAoprovyo yéAiio (*8Ga) vrofdiloviar pdvo Ta GEPLAKE, TOV
&yovv avamtuydet kon eykpdei e181kd Yo padrooruovon pe 8BGa. Avtd ta padioonpacuévo eapuroKo
UTOPOVV VO, avayVOPIiGouV Kol Vo TPOGKOAANB00V 6€ GUYKEKPLUEVOVE TOTTOVE KUTTAP®Y GTO GMLLOL KOl
va petapépovy 1o padevepyd ®Ga ota kTTOpa AVTE TOL SHOUNTOC Gac. Eivar Suvath n aviyvevon g
YOUNANG TOGOTNTOG PUSIEVEPYELAG TTOL DILAPYEL 6TO emonuacuévo pe 8Ga pappoxo £€m amd 0 chpa
péc® KOV Kopepdv. Katt tétolo pmopel va fondnoet tov yiatpod cog pe tn ddyvoon. [
TEPLOCOTEPEG TANPOPOPiES, avatpeEte ato DVAL0 OdnydV Xpnong Tov QapUiKov TOL TPOKEITAL VO
vroPAndei og padioonuavon pe yroptovyo yeAio (8Ga).

O y1atpog TUVPNVIKAG WTpIkng Ba cog eEnynoetl Aentopepmg Tov TOomo e&étacng mov Oa
TporypoTomomOel.

H ypnon emonuoocpévov pe #Ga pappoakevticod mpoidvtog neprapPaver ékdeon ce pkpy TocOTNTO
padievépyetag. O yatpdc 60¢ KAl 0 YLTpOS TUPNVIKNG LTPIKNG £X0VV KATOANEEL OTL TO KAIVIKO
d@ehoc mov Bo AdPete and T dodikacio pe to emonuocpévo pe 8Ga pdapuoko vreptepel Tov
KIvOOVOL OV TPOKLITEL Atd TNV aKTvooAia.
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2. T ipéner va yvopilete mpv ypnowpomon)0gi 1o dialopa yhmprovyov yairiov (8Ga) mov
roppaverar péoow Tov GalenVita

Agv 0a péner va ypnopomom0ci To dralvpa yhmprovyov yodriov (8Ga) mov MjeOnke pécm tov

GalenVita

- Ye mepintmon aAkepyiog 6to Yhwplovyo yéAio (8Ga) 1] og omol069ote GALO 0T TA GLGTOTIKG
QVTOV TOV PAPUAKOL (AVOPEPOVTAL GTNV TOPAYPAPO 6).

Edv ypnowonoteite évo emonuacuévo pe %8Ga pdpuoxo, 0o mpénet va Stofdoete T1¢ mANpo@opieg
oYETIKA UE TG avTevoei&elg oto DVAA0 Odnyidv Xprnong Tov QapriKov Tov TPOKEITUL Vo VTTOPAN el
G€ POSLOGTLOVOT).

Ipocdomomoeis ko TPoPLAGEELS

INo TAnpogopieg oyeTIKG e E101KEG TPOEIOOTOMGELG KOl E0KEG TPOPLAGEELG OGOV QpPOPA TN YPNoM
emonpacpévev pe 8Ga popudkov, avarpééte oto GVALo Odnyidv XpNonc Tov QapUEKOD TOv
TpoKertan vo, vToPAn0el og padioonuavon.

Howowd xon £pnpor
Edv eoeig 1 10 maudi oag giote nhikiog kKATo TV 18 €TV, EVNUEPMOTE TOV Y1OTPO TUPNVIKNG LOTPIKNG
oG,

Alho pappake kot dradopa yroprovyov yarriov (8¥Ga

Evnuepdote tov ylotpd mTUPNVIKNG 1OTPIKNG GOG, €0V TAUPVETE, EYETE TPOCHATO TAPEL 1| UTOPEL Vo
mhpete OAAO PApLOKO KAODS ALTO UTOPEL VAL EXNPEAGEL TNV EPUNVELD TV ATMEIKOVIGEDV ATO TOV Y1OTPO
o0G.

Aev givar yvootd €dv 10 SdAvpa yAmprovyov yarriov (8Ga) pmopel vo aldnlemdpdost pe GAka
oapuaka, kabmg dev éxovv mpayuatomombei cuykekpiuéveg peréteg. Aev Oa vmoPAndeite oe éveon
yAwplovyov yariov (*8Ga), oArd Oa AaPete éva padioonpacuévo pe %8Ga appoxo.

o TAnpopopicg 660V apopd GALC papuoKa 6 GLVSVLAGHO pE TN YPHioN emonuacpévov pe %Ga
oopuakav, dtafdacte o GOALO OdNyIdY XpHong Tov PadloCTUAGUEVOD QUPILEKOV.

Kinon, Onkaopdég kot yovipotnra

Edv giote éykvog 1 Onhalete, vouilete 6T umopei va giote £ykvog N oxedldlete vo amoKTNoETE TOLdi,
{ntote ™ GLUPBOVAT] TOV YLATPOD TVPNVIKNG WTPIKNG Gag TPV Gog yopnyNOovv onuacuéva pe BGa
QapLOKaL.

Edv vrapyel mbavotta va. giote éykvog, £xete kabvotépnon oy mepiodd cog | Inialete, Oa mpémet
VO EVIUEPMDOETE GYETIKA TOV YLOTPO TUPNVIKNG WOTPIKNG COG TPV OO T Y0P YN O EMICTLACUEVDV LLE
8Ga pappdkov.

Orav éyete apeiforieg, eival onuovtikd va GUUPOVAELTEITE TOV YIOTPO TUPNVIKNG WTPIKNG GOGC, O
omoioc Oa emPAémel ) dadikacia.

Edv eiote éykvog
O yorpdg mupnvikhg 1tpikng 0o yopnynoet To emonuacuévo pe %Ga pépuoxo katd ) didpreio g
KONoNG LOVO ATV TO EVOEYOUEVO OPELOG VTTEPTEPEL GE Heyddo Pabud Tov Kivduvov.

Edv OnAdlete
®a cag {ndei va dtokdyete Tov OnAacud. Potiote Tov yiatpd TupnVIKNG LATPIKNG GOG TOTE
umopeite va cuveyioete To INAaco.
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Oonynon ko EPLGROS PNy avnpdTov

Mmropei va topatnpnfodv emdpacelg oty IKavOTNTA 001YNONE KOl YEIPICUOD LUNYOVIULATOV AOY® TNg
yprong emonpacpévev pe 8Ga popudkov. Aofdote tpocsektikd to GvAro Odnyidv Xpriong avtdv
TOV POPUIKOV.

3. Mg xpnopomoreiton To didivpa yAoprovyov yarriov (Ga) mov happaverar pécm tov
GalenVita

Yrdpyovv avctnpol VOOl GYETIKE [LE TN (PT|ON, TOV YEPIGLO KL TV OmOPPIYT TOV
padopappakevTik®v mpoitdvtwv. To GalenVita Oa ypnolponoteitat povo oe 101KAE eEAeYOLEVOLS
ydpove. H mapaywyr tov dtoddpatog yloptovyov yoAriov (8Ga), n padiochuoaven evog
GLYKEKPIHEVOL QapUAKOL popéa, kadbg emiong kot n xopiynon evog emonuacuévov pe ®Ga
QopuUaKov og €6AC, Oo TpayLOTOTTOIEITOL LOVO 0TO GTOLO TTOV EIVOL EKTALOEVUEVO KO KOTAPTIGUEVOL
OGOV aPopd, TNV ac@oAn ypnomn tov. Ta dtopa avtd Bo ddcovy 1310iTEPT GNUACIO GTNV AGPOAN
YPNON CLTOV TOV PAPUAKOL Kot B0 GOG EVIUEPDVOLVY Y1U TG EVEPYELES TOVG.

O y10TpdG TUPNVIKNG LTPIKNG oV eMPAETEL T Sradikacio Bo amopacicel TNV TocdTNTA
padtoonuacuévov pe %8Ga papudxov to omoio TpokerTan va ypnoipomondel oty nepintmon cog. Oa
glvar 1 pKpdTEPT| TOGOTNTO TOV OTOLTEITOL YL TNV EMITEVEN TNG KATAAANANG EKPaom.

Xopnynon dwaidpatog yroprovyov yorriov (8Ga) ka Sietaymyn g dadikaciog
Aev 00, 6og 800ei To Stéhvpa yYAwprovyov yariiov (8Ga), adld éva dAro péppaKko To omoio £xst
ovvdvooTel (padloonuocuévo) pe dtiAvpa yAoprodyov yairiov (8Ga).

AldpKeLo O100IKOGIOG

O Y10TpOC TVPNVIKAG LUTPIKNAG GOG Do 6OG EVUEPDGEL GYETIKG, e TN GLVHON S1dpKELD, TNG SLOOTKOGTOG
e éva emonpacuévo e %8Ga eappaxo. o nepiocodtepec mAnpopopiee, Stapdote to POALO Odnyidv
Xpfong Tov padlOGUAGHEVOD QOPILEKOV.

A@ov &g yopnyn0si To padrocnuacpévo pe dSalope YAoprovyov yarriov (**Ga) eappaxo O
YWTPOG TUPMVIKNG WTPIKNG ol oag eviepdoEeL edv ypelaletar vo AAPeTe TOYXOV E01KEG TPOPLAGEELS
HETA TN AMyn ToL emonpacuévoy pe %8Ga eapudkov. Edv £xete Toydv epmTOELC, EMKOIVOVIOTE UE
TOV Y10TPO TUPMVIKNG LOTPIKNE GOG.

Eav cag yopnyn0si peyakitepn d6on padroonuacpuévov pe didlopa yroprodvyov yarriov (8Ga)
POPRAKOV UTTO TNV KOVOVIKY], 1] LaPeTe KaTtd LaB0g dueon éveon d1aivpaTog YAOPLOVYOL YOALIOD
(GBG a)

H vrepdocoroyio | N katd AdOog dpeon éveon dtodldpotog yroptovyov yodriov (8Ga) dev eivon
mhavr], 51011 0o AéPete povo 1o emonuacpévo pe BGa edpuoko to onoio vroketol 6e EAeyy0
axpiPeiog amd ToV YTpod TUPNVIKNG WTPIKNG Tov enifAéncet T dwadikacio. Qotdc0, 68 TEPinT®ON
vepdocor0Yiog 1| Kot AdBog dueong éveong, Oa AaPete tnv KatdAANAn @povTida.

Edv éxete meplocoteEpEg EPOTIOELS GYETIKA LLE TT] YPTOT] AVTOL TOV PUPUAKOV, POTIOTE TOV Y10TPO
TUPNVIKNG WTPIKNG TTOV eMPAEREL TN drodKoGia.
4. MBavég avemOOpNTES EVEPYELEG

Onmg 6Ma To. pappoKa, £Te1 Kl VT T0 emonocpévo pe BGa edppako pmopet va mpokarécel
AVETOOUNTEG EVEPYELEC, OV KO OEV TTApoLGLALovToL o€ OAOVG TOVG avOpdTOLC.

Metd ) yopfynom tov emonpacuévov pe 8Ga pappdkov, to appaxo 0o xopnynoet pikpy tosdTnTOL
ovtifovcag akTvofoAing e TOV KPOTEPO KivOUVO KapKIvoy Kot KANPOVOUIK®OV OVOLOALDYV.

TNa neprocdTepeg mANPoPopic oxeTIKA pe TIg TOAVES avemBounteg evépyeteg, dwafdote To DOAAO
OdMyudy Xpnong Tov padlocnUOCHEVOD aPUAKOL.
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Ava@opd avemOOunTOV EvEPYELOV

Edv mapotnpfoete kdmoo avemBOpunTn evEPYELX, EVIUEPMDGTE TOV YIUTPO TUPNVIKNG WUTPIKNG GOC.
Av10 1oyt Kot Yo kdOe mhavr avemBountn evEpyeLn TOL OEV AVOPEPETAL GTO TOPOV PUALO 0ONYIDOV
xpnons. Mropeite emiong va avagépete avemBounteg evépyetleg amevbeiog, pécw Tov Bvikoy
GULGTHLOTOG OVOPOPAS TTOL avaypaeetol oto Tlapdptnua V. Méoom g avaeopds avemBopuntov
gvepyeldv pmopeite va fondfoete ot GLALOYN TEPIGTOTEPOV TANPOPOPLDOV GYETIKA LLE TNV ACPAAELN
TOV TTOPOVTOS POPUAKOV.

5. IHog pvrdcoetan 1o GalenVita

Agv Ba ypelootel va puAdcoeTal AVTO TO EAPROKO. AVTO TO PAPHAKO PLAAGGETAL VIO TV EVOVVT TOV
€101K00 6€ KATAAANAOVG YDpovs. H poAaén tov padio@apudkmy TpoyUaTomolEiTol COUPOVE [LE TOVG
€0VIKOOG KOVOVIGHOUE TTEPT PASIEVEPYDY DAIKDV.

Ot ax6AovBeg TAnpoopieg mpoopilovial AmoKAEIGTIKE Y10 TOV £101KO.

H yevvntpro padtovovkiidiov dev mpémet va ypnoiponoleitol Hetd v nuepopunvio Aéng mov
avaQEPETAL GTOV TEPLEKTN PETA TNV « AHEHY.
Mnv amocuvapuoroyeite tn Ok

To didhvpa yYAwprovyov yarriov (8Ga) mov Aappavetar péom GalenVita mpémet va ypnoponoteiton
PECHG,.

6. Iegpreydpeva TS 6LOKELAGIOG KO AOUTTEG TANPOPOPIEg

T epiéyer to GalenVita

- Ot §pactikéc ovoieg eivar 1o yAwplovyo yepudvio (*8Ge) deopevpévo ot 6TAAN TG YEVVHTPLOG
Kot 10 yAop1ovyo YeAAo (%8Ga) dtadvpévo o oTelpo LIPOYLPLKS 0ED 0,1 mol/l petd Ty
éxhovon. To yeppdvio (%8Ge) mayideveton un avacsTpéyipa 6To EGOTEPIK TG YEVVIATPLOG
padiovovkidiov kot Stoomdrar 610 Buyatpikd Tov voukAidio (Ga), to onoio AapBaverar omd
yevwhTpia ¢ yAoprovyo yoAio (8Ga).

- Ta, @AAo cvototikd givat: Alogidio Tov Titaviov (UTpa GTAANG)

21eipo vopoyrmptkd o0&y 0,1 mol/l (didAvpa Ekhovong)

Mia yevvitpila padiovovkiidiov dabétet ta e€ng:

1 x 220 ml oteipov vépoyAmpikov 0&Eoc 0,1 mol/l o chikKko TOAVTPOTLAEVIOL
1 x axido B-safe

2 X apoevikog npoocapuoyéag LUER

1 X ToAAamA| PE GTPOPLYYQ

1 X ypopupn eTEKTOONG E1GOS0V

1 X ypopun eméktaong e£6d0v

ok wh

Epgavien tov GalenVita kou wepileyoneve. TG 6VGKEVAGIOG
Agv Oa, ypelootel va MaPete 1} va yEPLGTEILTE TO €V AOY® QapUOKO.

Karoyog Adsrog Kvkhogopiag
Curium Romania SRL
Pantelimon, Str. Gradinarilor, nr.1,
lIfov

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

IHopoaockevaotig
Curium Bulgaria EOOD
Lulin District,

128 Bansko Shose Str.,
Sofia 1331, BovAyopia

To mapév @vrro 00OV YpfioNS avabempnOnke Yo TELEVTAIO POPA OTIS
Addeg TNYEG TANPOPOPLOV

Agntopepeic mTAnpoeopieg yio To papprako avtd gival dtabéoipec 610 dkTvakd TOTo Tov Evpmmaikol
Opyavicpov Papudakmv: https://www.ema.europa.eu.

Ot TAnpoopieg mov akoAovBoldv amevfivovtal LOVO Ge EmOyYEALATIEG VYELOG:
H mnpne [IXII tov GalenVita mapéyetal og Eexymploto £yypapo 6T GLCKELAGIN TOV TPOIOVTOG UE CTOYO
Vo TOPEYEL OTOVS EMAYYEALATIEG VYELOG TPOCHETEG EMOTNLOVIKES KOl TPOKTIKES TANPOPOPIES GYETIKA IE TN

YOPNYNON Kot T ¥PNo1 avTol TOL PASIOPAPLLAKOV.

AvatpéEre oty IIXII.
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DvAro ooNYLOV Apions: IIinpoopics yia Tov ac0evi)

GalenVita 2,22 GBq yevvitpla padrovovkidiov
StéAvpo yAoprovyov yarriov (8Ga)

Awpdote mpooekTikd oAdkinpo To ®VAio Odnyiav Xpiong mpwv cag yopnyndei avtd to

PappraKo, O10TL TEPLAAUPAVEL ONUAVIIKES TANPOPOPIES Y10 GUC.

- Dora&te avTo TO EOALO 0N YDV Yprione. Towg ypelaotel va to duPdcete Eavd.

- Edv éyete mepaitépm omopiec, pmTAGTE TOV YIATPO TUPNVIKNG LOLTPIKNG GOC, 0 00i0g Oa
emPAETEL T dadIKOGIO GO,

- Edv mapotnpricete Kamowa avemBOUNTN eVEPYELL, EVILEPDOTE TOV YIATPO TUPNVIKNG WOTPIKNG
cag. Avtd oyvet kot yuo KaBe mBovi avemBOUNTN eVEPYELL IOV OEV OVAPEPETOL GTO TTAPOV
@OALO 0ONY1DV ypriongs. BAéme mapdypago 4.

T epLéyeL 1o Tapov GUAAO 00N YLOV:

1. T1 eivan o GalenVita kot mota givon 1 yprion Tov

2. T npénet vo yvopilete mpv ypnoponomOei to SiéAvpo yAmprodyov yarriov (8Ga) mov
Aappdavetar péow tov GalenVita

3. IIog ypnoonoteitar to StéAvpo yAmprodyov yarriov (%8Ga) mov Aappaverot uécm Tov
GalenVita

4, [MBovég avemBOunteg evépyeteg

5. [dg purdocetor To GalenVita

6. [epreydpeva g cvokevaciog Kot Aomég TAnpopopieg

1. T givon To GalenVita kau wovo, givar i gprjon Tov

To GalenVita eivar o yevvitpia padiovovkidiov yeppaviov (8Ge)/yarriov (*8Ga), pia cvokevn mov
ypnoonoteitar yia ™ Afyn evog Saldpatog yYAwplovyov yarriov (8Ga). To yAwplovyo yeAlo
(°*8Ga) sivon o padievepyn ovcia 0 XEIPLoHOG TG OOTAG TPETEL VAL TPOYUATOTOIETON 0TTd
e€edkevLévoug y1otpovg (10Tpol TuPNVIKNG LTPIKNG) KOl POPLOKOTOL00E TOV £X0VV KOTAPTIOTEL
do0ov apopd TV epyocia pe padievepyd vikd. To yAwprodyo yéAlo (*8Ga) dev npoopiletar yia dpeon
¥pHon o€ aobeveig, OAAG YpNOLOTOLELTAL Y10, T1 PASIOGTIUAVGT], IO TEYXVIKT KOTE TNV 0Toio,
gmonuaiveton (padtoonuaivetar) pia ovcio pe pio padievepyn Evmaon, 1 oroia 6Ty v AdY®
nepintwon eivor To %Ga.

1 Sradikacia padiochuovong pe yAoprovyo yéAiio (*8Ga) vrofdiloviar pdvo Ta GEPLAKE, TOV
&yovv avamtuydet kon eykpdei e181kd Yo padrooruovon pe 8BGa. Avtd ta padioonpacuévo eapuroKo
UTOPOVV VO, avayVOPIiGouV Kol Vo TPOGKOAANB00V 6€ GUYKEKPLUEVOVE TOTTOVE KUTTAP®Y GTO GMLLOL KOl
va petapépovy 1o padevepyd ®Ga ota kTTOpa AVTE TOL SHOUNTOC Gac. Eivar Suvath n aviyvevon g
YOUNANG TOGOTNTOG PUSIEVEPYELAG TTOL DILAPYEL 6TO emonuacuévo pe 8Ga pappoxo £€m amd 0 chpa
pécm KOV kopepdv. Katt tétolo pmopel va fondnoet tov yiatpo cog e tn ddyvoon. ['a
TEPLOCOTEPEG TANPOPOPiES, avatpeEte ato DVAL0 OdnydV Xpnong Tov QapUiKov TOL TPOKEITAL VO
vroPAndei og padioonuavon pe yroptovyo yeAio (8Ga).

O y1atpog TUVPNVIKAG WTpIkng Ba cog eEnynoetl Aentopepmg Tov TOomo e&étacng mov Oa
TporypoTomomOel.

H ypnon emonuoocpévov pe #Ga pappoakevticod mpoidvtog neprapPaver ékdeon ce pkpy TocOTNTO
padievépyetag. O yatpdc 60¢ KAl 0 YLTpOS TUPNVIKNG LTPIKNG £X0VV KATOANEEL OTL TO KAIVIKO
d@ehoc mov Bo AdPete and T dodikacio pe to emonuocpévo pe 8Ga pdapuoko vreptepel Tov
KIvOOVOL OV TPOKLITEL Atd TNV aKTvooAia.
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2. T ipéner va yvopilete mpv ypnowpomon)0gi 1o dialopa yhmprovyov yairiov (8Ga) mov
roppaverar péoow Tov GalenVita

Agv 0a péner va ypnopomom0ci To dralvpa yhmprovyov yodriov (8Ga) mov MjeOnke pécm tov

GalenVita

- Ye mepintmon aAkepyiog 6to Yhwplovyo yéAio (8Ga) 1] og omol069ote GALO 0T TA GLGTOTIKG
QVTOV TOV PAPUAKOL (AVOPEPOVTAL GTNV TOPAYPAPO 6).

Edv ypnowonoteite évo emonuacuévo pe %8Ga pdpuoxo, 0o mpénet va Stofdoete T1¢ mANpo@opieg
oYETIKA UE TIG avTevoei&elg 1o DVAAO Odny1dv Xprnong Tov QapriKov Tov TPOKELTUL Vo VTTOPAN el
G€ POSLOGTLOVOT).

Ipocdomomoeis ko TPoPLAGEELS

INo TAnpogopieg oyeTIKG e E101KEG TPOEIOOTOMGELG KOl E0KEG TPOPLAGEELG OGOV QpPOPA TN YPNoM
emonpacpévev pe 8Ga popudkov, avarpééte oto GVALo Odnyidv XpNonc Tov QapUEKOD TOv
TpoKertan vo, vToPAn0el og padioonuavon.
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Edv eoeig 1 10 maudi oag giote nhikiog kKATo TV 18 €TV, EVNUEPMOTE TOV Y1OTPO TUPNVIKNG LOTPIKNG
oG,

Alho pappake kot dradopa yroprovyov yorriov (8¥Ga

Evnuepdote tov ylotpd mTUPNVIKNG 1OTPIKNG GOG, €0V TAUPVETE, EYETE TPOCHATO TAPEL 1| UTOPEL Vo
mhpete OAAO PApLOKO KAODS ALTO UTOPEL VAL EXNPEAGEL TNV EPUNVELD TV ATMEIKOVIGEDV ATO TOV Y1OTPO
o0G.

Aev givar yvootd €dv 10 SdAvpa yAmprovyov yarriov (8Ga) pmopel vo aldnlemdpdost pe GAka
oapuaka, kabmg dev éxovv mpayuatomombei cuykekpiuéveg peréteg. Aev Oa vmoPAndeite oe éveon
yAwplovyov yariov (*8Ga), oArd Oa AaPete éva padioonpacuévo pe %8Ga appoxo.

o TAnpopopicg 660V apopd GALC papuoKa 6 GLVSVLAGHO pE TN YPHioN emonuacpévov pe %Ga
oopuakav, dtafdacte o GOALO OdNyIdY XpHong Tov PadloCTUAGUEVOD QUPILEKOV.

Kinon, Onkaopdég kot yovipotnra

Edv giote éykvog 1 Onhalete, vouilete 6T umopei va giote £ykvog N oxedldlete vo amoKTNoETE TOLdi,
{ntote ™ GLUPBOVAT] TOV YLATPOD TVPNVIKNG WTPIKNG Gag TPV Gog yopnyNOovv onuacuéva pe BGa
QapLOKaL.

Edv vrapyel mbavotta va. giote éykvog, £xete kabvotépnon oy mepiodd cog | Inialete, Oa mpémet
VO EVIUEPMDOETE GYETIKA TOV YLOTPO TUPNVIKNG WOTPIKNG COG TPV OO T Y0P YN O EMICTLACUEVDV LLE
8Ga pappdkov.

Orav éyete apeiforieg, eival onuovtikd va GUUPOVAELTEITE TOV YIOTPO TUPNVIKNG WTPIKNG GOGC, O
omoioc Oa emPAémel ) dadikacia.

Edv eiote éykvog
O yorpdg mupnvikhg 1tpikng 0o yopnynoet To emonuacuévo pe %Ga pépuoxo katd ) didpreio g
KONoNG LOVO ATV TO EVOEYOUEVO OPELOG VTTEPTEPEL GE Heyddo Pabud Tov Kivduvov.

Edv OnAdlete
®a cag {ndei va dtokdyete Tov OnAacud. Potiote Tov yiatpd TupnVIKNG LATPIKNG GOG TOTE
umopeite va cuveyioete To INAaco.
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Oonynon ko EPLGROS PNy avnpdTov

Mmropei va topatnpnfodv emdpacelg oty IKavOTNTA 001YNONE KOl YEIPICUOD LUNYOVIULATOV AOY® TNg
yprong emonpacpévev pe 8Ga popudkov. Aofdote tpocsektikd to GvAro Odnyidv Xpriong avtdv
TOV POPUIKOV.

3. Mg xpnopomoreiton To didivpa yAoprovyov yarriov (Ga) mov happaverar pécm tov
GalenVita

Yrdpyovv avctnpol VOOl GYETIKE [LE TN (PT|ON, TOV YEPIGLO KL TV OmOPPIYT TOV
padopappakevTik®v mpoitdvtwv. To GalenVita Oa ypnoyonoteitan LOVO Gg E101KA EAEYYOLEVOLS
ydpove. H mapaywyr tov dtoddpatog yloptovyov yoAriov (8Ga), n padiochuoaven evog
GLYKEKPIHEVOL QapUAKOL popéa, kadbg emiong kot n xopiynon evog emonuacuévov pe ®Ga
QopuUaKov og €6AC, Oo TpayLOTOTTOIEITOL LOVO 0TO GTOLO TTOV EIVOL EKTALOEVUEVO KO KOTAPTIGUEVOL
OGOV aQopd TNV ac@aAn ypnon tov. Ta drtopo avtd Bo SdcovVy 1310iTEPT GNUACIO 6TV ACPUAN
YPNON CLTOV TOV PAPUAKOL Kot B0 GOG EVIUEPDVOLVY Y1U TG EVEPYELES TOVG.

O y10TpdG TUPNVIKNG LTPIKNG oV eMPAETEL T Sradikacio Bo amopacicel TNV TocdTNTA
padtoonuacuévov pe %8Ga papudxov to omoio TpokerTan va ypnoipomondel oty nepintmon cog. Oa
glvar 1 pKpdTEPT| TOGOTNTO TOV OTOLTEITOL YL TNV EMITEVEN TNG KATAAANANG EKPaom.

Xopnynon dwaidpatog yroprovyov yorriov (Ga) ka Sietaymyn g dadikaciog
Aev 00, 6og 800ei To Stéhvpa yYAwprovyov yariiov (8Ga), adld éva dAro péppaKko To omoio £xst
ovvdvooTel (padloonuocuévo) pe dtiAvpa yAoprodyov yairiov (8Ga).

AldpKeLo O100IKOGIOG

O Y10TpOC TVPNVIKAG LUTPIKNAG GOG Do 6OG EVUEPDGEL GYETIKG, e TN GLVHON S1dpKELD, TNG SLOOTKOGTOG
e éva emonpacuévo e %8Ga eappaxo. o nepiocodtepec mAnpopopiee, Stapdote to POALO Odnyidv
Xpfong Tov padlOGUAGHEVOD QOPILEKOV.

A@ov &g yopnyn0si To padrocnuacpévo pe dSalope YAoprovyov yarriov (**Ga) eappaxo O
YWTPOG TUPMVIKNG WTPIKNG ol oag eviepdoEeL edv ypelaletar vo AAPeTe TOYXOV E01KEG TPOPLAGEELS
HETA TN AMyn ToL emonpacuévoy pe %8Ga eapudkov. Edv £xete Toydv epmTOELC, EMKOIVOVIOTE UE
TOV Y10TPO TUPMVIKNG LOTPIKNE GOG.

Eav cag yopnyn0si peyakitepn d6on padroonuacpuévov pe didlopa yroprodvyov yarriov (8Ga)
POPRAKOV UTTO TNV KOVOVIKY], 1] LaPeTe KaTtd LaB0g dueon éveon d1aivpaTog YAOPLOVYOL YOALIOD
(GBG a)

H vrepdocoroyio | N katd Aaog dueon éveon dtalduotog yhoptovyov yorriiov (8Ga) dev eivan
mhavr], 51011 0o AéPete povo 1o emonuacpévo pe BGa edpuoko to onoio vroketol 6e EAeyy0
axpiPeiog amd ToV YTpod TUPNVIKNG WTPIKNG Tov enifAéncet T dwadikacio. Qotdc0, 68 TEPinT®ON
vepdocor0Yiog 1| Kot AdBog dueong éveong, Oa AaPete tnv KatdAANAn @povTida.

Edv éxete meplocoteEpEg EPOTIOELS GYETIKA LLE TT] YPTOT] AVTOL TOV PUPUAKOV, POTIOTE TOV Y10TPO
TUPNVIKNG WTPIKNG TTOV eMPAEREL TN drodKoGia.
4. MBavég avemOOpNTES EVEPYELEG

Onmg 6Ma To. pappoKa, £Te1 Kl VT T0 emonocpévo pe BGa edppako pmopet va mpokarécel
AVETOOUNTEG EVEPYELEC, OV KO OEV TTApoLGLALovToL o€ OAOVG TOVG avOpdTOLC.

Metd ) yopfynom tov emonpacuévov pe 8Ga pappdkov, to appaxo 0o xopnynoet pikpy tosdTnTOL
ovtifovcag akTvofoAing e TOV KPOTEPO KivOUVO KapKIvoy Kot KANPOVOUIK®OV OVOLOALDYV.

TNa neprocdTepeg mANPoPopic oxeTIKA pe TIg TOAVES avemBounteg evépyeteg, dwafdote To DOAAO
OdMyudy Xpnong Tov padlocnUOCHEVOD aPUAKOL.
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Ava@opd avemOOunTOV EvEPYELOV

Edv mapotnpfoete Kdmolo avemBounTn evépyeld, EVIUEPMDGTE TOV YIUTPO TUPTNVIKNG TPIKNG GOG.
Av10 1oyt Kot Yo kdOe mhavr avemBountn evEpyeLn TOL OEV AVOPEPETAL GTO TOPOV PUALO 0ONYIDOV
xpnons. Mropeite emiong va avagépete avemBounteg evépyetleg amevbeiog, pécw Tov Bvikoy
GULGTHLOTOG OVOPOPAS TTOL avaypaeetol oto Tlapdptnua V. Méoom g avaeopds avemBopuntov
gvepyeldv pmopeite va fondfoete ot GLALOYN TEPIGTOTEPOV TANPOPOPLDOV GYETIKA LLE TNV ACPAAELN
TOV TTOPOVTOS POPUAKOV.

5. IHog pvrdcoetan 1o GalenVita

Agv Ba ypelootel va puAdcoeTal AVTO TO EAPROKO. AVTO TO PAPHAKO PLAAGGETAL VIO TV EVOVVT TOV
€101K00 6€ KATAAANAOVG YDpovs. H poAaén tov padio@apudkmy TpoyUaTomolEiTol COUPOVE [LE TOVG
€0VIKOOG KOVOVIGHOUE TTEPT PASIEVEPYDY DAIKDV.

Ot ax6AovBeg TAnpoopieg mpoopilovial AmoKAEIGTIKE Y10 TOV £101KO.

H yevvntpro padtovovkiidiov dev mpémet va ypnoiponoleitol Hetd v nuepopunvio Aéng mov
avaQEPETAL GTOV TEPLEKTN PETA TNV « AHEHY.
Mnv amocuvapuoroyeite tn Ok

To didhvpa yYAwprovyov yarriov (8Ga) mov Aappavetar péom GalenVita mpémet va ypnoponoteiton
PECHG,.

6. Iegpreydpeva TS 6LOKELAGIOG KO AOUTTEG TANPOPOPIEg

T epiéyer to GalenVita

- Ot §pactikéc ovoieg eivar 1o yAwplovyo yepudvio (*8Ge) deopevpévo ot 6TAAN TG YEVVHTPLOG
Kot 10 yAoprovyo YeAAo (%8Ga) Stadvpévo ot oteipo vIPOYLPLKd 0ED 0,1 mol/l petd Ty
éxhovon. To yeppdvio (%8Ge) mayideveton un avacsTpéyipa 6To EGOTEPIK TG YEVVIATPLOG
padiovovkidiov kot Stoomdrar 610 Buyatpikd Tov voukAidio (Ga), to onoio AapBaverar omd
yevwhTpia ¢ yAoprovyo yoAio (8Ga).

- Ta @AAo cvototikd gival: Aogidio Tov Titaviov (UfTpa GTAANG)

21eipo vopoyrmptkd o0&y 0,1 mol/l (didAvpa Ekhovong)

Mia yevvitpila padiovovkiidiov dabétet ta e€ng:

1 x 220 ml oteipov vépoyAmpikov 0&Eoc 0,1 mol/l o chikKko TOAVTPOTLAEVIOL
1 x axido B-safe

2 X apoevikog npoocapuoyéag LUER

1 X ToAAamA| PE GTPOPLYYQ

1 X ypopupn eTEKTOONG E1GOS0V

1 X ypopun eméktaong e£6d0v

ok wh

Epgavien tov GalenVita kou wepileyoneve. TG 6VGKEVAGIOG
Agv Oa, ypelootel va MaPete 1| va YEIPLGTEITE TO €V AOYM QAPLLOKO.

Karoyog Adsrog Kvkhogopiag
Curium Romania SRL
Pantelimon, Str. Gradinarilor, nr.1,
lIfov

Povpavia
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IHopoaockevaotig
Curium Bulgaria EOOD
Lulin District,

128 Bansko Shose Str.,
Sofia 1331, BovAyopia

To mapév @vrro 00OV YpfioNS avabempnOnke Yo TELEVTAIO POPA OTIS
Addeg TNYEG TANPOPOPLOV

Agntopepeic mTAnpoeopieg yio To papprako avtd gival dtabéoipec 610 dkTvakd TOTo Tov Evpmmaikol
Opyavicpov Papudakmv: https://www.ema.europa.eu.

Ot TAnpoopieg mov akoAovBoldv amevfivovtal LOVO Ge EmOyYEALATIEG VYELOG:
H mnpne [IXII tov GalenVita mapéyetal og Eexymploto £yypapo 6T GLCKELAGIN TOV TPOIOVTOG UE CTOYO
Vo TOPEYEL OTOVS EMAYYEALATIEG VYELOG TPOCHETEG EMOTNLOVIKES KOl TPOKTIKES TANPOPOPIES GYETIKA IE TN

YOPNYNON Kot T ¥PNo1 avTol TOL PASIOPAPLLAKOV.

AvatpéEre oty IIXII.
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DvAro ooNYLOV Apions: IIinpoopics yia Tov ac0evi)

GalenVita 2,59 GBq yevvitpla padrovovkiidiov
StéAvpo yAoprovyov yarriov (8Ga)

Awpdote mpooekTikd oAdkinpo To ®VAio Odnyiav Xpiong mpwv cag yopnyndei avtd to

PappraKo, O10TL TEPLAAUPAVEL ONUAVIIKES TANPOPOPIES Y10 GUC.

- Dora&te avTo TO EOALO 0N YDV Yprione. Towg ypelaotel va to duPdcete Eavd.

- Edv éyete mepaitépm omopiec, pmTAGTE TOV YIATPO TUPNVIKNG LOLTPIKNG GOC, 0 00i0g Oa
emPAETEL T dadIKOGIO GO,

- Edv mapotnpricete Kamowa avemBOUNTN eVEPYELL, EVILEPDOTE TOV YIATPO TUPNVIKNG WOTPIKNG
cag. Avtd oyvet kot yuo KaBe mBovi avemBOUNTN eVEPYELL IOV OEV OVAPEPETOL GTO TTAPOV
@OALO 0ONY1DV ypriongs. BAéme mapdypago 4.

T epLéyeL 1o Tapov GUAAO 00N YLOV:

1. T1 eivan o GalenVita kot mota givon 1 yprion Tov

2. T npénet vo yvopilete mpv ypnoponomOei to SiéAvpo yAmprodyov yarriov (8Ga) mov
Aappdavetar péow tov GalenVita

3. IIog ypnoonoteitar to StéAvpo yAmprodyov yarriov (%8Ga) mov Aappaverot uécm Tov
GalenVita

4, [MBovég avemBOunteg evépyeteg

5. [dg purdocetor To GalenVita

6. [epreydpeva g cvokevaciog Kot Aomég TAnpopopieg

1. T givon To GalenVita kau wovo, givar i gprjon Tov

To GalenVita eivar o yevvitpia padiovovkidiov yeppaviov (8Ge)/yarriov (*8Ga), pia cvokevn mov
ypnoonoteitar yia ™ Afyn evog Saldpatog yYAwplovyov yarriov (8Ga). To yAwplovyo yeAlo
(°*8Ga) sivon o padievepyn ovcia 0 XEIPLoHOG TG OOTAG TPETEL VAL TPOYUATOTOIETON 0TTd
e€edkevLévoug y1otpovg (10Tpol TuPNVIKNG LTPIKNG) KOl POPLOKOTOL00E TOV £X0VV KOTAPTIOTEL
do0ov apopd TV epyocia pe padievepyd vikd. To yAwprodyo yéAlo (*8Ga) dev npoopiletar yia dpeon
¥pHon o€ aobeveig, OAAG YpNOYLOTOLELTAL Y10, T PUSIOGTUAVOT], UL TEYVIKT] KATE TV 0Toia,
gmonuaiveton (padtoonuaivetal) pia ovcio pe pio padievepyn Evmaon, 1 omoia 6ty ev AdY®
nepintwon eivor To %Ga.

1 Sradikacia padiochuovong pe yAoprovyo yéAiio (*8Ga) vrofdiloviar pdvo Ta GEPLAKE, TOV
&yovv avamtuydet kon eykpdei e181kd Yo padrooruovon pe 8BGa. Avtd ta padioonpacuévo eapuroKo
UTOPOVV VO, avayVOPIiGouV Kol Vo TPOGKOAANB00V 6€ GUYKEKPLUEVOVE TOTTOVE KUTTAP®Y GTO GMLLOL KOl
va petapépovy 1o padevepyd ®Ga ota kTTOpa AVTE TOL SHOUNTOC Gac. Eivar Suvath n aviyvevon g
YOUNANG TOGOTNTOG PUSIEVEPYELAG TTOL DILAPYEL 6TO emonuacuévo pe 8Ga pappoxo £€m amd 0 chpa
pécm KOV kopepdv. Katt tétolo pmopel va fondnoet tov yiatpo cog e tn ddyvoon. ['a
TEPLOCOTEPEG TANPOPOPiES, avatpeEte ato DVAL0 OdnydV Xpnong Tov QapUiKov TOL TPOKEITAL VO
vroPAndei og padioonuavon pe yroptovyo yeAio (8Ga).

O y1atpog TUVPNVIKAG WTpIkng Ba cog eEnynoetl Aentopepmg Tov TOomo e&étacng mov Oa
TporypoTomomOel.

H ypnon emonuoocpévov pe #Ga pappoakevticod mpoidvtog neprapPaver ékdeon ce pkpy TocOTNTO
padievépyetag. O yatpdc 60¢ KAl 0 YLTpOS TUPNVIKNG LTPIKNG £X0VV KATOANEEL OTL TO KAIVIKO
d@ehoc mov Bo AdPete and T dodikacio pe to emonuocpévo pe 8Ga pdapuoko vreptepel Tov
KIvOOVOL OV TPOKLITEL Atd TNV aKTvooAia.
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2. T ipéner va yvopilete mpv ypnowpomon)0gi 1o dialopa yhmprovyov yairiov (8Ga) mov
roppaverar péoow Tov GalenVita

Agv 0a péner va ypnopomom0ci To dralvpa yhmprovyov yodriov (8Ga) mov MjeOnke pécm tov

GalenVita

- Ye mepintmon aAkepyiog 6to Yhwplovyo yéAio (8Ga) 1] og omol069ote GALO 0T TA GLGTOTIKG
QVTOV TOV PAPUAKOL (AVOPEPOVTAL GTNV TOPAYPAPO 6).

Edv ypnowonoteite évo emonuacuévo pe %8Ga pdpuoxo, 0o mpénet va Stofdoete T1¢ mANpo@opieg
oYETIKA UE TG avTevoei&elg oto DVAA0 Odnyidv Xprnong Tov QapriKov Tov TPOKEITUL Vo VTTOPAN el
G€ POSLOGTLOVOT).

Ipocdomomoeis ko TPoPLAGEELS

INo TAnpogopieg oyeTIKG e E101KEG TPOEIOOTOMGELG KOl E0KEG TPOPLAGEELG OGOV QpPOPA TN YPNoM
emonpacpévev pe 8Ga popudkov, avarpééte oto GVALo Odnyidv XpNonc Tov QapUEKOD TOv
TpoKertan vo, vToPAn0el og padioonuavon.

Howowd xon £pnpor
Edv eoeig 1 10 maudi oag giote nhikiog kKATo TV 18 €TV, EVNUEPMOTE TOV Y1OTPO TUPNVIKNG LOTPIKNG
oG,

Alho pappake kot dradopa yroprovyov yorriov (8¥Ga

Evnuepdote tov ylotpd mTUPNVIKNG 1OTPIKNG GOG, €0V TAUPVETE, EYETE TPOCHATO TAPEL 1| UTOPEL Vo
mhpete OAAO PApLOKO KAODS ALTO UTOPEL VAL EXNPEAGEL TNV EPUNVELD TV ATMEIKOVIGEDV ATO TOV Y1OTPO
o0G.

Aev givar yvootd €dv 10 SdAvpa yAmprovyov yarriov (8Ga) pmopel vo aldnlemdpdost pe GAka
oapuaka, kabmg dev éxovv mpayuatomombei cuykekpiuéveg peréteg. Aev Oa vmoPAndeite oe éveon
yAwplovyov yariov (*8Ga), oArd Oa AaPete éva padioonpacuévo pe %8Ga appoxo.

o TAnpopopicg 660V apopd GALC papuoKa 6 GLVSVLAGHO pE TN YPHioN emonuacpévov pe %Ga
oopuakav, dtafdacte o GOALO OdNyIdY XpHong Tov PadloCTUAGUEVOD QUPILEKOV.

Kinon, Onkaopdég kot yovipotnra

Edv giote éykvog 1 Onhalete, vouilete 6T umopei va giote £ykvog N oxedldlete vo amoKTNoETE TOLdi,
{ntote ™ GLUPBOVAT] TOV YLATPOD TVPNVIKNG WTPIKNG Gag TPV Gog yopnyNOovv onuacuéva pe BGa
QapLOKaL.

Edv vrapyel mbavotta va. giote éykvog, £xete kabvotépnon oy mepiodd cog | Inialete, Oa mpémet
VO EVIUEPMDOETE GYETIKA TOV YLOTPO TUPNVIKNG WOTPIKNG COG TPV OO T Y0P YN O EMICTLACUEVDV LLE
8Ga pappdkov.

Orav éyete apeiforieg, eival onuovtikd va GUUPOVAELTEITE TOV YIOTPO TUPNVIKNG WTPIKNG GOGC, O
omoioc Oa emPAémel ) dadikacia.

Edv eiote éykvog
O yorpdg mupnvikhg 1tpikng 0o yopnynoet To emonuacuévo pe %Ga pépuoxo katd ) didpreio g
KONoNG LOVO ATV TO EVOEYOUEVO OPELOG VTTEPTEPEL GE Heyddo Pabud Tov Kivduvov.

Edv OnAdlete
®a cag {ndei va dtokdyete Tov OnAacud. Potiote Tov yiatpd TupnVIKNG LATPIKNG GOG TOTE
umopeite va cuveyioete To INAaco.
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Oonynon ko EPLGROS PNy avnpdTov

Mmropei va topatnpnfodv emdpacelg oty IKavOTNTA 001YNONE KOl YEIPICUOD LUNYOVIULATOV AOY® TNg
yprong emonpacpévev pe 8Ga popudkov. Aofdote tpocsektikd to GvAro Odnyidv Xpriong avtdv
TOV POPUIKOV.

3. Mg xpnopomoreiton To didivpa yAoprovyov yarriov (Ga) mov happaverar pécm tov
GalenVita

Yrdpyovv avctnpol VOOl GYETIKE [LE TN (PT|ON, TOV YEPIGLO KL TV OmOPPIYT TOV
padopappakevTik®v mpoitdvtwv. To GalenVita Oa ypnoyonoteitan LOVO Gg E101KA EAEYYOLEVOLS
ydpove. H mapaywyr tov dtoddpatog yloptovyov yoAriov (8Ga), n padiochuoaven evog
GLYKEKPIHEVOL QapUAKOL popéa, kadbg emiong kot n xopiynon evog emonuacuévov pe ®Ga
QopuUaKov og €6AC, Oo TpayLOTOTTOIEITOL LOVO 0TO GTOLO TTOV EIVOL EKTALOEVUEVO KO KOTAPTIGUEVOL
OGOV aQopd TNV ac@aAn ypnon tov. Ta drtopo avtd Bo SdcovVy 1310iTEPT GNUACIO 6TV ACPUAN
YPNON CLTOV TOV PAPUAKOL Kot B0 GOG EVIUEPDVOLVY Y1U TG EVEPYELES TOVG.

O y10TpdG TUPNVIKNG LTPIKNG oV eMPAETEL T Sradikacio Bo amopacicel TNV TocdTNTA
padtoonuacuévov pe %8Ga papudxov to omoio TpokerTan va ypnoipomondel oty nepintmon cog. Oa
glvar 1 pKpdTEPT| TOGOTNTO TOV OTOLTEITOL YL TNV EMITEVEN TNG KATAAANANG EKPaom.

Xopnynon dwaidpatog yroprovyov yorriov (Ga) ka Sietaymyn g dadikaciog
Aev 00, 6og 800ei To Stéhvpa yYAwprovyov yariiov (8Ga), adld éva dAro péppaKko To omoio £xst
ovvdvooTel (padloonuocuévo) pe dtiAvpa yAoprodyov yairiov (8Ga).

AldpKeLo O100IKOGIOG

O Y10TpOC TVPNVIKAG LUTPIKNAG GOG Do 6OG EVUEPDGEL GYETIKG, e TN GLVHON S1dpKELD, TNG SLOOTKOGTOG
e éva emonpacuévo e %8Ga eappaxo. o nepiocodtepec mAnpopopiee, Stapdote to POALO Odnyidv
Xpfong Tov padlOGUAGHEVOD QOPILEKOV.

A@ov &g yopnyn0si To padrocnuacpévo pe dSalope YAoprovyov yarriov (**Ga) eappaxo O
YWTPOG TUPMVIKNG WTPIKNG ol oag eviepdoEeL edv ypelaletar vo AAPeTe TOYXOV E01KEG TPOPLAGEELS
HETA TN AMyn ToL emonpacuévoy pe %8Ga eapudkov. Edv £xete Toydv epmTOELC, EMKOIVOVIOTE UE
TOV Y10TPO TUPMVIKNG LOTPIKNE GOG.

Eav cag yopnyn0si peyakitepn d6on padroonuacpuévov pe didlopa yroprodvyov yarriov (8Ga)
POPRAKOV UTTO TNV KEVOVIKY, 1] LaPeTe KaTd LaBog dueon éveon d10AOpaTOS YAOPLOVYOV YOALIOV
(GBG a)

H vrepdocoroyio ) N katd AaOog dpeon éveon dtodldpotog yloplovyov yairiov (8Ga) dev sivan
mhavr], 51011 0o AéPete povo 1o emonuacpévo pe BGa edpuoko to onoio vroketol 6e EAeyy0
axpiPeiog amd ToV YTpod TUPNVIKNG WTPIKNG Tov enifAéncet T dwadikacio. Qotdc0, 68 TEPinT®ON
vepdocor0Yiog 1| Kot AdBog dueong éveong, Oa AaPete tnv KatdAANAn @povTida.

Edv éxete meplocoteEpEg EPOTIOELS GYETIKA LLE TT] YPTOT] AVTOL TOV PUPUAKOV, POTIOTE TOV Y10TPO
TUPNVIKNG WTPIKNG TTOV eMPAEREL TN drodKoGia.
4. MBavég avemOOpNTES EVEPYELEG

Onmg 6Ma To. pappoKa, £Te1 Kl VT T0 emonocpévo pe BGa edppako pmopet va mpokarécel
AVETOOUNTEG EVEPYELEC, OV KO OEV TTApoLGLALovToL o€ OAOVG TOVG avOpdTOLC.

Metd ) yopfynom tov emonpacuévov pe 8Ga pappdkov, to appaxo 0o xopnynoet pikpy tosdTnTOL
ovtifovcag akTvofoAing e TOV KPOTEPO KivOUVO KapKIvoy Kot KANPOVOUIK®OV OVOLOALDYV.

TNa neprocdTepeg mANPoPopic oxeTIKA pe TIg TOAVES avemBounteg evépyeteg, dwafdote To DOAAO
OdMyudy Xpnong Tov padlocnUOCHEVOD aPUAKOL.
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Ava@opd avemOOunTOV EvEPYELOV

Edv mapotnpfoete Kdmolo avemBounTn evépyeld, EVIUEPMDGTE TOV YIUTPO TUPTNVIKNG TPIKNG GOG.
Av10 1oyt Kot Yo kdOe mhavr avemBountn evEpyeLn TOL OEV AVOPEPETAL GTO TOPOV PUALO 0ONYIDOV
xpnons. Mropeite emiong va avagépete avemBounteg evépyetleg amevbeiog, pécw Tov Bvikoy
GULGTHLOTOG OVOPOPAS TTOL avaypaeetol oto Tlapdptnua V. Méoom g avaeopds avemBopuntov
gvepyeldv pmopeite va fondfoete ot GLALOYN TEPIGTOTEPOV TANPOPOPLDOV GYETIKA LLE TNV ACPAAELN
TOV TTOPOVTOS POPUAKOV.

5. IHog pvrdcoetan 1o GalenVita

Agv Ba ypelootel va puAdcoeTal AVTO TO EAPROKO. AVTO TO PAPHAKO PLAAGGETAL VIO TV EVOVVT TOV
€101K00 6€ KATAAANAOVG YDpovs. H poAaén tov padio@apudkmy TpoyUaTomolEiTol COUPOVE [LE TOVG
€0VIKOOG KOVOVIGHOUE TTEPT PASIEVEPYDY DAIKDV.

Ot ax6AovBeg TAnpoopieg mpoopilovial AmoKAEIGTIKE Y10 TOV £101KO.

H yevvntpro padtovovkiidiov dev mpémet va ypnoiponoleitol Hetd v nuepopunvio Aéng mov
avaQEPETAL GTOV TEPLEKTN PETA TNV « AHEHY.
Mnv amocuvapuoroyeite tn Ok

To didhvpa yYAwprovyov yarriov (8Ga) mov Aappavetar péom GalenVita mpémet va ypnoponoteiton
PECHG,.

6. Iegpreydpeva TS 6LOKELAGIOG KO AOUTTEG TANPOPOPIEg

T epiéyer to GalenVita

- Ot §pactikéc ovoieg eivar 1o yAwplovyo yepudvio (*8Ge) deopevpévo ot 6TAAN TG YEVVHTPLOG
Kot 10 yAoprovyo YeAAo (%8Ga) Stadvpévo ot oteipo vIPOYLPLKd 0ED 0,1 mol/l petd Ty
éxhovon. To yeppdvio (%8Ge) mayideveton un avacsTpéyipa 6To EGOTEPIK TG YEVVIATPLOG
padiovovkidiov kot Stoomdrar 610 Buyatpikd Tov voukAidio (Ga), to onoio AapBaverar omd
yevwhTpia ¢ yAoprovyo yoAio (8Ga).

- Ta, @AAo cvototikd givat: Alogidio Tov Titaviov (UTpa GTAANG)

21eipo vopoyrmptkd o0&y 0,1 mol/l (didAvpa Ekhovong)

Mia yevvitpila padiovovkiidiov dabétet ta e€ng:

1 x 220 ml oteipov vépoyAmpikov 0&Eoc 0,1 mol/l o chikKko TOAVTPOTLAEVIOL
1 x axido B-safe

2 X apoevikog npoocapuoyéag LUER

1 X ToAAamA| PE GTPOPLYYQ

1 X ypopupn eTEKTOONG E1GOS0V

1 X ypopun eméktaong e£6d0v

ok wh

Epgavien tov GalenVita kou wepileyoneve. TG 6VGKEVAGIOG
Agv Oa, ypelootel va MaPete 1| va YEIPLGTEITE TO €V AOYM QAPLLOKO.

Karoyog Adsrog Kvkhogopiag
Curium Romania SRL
Pantelimon, Str. Gradinarilor, nr.1,
lIfov

Povpavia
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IHopoaockevaotig
Curium Bulgaria EOOD
Lulin District,

128 Bansko Shose Str.,
Sofia 1331, BovAyopia

To mapév @vrro 00OV YpfioNS avabempnOnke Yo TELEVTAIO POPA OTIS
Addeg TNYEG TANPOPOPLOV

Agntopepeic mTAnpoeopieg yio To papprako avtd gival dtabéoipec 610 dkTvakd TOTo Tov Evpmmaikol
Opyavicpov Papudakmv: https://www.ema.europa.eu.

Ot TAnpoopieg mov akoAovBoldv amevfivovtal LOVO Ge EmOyYEALATIEG VYELOG:
H mnpne [IXII tov GalenVita mapéyetal og Eexymploto £yypapo 6T GLCKELAGIN TOV TPOIOVTOG UE CTOYO
Vo TOPEYEL OTOVS EMAYYEALATIEG VYELOG TPOCHETEG EMOTNLOVIKES KOl TPOKTIKES TANPOPOPIES GYETIKA IE TN

YOPNYNON Kot T ¥PNo1 avTol TOL PASIOPAPLLAKOV.

AvatpéEre oty IIXII.
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https://www.ema.europa.eu/

DvAro ooNYLOV Apions: IIinpoopics yia Tov ac0evi)

GalenVita 2,96 GBq yevvitpla padrovovkidiov
StéAvpo yAoprovyov yarriov (8Ga)

Awpdote mpooekTikd oAdkinpo To ®VAio Odnyiav Xpiong mpwv cag yopnyndei avtd to

PappraKo, O10TL TEPLAAUPAVEL ONUAVIIKES TANPOPOPIES Y10 GUC.

- Dora&te avTo TO EOALO 0N YDV Yprione. Towg ypelaotel va to duPdcete Eavd.

- Edv éyete mepaitépm omopiec, pmTAGTE TOV YIATPO TUPNVIKNG LOLTPIKNG GOC, 0 00i0g Oa
emPAETEL T dadIKOGIO GO,

- Edv mapotnpricete Kamowa avemBOUNTN eVEPYELL, EVILEPDOTE TOV YIATPO TUPNVIKNG WOTPIKNG
cag. Avtd oyvet kot yuo KaBe mBovi avemBOUNTN eVEPYELL IOV OEV OVAPEPETOL GTO TTAPOV
@OALO 0ONY1DV ypriongs. BAéme mapdypago 4.

T epLéyeL 1o Tapov GUAAO 00N YLOV:

1. T1 eivan o GalenVita kot mota givon 1 yprion Tov

2. T npénet vo yvopilete mpv ypnoponomOei to SiéAvpo yAmprodyov yarriov (8Ga) mov
Aappdavetar péow tov GalenVita

3. IIog ypnoonoteitar to StéAvpo yAmprodyov yarriov (%8Ga) mov Aappaverot uécm Tov
GalenVita

4, [MBovég avemBOunteg evépyeteg

5. [dg purdocetor To GalenVita

6. [epreydpeva g cvokevaciog Kot Aomég TAnpopopieg

1. T givon To GalenVita kau wovo, givar i gprjon Tov

To GalenVita eivar o yevvitpia padiovovkidiov yeppaviov (8Ge)/yarriov (*8Ga), pia cvokevn mov
ypnoonoteitar yia ™ Afyn evog Saldpatog yYAwplovyov yarriov (8Ga). To yAwplovyo yeAlo
(°*8Ga) sivon o padievepyn ovcia 0 XEIPLoHOG TG OOTAG TPETEL VAL TPOYUATOTOIETON 0TTd
e€edkevLévoug y1otpovg (10Tpol TuPNVIKNG LTPIKNG) KOl POPLOKOTOL00E TOV £X0VV KOTAPTIOTEL
do0ov apopd TV epyocia pe padievepyd vikd. To yAwprodyo yéAlo (*8Ga) dev npoopiletar yia dpeon
¥pHon o€ aobeveig, OAAG YpNOYLOTOLELTAL Y10, T PUSIOGTUAVOT], UL TEYVIKT] KATE TV 0Toia,
gmonuaiveton (padtoonuaivetal) pia ovcio pe pio padievepyn Evmaon, 1 omoia 6ty ev AdY®
nepintwon eivor To %Ga.

1 Sradikacia padiochuovong pe yAoprovyo yéAiio (*8Ga) vrofdiloviar pdvo Ta GEPLAKE, TOV
&yovv avamtuydet kon eykpdei e181kd Yo padrooruovon pe 8BGa. Avtd ta padioonpacuévo eapuroKo
UTOPOVV VO, avayVOPIiGouV Kol Vo TPOGKOAANB00V 6€ GUYKEKPLUEVOVE TOTTOVE KUTTAP®Y GTO GMLLOL KOl
va petapépovy 1o padevepyd ®Ga ota kTTOpa AVTE TOL SHOUNTOC Gac. Eivar Suvath n aviyvevon g
YOUNANG TOGOTNTOG PUSIEVEPYELAG TTOL DILAPYEL 6TO emonuacuévo pe 8Ga pappoxo £€m amd 0 chpa
pécm KOV kopepdv. Katt tétolo pmopel va fondnoet tov yiatpo cog e tn ddyvoon. ['a
TEPLOCOTEPEG TANPOPOPiES, avatpeEte ato DVAL0 OdnydV Xpnong Tov QapUiKov TOL TPOKEITAL VO
vroPAndei og padioonuavon pe yroptovyo yeAio (8Ga).

O y1atpog TUVPNVIKAG WTpIkng Ba cog eEnynoetl Aentopepmg Tov TOomo e&étacng mov Oa
TporypoTomomOel.

H ypnon emonuoocpévov pe #Ga pappoakevticod mpoidvtog neprapPaver ékdeon ce pkpy TocOTNTO
padievépyetag. O yatpdc 60¢ KAl 0 YLTpOS TUPNVIKNG LTPIKNG £X0VV KATOANEEL OTL TO KAIVIKO
d@ehoc mov Bo AdPete and T dodikacio pe to emonuocpévo pe 8Ga pdapuoko vreptepel Tov
KIvOOVOL OV TPOKLITEL Atd TNV aKTvooAia.
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2. T ipéner va yvopilete mpv ypnowpomon)0gi 1o dialopa yhmprovyov yairiov (8Ga) mov
roppaverar péoow Tov GalenVita

Agv 0a péner va ypnopomom0ci To dralvpa yhmprovyov yodriov (8Ga) mov MjeOnke pécm tov

GalenVita

- Ye mepintmon aAkepyiog 6to Yhwplovyo yéAio (8Ga) 1] og omol069ote GALO 0T TA GLGTOTIKG
QVTOV TOV PAPUAKOL (AVOPEPOVTAL GTNV TOPAYPAPO 6).

Edv ypnowonoteite évo emonuacuévo pe %8Ga pdpuoxo, 0o mpénet va Stofdoete T1¢ mANpo@opieg
oYETIKA UE TG avTevoei&elg oto DVAA0 Odnyidv Xprnong Tov QapriKov Tov TPOKEITUL Vo VTTOPAN el
G€ POSLOGTLOVOT).

Ipocdomomoeis ko TPoPLAGEELS

INo TAnpogopieg oyeTIKG e E101KEG TPOEIOOTOMGELG KOl E0KEG TPOPLAGEELG OGOV QpPOPA TN YPNoM
emonpacpévev pe 8Ga popudkov, avarpééte oto GVALo Odnyidv XpNonc Tov QapUEKOD TOv
TpoKertan vo, vToPAn0el og padioonuavon.

Howowd xon £pnpor
Edv eoeig 1 10 maudi oag giote nhikiog kKATo TV 18 €TV, EVNUEPMOTE TOV Y1OTPO TUPNVIKNG LOTPIKNG
oG,

Alho pappake kot dradopa yroprovyov yorriov (8¥Ga

Evnuepdote tov ylotpd mTUPNVIKNG 1OTPIKNG GOG, €0V TAUPVETE, EYETE TPOCHATO TAPEL 1| UTOPEL Vo
mhpete OAAO PApLOKO KAODS ALTO UTOPEL VAL EXNPEAGEL TNV EPUNVELD TV ATMEIKOVIGEDV ATO TOV Y1OTPO
o0G.

Aev givar yvootd €dv 10 SdAvpa yAmprovyov yarriov (8Ga) pmopel vo aldnlemdpdost pe GAka
oapuaka, kabmg dev éxovv mpayuatomombei cuykekpiuéveg peréteg. Aev Oa vmoPAndeite oe éveon
yAwplovyov yariov (*8Ga), oArd Oa AaPete éva padioonpacuévo pe %8Ga appoxo.

o TAnpopopicg 660V apopd GALC papuoKa 6 GLVSVLAGHO pE TN YPHioN emonuacpévov pe %Ga
oopuakav, dtafdacte o GOALO OdNyIdY XpHong Tov PadloCTUAGUEVOD QUPILEKOV.

Kinon, Onkaopdég kot yovipotnra

Edv giote éykvog 1 Onhalete, vouilete 6T umopei va giote £ykvog N oxedldlete vo amoKTNoETE TOLdi,
{ntote ™ GLUPBOVAT] TOV YLATPOD TVPNVIKNG WTPIKNG Gag TPV Gog yopnyNOovv onuacuéva pe BGa
QapLOKaL.

Edv vrapyel mbavotta va. giote éykvog, £xete kabvotépnon oy mepiodd cog | Inialete, Oa mpémet
VO EVIUEPMDOETE GYETIKA TOV YLOTPO TUPNVIKNG WOTPIKNG COG TPV OO T Y0P YN O EMICTLACUEVDV LLE
8Ga pappdkov.

Orav éyete apeiforieg, eival onuovtikd va GUUPOVAELTEITE TOV YIOTPO TUPNVIKNG WTPIKNG GOGC, O
omoioc Oa emPAémel ) dadikacia.

Edv eiote éykvog
O yorpdg mupnvikhg 1tpikng 0o yopnynoet To emonuacuévo pe %Ga pépuoxo katd ) didpreio g
KONoNG LOVO ATV TO EVOEYOUEVO OPELOG VTTEPTEPEL GE Heyddo Pabud Tov Kivduvov.

Edv OnAdlete
®a cag {ndei va dtokdyete Tov OnAacud. Potiote Tov yiatpd TupnVIKNG LATPIKNG GOG TOTE
umopeite va cuveyioete To INAaco.
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Oonynon ko EPLGROS PNy avnpdTov

Mmropei va topatnpnfodv emdpacelg oty IKavOTNTA 001YNONE KOl YEIPICUOD LUNYOVIULATOV AOY® TNg
yprong emonpacpévev pe 8Ga popudkov. Aofdote tpocsektikd to GvAro Odnyidv Xpriong avtdv
TOV POPUIKOV.

3. Mg xpnopomoreiton To didivpa yAoprovyov yarriov (Ga) mov happaverar pécm tov
GalenVita

Yrdpyovv avctnpol VOOl GYETIKE [LE TN (PT|ON, TOV YEPIGLO KL TV OmOPPIYT TOV
padopappakevTik®v mpoitdvtwv. To GalenVita Oa ypnoyonoteitan LOVO Gg E101KA EAEYYOLEVOLS
ydpove. H mapaywyr tov dtoddpatog yloptovyov yoAriov (8Ga), n padiochuoaven evog
GLYKEKPIHEVOL QapUAKOL popéa, kadbg emiong kot n xopiynon evog emonuacuévov pe ®Ga
QopuUaKov og €6AC, Oo TpayLOTOTTOIEITOL LOVO 0TO GTOLO TTOV EIVOL EKTALOEVUEVO KO KOTAPTIGUEVOL
OGOV aQopd TNV ac@aAn ypnon tov. Ta drtopo avtd Bo SdcovVy 1310iTEPT GNUACIO 6TV ACPUAN
YPNON CLTOV TOV PAPUAKOL Kot B0 GOG EVIUEPDVOLVY Y1U TG EVEPYELES TOVG.

O y10TpdG TUPNVIKNG LTPIKNG oV eMPAETEL T Sradikacio Bo amopacicel TNV TocdTNTA
padtoonuacuévov pe %8Ga papudxov to omoio TpokerTan va ypnoipomondel oty nepintmon cog. Oa
glvar 1 pKpdTEPT| TOGOTNTO TOV OTOLTEITOL YL TNV EMITEVEN TNG KATAAANANG EKPaom.

Xopnynon dwaidpatog yroprovyov yorriov (Ga) ka Sietaymyn g dadikaciog
Aev 00, 6og 800ei To Stéhvpa yYAwprovyov yariiov (8Ga), adld éva dAro péppaKko To omoio £xst
ovvdvooTel (padloonuocuévo) pe dtiAvpa yAoprodyov yairiov (8Ga).

AldpKeLo O100IKOGIOG

O Y10TpOC TVPNVIKAG LUTPIKNAG GOG Do 6OG EVUEPDGEL GYETIKG, e TN GLVHON S1dpKELD, TNG SLOOTKOGTOG
e éva emonpacuévo e %8Ga eappaxo. o nepiocodtepec mAnpopopiee, Stapdote to POALO Odnyidv
Xpfong Tov padlOGUAGHEVOD QOPILEKOV.

A@ov &g yopnyn0si To padrocnuacpévo pe dSalope YAoprovyov yarriov (**Ga) eappaxo O
YWTPOG TUPMVIKNG WTPIKNG ol oag eviepdoEeL edv ypelaletar vo AAPeTe TOYXOV E01KEG TPOPLAGEELS
HETA TN AMyn ToL emonpacuévoy pe %8Ga eapudkov. Edv £xete Toydv epmTOELC, EMKOIVOVIOTE UE
TOV Y10TPO TUPMVIKNG LOTPIKNE GOG.

Eav cag yopnyn0si peyakitepn d6on padroonuacpuévov pe didlopa yroprodvyov yarriov (8Ga)
POPRAKOV UTTO TNV KOVOVIKY], 1] LaPeTe KaTtd LaB0g dueon éveon d1aivpaTog YAOPLOVYOL YOALIOD
(GBG a)

H vrepdocoroyio | N katd Aaog dueon éveon dtalduotog yhoptovyov yorriiov (8Ga) dev eivan
mhavr], 51011 0o AéPete povo 1o emonuacpévo pe BGa edpuoko to onoio vroketol 6e EAeyy0
axpiPeiog amd ToV YTpod TUPNVIKNG WTPIKNG Tov enifAéncet T dwadikacio. Qotdc0, 68 TEPinT®ON
vepdocor0Yiog 1| Kot AdBog dueong éveong, Oa AaPete tnv KatdAANAn @povTida.

Edv éxete meplocoteEpEg EPOTIOELS GYETIKA LLE TT] YPTOT] AVTOL TOV PUPUAKOV, POTIOTE TOV Y10TPO
TUPNVIKNG WTPIKNG TTOV eMPAEREL TN drodKoGia.
4. MBavég avemOOpNTES EVEPYELEG

Onmg 6Ma To. pappoKa, £Te1 Kl VT T0 emonocpévo pe BGa edppako pmopet va mpokarécel
AVETOOUNTEG EVEPYELEC, OV KO OEV TTApoLGLALovToL o€ OAOVG TOVG avOpdTOLC.

Metd ) yopfynom tov emonpacuévov pe 8Ga pappdkov, to appaxo 0o xopnynoet pikpy tosdTnTOL
ovtifovcag akTvofoAing e TOV KPOTEPO KivOUVO KapKIvoy Kot KANPOVOUIK®OV OVOLOALDYV.

TNa neprocdTepeg mANPoPopic oxeTIKA pe TIg TOAVES avemBounteg evépyeteg, dwafdote To DOAAO
OdMyudy Xpnong Tov padlocnUOCHEVOD aPUAKOL.
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Ava@opd avemOOunTOV EvEPYELOV

Edv mapotnpfoete Kdmolo avemBounTn evépyeld, EVIUEPMDGTE TOV YIUTPO TUPTNVIKNG TPIKNG GOG.
Av10 1oyt Kot Yo kdOe mhavr avemBountn evEpyeLn TOL OEV AVOPEPETAL GTO TOPOV PUALO 0ONYIDOV
xpnons. Mropeite emiong va avagépete avemBounteg evépyetleg amevbeiog, pécw Tov Bvikoy
GULGTHLOTOG OVOPOPAS TTOL avaypaeetol oto Tlapdptnua V. Méoom g avaeopds avemBopuntov
gvepyeldv pmopeite va fondfoete ot GLALOYN TEPIGTOTEPOV TANPOPOPLDOV GYETIKA LLE TNV ACPAAELN
TOV TTOPOVTOS POPUAKOV.

5. IHog pvrdcoetan 1o GalenVita

Agv Ba ypelootel va puAdcoeTal AVTO TO EAPROKO. AVTO TO PAPHAKO PLAAGGETAL VIO TV EVOVVT TOV
€101K00 6€ KATAAANAOVG YDpovs. H poAaén tov padio@apudkmy TpoyUaTomolEiTol COUPOVE [LE TOVG
€0VIKOOG KOVOVIGHOUE TTEPT PASIEVEPYDY DAIKDV.

Ot ax6AovBeg TAnpoopieg mpoopilovial AmoKAEIGTIKE Y10 TOV £101KO.

H yevvntpro padtovovkiidiov dev mpémet va ypnoiponoleitol Hetd v nuepopunvio Aéng mov
avaQEPETAL GTOV TEPLEKTN PETA TNV « AHEHY.
Mnv amocuvapuoroyeite tn Ok

To dihvpa yYAwprovyov yarriov (28Ga) mov Aappavetar péom GalenVita mpémet vo, ypnowuonoteitat
PECHG,.

6. Iegpreydpeva TS 6LOKELAGIOG KO AOUTTEG TANPOPOPIEg

T epiéyer to GalenVita

- Ot §pactikéc ovoieg eivar 1o yAwplovyo yepudvio (*8Ge) deopevpévo ot 6TAAN TG YEVVHTPLOG
Kot 10 yAoprovyo YeAAo (%8Ga) Stadvpévo ot oteipo vIPOYLPLKd 0ED 0,1 mol/l petd Ty
éxhovon. To yeppdvio (%8Ge) mayideveton un avacsTpéyipa 6To EGOTEPIK TG YEVVIATPLOG
padiovovkidiov kot Stoomdrar 610 Buyatpikd Tov voukAidio (Ga), to onoio AapBaverar omd
yevwhTpia ¢ yAoprovyo yoAio (8Ga).

- Ta, @AAo cvototikd givat: Alogidio Tov Titaviov (UTpa GTAANG)

21eipo vopoyrmptkd o0&y 0,1 mol/l (didAvpa Ekhovong)

Mia yevvitpila padiovovkiidiov dabétet ta e€ng:

1 x 220 ml oteipov vépoyAmpikov 0&Eoc 0,1 mol/l o chikKko TOAVTPOTLAEVIOL
1 x axido B-safe

2 X apoevikog npoocapuoyéag LUER

1 X ToAAamA| PE GTPOPLYYQ

1 X ypopupn eTEKTOONG E1GOS0V

1 X ypopun eméktaong e£6d0v

ok wh

Epgavien tov GalenVita kou wepileyoneve. TG 6VGKEVAGIOG
Agv Oa, ypelootel va MaPete 1| va YEIPLGTEITE TO €V AOYM QAPLLOKO.

Karoyog Adsrog Kvkhogopiag
Curium Romania SRL
Pantelimon, Str. Gradinarilor, nr.1,
lIfov

Povpavia

102


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

IHopoaockevaotig
Curium Bulgaria EOOD
Lulin District,

128 Bansko Shose Str.,
Sofia 1331, BovAyopia

To mapév @vrro 00OV YpfioNS avabempnOnke Yo TELEVTAIO POPA OTIS
Addeg TNYEG TANPOPOPLOV

Agntopepeic mTAnpoeopieg yio To papprako avtd gival dtabéoipec 610 dkTvakd TOTo Tov Evpmmaikol
Opyavicpov Papudakmv: https://www.ema.europa.eu.

Ot TAnpoopieg mov akoAovBoldv amevfivovtal LOVO Ge EmOyYEALATIEG VYELOG:
H mnpne [IXII tov GalenVita mapéyetal og Eexymploto £yypapo 6T GLCKELAGIN TOV TPOIOVTOG UE CTOYO
Vo TOPEYEL OTOVS EMAYYEALATIEG VYELOG TPOCHETEG EMOTNLOVIKES KOl TPOKTIKES TANPOPOPIES GYETIKA IE TN

YOPNYNON Kot T ¥PNo1 avTol TOL PASIOPAPLLAKOV.

AvatpéEre oty IIXII.

103


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

DvAro ooNYLOV Apions: IIinpoopics yia Tov ac0evi)

GalenVita 3,33 GBq yevvitpla padrovovkiidiov
StéAvpo yAoprovyov yarriov (8Ga)

Awpdote mpooekTikd oAdkinpo To ®VAio Odnyiav Xpiong mpwv cag yopnyndei avtd to

PapRraKo, O10TL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUC.

- Dora&te avTo TO EOALO 0N YDV Yprione. Towg ypelaotel va to duPdcete Eavd.

- Edv éyete mepaitépm omopiec, pmTAGTE TOV YIATPO TUPNVIKNG LOLTPIKNG GOC, 0 00i0g Oa
emPAETEL T dadIKOGIO GO,

- Edv mapotnpricete Kamowa avemBOUNTN eVEPYELL, EVILEPDOTE TOV YIATPO TUPNVIKNG WOTPIKNG
cag. Avtd oyvet kot yuo KaBe mBovi avemBOUNTN eVEPYELL IOV OEV OVAPEPETOL GTO TTAPOV
@OALO 0ONY1DV ypriongs. BAéme mapdypago 4.

T epLéyeL 1o Tapov GUAAO 00N YLOV:

1. T1 eivan o GalenVita kot mota givon 1 yprion Tov

2. T npénet vo yvopilete mpv ypnoponomOei to SiéAvpo yAmprodyov yarriov (8Ga) mov
Aappdavetar péow tov GalenVita

3. IIog ypnoonoteitar to StéAvpo yAmprodyov yarriov (%8Ga) mov Aappaverot uécm Tov
GalenVita

4, [MBovég avemBOunteg evépyeteg

5. [dg purdocetor To GalenVita

6. [epreydpeva g cvokevaciog Kot Aomég TAnpopopieg

1. T givon To GalenVita kau wovo, givar i gprjon Tov

To GalenVita eivar o yevvitpia padiovovkidiov yeppaviov (8Ge)/yarriov (*8Ga), pia cvokevn mov
ypnoonoteitar yia ™ Afyn evog Saldpatog yYAwplovyov yarriov (8Ga). To yAwplovyo yeAlo
(°*8Ga) sivon o padievepyn ovcia 0 XEIPLoHOG TG OOTAG TPETEL VAL TPOYUATOTOIETON 0TTd
e€edkevLévoug y1otpovg (10Tpol TuPNVIKNG LTPIKNG) KOl POPLOKOTOL00E TOV £X0VV KOTAPTIOTEL
do0ov apopd TV epyocia pe padievepyd vikd. To yAwprodyo yéAlo (*8Ga) dev npoopiletar yia dpeon
¥pHon o€ aobeveig, OAAG YpNOYLOTOLELTAL Y10, T PUSIOGTUAVOT], UL TEYVIKT] KATE TV 0Toia,
gmonuaiveton (padtoonuaivetal) pia ovcio pe pio padievepyn Evmaon, 1 omoia 6ty ev AdY®
nepintwon eivor To %Ga.

1 Sradikacia padiochuovong pe yAoprovyo yéAiio (*8Ga) vrofdiloviar pdvo Ta GEPLAKE, TOV
&yovv avamtuydet kon eykpdei e181kd Yo padrooruovon pe 8BGa. Avtd ta padioonpacuévo eapuroKo
UTOPOVV VO, avayVOPIiGouV Kol Vo TPOGKOAANB00V 6€ GUYKEKPLUEVOVE TOTTOVE KUTTAP®Y GTO GMLLOL KOl
va petapépovy 1o padevepyd ®Ga ota kTTOpa AVTE TOL SHOUNTOC Gac. Eivar Suvath n aviyvevon g
YOUNANG TOGOTNTOG PUSIEVEPYELAG TTOL DILAPYEL 6TO emonuacuévo pe 8Ga pappoxo £€m amd 0 chpa
péc® KOV Kopepdv. Katt tétolo pmopel va fondnoet tov yiatpod cog pe tn ddyvoon. [
TEPLOCOTEPEG TANPOPOPiES, avatpeste oto DHAA0 OdNyLdV Xprong Tov GApUIKOL TOL TPOKEITAUL VL
vroPAndei og padioonuavon pe yroptovyo yeAio (8Ga).

O y1atpog TUVPNVIKAG WTpIkng Ba cog eEnynoetl Aentopepmg Tov TOomo e&étacng mov Oa
TporypoTomomOel.

H ypnon emonuoocpévov pe #Ga pappoakevticod mpoidvtog neprapPaver ékdeon ce pkpy TocOTNTO
padievépyetag. O yatpdc 60¢ KAl 0 YLTpOS TUPNVIKNG LTPIKNG £X0VV KATOANEEL OTL TO KAIVIKO
d@ehoc mov Bo AdPete and T dodikacio pe to emonuocpévo pe 8Ga pdapuoko vreptepel Tov
KIvOOVOL OV TPOKLITEL Atd TNV aKTvooAia.
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2. T ipéner va yvopilete mpv ypnowpomon)0gi 1o dialopa yhmprovyov yairiov (8Ga) mov
roppaverar péoow Tov GalenVita

Agv 0a péner va ypnopomom0ci To dralvpa yhmprovyov yodriov (8Ga) mov MjeOnke pécm tov

GalenVita

- Ye mepintmon aAkepyiog 6to Yhwplovyo yéAio (8Ga) 1] og omol069ote GALO 0T TA GLGTOTIKG
QVTOV TOV PAPUAKOL (AVOPEPOVTAL GTNV TOPAYPAPO 6).

Edv ypnowonoteite évo emonuacuévo pe %8Ga pdpuoxo, 0o mpénet va Stofdoete T1¢ mANpo@opieg
oYETIKA UE TG avTevoei&elg oto DVAA0 Odnyidv Xprnong Tov QapriKov Tov TPOKEITUL Vo VTTOPAN el
G€ POSLOGTLOVOT).

Ipocdomomoeis ko TPoPLAGEELS

INo TAnpogopieg oyeTIKG e E101KEG TPOEIOOTOMGELG KOl E0KEG TPOPLAGEELG OGOV QpPOPA TN YPNoM
emonpacpévev pe 8Ga popudkov, avarpééte oto GVALo Odnyidv XpNonc Tov QapUEKOD TOv
TpoKertan vo, vToPAn0el og padioonuavon.

Howowd xon £pnpor
Edv eoeig 1 10 maudi oag giote nhikiog kKATo TV 18 €TV, EVNUEPMOTE TOV Y1OTPO TUPNVIKNG LOTPIKNG
oG,

Alho pappake kot dradopa yroprovyov yorriov (8¥Ga

Evnuepdote tov ylotpd mTUPNVIKNG 1OTPIKNG GOG, €0V TAUPVETE, EYETE TPOCHATO TAPEL 1| UTOPEL Vo
mhpete OAAO PApLOKO KAODS ALTO UTOPEL VAL EXNPEAGEL TNV EPUNVELD TV ATMEIKOVIGEDV ATO TOV Y1OTPO
o0G.

Aev eivar yvootd €dv 10 dddvpa ylopovyov yariiov (8Ga) pmopel vo alnlemdpdost pe GAka
oapuaka, kabmg dev éxovv mpayuatomombei cuykekpiuéveg peréteg. Aev Oa vmoPAndeite oe éveon
yAwplovyov yariov (*8Ga), oArd Oa AaPete éva padioonpacuévo pe %8Ga appoxo.

o TAnpopopicg 660V apopd GALC papuoKa 6 GLVSVLAGHO pE TN YPHioN emonuacpévov pe %Ga
oopuakav, dtafdacte o GOALO OdNyIdY XpHong Tov PadloCTUAGUEVOD QUPILEKOV.

Kinon, Onkaopdég kot yovipotnra

Edv giote éykvog 1 Onhalete, vouilete 6T umopei va giote £ykvog N oxedldlete vo amoKTNoETE TOLdi,
{ntote ™ GLUPBOVAT] TOV YLATPOD TVPNVIKNG WTPIKNG Gag TPV Gog yopnyNOovv onuacuéva pe BGa
QapLOKaL.

Edv vrapyel mbavotta va. giote éykvog, £xete kabvotépnon oy mepiodd cog | Inialete, Oa mpémet
VO EVIUEPMDOETE GYETIKA TOV YLOTPO TUPNVIKNG WOTPIKNG COG TPV OO T Y0P YN O EMICTLACUEVDV LLE
8Ga pappdkov.

Orav éyete apeiforieg, eival onuovtikd va GUUPOVAELTEITE TOV YIOTPO TUPNVIKNG WTPIKNG GOGC, O
omoioc Oa emPAémel ) dadikacia.

Edv eiote éykvog
O yorpdg mupnvikhg 1tpikng 0o yopnynoet To emonuacuévo pe %Ga pépuoxo katd ) didpreio g
KONoNG LOVO ATV TO EVOEYOUEVO OPELOG VTTEPTEPEL GE Heyddo Pabud Tov Kivduvov.

Edv OnAdlete
®a cag {ndei va dtokdyete Tov OnAacud. Potiote Tov yiatpd TupnVIKNG LATPIKNG GOG TOTE
umopeite va cuveyioete To INAaco.
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Oonynon ko EPLGROS PNy avnpdTov

Mmropei va topatnpnfodv emdpacelg oty IKavOTNTA 001YNONE KOl YEIPICUOD LUNYOVIULATOV AOY® TNg
yprong emonpacpévev pe 8Ga popudkov. Aofdote tpocsektikd to GvAro Odnyidv Xpriong avtdv
TOV POPUIKOV.

3. Mg xpnopomoreiton To didivpa yAoprovyov yarriov (Ga) mov happaverar pécm tov
GalenVita

Yrdpyovv avctnpol VOOl GYETIKE [LE TN (PT|ON, TOV YEPIGLO KL TV OmOPPIYT TOV
padopappakevTik®v mpoitdvtwv. To GalenVita Oa ypnoyonoteitan LOVO Gg E101KA EAEYYOLEVOLS
ydpove. H mapaywyr tov dtoddpatog yloptovyov yoAriov (8Ga), n padiochuoaven evog
GLYKEKPIHEVOL QapUAKOL popéa, kadbg emiong kot n xopiynon evog emonuacuévov pe ®Ga
QopuUaKov og €6AC, Oo TpayLOTOTTOIEITOL LOVO 0TO GTOLO TTOV EIVOL EKTALOEVUEVO KO KOTAPTIGUEVOL
OGOV aQopd TNV ac@aAn ypnon tov. Ta drtopo avtd Bo SdcovVy 1310iTEPT GNUACIO 6TV ACPUAN
YPNON CLTOV TOV PAPUAKOL Kot B0 GOG EVIUEPDVOLVY Y1U TG EVEPYELES TOVG.

O y10TpdG TUPNVIKNG LTPIKNG oV eMPAETEL T Sradikacio Bo amopacicel TNV TocdTNTA
padtoonuacuévov pe %8Ga papudxov to omoio TpokerTan va ypnoipomondel oty nepintmon cog. Oa
glvar 1 pKpdTEPT| TOGOTNTO TOV OTOLTEITOL YL TNV EMITEVEN TNG KATAAANANG EKPaom.

Xopnynon dwaidpatog yroprovyov yorriov (Ga) ka Sietaymyn g dadikaciog
Aev 00, 6og 800ei To Stéhvpa yYAwprovyov yariiov (8Ga), adld éva dAro péppaKko To omoio £xst
ovvdvooTel (padloonuocuévo) pe dtiAvpa yAoprodyov yairiov (8Ga).

AldpKeLo O100IKOGIOG

O Y10TpOC TVPNVIKAG LUTPIKNAG GOG Do 6OG EVUEPDGEL GYETIKG, e TN GLVHON S1dpKELD, TNG SLOOTKOGTOG
e éva emonpacuévo e %8Ga eappaxo. o nepiocodtepec mAnpopopiee, Stapdote to POALO Odnyidv
Xpfong Tov padlOGUAGHEVOD QOPILEKOV.

A@ov &g yopnyn0si To padrocnuacpévo pe dSalope YAoprovyov yarriov (**Ga) eappaxo O
YWTPOG TUPMVIKNG WTPIKNG ol oag eviepdoEeL edv ypelaletar vo AAPeTe TOYXOV E01KEG TPOPLAGEELS
HETA TN AMyn ToL emonpacuévoy pe %8Ga eapudkov. Edv £xete Toydv epmTOELC, EMKOIVOVIOTE UE
TOV Y10TPO TUPMVIKNG LOTPIKNE GOG.

Eav cag yopnyn0si peyakitepn d6on padroonuacpuévov pe didlopa yroprodvyov yarriov (8Ga)
POPRAKOV UTTO TNV KEVOVIKY, 1] LaPeTe KaTd LaBog dueon éveon d10AOpaTOS YAOPLOVYOV YOALIOV
(GBG a)

H vrepdocoroyio ) N katd AaOog dpeon éveon dtodldpotog yloplovyov yairiov (8Ga) dev sivan
mhavr], 51011 0o AéPete povo 1o emonuacpévo pe BGa edpuoko to onoio vroketol 6e EAeyy0
axpiPeiog amd ToV YTpod TUPNVIKNG WTPIKNG Tov enifAéncet T dwadikacio. Qotdc0, 68 TEPinT®ON
vepdocor0Yiog 1| Kot AdBog dueong éveong, Oa AaPete tnv KatdAANAn @povTida.

Edv éxete meplocoteEpEg EPOTIOELS GYETIKA LLE TT] YPTOT] AVTOL TOV PUPUAKOV, POTIOTE TOV Y10TPO
TUPNVIKNG WTPIKNG TTOV eMPAEREL TN drodKoGia.
4. MBavég avemOOpNTES EVEPYELEG

Onmg 6Ma To. pappoKa, £Te1 Kl VT T0 emonocpévo pe BGa edppako pmopet va mpokarécel
AVETOOUNTEG EVEPYELEC, OV KO OEV TTApoLGLALovToL o€ OAOVG TOVG avOpdTOLC.

Metd ) yopfynom tov emonpacuévov pe 8Ga pappdkov, to appaxo 0o xopnynoet pikpy tosdTnTOL
ovtifovcag akTvofoAing e TOV KPOTEPO KivOUVO KapKIvoy Kot KANPOVOUIK®OV OVOLOALDYV.

TNa neprocdTepeg mANPoPopic oxeTIKA pe TIg TOAVES avemBounteg evépyeteg, dwafdote To DOAAO
OdMyudy Xpnong Tov padlocnUOCHEVOD aPUAKOL.
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Ava@opd avemOOunTOV EvEPYELOV

Edv mapotnpfoete Kdmolo avemBounTn evépyeld, EVIUEPMDGTE TOV YIUTPO TUPTNVIKNG TPIKNG GOG.
Av10 1oyt Kot Yo kdOe mhavr avemBountn evEpyeLn TOL OEV AVOPEPETAL GTO TOPOV PUALO 0ONYIDOV
xpnons. Mropeite emiong va avagépete avemBounteg evépyetleg amevbeiog, pécw Tov Bvikoy
GULGTHLOTOG OVOPOPAS TTOL avaypaeetol oto Tlapdptnua V. Méoom g avaeopds avemBopuntov
gvepyeldv pmopeite va fondfoete ot GLALOYN TEPIGTOTEPOV TANPOPOPLDOV GYETIKA LLE TNV ACPAAELN
TOV TTOPOVTOS POPUAKOV.

5. IHog pvrdcoetan 1o GalenVita

Agv Ba ypelootel va QUAAGGETOL AVTO TO EAPLOKO. AVTO TO PAPLOKO PLAAGGETAL VIO TV EVOVVT TOV
€101K00 6€ KATAAANAOVG YDpovs. H poAaén tov padio@apudkmy TpoyUaTomolEiTol COUPOVE [LE TOVG
€0VIKOOG KOVOVIGHOUE TTEPT PASIEVEPYDY DAIKDV.

Ot ax6AovBeg TAnpoopieg mpoopilovial AmoKAEIGTIKE Y10 TOV £101KO.

H yevvntpro padtovovkiidiov dev mpémet va ypnoiponoleitol Hetd v nuepopunvio Aéng mov
avaQEPETAL GTOV TEPLEKTN PETA TNV « AHEHY.
Mnv amocuvapuoroyeite tn Ok

To didhvpa yYAwprovyov yarriov (8Ga) mov Aappavetar péom GalenVita mpémet va ypnoponoteiton
PECHG,.

6. Iegpreydpeva TS 6LOKELAGIOG KO AOUTTEG TANPOPOPIEg

T epiéyer to GalenVita

- Ot §pactikéc ovoieg eivar 1o yAwplovyo yepudvio (*8Ge) deopevpévo ot 6TAAN TG YEVVHTPLOG
Kot 10 yAoprovyo YeAAo (%8Ga) Stadvpévo o otelpo VIPOYLPLKS 0ED 0,1 mol/l petd Ty
éxhovon. To yeppdvio (%8Ge) mayideveton un avacsTpéyipa 6To EGOTEPIK TG YEVVIATPLOG
padiovovkidiov kot Stoomdrar 610 Buyatpikd Tov voukAidio (Ga), to onoio AapBaverar omd
yevwhTpia ¢ yAoprovyo yoAio (8Ga).

- Ta, @AAo cvototikd givat: Alogidio Tov Titaviov (UTpa GTAANG)

21eipo vopoyrmptkd o0&y 0,1 mol/l (didAvpa Ekhovong)

Mia yevvitpila padiovovkiidiov dabétet ta e€ng:

1 x 220 ml oteipov vépoyAmpikov 0&Eoc 0,1 mol/l o chikKko TOAVTPOTLAEVIOL
1 x axido B-safe

2 X apoevikog npoocapuoyéag LUER

1 X ToAAamA| PE GTPOPLYYQ

1 X ypopupn eTEKTOONG E1GOS0V

1 X ypopun eméktaong e£6d0v

ok wh

Epgavien tov GalenVita kou wepileyoneve. TG 6VGKEVAGIOG
Agv Oa, ypelootel va MaPete 1| va YEPLGTEITE TO €V AOYMD PAPLOKO.

Karoyog Adsrog Kvkhogopiag
Curium Romania SRL
Pantelimon, Str. Gradinarilor, nr.1,
lIfov

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

IHopoaockevaotig
Curium Bulgaria EOOD
Lulin District,

128 Bansko Shose Str.,
Sofia 1331, BovAyopia

To mapév @vrro 00OV YpfioNS avabempnOnke Yo TELEVTAIO POPA OTIS
Addeg TNYEG TANPOPOPLOV

Agntopepeic mTAnpoeopieg yio To papprako avtd gival dtabéoipec 610 dkTvakd TOTo Tov Evpmmaikol
Opyavicpov Papudakmv: https://www.ema.europa.eu.

Ot TAnpoopieg mov akoAovBoldv amevfivovtal LOVO Ge EmOyYEALATIEG VYELOG:
H mnpne [IXII tov GalenVita mapéyetal og Eexmplotd £yypapo Gt GLCKELAGIN TOV TPOIOVTOG UE GTOYO
Vo TOPEYEL OTOVS EMAYYEALATIEG VYELOG TPOCHETEG EMOTNLOVIKES KOl TPOKTIKES TANPOPOPIES GYETIKA IE TN

YOPNYNON Kot T ¥PNo1 avTol TOL PASIOPAPLLAKOV.

AvatpéEre oty IIXII.
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https://www.ema.europa.eu/

DvAro ooNYLOV Apions: IIinpoopics yia Tov ac0evi)

GalenVita 3,70 GBq yevvitpla padrovovkiidiov
StéAvpo yAoprovyov yarriov (8Ga)

Awpdote mpooekTikd oAdkinpo To ®VAio Odnyiav Xpiong mpwv cag yopnyndei avtd to

PappraKo, O10TL TEPLAAUPAVEL ONUAVIIKES TANPOPOPIES Y10 GUC.

- Dora&te avTo TO EOALO 0N YDV Yprione. Towg ypelaotel va to duPdcete Eavd.

- Edv éyete mepaitépm omopiec, pmTAGTE TOV YIATPO TUPNVIKNG LOLTPIKNG GOC, 0 00i0g Oa
emPAETEL T dadIKOGIO GO,

- Edv mapotnpricete Kamowa avemBOUNTN eVEPYELL, EVILEPDOTE TOV YIATPO TUPNVIKNG WOTPIKNG
cag. Avtd oyvet kot yuo KaBe mBovi avemBOUNTN eVEPYELL IOV OEV OVAPEPETOL GTO TTAPOV
@OALO 0ONY1DV ypriongs. BAéme mapdypago 4.

T epLéyeL 1o Tapov GUAAO 00N YLOV:

1. T1 eivan o GalenVita kot mota givon 1 yprion Tov

2. T npénet vo yvopilete mpv ypnoponomOei to SiéAvpo yAmprodyov yarriov (8Ga) mov
Aappdavetar péow tov GalenVita

3. IIog ypnoonoteitar to StéAvpo yAmprodyov yarriov (%8Ga) mov Aappaverot uécm Tov
GalenVita

4, [MBovég avemBOunteg evépyeteg

5. [dg purdocetor To GalenVita

6. [epreydpeva g cvokevaciog Kot Aomég TAnpopopieg

1. T givon To GalenVita kau wovo, givar i gprjon Tov

To GalenVita eivar o yevvitpia padiovovkidiov yeppaviov (8Ge)/yarriov (*8Ga), pia cvokevn mov
ypnoonoteitar yia ™ Afyn evog Saldpatog yYAwplovyov yarriov (8Ga). To yAwplovyo yeAlo
(°*8Ga) sivon o padievepyn ovcia 0 XEIPLoHOG TG OOTAG TPETEL VAL TPOYUATOTOIETON 0TTd
e€edkevLévoug y1otpovg (10Tpol TuPNVIKNG LTPIKNG) KOl POPLOKOTOL00E TOV £X0VV KOTAPTIOTEL
do0ov apopd TV epyocia pe padievepyd vikd. To yAwprodyo yéAlo (*8Ga) dev npoopiletar yia dpeon
¥pHon o€ aobeveig, OAAG YpNOLOTOLELTAL Y10, T1 PASIOGTIUAVGT], IO TEYXVIKT KOTE TNV 0Toio,
gmonuaiveton (padtoonuaivetar) pia ovcio pe pio padievepyn Evmaon, 1 oroia 6Ty v AdY®
nepintwon eivor To %Ga.

1 Sradikacia padiochuovong pe yAoprovyo yéAiio (*8Ga) vrofdiloviar pdvo Ta GEPLAKE, TOV
&yovv avamtuydet kon eykpdei e181kd Yo padrooruovon pe 8BGa. Avtd ta padioonpacuévo eapuroKo
UTOPOVV VO, avayVOPIiGouV Kol Vo TPOGKOAANB00V 6€ GUYKEKPLUEVOVE TOTTOVE KUTTAP®Y GTO GMLLOL KOl
va petapépovy 1o padevepyd ®Ga ota kTTOpa AVTE TOL SHOUNTOC Gac. Eivar Suvath n aviyvevon g
YOUNANG TOGOTNTOG PUSIEVEPYELAG TTOL DILAPYEL 6TO emonuacuévo pe 8Ga pappoxo £€m amd 0 chpa
pécm KOV kopepdv. Katt tétolo pmopel va fondnoet tov yiatpo cog e tn ddyvoon. ['a
TEPLOCOTEPEG TANPOPOPiES, avatpeEte ato DVAL0 OdnydV Xpnong Tov QapUiKov TOL TPOKEITAL VO
vroPAndei og padioonuavon pe yroptovyo yeAio (8Ga).

O y1atpog TUVPNVIKAG WTpIkng Ba cog eEnynoetl Aentopepmg Tov TOomo e&étacng mov Oa
TporypoTomomOel.

H ypnon emonuoocpévov pe #Ga pappoakevticod mpoidvtog neprapPaver ékdeon ce pkpy TocOTNTO
padievépyetag. O yatpdc 60¢ KAl 0 YLTpOS TUPNVIKNG LTPIKNG £X0VV KATOANEEL OTL TO KAIVIKO
d@ehoc mov Bo AdPete and T dodikacio pe to emonuocpévo pe 8Ga pdapuoko vreptepel Tov
KIvOOVOL OV TPOKLITEL Atd TNV aKTvooAia.
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2. T ipéner va yvopilete mpv ypnowpomon)0gi 1o dialopa yhmprovyov yairiov (8Ga) mov
roppaverar péoow Tov GalenVita

Agv 0a péner va ypnopomom0ci To dralvpa yhmprovyov yodriov (8Ga) mov MjeOnke pécm tov

GalenVita

- Ye mepintmon aAkepyiog 6to Yhwplovyo yéAio (8Ga) 1] og omol069ote GALO 0T TA GLGTOTIKG
QVTOV TOV PAPUAKOL (AVOPEPOVTAL GTNV TOPAYPAPO 6).

Edv ypnowonoteite évo emonuacuévo pe %8Ga pdpuoxo, 0o mpénet va Stofdoete T1¢ mANpo@opieg
oYETIKA UE TG avTevoei&elg oto DVAA0 Odnyidv Xprnong Tov QapriKov Tov TPOKEITUL Vo VTTOPAN el
G€ POSLOGTLOVOT).

Ipocdomomoeis ko TPoPLAGEELS

INo TAnpogopieg oyeTIKG e E101KEG TPOEIOOTOMGELG KOl E0KEG TPOPLAGEELG OGOV QpPOPA TN YPNoM
emonpacpévev pe 8Ga popudkov, avarpééte oto GVALo Odnyidv XpNonc Tov QapUEKOD TOv
TpoKertan vo, vToPAn0el og padioonuavon.

Howowd xon £pnpor
Edv eoeig 1 10 maudi oag giote nhikiog kKATo TV 18 €TV, EVNUEPMOTE TOV Y1OTPO TUPNVIKNG LOTPIKNG
oG,

Alho pappake kot dradopa yroprovyov yarriov (8¥Ga

Evnuepdote tov ylotpd mTUPNVIKNG 1OTPIKNG GOG, €0V TAUPVETE, EYETE TPOCHATO TAPEL 1| UTOPEL Vo
mhpete OAAO PApLOKO KAODS ALTO UTOPEL VAL EXNPEAGEL TNV EPUNVELD TV ATMEIKOVIGEDV ATO TOV Y1OTPO
o0G.

Aev givar yvootd €dv 10 SdAvpa yAmprovyov yarriov (8Ga) pmopel vo aldnlemdpdost pe GAka
oapuaka, kabmg dev éxovv mpayuatomombei cuykekpiuéveg peréteg. Aev Oa vmoPAndeite oe éveon
yAwplovyov yariov (*8Ga), oArd Oa AaPete éva padioonpacuévo pe %8Ga appoxo.

o TAnpopopicg 660V apopd GALC papuoKa 6 GLVSVLAGHO pE TN YPHioN emonuacpévov pe %Ga
oopuakav, dtafdacte o GOALO OdNyIdY XpHong Tov PadloCTUAGUEVOD QUPILEKOV.

Kinon, Onkaopdég kot yovipotnra

Edv giote éykvog 1 Onhalete, vouilete 6T umopei va giote £ykvog N oxedldlete vo amoKTNoETE TOLdi,
{ntote ™ GLUPBOVAT] TOV YLATPOD TVPNVIKNG WTPIKNG Gag TPV Gog yopnyNOovv onuacuéva pe BGa
QapLOKaL.

Edv vrapyel mbavotta va. giote éykvog, £xete kabvotépnon oy mepiodd cog | Inialete, Oa mpémet
VO EVIUEPMDOETE GYETIKA TOV YLOTPO TUPNVIKNG WOTPIKNG COG TPV OO T Y0P YN O EMICTLACUEVDV LLE
8Ga pappdkov.

Orav éyete apeiforieg, eival onuovtikd va GUUPOVAELTEITE TOV YIOTPO TUPNVIKNG WTPIKNG GOGC, O
omoioc Oa emPAémel ) dadikacia.

Edv eiote éykvog
O yorpdg mupnvikhg 1tpikng 0o yopnynoet To emonuacuévo pe %Ga pépuoxo katd ) didpreio g
KONoNG LOVO ATV TO EVOEYOUEVO OPELOG VTTEPTEPEL GE Heyddo Pabud Tov Kivduvov.

Edv OnAdlete
®a cag {ndei va dtokdyete Tov OnAacud. Potiote Tov yiatpd TupnVIKNG LATPIKNG GOG TOTE
umopeite va cuveyioete To INAaco.
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Oonynon ko EPLGROS PNy avnpdTov

Mmropei va topatnpnfodv emdpacelg oty IKavOTNTA 001YNONE KOl YEIPICUOD LUNYOVIULATOV AOY® TNg
yprong emonpacpévev pe 8Ga popudkov. Aofdote tpocsektikd to GvAro Odnyidv Xpriong avtdv
TOV POPUIKOV.

3. Mg xpnopomoreiton To didivpa yAoprovyov yarriov (Ga) mov happaverar pécm tov
GalenVita

Yrdpyovv avctnpol VOOl GYETIKE [LE TN (PT|ON, TOV YEPIGLO KL TV OmOPPIYT TOV
padopappakevTik®v mpoitdvtwv. To GalenVita Oa ypnoyonoteitan LOVO Gg E101KA EAEYYOLEVOLS
ydpove. H mapaywyr tov dtoddpatog yloptovyov yoAriov (8Ga), n padiochuoaven evog
GLYKEKPIHEVOL QapUAKOL popéa, kadbg emiong kot n xopiynon evog emonuacuévov pe ®Ga
QopuUaKov og €6AC, Oo TpayLOTOTTOIEITOL LOVO 0TO GTOLO TTOV EIVOL EKTALOEVUEVO KO KOTAPTIGUEVOL
OGOV aQopd TNV ac@aAn ypnon tov. Ta drtopo avtd Bo SdcovVy 1310iTEPT GNUACIO 6TV ACPUAN
YPNON CLTOV TOV PAPUAKOL Kot B0 GOG EVIUEPDVOLVY Y1U TG EVEPYELES TOVG.

O y10TpdG TUPNVIKNG LTPIKNG oV eMPAETEL T Sradikacio Bo amopacicel TNV TocdTNTA
padtoonuacuévov pe %8Ga papudxov to omoio TpokerTan va ypnoipomondel oty nepintmon cog. Oa
glvar 1 pKpdTEPT| TOGOTNTO TOV OTOLTEITOL YL TNV EMITEVEN TNG KATAAANANG EKPaom.

Xopnynon dwaidpatog yroprovyov yorriov (Ga) ka Sietaymyn g dadikaciog
Aev 00, 6og 800ei To Stéhvpa yYAwprovyov yariiov (8Ga), adld éva dAro péppaKko To omoio £xst
ovvdvooTel (padloonuocuévo) pe dtiAvpa yAoprodyov yairiov (8Ga).

AldpKeLo O100IKOGIOG

O Y10TpOC TVPNVIKAG LUTPIKNAG GOG Do 6OG EVUEPDGEL GYETIKG, e TN GLVHON S1dpKELD, TNG SLOOTKOGTOG
e éva emonpacuévo e %8Ga eappaxo. o nepiocodtepec mAnpopopiee, Stapdote to POALO Odnyidv
Xpfong Tov padlOGUAGHEVOD QOPILEKOV.

A@ov &g yopnyn0si To padrocnuacpévo pe dSalope YAoprovyov yarriov (**Ga) eappaxo O
YWTPOG TUPMVIKNG WTPIKNG ol oag eviepdoEeL edv ypelaletar vo AAPeTe TOYXOV E01KEG TPOPLAGEELS
HETA TN AMyn ToL emonpacuévoy pe %8Ga eapudkov. Edv £xete Toydv epmTOELC, EMKOIVOVIOTE UE
TOV Y10TPO TUPMVIKNG LOTPIKNE GOG.

Eav cag yopnyn0si peyakitepn d6on padroonuacpuévov pe didlopa yroprodvyov yarriov (8Ga)
POPRAKOV UTTO TNV KOVOVIKY], 1] LaPeTe KaTtd LaB0g dueon éveon d1aivpaTog YAOPLOVYOL YOALIOD
(GBG a)

H vrepdocoroyio | N katd Aaog dueon éveon dtalduotog yhoptovyov yorriiov (8Ga) dev eivan
mhavr], 51011 0o AéPete povo 1o emonuacpévo pe BGa edpuoko to onoio vroketol 6e EAeyy0
axpiPeiog amd ToV YTpod TUPNVIKNG WTPIKNG Tov enifAéncet T dwadikacio. Qotdc0, 68 TEPinT®ON
vepdocor0Yiog 1| Kot AdBog dueong éveong, Oa AaPete tnv KatdAANAn @povTida.

Edv éxete meplocoteEpEg EPOTIOELS GYETIKA LLE TT] YPTOT] AVTOL TOV PUPUAKOV, POTIOTE TOV Y10TPO
TUPNVIKNG WTPIKNG TTOV eMPAEREL TN drodKoGia.
4. MBavég avemOOpNTES EVEPYELEG

Onmg 6Ma To. pappoKa, £Te1 Kl VT T0 emonocpévo pe BGa edppako pmopet va mpokarécel
AVETOOUNTEG EVEPYELEC, OV KO OEV TTApoLGLALovToL o€ OAOVG TOVG avOpdTOLC.

Metd ) yopfynom tov emonpacuévov pe 8Ga pappdkov, to appaxo 0o xopnynoet pikpy tosdTnTOL
ovtifovcag akTvofoAing e TOV KPOTEPO KivOUVO KapKIvoy Kot KANPOVOUIK®OV OVOLOALDYV.

TNa neprocdTepeg mANPoPopic oxeTIKA pe TIg TOAVES avemBounteg evépyeteg, dwafdote To DOAAO
OdMyudy Xpnong Tov padlocnUOCHEVOD aPUAKOL.
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Ava@opd avemOOunTOV EVEPYELOV

Edv mapotnpfoete Kdmolo avemBounTn evépyeld, EVIUEPMDGTE TOV YIUTPO TUPTNVIKNG TPIKNG GOG.
Av10 1oyt Kot Yo kdOe mhavr avemBountn evEpyeLn TOL OEV AVOPEPETAL GTO TOPOV PUALO 0ONYIDOV
xpnons. Mropeite emiong va avagépete avemBounteg evépyetleg amevbeiog, pécw Tov Bvikoy
GULGTHLOTOG OVOPOPAS TTOL avaypaeetol oto Tlapdptnua V. Méoom g avaeopds avemBopuntov
gvepyeldv pmopeite va fondfoete ot GLALOYN TEPIGTOTEPOV TANPOPOPLDOV GYETIKA LLE TNV ACPAAELN
TOV TTOPOVTOS POPUAKOV.

5. IHog pvrdcoetan 1o GalenVita

Agv Ba ypelootel va puAdcoeTal AVTO TO EAPROKO. AVTO TO PAPHAKO PLAAGGETAL VIO TV EVOVVT TOV
€101K00 6€ KATAAANAOVG YDpovs. H poAaén tov padio@apudkmy TpoyUaTomolEiTol COUPOVE [LE TOVG
€0VIKOOG KOVOVIGHOUE TTEPT PASIEVEPYDY DAIKDV.

Ot ax6AovBeg TAnpoopieg mpoopilovial AmoKAEIGTIKE Y10 TOV £101KO.

H yevvntpro padtovovkiidiov dev mpémet va ypnoiponoleitol Hetd v nuepopunvio Aéng mov
avaQEPETAL GTOV TEPLEKTN PETA TNV « AHEHY.
Mnv amocuvapuoroyeite tn Ok

To didhvpa yYAwprovyov yarriov (8Ga) mov Aappavetar péom GalenVita mpémet va ypnoponoteiton
PECHG,.

6. Iegpreydpeva TS 6LOKELAGIOG KO AOUTTEG TANPOPOPIEg

T epiéyer to GalenVita

- Ot §pactikéc ovoieg eivar 1o yAwplovyo yepudvio (*8Ge) deopevpévo ot 6TAAN TG YEVVHTPLOG
Kot 10 yAoprovyo YeAAo (%8Ga) Stadvpévo ot oteipo vIPOYLPLKd 0ED 0,1 mol/l petd Ty
éxhovon. To yeppdvio (%8Ge) mayideveton un avacsTpéyipa 6To EGOTEPIK TG YEVVIATPLOG
padiovovkidiov kot Stoomdrar 610 Buyatpikd Tov voukAidio (Ga), to onoio AapBaverar omd
yevwhTpia ¢ yAoprovyo yoAio (8Ga).

- Ta, @AAo cvototikd givat: Alogidio Tov Titaviov (UTpa GTAANG)

21eipo vopoyrmptkd o0&y 0,1 mol/l (didAvpa Ekhovong)

Mia yevvitpila padiovovkiidiov dabétet ta e€ng:

1 x 220 ml oteipov vépoyAmpikov 0&Eoc 0,1 mol/l o chikKko TOAVTPOTLAEVIOL
1 x axido B-safe

2 X apoevikog npoocapuoyéag LUER

1 X ToAAamA| PE GTPOPLYYQ

1 X ypopupn eTEKTOONG E1GOS0V

1 X ypopun eméktaong e£6d0v

ok wh

Epgavien tov GalenVita kou wepileyoneve. TG 6VGKEVAGIOG
Agv Oa, ypelootel va MaPete 1} va yEPLGTEILTE TO €V AOY® QapUOKO.

Karoyog Adsrog Kvkhogopiag
Curium Romania SRL
Pantelimon, Str. Gradinarilor, nr.1,
lIfov

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

IHopoaockevaotig
Curium Bulgaria EOOD
Lulin District,

128 Bansko Shose Str.,
Sofia 1331, BovAyopia

To mapév @vrro 00OV YpfioNS avabempnOnke Yo TELEVTAIO POPA OTIS
Addeg TNYEG TANPOPOPLOV

Agntopepeic mTAnpoeopieg yio To papprako avtd gival dtabéoipec 610 dkTvakd TOTo Tov Evpmmaikol
Opyavicpov Papudakmv: https://www.ema.europa.eu.

Ot TAnpoopieg mov akoAovBoldv amevfivovtal LOVO Ge EmOyYEALATIEG VYELOG:
H mnpne [IXII tov GalenVita mapéyetal og Eexymploto £yypapo 6T GLCKELAGIN TOV TPOIOVTOG UE CTOYO
Vo TOPEYEL OTOVS EMAYYEALATIEG VYELOG TPOCHETEG EMOTNLOVIKES KOl TPOKTIKES TANPOPOPIES GYETIKA IE TN

YOPNYNON Kot T ¥PNo1 avTol TOL PASIOPAPLLAKOV.

AvatpéEre oty IIXII.
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https://www.ema.europa.eu/
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