PAYIN VTN
KPATKA XAPAKTEPHCTHKA HA TTIPOTYKTA

A0 200 11-12- 0%

1. UME HA JIEKAPCTBEHHAH 1TPOJAYKT

MOHTEK 10-40 GBq pagnorykiuaeH reHepartop
MONTEK 10-40 GBg Radionuclide generator

2. KAYECTBEH U KOJIHYHECTBEH CbCTAB

Hatpues neprexnerar (*"™T¢) nHakeKLMOHEH pa3TBop ce npousseskaa ot (*"Mo/”""Tc) reHepartop.
Texenumii (""Tc) ce pas3rnaja ¢ eMUCHS OT raMa JIb4u ¢be cpeiHa eHeprus ot 140 keV n nepuoj Ha
noJypasnaj 1o TexHeunii-("mTe) ot 6,01 waca, KOHTO ¢ ornejl Ha ABJICKS CH NIEPHOJL Ha Moty pasnaj oT
2,13 x 10° rognnm, MoXe /1a ce cunTa 3a noaycraduieH,

PaMOHYKITHIHUAT reHepaTop ChbpsKalll poANTENICKH nzoton "Mo, agcopOupan BbpXY Xpomarorpadeka
KOJIOHA JI0CTaBs HATpUeB nepTexHeTat (*"Tc) MHKEKIMOHEH CTepHIIeH pa3TBOp.

""Mo BLpXY KONOHATa € B paBHOBecHe ¢ o0pa3syBans Abliuepen usoron ~ " Tc. 'eHepaTopuTe ca cHableHH
ChC CAEJAHNTE COOPHM aKTUBHOCTH * Mo npu BpeMe Ha pedepeHTHA AefHOCT, KOUTO A0CTaBAT ClIeIHUTE
cymn texteunit ("M Tc), ako npruemem, ve 100% TeopeTHUHO eNtorupaH 1001B 1 24 yaca BpeMe oT
[IPEANLIHO eTIONPAHe W KaTo ce B3eMe MPejIBHL, Y€ Pa3kIoHEeHOTO choTHouleHue ¢ "Mo e okouo 87 %:

YMTe akTURHOCT (MaKCHMAITHO 8.3 12,6 | 168 [21.1 |253 |29,6 |33,9 | GBg
TCOPETHUHO eJTtoHpallla akTUBHOCT
npy KasinOpaunonHa gara, 8 A.M.
GMT +3)

Mo akTHBHOCT (TTpH 10 15 20 25 30 35 40 GBq
KaJMOpauuoHHa jara, 8 A.M.

GMT +3)

Hanuunure koanvecTsa TexeHinil (7" Tc) npu eAMHUYHO eNfoMpaHe 3aBUCAT OT peallHuTe 100UBH Ha
M3MO3BAHKS BUJL FEHEPATOp, 00sIBEH OT [IPOM3BOUTENA U 0100peH OT KOMMETeHTHUTE BIIACTH.

[ TOMOIIIHA BEUIECTBA C U3BECTHO JECHCTBHE:
Bceku enun ml Hatpres neprexuerar ("Tc¢) pastBop cbabpka 3,54 mg HaTpHil.

3a IMLJTHUA CITUCHK HA IMOMOLIHUTE BEUISCTBA BUXKTE TOUKA 0.1,

3. JIEKAPCTBEHA ®OPMA
PaiMOHYKINJIEH reHepaTop.

LlHJTHHH,quHD TAJO W 3anyluainka, nmoKpuTH Cbe rJjracrMaca, npukpenBaii K'eM TAITIOTO C 2 KJIEMH, ChC
CTOMKa Ha BbpXad.

4, KJIJMUHUYHU JAHHH

4.1 TepaneBTHYHH NOKA3AHUS

To3u JIekapeTBEH NMPOAYKT € npejiHa3HavueH camMo 3a IHarHOCTHYHU LeTH,




EnoatsT OT paiMOHYKIWARUS renepartop (HatpueBusT neptexHerat (7" Tc) MHKEKUWOHEH pa3TBop)
MokKasaH 3a 03Ha4YaBaHe Ha pa3jIMuHW KUTOBE 3a paguodapmaueBTUYHA MOAr0TOBKA, pa3padoTeHu U
0J100peHN 3a paiMOM30TOMHO MapKupaHe ¢ TakbB pa3TBop.

e cuMHTUrpadus Ha LUMTOBKIHATA KJle3a: AMPEKTHO U300pakeHne Ha HATPYTIBAHETO B
U[MTOBH/IHATA KJ1e3a JaBa WH(opMaLKa OTHOCHO pasMepa, MECTOIOJIOKEHUETO, HAIMYHETO Ha
BBH3JTM U (PYHKUMATA Ha *Jie3aTa B ciiyvail Ha 3a00siaBaHKs, CBBP3aHU C LIMTOBUIHATA JKJI€34;

e CUMHTUrpadus Ha CIIFOHUYEHUTE KIIE3N: IMArH03a Ha XPOHUYEH CUAT0aJeHUT (Hanp (CHHAPOM Ha
ChbOrpeH), KakTo M 3a OllEHKa Ha (PYHKUKUATA HA CIFOHYEHUTE JKIT€31 W MPOX0AUMOCTTA Ha
KaHaJIUTE B CJIFOHUEHUTE KJIe3W, HApYIIEeHWss © MOHUTOPUHT Ha OTIrOBOpa Ha TeparneBTHYHY
UHTEPBEHUWH (B YACTHOCT Pajino HOHA Teparnus).

* JlOKallM3auMs Ha eKTOTMUYHA CTOMAllHA MYyKO03a (AuBepTUKY Ha Mekelr).

* CUMHTHUTpadUs Ha CITB3HWUTE KaHAJIW: 3@ OLEHKA Ha (DYHKLUMOHAHW pa3CcTPONCTBA Ha ChII3eHe U
[pociieAsBaHe Ha OTTOBOpa Ha TeparneBTHYHU WHTCPBEHLWH.

4.2 Jlo3upoBKa U HAYUH HA NPHIOKEHHE

Jlo3uporka

AKO pa3TBOp Ha HaTpues neprexHerar (7 ™T¢) ce npuiiara HHTPaBEHO3HO, AKTUBHOCTUTE MOraT Ja

BapupaT B LUHPOKH FPaHMLM B 3aBUCUMOCT OT M3UCKBAHATa KIMHWUYHA WH(OPMALIMA, U U3MO0JI3BAHOTO

obopyasane. MHxkeKTUpaHeTO Ha aKTUBHOCTH, no-royieMu ot mectHuTe APC (anarHocTUYHU pedepeHTHH

CTOWHOCTH), clie/iBa Aa ObJAT onpaBAaHy 3a onpeaesieHd nokaszanud. | [pernopbyaHnTe akTUBHOCTH ca

KakKkTo clie/Ba:

Bvspacmnu (70 kg) u xopa 6 nanpedonana 6v3pacm:

- Cuunturpadus Ha wHToBUIHaTa xie3a: 20 -80MBg

- Cuunarturpadus Ha cirondeHnTe kne3n: 30 go 150MBq 3a cratuunu uzodpaxenus u 10 370 MBq 3a
JAUHAMUYHU U300paxeHns.

- Cumnrurpadus Ha auBepTukysl Ha Meken: 300 - 400MBq

- CumHturpadus Ha ciab3HuTe Kiesu: 2-4MB( B Kanka B 0KO

bvOpeuno vepeacoarne
M3uckBa ce BHUMATETHO 0OMUCIISTHE Ha TIpUJTaraHaTa akTHBHOCT, Thil KAaTO € Bb3MOMKHO IMOBUILIEHO

paanauuoHHO H3JlaraHe 1pH TE3HW THAUHCHTH.

[leouampuyuna nonyiayus
[ IpujtoeHHeTo TpHU el U KOHOLIIH TpsidBa Jia ce npeleHsBa BHUMAaTETHO, KaTo ¢& OCHOBABA Ha
KIMHUYHWATE HYXKAW W C€ OTHYUTA ChOTHOUIEHUETO PUCK — T0J13a MPH Ta3H rpyna rnaunueHTH,

AKTUBHOCTTA, KOATO TpsAOBa Ja ce NPUI0XKH TPH Jlela U IOHOLLW, MOKE J1a C€ W3UYHCIIH criope]]
npenopbkuTe Ha EBporneiickara acounauns 3a HykiaeapHa Meaudunta (European Association Nuclear
Medicine) B meMaTpiyHaTa 1030Ba KapTa - aKTHBHOCTTANPHIIOXKEHA TIPH JeUa U FOHOIIN MOXKe Jla OBJie
U3YUCJIEHA Ype3 MYJITUTIJTHIIMPAHE Ha W3XO0HOTO HUBO aKTHUBHOCT (3a LEJIMTE Ha U3YKCIIABAHETO) 110
KOPEKUMOHHUSA KoedUIIMEeHT, 3aBUCHM OT TErNI0To, MocoveH B tadauuara rno-goy (Bxk. Tabnuua 1):

A[MBQ]apuionena = U3X0AHA aKTUBHOCT X MHOTOKPATHO

Cyunmuepaghua na wumosuonama xcnesa: lpunarana aktuBHocT [MBq] = 5,6 MBq X kopeKUHOHEH
koeuumneHT (Tadnuua 1). Munumanuara aktugHoct ot 10 MBq € HeoOXxoauma 3a nojiyuaBaHe Ha
W300pakeHus ¢ J0CTATb4YHO A00PO KauecTno.

Onpedenane / nokanuzayus Ha ekmonuuna cmomauina myxoza: llpunoxkena aktueaocet [MBqg] = 10,5
MBq x kopekuuonet koeduuuenT (Tadbnuua 1). Munumanua aktusrocT ot 20 MBq e Heobxoanma, 3a Jia
ce 1oJIy4yaTt W300paxeHus ¢ A0CTaTbYyHO J100p0o KavyecTRo. —

Tabauna.l: TersioBO-3aBUCHMH KOPEKLUMOHHHW (paKTOpH B NeauaTpuyHara nonyjauus (3
cuuHTUrpadgus U naeHTUGUKAUUA / ToKalK3alKs Ha eKTONKWYHA CTOMAalllHa MyKO3a), Chi}

npenopbkuTe Ha EANM ot mait 2008.



Teruo KpaTtHo Teruo KpatHo Teruo KpatHo
[ke] k] kel
3 22 3,29 42 9,14
4 [,14 24 3,71 44 0.57
6 1,71 26 6,14 46 10,00
8 2,14 28 6,43 48 10,29
10 2,71 30 6,86 50 10,71
12 3,14 32 7,29 52-54 11,29
14 3.5 34 112 56-58 2,00
16 4,00 36 8,00 60-62 2,71
18 4,43 38 8,43 64-66 3,43
20 4,86 40 8,86 68 4,00

Cyunmuepadhun na crionyenume ciesu: Padornara rpyna Ha EANM (1990) no nepuaTtpus npenopbysa
aAKTUBHOCTTA.KOATO 111€ e TpUjara Ha JIETeTo Ja ce M34UHCIIgBa CIIPAMO TEJIECHOTO TErJI0 ChIIIacHO
rabauuara no-gony (Bxk. Tadnuia 2) ¢ MuHuMarta jjoza ot 10 MBq, 3a na ce nonyuar uzoopaxeHus ¢
J10CTATHLYHO KayecTBO.

Tabauua 2: Ter/loBHO-3aBUCUM KOPEKIIMOHEH KoeULMEHT NMpH nejraTpuyHara rnornynauus (3a
CUUHTHTpaus Ha clIFOHYeHa »Jie3a) cbriiacHo npernopbk Ha EANM 1990

Terno Koedun | Terao Koedpuune | Termo | Koeduun
- [kg] WEHT [ kg| HT | kg| CHT
3 0, 22 0,50 42 0,78
1 0,14 24 0,53 | 44 0,80
6 0,19 26 0,56 46 0,82
8 0,23 28 0,58 48 0,85
10 0,27 30 0,62 50 0,88
12 0,32 32 0,65 52-54 0,90
14 0,36 34 0,68 56-58 0.92
16 0,40 36 0,71 60-62 0,96
18 0,44 38 0,73 64-66 0,98
20 0,46 40 0,76 68 0,99

Cyunmuepadhus va crvznume xeaesu: IpenopbynTesIHUTE aKTUBHOCTH ca TIPUIIOKUMU KaKTO 34
Bb3pacTHU Taka W 3a Jiela.

HauuH Ha npuiioxkeHue
3a UHTPABEHO3HO TIPUIOKEHUE UIIK TTPUITOXKEHUE B OUUTE.

3a MHOI01030BO MPUIIOKEHHE

3a MHCTPYKLUKUK 3a NPUCOTBAHE Ha JIEKAPCTBEHUS MMPOJIYKT NPeAn MPUIoKeHne BUXKTe Touka 12,
3a NoJAr0TOBKA Ha NnauveHTa, BHXKTe Touka 4.4

3a cuMHTUrpadgms Ha WKMTOBKJIHA *J1e3a, CUMHTUTpadUs Ha CIIFOHYEHH KITe3H U onpelesisaHe

TOKAIN3aUMATA HA eKTONMMYHA CTOMALIHA MYKO3a, pa3TBOPBT Ha HaTpueB meprexHerat (7" Tc) e
[MTPUITIOKEH Ype3 MHTPABCHO3HA MHIKCKIIHA.

O6pa3Ha MarHoCcTUKA:
[Tpu cuuHTUrpaus Ha WIMTOBUIHA xJie3d: 20 MUH, clie/l UHTpaBEHO3HATA MHKEKLNS.




[Tpu cunHTUrpadus Ha CIFOHYEHUTE JKJI€3U: BEAHAra CJle/l UHTPaBEHO3HATA WHXKEKLUWSA U HA paBHM
MHTEpBaNK 3a |5 MUH,

OnpenensHe/nokani3MpaHe Ha EKTONMMYHA CTOMALLHA MYKO3a (AMBEPTUKY Ha Meken): BejHara ciell
WHTpaBEHO3HATa WHIKEKIIMS U Npe3 paBHU UHTEpBaln 3a 30 MUH.

CL[HHTHF]DEICIJHH Hd CJI'b3HH KIJIIE3H. AMHAMHWYHO H306]JEI}KEHHE B IMPOABIEKECHHWC HA 2 MUH, cliel HaKalriBaHC,
MmocjicaBaHoO OT CTATHYHO 3aCCHCEMAHC HAd PABHH MHTCPBAJIM B INNPOABIIAKCHHC Had 20 MUH.

4.3 [lporuBonokazaHus

CBpBbXUYYBCTBUTEJIHOCT KbM aKTUBHOTO BEUIECTBO UJIM KbM HAKOE OT MOMOIIHUTE BELLECTBA, 130pOEHH B
Touka 6. 1.

4.4 CrnenHaJiHH 1peaynpexiaeHust H npeanasHu MepKH npu ynorpeda

[ToTeHuMan 3a aHaQUIAKTUUHU pEAKINH

AKO ce TOJIYYH CBPBXUYYBCTBUTEIHOCT WU aHa(WIAKTUYHA peaklus, MPUIOKEHUETO Ha JieKapCTBEHUS
NpoayKT TpsbBa Hezaba3zHo ga ObAe CNpAHO W Ja ce TpearnpueMe WHTpaABEHO3HA Tepanus, ako e
HeoOXxoauMo. 3a J1a ce 3anovHaT He3abaBHM JEHCTBUSA NpM CHEWHW ciyvau, TpAdBa Ja ca HallW4YHH
HeoOXOAMMUTE JIeKapCcTBEHU NPOJIYKTH 1 000pyABaHe KaTo eHAoTpaxeaiHa Tpbba U BEHTUIIATOP.

HPELI.EIIHEI Hd HHAWBHUAYAJITHOTO CBbOTHOLUCHHUE TM10J13d-PUCK

3a BCEKU TAI[MEHT, U3JlaraHeTo Ha paauauus Tpadsa ja 6bae odocHoBaHo oT nosszata. [ IpuiioxkeHnara
aKkTHBHOCT TpsAOBa Ja ObJe BHB BCEKU CIIyvail Bb3MOXKHO Hali-HUCKATa 3a 1TOCTUTaHe Ha U3UCKBaHaTa

AUarHoCTHYHA HHpOpMaUns.

[TalMenTn ¢ 0BLOpEeUHO VBpEKIAHE
HeoOxoauma e BHUMATE/IHA MPELEeHKA Ha ChOTHOLIEHWETO MOMN3a-PUCK MPU Te3W NauueHTH, ThbH KaTo e
Bb3MOJKHO YBEJIMYEHO U3JlaraHe Ha pajuauus.

[TepgnaTpruyHa nonynawms
3a uHdopmallig OTHOCHO yroTpedaTa npu neguaTpuyHa nonyjsauus BUxKTe Touka 4.2,

M3nckBa ca BHUMATETHA NpeleHKka Ha MHAWKaluATa, Thil Kato egekTuBHaTa ao03a Ha MBq e mo-Bucoka
OTKOJIKOTO TPU BB3pacTHUTE MalUMeHTH (BXK. Todka 11).

OT cneymanHo 3HauYeHue e THPOHIHOTO 6J'IDHH[JE1HE MpH nNauMueHT OT IMNeAuaTpuiHaTda HNomylJldlisa C
W3IKJIOHECHWE Hd CUUHTH Fpﬂ(blﬂﬂ Hd LIIHTOBKWIAHATA »KJI€34.

| logroroBka HA NauueHTa
3a onpeneneHd WHIWKALMK, MOXe Ja Oble HeoOXOAUMO TpelBapUTe/IHO TPEeTHUpaHe Ha TMalWeHTUTE C
JIEKAPCTBEHH TIPOAYKTH 3a TUPEOUIHO ONTOKUpAHE.

[TaurentsT TpsiOBa Aa ObJe 100pe XUaApaTUpaH MPean HAYaJIOTO Ha nperyeaa v Tpadea j1a Obje noaKaHsH
J1a YpUHUpa Bb3MOXKHO Hali-uecTo Mo BpeMe Ha IMbPBUTE HAKOJIKO Haca clie/] mperjeaa, 3a ia ce HaMally

pajnaumsTa.

3a na ce u3dernar aJwruBKY MOJIOKHUTEIIHN Pe3YJITaTH WK 3a HamallsBaHe Ha 00JIbUBAHETO NPU pPeayKUKS
Ha MEepPTEeXHEeTaT U HATPYTNBAHE B LUMTOBKUAHATA U CIIIOHYEHUTE »J1e3Kn, TpsaOBa Ja ce jlaBa 0J1okep Ha
LMTOBU/IHATA KJ1€3a NMPeAd CUMHTUrpadus Ha CAB3HUUTE JKIE3H WITKH Npeau cUUHTUrpadus 3a
nuBepTuKy: Ha Meken. [TpoTHBononoxkHo OoKMpaul areHT Ha UTOBHIHATA He TPsAOBa J1a ce U3MoJI3Ba

[Tpean npunoxkeHuWeTo Ha HatpueB neprexHerar (O "Tc)-paszTBop 3a cUMHTHrpady
Mekxkes, mauMeHTHT He TpAOBaA Ja rnpuemMa xpaHa 3a 3 — 4 yaca, 3a Jla HamMaJTu MepucT

4



Cnen in-vivo MapkupaHe Ha epUTPOLMTHTE, HW3MNoN3Baiku KanaeHu-l1-lioHKW 3a peayuupaHe Ha
HAaTPYNBaHeTO Ha HatpueB neprexHerar(’ "Tc), KoeTo ce W3BBLPIIBA TNIABHO B ePUTPOLIWTHTE, U MOpaH
TOBa cuuHTUrpadguata Ha Meken TpsaOBa Aa ce W3NbLIHABA HAKOJIKO JA€HA [peAr WK Clell in-vivo
MapKupaHe Ha EPUTPOLIMTHTE.

Che npouejaypara
b/iM3bK KOHTAKT ¢ Aetia W OpeMeHHW TpadBa Ja ce n304rea B npoAb/KeHWe Ha |2 vaca.

Crieqasiny npeynpexaeHus
Harpues neprexnerat (""" Tc)-pa3TBop 3a MHKeKLUUN cbabpxka 3,54 mg/ml Harpuid.

B 3aBMCMMOCT OT BpEMETO, KOraTo Ce npuijlara MHKeKUUATa, ChAbpKaHWETO Ha HATPUI AaeHO Ha
nalMeHTa B HAKOW clTyuan Moxe aa Owjie no-Bucoko ot 1 mmol (23 mg). Tosa TpssOBa na ce B3eme

npeaBua 1Mpy NMauMeHT Ha AWETA 3a KOHTPOJT HA HATPHUAL.

Korato pa3TBop Ha HaTpues neprexrerat (*"Tc) ce u3nonssa 3a MapKkupaHe B KUT, MPH ONMPEAETTHETO Ha
00I0TO Ch/IbpXKAaHUE HA HATPUI TpAOBA Jla ce B3eMe 10/ BHUMaHUE, HATPUSA, TTOJTYUYEH OT ejTtoara v KuTa.
Mo, BHXTe TUCTOBKATa B OMakoBKaTta Ha kuTta. [Ipu cumHTHrpadus Ha CITFOHYEHWTE *KJITe3H TpAOBa Ja
ce OuaKBa Mo-HUCKa crelfiUUHOCT Ha METOJIa B CPAaBHEHHWE C MArHUTHO pe30HAHCHA CUMHTHTpadus.

3a npednazHu MepKku OMHOCHO ONACHOCIMMA 3a OKOJIMama cpeda suxcme moura 0.0.
4.5 BzaumojteiicTBHE ¢ APYTH JIeKAPCTBEHH NPOAYKTH H APYrH (popMH Ha B3aUMOIeHCTBHE

ATPOITHH, W30MPEHAIMH U aHaJITeTHIIM MOTaT Ja MPUYHUHAT 3a0aBsHE HA CTOMALIHOTO U3TIpa3BaHe U Taka
j1a oBeaT 10 npepasnpeaesnenue Ha (" Tc) neprexrerat npu abjoMuHaIHa 00pa3Ha AMarHOCTHKA.

| Ipu1okeHHeTo Ha nakcaTUBU TpAOBA Aa ce NpeyCcTaHOBH, Thil KAaTO T¢ Apa3HAT CTOMAIIHO-4YPEBHUSA
rpakT. M3cnenBanns 3a KOHTpacTHO-3acHliBaHe (Hanp. Oapuii) U u3ciie/iBaHe Ha ropHaTa 4acT Ha
CTOMALHO-YPEBHHUA TPAKT TPAOBA a ce N304arear B paMkuTe Ha 48 vyaca npelin npujoKeHHeTo Ha
neprexterar (" Tc¢) npu cunHTHrpadms 3a AMBEpPTUKY Ha Meken.

MHoro dhapMaKoJOrHYHH JIEKAPCTBEHU MTPOIYKTH Ca U3BECTHHU € TOBA, Y€ MPOMEHST MOTTbILAHETO HA
LLIMTOBH/IHATA JKJie3a.

* AHTHUTHPOWIHM JIEKAPCTBEHW NMPOAYKTH (Hanp. kapOumaszon Uin Apyrd iMH1a30/10BH
MPOM3BOAHH KaTO MPONUITHOYpaLiIl), CAULUIATH, CTEPOHIN, HATPHEB HUTPOIPYCHI, HATPHUEB
cysipodOpomodTanuu, nepxiopar , TpadBa aa ObAaT npeycraHoBeHH 3a | ceiMuLia npeau
CUMHTHUIpa(us Ha LWATOBKIHATA KITE3a;

e  (MenundyTazoH u eKcriekTopaHTH TpaOBa 1a OBJAT MpeyCcTaHOBEHH 3a 2 CeAMULIM;

* LECTCCTBEHW WKW CUHTETHYHH TUPOUAHHU Npenapard (Hanp. HaTpueB THPOKCHH, HATPUEB
JIMOTHPOHUH, EKCTPAKT OT LIMTOBK/IHA kKJle3a) TpadBa Aa ObJAAT NpeycTaHOBEHH 3a 2-3 CeAMUUMK;

e AmuonapoH, OeH30a1a3eUHN, TUTHII TpsOBa Aa OBAAT NpeycTaHOBEHH 3a 4 CEIMUILIH.

e HWuTpaBeHO3HM KOHTPACTHH BelllecTBa He TpsOBa Ja ce npuiaraT B npoib/keHHe Ha 1-2 Mecela.

4.6 ®epruaurter, OPeMEHHOCT H KbpMeHe

JKeHu ¢ geTepoeH NoTeHUUall
Korato ce npunarat paanodapmMaueBTHUN MPH KEHA ¢ OYaKBaH JeTepoJIeH NMOTeHUHall, BaXKHO ¢ Jia ce
YTOUHM JIaJIU TS € WU He e OpemenHa, Besika skeHa, py KosSTo MeHCTpyauusTa 3aKbeHsBa, TpAOBa Jia ce
cuMTa 3a OpeMeHHa, JI0KaTo He ce YCTaHOBH 00paTHOTO. AKO UMA CbMHEHHWE OTHOCHO Bb3MOJKHATA
OpeMeHHOCT (aKo *eHara e MporycHala LHKbJ, aK0 UAKBIIBT € MHOTO HEPEJIOBEH H T.H.), TpsaOBa J1a ce
[peUIoKAT Ha NalMeHTKaTa aTepHaTUBHA METOAM, HE W3I10JI3BALLM HOHU3Kpallla paauaumns (aj -
TaKuBa),

bpemeHHoCT




[ Ipunoxkenueto Ha neprexHerar (7" T¢) Ha KeHa, KOSTO € U3BECTHO, ue e OpemeHHa, TpsaOBa Ja Obje
ONMpaBaaHo OT MEAMLMHCKA HEOOXOAMMOCT W MOJIOKUTENTHA OLIeHKa Ha MHANBUyanHarta nonsa-pick 3a
MaHlkara u nioja.

Tpsabsa na Ob1aT OOMUCIIEHU ANTEPHATUBHH, 0€3 00TbUBaHe JHATHOCTHYHHU METO/IN.
PMTe (kaTo cBODOJEH MEpPTEXHETAT) € JoKa3aHo, Ye NpeMHHaBa rjaleHTHaTa bapuepa.

KbpMeHe

[ Ipeau npunaraneTo Ha paguodapMaleBTHYHUTE JIEKapPCTBEHU MPOIYKTH TTPH KeHa, KOSTO KbpPMHU, TpADBa
Jia C€ U3BBLPLUK OLIEHKA OTHOCHO Bb3MOXKHOCTTA J1a CE€ OTIIOKH MPUIIOKEHUETO HA PaAHOHYKITWd, JOKATO
mailkata crnpe aa KbpMH, W OTHOCHO TOBa JaliM € HanpaBeH Hail-nmoAXoAalUaT H300p Ha
paanodapMaUeBTHYEH JIEKapCTBEH MPOAYKT, B3eMaiKK 101 BHUMaHWe paaloaKkTHBHOCTTA MpeaaBallia ce B
MaHYMHOTO MIISIKO. AKO CE MPELEHH, He MPUJIaraHeTo € HeoOX0AMMO, KbpMEHETO cie/lBa Jia ce TpeKkpaTh
3a 12 vaca cJieJl MPHJIOKEHHUETO, a TToJTyueHaTa KbpMa Ja ce U3XBBPITH.

blIM3bK KOHTAKT ¢ KbpMmaueTa TpabBa Jia ce orpaHuyM 3a TO3u TePUO/L
4.7 EdexTn BLpPXY criocobHocTTa 32 1nogupane u padbora ¢ MalIUHU

Harpuesus neprexuerar (*"Tc) pa3TBop HAMa BJIMSHUE BbPXY COcOOHOCTTa 3a L1o¢upane U pabora c
MalLWHH.

4.8 Hexennanu jjekapcTBeHH peakiiuu

O6obuleHne Ha npoduriia Ha 0e30MacHoCT:

CroHTaHHU 0KJIaaW AaBaT WH(opmauus 3a HeXeJlaHu peakuuu, JlokiaasBaHuTe TUTIOBE peakuuu ca
aHapUNaKTOWIHU peakllMu, BEreTaTUBHU PeakUWHW, KaKkTO W pa3jiIMyHW BUIOBE peaklMW Ha MACTOTO Ha
[IPHIIOAKEHHKE,

Harpuesust neprexnerar (7™T¢) or pannoHykiuaHus reHepatop Ha MOHTEK ce wusnonszsa 3a
PaJIM0AKTHBHO MAapKIUpaHe Ha pazNIMiuHU CheAMHEHUA. Te3n lekapCcTBEHU MPOAYKTH 001110 B3E€TO UMAT M0-
BUCOK TIOTEHUMAJ 3a HEeXelaHW peakudu OTKONKOTO "Tc¢ u mopaan ToBa JOKJTaJBaHWTE HeXKeJlaHH
PEAKLIMN €a NO-CKOPO CBBP3aHU ¢ MapKUPAHUTE ChEAWHEHNS, OTKOJIKOTO ¢ ™ T¢,

Bb3MOKHUTE BHIOBE HeXeNaHW peakiuy, Moce/IBalli WHTPABEHO3HOTO MPUIIOKEHUE HA MAapKHUPaHH C
(*"Tc) hapMaUeBTHUYHHA MPOAYKTH, L€ 3aBUCAT OT CreUUUHNS KOMITOHEHT, KOWTO ce u3non3ea. Tasu
uHgopmatiis moxe na ce Hamepu B KXIT nHa kuta, usnonssan 3a paanodapmalleBTHUHUA JIEKapCTBEH

NPOLYKT.

TabnuueH cIUCHK HA HEXKEJTAHUTE pEaKlHH.

YectoTuTe Ha HexkeslaHuTe epekTH ca JeUHHpPaHH, KaKTO ClnelBa:
C HensBecTHa yecToTa (He MOKe J1a ce YCTAHQBHW OT HAJIMUHWUTE JaHHN).
Hapywenua Ha umynHama cucmema.

C HeusBecTHa yecToTa *: AHaUIAKTOMIAHUTE peaklUnu (T.e. 3a1yX, KOMa, ypTUKapus, epurema, o0puBH,
NPYPUTYC, e1eMa Ha pa3/IiuHid MecTa, HarnpuMmep JilieBa eaemMa).

Hapywenus na vepgnama cucmemd
C HewssecTHa vectorta *: Basosarainu peakuuu (T.e. CHHKOM, Taxwkapaud, Opaauxapips.
rnaBobosine, 3aMBIJIEHO 3pEeHHE, BTPUCAHE).

CmomauiHo-4pesHu HapyuleHus
C HeusBecTHa uectoTa *: [foBpbluaHe, rajieHe, Auapus.
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Qowu Hepa3noioACeHUS U CoCMOAHUA NPU NOKATIHO MPeMmuUpane
C HeusBecTHA yecToTa *: Peakuumn npu npuiioxkeHne Ha NoKalHa MHXKEKLUUS nopaau u3tnyaHie (Harnpumep

LenyauT, 0oNKa, epuTema, NnoayBaHe)

* Hexkenanu peakuuu, U3BJIEUEHH OT CITOHTAHHW JIOKIIA/IN.

ManaraneTo Ha HoOHW3Mpalla pajvalds € CBbp3aHo ¢ T0sBa Ha pak W Bb3MOXEH PHUCK 3a pa3BHBAHE Ha
HacsieJICTBeHH yBpexaanus. Jlokaro edekrtuBHata go3a € 5,2 mSv, B ciyvai, e MaKcUManHara
[pernopbyaHa paanoakTuBHa ao03a e 400 MBq, Te3n HexenaHu peakMiu ce 04akBa Jla ce MposBIBaT ¢ MaJika
BEPOATHOCT.

Onucanue Ha U30paHmn HeXxenaHu peakLuu

Anadunraxmuuny peaxyuy (Hanp. JUCITHESN, KOMa, YPTUKApHs, epuTema, 00puB, CbpOekK, OTOK Ha pa3IuiHH
MeCTa [Harnp. OTOK Ha JINLETO])

AHapUIaKTHYHU peakUrH ca cboOIIeHH ciiell MHTPaBeHO3HO HHKEKTHPAHE Ha HATPUEB MEPTEXHETAT
(""Tc¢) v BKTIOUBAT PA3TAYHNA KOXKHH WK AMXATETHW CUMITTOMH KaTo KOXKHW paszipa3HeHus, OTOLUH WITH

3ayX.

Becemamuenu peakyuu (HAPYUWEHUA HA HePEHAMA CUCEMU U CIMOMAUHO-YPEEHU HAPYULEHUS)
EJIMHUYHK cllydan Ha TeKKW BereTaTUBHU Peakuuu ca J0K/a/BaHu, odaye noBevyeTo OT OTUETEHH
BEreTATMBHU PeaklWi BKITIOYBAT CTOMANIHO-YPEBHH peaklUnu KaTo rajeHe Wiv nospsliane. Jpyru
JIOKJ1aJIW BKJTHOYBAT BA30BarajHUTE peakliuu KaTo riaBodosiue Uik CBETOBBPTEXK. BereTaTHBHUTE
peakuuu 1no-ckopo TpAOBa Jia ce CYUTAT 3a CBBP3aHu ¢ 00CTAHOBKATA 10 IMTPOBEXK/IaHE HA CaAMOTO
W3cieABaHe, oTKOJIKOTO ¢ TexHeuni (P Tc), ocobeHo TP HECTTOKOWHU NMaLHEHTH.

Qougu Hapyuenus U Hapyuienus Ha MACnomao Ha NPUIOACEHUEe

Jpyru 1oknaan onueBaT peakliu Ha MACTOTO Ha WHKekTHpaHe. Te3n peaklum ca CBbp3aHH ¢ H3THYaHe
Ha paJMOAKTUBHUA MaTepuan Mo BpeMe Ha MHKEKUMATA U IOKJIaJIBAHUTE peakLMn ca OT JIOKAJTHO
MojlyBaHe 10 UenynuT. B 3aBUCUMOCT OT nMpuilokeHaTa paJuOaKTHBHOCT W 0€NA3aHOTO CheIMHEHUE NpH

pastinpeHa eKCTpaBasalnsa MOKE J1a CE€ HAJIOXKKW XHPYPIrUiHO JICHCHHE,

CboluiaBaHe Ha 1o03UpaHn HeKeJlaHu peakiiuu
CwhoOl1aBaHeTo Ha MOJ03UPAHN HEXKETaHU peakUWu ciie/l paspeliaBate 3a yrnorpeda Ha JeKapcTBEeHUs
NPOAYKT € BaxHO. TOBa 1Mo3BOJIABa J1a MTPOIb/KH HAOFOIeHUETO Ha ChOTHOLIEHWETO 110JI13a/pHCK 33

neKapcTBeHus NPoAyKT. OT MeAUUMHCKUTE CTIeLHalIMCTH Ce U3HMCKBA J1a ChoOlIaBaT BCAKa MoJo3HpaHa
HeyKellaHa peaklus upes HallMoHamHa cucTemMa 3a choOUlaBaHe:

M3nbiHUTEIHA areHU M 1o JiekapcTBaTa

vn. . Jlamau ['pye” Ne 8.

1303 Codus,

Ten.: +359289034 17,

yebcalT: www.bda.bg,

4.9 Ilpeaposupane

B ciayuail Ha npeaosdpaHe Ha pagvallioHHaTa J03a HaTpUEB MEPTEXHETAT (*™T¢), abcopbupanara J103a
TpsOBa Ja 0ObJe HaMaJleHa, ako € Bb3MOXKHO, Ype3 yBellnYaBaHe Ha eNIMMUHUPAHETO Ha PalMOHYKIIHIA OT
TANOTO upe3 Aedexanus, 3acuiiBaHe Ha Auypesara 1 YecTo U3Mpa3BaHe Ha NMUKOYHUS MEXYP.

[[ppemaHeTo OT LWMTOBMAHATA JK/J€3d, CIIOHYEHUTE KJIE3n W CTOMallHaTa JMraBMla MOxe Ja Obje
JHAYNTENTHO HaMaleHOo, KOTaTo HaTPUEBUAT WM KaJlMeB MepxJiopaT ce JaBa HEenocpeacTBeHO-
WHIMAEHTHO HAa3HA4YeHa BUCOKa Jlo3a nartpues neprexuerat (P Tce).

5. ®APMAKOJIOT'MYHU CBOMCTBA




5.1 MapMakoJHHAMHWYHHU CBOHCTBA

(dapmakoTepaneBTHYHA rpyna: JMarHocTHyHu pagnodapMaueBTHLUH, pasIMuHA paanopapMaleBTHUHN
MPOAYKTH 3a IMarHOCTULIMPAHE HA LIMTOBU/AHATA JKJIe3a.

ATC koa: VO9F XO01
He ce Habmonara gapmakosiornyHa akTHBHOCT B 00XBaTa Ha J03UTE, MMpUJIaraHu 3a JMarHOCTUYHW 1EJTH.

5.2 PapMAKOKHHETHYHH CBOHCTBA

Pasnpeaesienue

[lepTexHeTaTHUAT HOH MMa NOA0OHO OHOJIOMMYHO paslpe/leleHe KaTo HOJAHUTE W NEPXIIOPATHUTE HOHH,
KATO Ce KOHLEHTPHPA BPEMEHHO B CITIOHYEHHUTE JKJIE3M, XONOUAAIHUS TJIeKCYC, cToMaxa (CToMallrHaTa
MYK03a) ¥ B LIIUTOBWJIHATA XkJI€3a, OT KOUTO CE eJIMMUHKpA HEMPOMEHEH. [ [epTeXHETATHUAT OH HMa
TEHJIEHLUA ChIIO TaKa Jla ¢e KOHLEHTpUpa B 001acTH ¢ YBETHUEHO KPBBOCHADIBAHE WIIH C aHOPMAJTHA
ChJ0BA MPOIYCKIIMBOCT, 0CO0OEHO KOraTo NnpeBapuTe/THOTO MoIaBaHe Ha OJIOKUpalM areHTH WHXubupa
HATPYITBAHETO B JKJIE3UCTH CTPYKTYPH. HUpes nocTosHHaTa KpbBHO-MO3bYHa Dapuepa, HaTpHEBHS
neprexHerat (™Tc) He MPOHUKBA B MO3bUYHATA ThKaH.

AOcopOuKs OT Opraiu

B kpbera 70-80% OT MHTPaBeHO3HO MHKEKTUPaHUsS HaTpueB neprexHerar (" T¢) ce cBbp3Ba ¢
[IPOTEUHUTE, NPEAUMHO 10 HecneundruyeH HaunH kbM andyMmuHa. Hecebp3anara dpakuns (20-30%) ce
HATPYIBA BPEMEHHO B LUIMTOBMJIHATA XJIe3a W CINIOHYEHUTE KIIE3W, CTOMAXa M HOCHUTE JINraBULIH, KaKTO U
B XJIOPOWAAITHUSA TIIEKCYC.

Hatpuesus neprexnerar (7"T¢) 3a pasnuka oT Hojla He ce W3MOI3BA HUTO 32 CHHTE3 HA XOPMOHH Ha
UMTOBMJIHATA Y Ne3a (opraHudukauns), HUTo ce abcopdupa B TbHKHUTE YepBa. B mIMTOBUAHATA XKII€3a
MAKCUMAJIHOTO HATPYTBaHe, B 3aBUCHMOCT OT (PYHKLMOHAJIHUA CTATYC U HOJIHOTO HacHlaHe (Mpu
eyTupeon1n3bm npud. 0,3-3%, npu XunepTHpeouin3sLM U HoaHO n3uepnBaHe-10 25%) ce noctura 3a 20
MHH. CJI€Jl MHIKEKTUPaAHE U ciied ToBa Obp30 HaMaliBa. ToBa ce OTHACA W 3a napueTaaHUTe KIIETKH Ha
CTOMAalllHATA JIMrapulla U 3a alMHAPHUTE KIIETKW HA CJIKOHYEHUTE JKIIe3H.

3a pa3/iuka OT LIWTOBUJIHATA KIe3a, KOATO 0cBoOOkKaaBa HaTpHeB mepTexHerar (" Tc) B KpbBHUSA TOK,
CITFOHYEHHTE KJIE3M U CTOMaxa cekpeTnpar Hatpres neprexuerar (*""Tc) B clloHKaTa ¥ CTOMALIHHSA COK,
chOTBETHO. HaTpynBaHeTo B C/IFOHYEHUTE KJ1e3U € B paMkuTe Ha 0,5% oT npuitokeHaTa ak THBHOCT C
JIOCTUTaHE Ha MakCHUMyM ciiedl okoJio 20 MUHYTH. EJWH Yac clie]l WHXKEeKTUPaHe, KOHUEHTpaLUUATa B
cionkara e okono 10-30 nbTH No-BHCOKa, OTKOIKOTO B TiazMara. Exckpeunsta moxke 1a 0bJie yekopeHa
C JIMMOHOB COK WJIM Ype3 CTUMYJIMpaHe Ha napacuMNaTMKoBarTa HepBHa cucTema, abcopobuusiTa ce

HaMaJisdBad € MCPXJIA0par.

LIMMUHWpaHe

[Tosy>KMBOTHT B MIa3mMaTa e npubnusnuTento 3 yaca. Harpues neprexuerar (7" Tc) He ce MeTabonusnpa B
opranusma. EJHa vacT ce enuMuHNpa MHOro 0bp30 npe3 Ob0peunTe, a ocTanasaTa no-0aBHoO 4pes
W3MpaKHEHUATA, CIITOHYEHUTE U CBII3HU TeuHocTH. EkckpenusaTa o BpeMe Ha mbpBHTe 24 vaca cief
[puilaraHeTo ¢ OCHOBHO upe3 ypuHata (okosio 25 %) u upes ¢ekanna eKckpelns, KoaTo ce MosBsABa rnpes
cnensauidte 48 uaca. [pudnusurenno 50 % ot npunoxeHara paaInoakTHBHOCT C€ EKCKpeTHpa B pAMKHUTE
Ha nbpBUTE 50 Yaca.

KoraTo celeKTHBHOTO HATpyrnBaHe Ha neprexHerat (*"Tc) B kJe3nCcTHTE CTPYKTYPH € MHXUBUpaHo oT
NpeaBapuTeIHOTO M04aBaHe Ha DNOKWpaLULX areHTH, eKCKPELHATa € 110 ChbUIMTE NbTULLA, HO C MO-BUCOK
OBOpeUeH KIUPBHC.

CopHHUTE JaHHK HE ca BaJMIHU, KOraTo HaTpueB neprexuerar (7" Tc) ce usnonssa 3a Papwipdfie |
paauohapMaleBTHK.



5.3 lpeAKIHHUYHH JaHHM 32 De30acHOCT

Jluncea nndopmatns 3a octTpa, NOAOCTPa MIK XPOHHUHA TOKCHUHOCT NPU €JHOKPATHO WM MHOTOKPATHO
npunarade. KonuvectBoTo HaTpues neprexHetar (7"T¢), npunarano no BpeMe Ha KJAMHWUYHMU
JAWArHOCTHYHU MPOLIEIYPH, € MHOTO MaJIKO U He ¢a JI0KJIaIBaHu JAPYIH HeXKelaHHW peaklni, OCBEH
aNepPrUaHN peakiini,

T'o31 nekapcTBEH MPOAYKT HE € NMpeAHA3HAYEH 3a PEJOBHO UJIM HENPEKbCHATO MPUJIOKEHHUE,
[ [poyuBaHHs 32 MyTareHHOCT W JIBJITOCPOYHH MPOYUYBAHUA 33 KAHLIEPOTEHHOCT HE ca NMPOBekKIaHH.

PenpoayKTHBHA TOKCHYHOCT:

[IpeMuHaBaHeTo npe3 nnauextara Ha *"Tc¢ Npu UHTPABEHO3HO NpUJaraHe Ha HaTPUEB NepPTeXHeTaT
(""™Tc) e mpoyuBaHo NMpu MULLIKK, YCTaHOBEHO €, Ye OpeMeHHaTa MaTka chabpika 60 % oT WHKeKTHpaHus
"M, korato e npueman 0e3 npeaBapuTENHO NoJaBane Ha nepxuopar. [Ipoy4uBanus, MPoOBEAEHH BLPXY
OpeMeHHU MWILIKH 10 BpeMe Ha OpeMeHHOCTTa, 1o BpeMe Ha OpeMEeHHOCTTa H KbPMEHETO HITH CaMo T10
BpEME Ha KbPMEHETO, NTOKa3BaT POMEHH B [MOKOJIEHHETO, KOUTO BKJIKOYBAT HAMalleHO Terjo,
00e3KOCMSBAHE U CTEPUITUTET.

6. PAPMAILEBTHYHHU IAHHH

6.1 CnuchbK HA NOMOILIHUTE BelllecTBA

AJTYMHHUEB OKCUJ

MonubaeHoB TprokcHa

Hatpues Xuapokcua

Boaopoaen nepokcua 30%

Hatpues xuapokena 1| M (¢ kopekuus Ha pH)
XJopoBojopoaHa kucenuna 4 M (¢ kopekuus Ha pH)
XJnopoBojiopoJiHa kucenuna | M (¢ kopekuus na pH)
Harpues xaopui 9 mg/ml (0,9%), MHKEKUHMOHEH pa3TBOP
Boaa 3a HHKEKLMK

6.2 HecnBMecTHMOCTH

To3u nekapcTBeH NpOAYKT HE TPAOBA Jla C€ CMECBa C APYTH JIEKAPCTBEHU TMPOJAYKTH, ¢ U3KIIIOYEHHE Ha
MOCOYEeHUTE B TOUKa | 2.

6.3 Cpok Ha roaHoCT

I'eneparop: 21 nexHa ot gartata Ha NpOW3BOACTBO.

JlaTaTa Ha kaauOpupaHe ¥ HAa CPOK HA MOAHOCT ¢a MOCOYEHH Ha eTHKeTa.
Hatpues neprexuerart (""" Tc) emoat: Cnea enyupane W3nos3saiiTe B paMKuTe Ha 8 vaca.
Emoupann gnakonu: 24 meceua.

Pa3TBop 3a entoupane: 24 mecela.

6.4 Crienna/inu yeJioBUs Ha ChXpaHeHue

I"eHiepaTopbT M eN0aThT, HIKeKUHOHHKUS HaTpueB neprexHetaT (7" Tc), Ja ce chXpaHsE
OpUrMHanHara ornakoska. Jla ne ce sampassiga.




EiroaT: 3a ycnoBusaTa Ha ChXpaHEHUE clie]] eJIFOUpaHe Ha JIeKapCcTBEHUS NPOAYKT, BUXKTe ToUKa 6.3.

ChbxpaHsiaHeTo Ha paauodapMaueBTUYHH JIEKAPCTBEHU NMPOAYKTU TpsAOBa aa Ob/je cbo0pa3Ho
HauuoHalHaTa Hape/0a 3a paAMoaKTUBHH MaTepraiy.

6.5 Bua u cbabpkaHue HA ONAKOBKATA

[IbpBHYHA ONIAKOBKA

PaauoHyknuIeH reHepaTop: KoJoHa OT THIT |, Oe3UBETHO, HATYPAJIHO CTHKJIO U TYMEHA 3alyluajika oT
OpoMOOYTHIT, aJTYMUHHWERA Kallauka, KOMIUIEKT WIJTH OT HEPBXKIaeMa CTOMaHa.

BakyymeH dutakon: duiakod ot 20 ml ot Tun [, 0e3uBeTHO, HaTYpallHO CTHKIIO W FYMeHa 3aryliaika ot

OpoMoOYTHII, aTYMHHKHEBA Karnayvka.
Harpues xnopua 9 mg/ml (0,9%), nrxkekunonen pastsop, 5 ml, 10 ml; dnakon ot 20 ml ot Tumn |
O€3LBETHO, HATYPATHO CTHKJIO U TYMEHA 3anyluajika oT OpomMoOyTHII, aJIlyMUHHMEBA Kallayka.

HT{}pH‘-I Ha OIMIAaKOBKA

PaqvOHYK/IWIEH reHepaTop: OJI0BEH LLMT.
BakvymeH ¢nakoH: kKapTOHEHa Ky THS.
Harpues xnopua 9 mg/ml (0,9%), unxkekunoreH pa3zteop, 5 ml, 10 ml: kapTronena kKytus,

HajgnuHu akcecoapu

Bakyymuu (hrakonu 3a Harpue xjgopu 9 mg/ml (0,9%), WHXKEeKUUOHEH pa3TBOP.

Enoent Ha Hatpues xnopua 9 mg/ml (0,9%), MHXKEKIIMOHEH pa3TBOp, € HAJIMYEH B 2 pa3snuiHu 00ema,
nasaiiyn o6eMu Ha entoupane ot 5 ml u 10 ml, kouro no3BonABar enOATLT OT reHeparopa aa Obe
cbOpaH npu Bapupatly pajuoaKkTHBHU KOHUEHTpPALUH.

OnakoBKkH 0T 5 duiakoHa, cbabpkaum 5 ml, u 5 ¢nakona, cwabpxain 10 ml Hatpues xnopua 9 mg/ml
(0,9%), MHKEKUHOHEH pa3TBOp.

CneaHuTe BapUaHTH ca HAJIMYHHU TTPH NMOUCKBAHE:

OnakoBk# o1 10 drakoHa, ebabpxkamy 5 ml Hatpues xiopua 9 mg/ml (0,9%), nHKEKLIMOHEH pa3TBOp,
wam 10 dnaxkona, cbabvpxkauin 10 ml narpues xjnopua 9 mg/ml (0,9%), HHAKEKIIHOHEH pa3TBOP.
(DyrakoHUTE ca OMaKoBaHU B KYTHH MO 5 uiakoHa.

Bakyymun dpirakonu 3a eJioupane
OnakoBk# ot 10 dnakonu. @nakoHUTE ca OMNaKoBaHW B KYTHU 10 5 (iakoHa.

6.6 CnenMaJTHU NpeJna3Hi MepKH ITPH H3XBbPJIsiHE H padoTa

OO0LIK NpeaynpekIeHus

PannodapMaleBTHYHUTE JIEKapCTBEHHW cpejicTBa TpsOBa la ObAaT NnojyuaBaHy, MOA3BaHU W MpUIaraii
camMo OT OTOPU3NpPAHU JTUIA B OTIpeJIeNieHH 3a ToBa OOJIHUYHK ycnoBus. [ [pueManeTo, CKITaJinpaHeTo,
[10J13BAHETO, MPEJaBaHETO W U3XBBLPIISHETO UM ca 00EKT Ha peryjaundi /WM CbOTBETHU JIMLIEH3H OT
KOMIleTeHTHaTa oduiraniHa opraiusaims.

PannodapmaueBTUUHUTE JIEKAPCTBEHU CpeacTBa TpAOBa Aa ObAAT U3rOTBEHU M0 HAYWH, KOHTO
3a/10BOJISIBA U U3WCKBAHUATA HA paAualMOHHaTa 0e30MacHOCT, M Te3H 3a KA4eCTBO Ha JIEKAPCTBEHUTE
cpeactea. Tpsbsa na ObaaT B3eTH MOAXOAALLM aCEIITUYHH MPEAITaZHi MEPKH.

AKO 10 HIKAKbB HAUWH UEJIOCTTA Ha reHeparopa WK (iiakoHa ¢ eJiloupalus pasTBop € HapylleHa, TO TOH
He TpsOBa Ja ce U3IoJI3ea.

[lpouenypw 110 npuiarase ciieaBa Ja c€ U3BbLpUIBAT M0 HAUWH, KOWTO Jla CBeJle 10 MUHZ

3aMBPCABAHE HaA JICKAPCTBEHUSNH IMTPOAYKT U OT 00bUBaHeE Ha OMepaToOpHTE. 3albIKHTES 1% J
o,
M3MOJI3BAHETO HA aA€KBATHA EKPdAHWPOBKA.
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| [punaraseTo Ha paanodapMaueBTHUHHN JIEKAPCTBEHU NMPOAYKTH Ch3/laBa 3a JApYru Jinla pUcKoBe OT
BLHLIHA pajuallusg WK 3aMbpcaBane OT pa3linBaHe Ha YpUHa, noepwliade u ap. [lopaau Toa TpaOBa 1a
ObJaT B3ETH MperazHi MepKH 3a paaialMoHHA 3alliTa B CbOTBETCTBUE ¢ HALMOHATHATE HOPMMU.

OcTaTb4yHaTa aKTUBHOCT Ha reHepartopa TpAOBa Ja ce oLeHsABa Mpean H3XBbpIIsHE.

Heunsnon3saHuar JICKAPCTBCH MPOAYKT WITH OTHAABYHHTE MATCPHUAJIK OT HETO TpﬂﬁBH Ad CE€ U3XBBPJIIAT B
CBOTBETCTBUE C MCCTHHUTC M3WCKBAHHA,

7. NMPUTEXATEJI HA PASPEIHIEHUETO 3A YIIOTPEBA

Curium Romania SRL

Pantelimon, Str. Gradinarilor, nr.1

[LFOV
PyMbHKA

8. HOMEP(A) HA PA3PEHIEHUETO 3A YIIOTPEBA

20110465

9. JIATA HA II'bPBO PA3SPEIIIABAHE/ITOJITHOBABAHE HA PASPEIIEHHETO 3A

YIHOTPEBA

Jlata Ha nbpBo pazpewasane: 01 asrycr, 2011.
Jlara Ha nocneano noaHossBane: 22 Jlekemspu, 2015.

10. IATA HA AKTYAJIUBUPAHE HA TEKCTA

09.2025

11. JOSUMETPUA

JHannurte, nocouenu no-aony, ca ot ICRP 80 u ce uzuncnsaBar CbriiacHo CJICAHUTE MPEANOJIOKEHUS:

(I) be3 npeaBapuTeIHO MoJaBaHe HA OJJOKHPALIHS AreHT!

Opran AGcopOupana J103a Ha TIPHJIOKEHA eJIHHHIA OT AKTHBHOCT
(mGy/MBq)
-
Buipacren | 15-roaumen | 10-roguiieH | S-roguieH 1-roaunien
Hanow0peuu 0,0037 0,0047 0,0072 0,011 0,019
CTeHa Ha MUKOYHUA 0,018 0,023 0,030 0,033 0,060
| MEXYp
| KOCTHH MOBBPXHOCTH 0.0054 0.0066 0,0097 0,014 0.026
Mo3bk 0,0020 0,0025 0,004 1 0,0066 0,012
["bpan 0,0018 0,0023 0,0034 0,0056 0,011
AurbueH mexyp 0,0074 0,0099 0,016 0,023 0,035
CroMalllHO-upeBeH
TPaKT
CTomatiHa cTeHa 0,026 0,034 0,048 0,078
TBbHKO 4epBO 0,016 0,020 0,031 0,047
Hebeno yepso 0,042 0,054 0,088 0,14

L1




CTeHa Ha ropHa 0,057 0,073 0,12 0,20 0,38

10JIOBMHA Ha aedeso

YEpBO

CTeHa Ha JoJ/THA 0,021 0,028 0.045 0,072 0,13

NOJIOBMHA Ha 1ebeo

HEPBO

Copue 0,003 1 0,0040 0,0061 (0,0092 0,017
bbuOpeun 0,0050 0,0060 0,0087 0,013 0,021
Yepen apob 0,0038 (0,0048 0,0081 0,013 0,022
benn 1podose 0,0026 0,0034 0,0051 0,0079 0,014
MyeKyIu 0,0032 0,0040 0,0060 10,0090 0,016
XpaHornpoBo/Jl 0,0024 0,0032 0,0047 0,0075 0,014
Sliunuum 0,010 0,013 0,018 0,026 (0,045
[ TaHKkpeac 0,0056 0,0073 0,011 0,016 0,027
YepBeH KOCTEH MO3BK 0,0036 0,0045 0,0066 0,0090 0,015
CITIOHYEHU 5KJT1e3H 0,0093 0,012 0,017 0,024 0,039
Koxka 0.0018 0,0022 0,0035 0,0056 0,010
Jlanax 0.0043 0,0054 0,0081 0,012 0,021
TecTucu 0,0028 0,0037 0.0058 0,0087 0,016
TumycHa xnesa 0,0024 0,0032 0,0047 0,0075 0,014
luToBuaHa xkie3a 0,022 0,036 0,055 0,12 0.22
MaTka 0,0081 0,010 0,015 0,022 0,037
| Jpyra TbkaH ) 0,0035 0,0043 0,0064 0,0096 0,017
EdexTirHa 1032 0,013 0,017 0,026 0,042 0,079
(mSv/MBq)

(II) C npeasapuTeJIHO MoAaBaHe Ha 0JIOKHPALIHA areHT:

Opras AOcopOupaHa 103a HA NPHJIOKeHA elNHANA akTUBHOCT (MGy/MBq)
KOraTo OJIOKHpAUHTE areHTH ¢a NPUIoKeHH
Buipacren | 15-rogumen | 10-roaumen | S-roauumed | 1-roauiinex
Han0wopeun (0,0029 0,0037 0,0056 0,0086 0,016
Crera Ha MUKOUYHWSA 0,030 0,038 0.048 0,050 0.091]
MEXYPp
KocTHU MOBBPXHOCTH (0,0044 0,0054 0,008 1 0,012 0,022
MO3bK 0,0020 0,0026 0,0042 0,0071 0,012
[Mbpau 0,0017 0,0022 0,0032 0,0052 0,010
KibueH Mexyp 0,0030 0,0042 0,0070 0,010 0,013
CToMauHO-4YpeBREH
TpaKT
CromMauiHa cTeHa 0,0027 0,0036 0.0059 0,0086 0,015
TBHKO 4epBo 0,0035 0,0044 0,0067 0,010 0,018
Jebeno uepBo 0.0036 0,0048 0.0071 0,010 0,018
CreHa Ha ropHa 0,0032 0.0043 0,0064 0,010 0,017
nonoBUHAa Ha jedeno
4EPBO
CteHa Ha J10JTHa 0,0042 0,0054 0,0081 0,011 0,019
oJIoBMHA Ha aedeso
4EepBO
Cople 0,0027 0,0034 0,0052 0.0081 0,014
bsOpeun 00,0044 0,0054 0,0077 0,011
HYepen apod 10,0026 0,0034 0,0053 0,0082
besan apobdose 0,0023 0,0031 0,0046 0.0074
Myckyiu 0,0025 0,003 1 0,0047 0,0072
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XpaHoIpoBoJ 0,0024 0,0031 0,0046 0.0075 0,014
Aiunuim 0,0043 0,0054 0,0078 0,011 0.019
[lankpeac 0,0030 0,0039 0,0059 0,0093 0.016
YeppeH kocren Mo3bk | 0,0025 0,0032 0,0049 10,0072 0,013
 Koxka 0,0016 0,0020 0,0032 0,0052 0,0097
Jlanak 0,0026 0,0034 0,0054 0,0083 0,015
Tectucu 0,0030 0,0040 0,0060 0,0087 0,016
TumycHa xkesa 0,0024 0,0031 0,0046 0,0075 0,014
[I{ToBKHa XxIie3a 0,0024 0,003 ] 0,0050 0,0084 0,015
MarTka 0,0060 0,0073 0,011 0,014 0,023
Jlpyra ThkaH 0,0025 0,003 1 0,0048 0,0073 0,013
EdexTHBHA J1032

(mSv/MBq) 0,0042 0,0054 0,0077 0,011 0,019

EdekTuBHaTa 1032, NOJIyUeHA OT MHTPaBeHO3HO npuiioxkenne Ha 400 MBq HaTpueB nepTexHeTar (*"™T¢)
Npu Bb3pacTeH ¢ Tersio 70kg e okono 5,2 msv.

CrneJi npeBapuTeITHO NMoaaBaHe Ha OJiokupall areHT u npuioxkerne Ha 400 MBq natpueB niepTexHeTar
(**"T¢) mpu BB3pacTeH ¢ Terno 70kg, edextuBHara 1o3a e 1,7 mSv

PajMatioHHaTa J103a, abcopOupana oT o4yHaTa Jella ciiejl npuiarase Ha HaTpues neprexuerar (" Tc) 3a
CLMHTUTpadUs HA TTPOXOAMMOCTTa Ha CAB3HUTE ITbTHIIA ce ovakBa Ja obvae 0,038 mGy/MBq. Tosa
03Hauaga, e edexTHBHATA EKBUBA/IEHTHA J103a e 1o-maska o1 0,01 mSv npu npuiokeHa akTHBHOCT 0T 4

MBq.

[TocoueHuTe 103U pagualns ca NMpUI0KUMH, CAMO aKo BCHYKHW OpraHu, NMpu KOUTO WMa HaTpyrBaHe Ha
narpues neprexterar (7"Tc), GyHKUMOHUPAT HOPMaTHO. XuTep- / XUnodyHKuns (HanmpuMep Ha
UIMTORUIHATA JIe3a, CTOMALIHATA JIMTaBHIA WITH ObOpeunTe) ¥ NMpoABLJIKUTEITHA TTPOLIECH, CBbP3aHH C
VBpEKIaHe Ha KPbBHO-MO3bYHaTa Oapuepa, Wi ObOpeuHn HapylUeHUs Ha eJIMMUHHUPAHETO MorarT Jia
JIOBEJIaT JIO MIPOMEHU B JIO3UTE HA pajvalins, Ha HIKOW MecTa JJOpPH U B TAXHOTO CHJTHO MOBHIIABAHE.

Hupara Ha J03aTa Ha MOBBLPXHOCTTA W HaTpyraHarta J103a 3aBUCAT OT MHOTO (pakTopu. LigiocTHr
paJHalLMOHHU W3MEpPBaHUs Ha OKOJIHATA Cpejla U 1o Bpeme Ha padoTa ca OT ChIIeCTBEHO 3HAUYEHHE Y
TpsiOBa J1a ce npunarar.

12. MHCTPYKIHUU 3A IIPUTOTBAHE HA PAIIMOPAPMAHNEBTUYHHU JIEKAPCTBEHH
NPOAYKTH

[TpoMuBaHeTO Ha reHepatopa TpsaOBa Aa ce U3BBLPUIBA B TTOMENIEHW, OTTOBAPAILN HA HAUHOHAITHUTE
pa3nopea0H, oTHaCcAULM ce Jo DezonacHaTa ynorpeda Ha palMOaKTHBHU MPOJYKTH.

Pa3TBOPBT, KONTO ce etonpa e GucTbp 1 Ge3lseTen pa3TBop Ha HaTpues neprexHerar (7" Tc), ¢ pH
mescory 4.0 1 8,0 U paIlHOXMMUYHA YMCTOTA paBHA WK no-ronsma Ha 95% ot odulara pajiMoaKTHBHOCT
nonyuena ot~ "Tc.

KoraTo pa3TBop Ha HaTpues neptexteraT (7" Tc¢) ce U3MON3Ba B KUT 32 MapKUpaHe, MOJIs TIpoYeTeTe
JINCTOBKATA HA ChOTBETHUSA KHT.

KOHTpOJI Ha KAYeCTBOTO
PajinoakTHBHOCTTA U paznaganeTo Ha Monudaen (*"Mo) TpsOra na ce npoBepsABaT Mpein MPUIOKEHHE.

TecTsT 3a pasnaganeto Ha monubaeH (P"Mo) Morke J1a ce ochlilecTBABa WK criopel EBporeiick
(Dapmakones WK cropej Apyri YTBbpAeHU METOAU, KOUTO MOIaT j1a ONpeAenaT no Monud
(""Mo) chabpikanne 1oj 0,1%, obiiarta pajjnoaKTHBHOCT B JlaTarta 1 vyaca Ha NpHIIoKeHHe,
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[ IbpBUAT €/110aT, NoJIy4eH OT TO3W NeHepaTop MOXKe Ja ce U3NoJI3Ba HOPMaHO, OCBEH aKo HE € MOCOYEHO

aApyro. Emoaru 1opu entorpali no-KbCeHO 0T 24 4aca OT NocleAH0TOo ejlfoMpaHe Morar Jia ce U3noJis3sat
3a KWUT 32 MapKHpaHe, OCBEH ako He € U3KIIoueHo B cneunpukaunnte B KXI1 Ha CbOTBETHUS KHUT.

Kakto npu apyrute paauodapMaleBTHUHH JI€KapCTBEHU MPOAYKTH, aKO Mpe3 BPEMETO Ha NPUIOTBAHETO
Ha TO3W NMPOAYKT LANOCTTA Ha (h1akoHUTE ObJIe HapyLUIeHa, MPOAYKTHT He TpAOBa a ce U3MoN3Ba.

HayuH Ha MPUroTBAHE

PaanodapMaleBTHUHHUTE JIEKAPCTBEHHW MPOAYKTH TpAOBa Ja ce MPUroTBAT OT JIMUETO, KOETO 1€ TH
npuiara, Mo Ha4MH, KOHUTO J1a OTroBaps eIHOBPEMEHHO W Ha W3WCKBAHUATA 3a paAualliOHHa 3allnTa, U Ha
M3MCKBAHMATA 32 KAYECTBO Ha JlekapcTBeHUs npoayKT. TpsadBa jla ce B3eMat NoJAXoAs1IH MEPKH 3a
CTEPUIIHOCT B CHOTBETCTBUE ¢ U3HCKBaHUATA Ha JloOpaTa apMalieBTUYHA MPOM3BOJCTBEHA NPAKTHKA 32
paanohapMaleBTUHHHU JIEKAPCTBEHU NMPOAYKTH.

UuceTpykiuum 3a eaonpane Ha paauonykianieH resepatop MOHTEK 10-40 GBq

be3zonacHocT npu padora

TpsbBa j1a ce oObpHE criellMaIHO BHUMaHKe 3a 0e301acHOTO NOBJAUraHe W NpeHacsHe Ha TeHepaTopuTe.
TpsabBa 1a ce cria3BaT MECTHUTE HOPMATUBHU YKa3zaHus 3a padoTa, 3a Ja ce HaMallu pUcKa OT HapaHsBaHe,
MPUUKHHEHO B JeHOCTUTE NpU padoTa ¢ NMpoJIyKTa.

HueTpykumm 3a eqroupane

[TpucnocoOnennsTa, U3MoI3BaH| 3a etoKpaHe, cliejiBa Ja ca cbodpas3eHn cbe ChOTBETHUTE Pa3nopeaon
3a OezornacHa paboTta ¢ pajguanms. [To Bpeme Ha enrOMpaHETO HA reHepaTtopa TpsOBa Jla ce U3Mo3Bar
CTPUKTHH acenTUYHU TEXHUKM, 3a Jla Ce rapaHTHpa CTEpUITHOCTTa Ha efroaTa OT reHepaTopa.

3a J1a ce u3berHe He3aJl0BOJIMTETHO M3ITHJIHEHUE, € BAXKHO JIa CE Cria3Ba cjieaHarta nocjeJ0BaTe/IHOCT Ha
CTAImUTE 3a CJIKHUPAHC.,

3a Ja enoupaTe reHeparopa, noctasere (IaKOH ¢ pa3TBOP HA HATPHUEB XJIOPHJL BLPXY BXOASLLATA UTTlA.
EmtouusaTa Hapa3TBopa Hatpues neprexterar (7 "'Tc) ce mocTura upes nocTaBaHe Ha CTEPUIIEH BaKyyMeH
(1akoH BbPXY BXOAALLMSA MMOPT.

IInpea enouus

|. M3Banere reHepaTopa W NpujIpy kasaliiTe ro akcecoapy ot onakoBkaTta UM. [loctaseTe reHepaTopa
Ha paBHa MOBBPXHOCT B MOAXOAAI0 OTOPU3HPAHO U 3aiuTeHO MAcTo. He npemaxsaiiTe rakoHuTe
OT NMPOTEKTOpa Ha urjara, J0KaTo He ¢Te TOTOBH J1a MPOBEAETE MMbpBaTa eJIF0LUA.

2. Hzbepere dnakon narpuer xnopua 9 mg/ml (0.9%), pa3tBop 3a HHKEKTHPAHE, KOHTO ChAbpXKa
HEe0OX0AMMOTO KoJlMuecTBO HaTpHer Xiaopua 9 mg/ml (0,9%), pa3TBop 3a WHKEKTHpAHE.

3. [lpemaxHeTe ropHara Kamnavka oT 3anyluajikara Ha quiakoHa Hatpues xyopul 9 mg/ml (0,9%),
PA3TBOP 3a MHIKEKTHpaHE, KaTo W3M0JI3BaTe MpelocTaBeHUTe TaMIOHH Chabpskatin 70%
W30MPOIKJIOB aJIKOXO0J1 U OCTaBETE J1a U3ChXHE.

4. TlpemaxHeTe MpOTEKTOpa Ha Wriara.

5. Tloctasete hnakona ¢ HaTtpues xnopua 9 mg/ml (0,9%), pa3TBop 3a MHKEKTHUpaHe, BbPXY Ta3l HIa,
KaTo ce ybeauTe, Ye e HaMbIHO NPUTHCHAT KbM JIbHOTO Ha BXOJASALIOTO IHE3/10.

6. M3sbepere BakyymeH (prrakoH 3a eroumsaTa U U30bpIIeTe 3anyuiaakarta Ha (1akoHa, KaTo U3Mmoj3Bate
MpeloCTaBEHHTE TAMITOHH Chabpkalin 70% W30TPOTIHIIOB alKkoXoll W ocTaBeTe Ja u3chxHe. [peau na
nocrasuTe (PJIAKOHA 3a eMOUMATA B 3alUTaTa, ce yoejaere, e noBpbXHOCTUTE Ha 3aLIMTATA B KOHTAKT
¢ rakoHa ca u30bpcanu ¢ NpeaocTaBeHUTe TAMITOHU W OCTaBeTe Ja u3cbxHe. Clie/l TOBA NOCTaBETE
(nakona 3a enyupaHe BbTPe B 3allMTaTa Ha (pylakoHa 3a eiynpaxe.

7. TlocTaBere noAroTeeHara 3aliuTa, KOSTo cChAbpika iakoHa 3a eJiouuns, BbpXy Wriara. Mol J1a ce
YBEPUTE, Y€ OTBOPBT 3a UTJIa BBPXY (h1akOHa 3a eNtouns CbOTBETCTBA Ha OyTanoTo. byTanoTo e
HECMeHseMa NpyKHHHa cucTema. M3non3Ba ce 3a 3aiuMra Ha uryiata. B mpoTHBeH cityydai vjppe
MOJKE JIa ce MOoBpeaH Uik Ja ce cuynu. HatucHere Hagoly, 3a 1a ce yBEpUTe, Ye 3aluTa
(hnakoHa a 3akyoueHa ¢ 0yTanoTo W (UlakoHa € HalrbJIHO 3aKpereH BbpXY Urjara 3a el

8. Moke na 3abenexuTe Bb3AYIIHM MeXypueTa BbB (pilakoHa ¢ HaTpueB xJiopua 9 mg/ml {
PA3TBOP 32 WHXKEKTHpaHe, M CHLULO Taka Jla 3adesiexnTe, 4e HUBOTO Ha pa3TBOpPaA B TO3M D
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Hamassea. M3uakaiiTe nove 3 MUHYTH, 3a J1a 3aBbpiin entouusara. He npemaxpaiiTe HUTO QUiaKkoHa ¢
Hatpues xaopua 9 mg/ml (0,9%), pasTBop 32 HHKEKTHPAHE, HHTO (PJIAKOHA ¢ eJIFUNs, NpeaH /1a
eJIHIUATA /12 3aBLPIIN.

9. (Cuep 3aBbplLIBaHE Ha eJlyMpaHeTo, U3IAbpriaiiTe 3amyuTaTa 3a emoupaiins (aakoH BepTukaiiHo. Moxke
J1a Ce YCeTH CBITPOTHRIIEHHE, TTPeIH 3aluTata Ha (J1akoHa 3a eJTyupaHe Jia ce OTAeNIH oT 0yTanoTo,
NMpoAb/DKETE Jla AbpriaTe 3allMTaTta Ha (uiakoHa 3a elyupaHe BEpTHKAIIHO, 3a Ja MpeojioeeTe
CBIPOTHUBIEHUETO M JIa IO U3BaAWTE OT OYTAIOTO,

10. Ocrasere npasuus dgaakox ¢ Hatpues xyopud 9 mg/ml (0,9%). pa3TBop 3a MHKEKTHPAHE, HA MACTOTO
MY J10 CriejiBalliara ejroums, 3a J1a ce 3arnasu CTepHuITHOCTTA.

[Tocaearana earonusa
U3nonseaiite HOB ae3nHdexumpan ¢uiakoH ¢ Hatpues xjopul 9 mg/ml (0,9%), pa3TBop 3a HHKEKTHPAHE,

¢ HeoOxoaumus obeM 1 pyrakoH 3a eouus u nostopere eranu ot 1 1o 10.

AKTHBHOCT HA eJIOLUATA H J00HB HA TeXHEIHH-99m
Pannonyknuauuat reveparop Moutek 10-40 GBq e kannbpupas no oTHOLIEHWE HA KOJIHYECTBOTO

MOJIHOJIEH, CIIO¥eEHO Ha KosioHata. Hanmmynoro kosimuecTBo " T¢ B onpeiesieHo BpeMe 3aBUCH OT
BPEMETO NpeI UK cliel pedepenTHaTa jata (ropaau pasmnajane Ha "Mo), 0T BpeMeTo, H3MHHAIO OT
pejxoaHaTa entouns (nopaan "Hapacteane” Ha *"Tc) n OT XapakTepuCTHKHUTE Ha pa3najane Ha Mo
(86.2 % ot uenus pasnan aasa *"Tc). Koeduumnenture, u3dbpoenu B Tabnuuu 3 - 5, morar J1a ce
M3MON3BAT 3a M3UNCIIABAHE HAa AKTUBHOCTTA HA HanuuHus ~ "¢, KaTo U3Moa3Ba CIeIHUA METOL.

| TbpBO, YMHOXETE crToMeHaTaTa pe)epeHTHa AKTUBHOCT ChC CHOTBETHUS KOE(DUIIMEHT OT Tabmua 3
(KOETO J1aBa Bb3MOKHOCT J1a ce rpocsien pasnajaa Ha "Mo). Ciie ToBa yMHOXKeETE MOJTy4eHOTO Che
CHOTBETHUS KoehHIMeHT oT Tabiuua 5 (KoeTo JIaBa Bb3MOXKHOCT 3a MpocieAsBaHe Ha HAPCTBAHETO Ha
"mTe 1 Ha XapakTepHCTHKUTE Ha pas3naj Ha ~“Mo) WK, aKo ce W3BbLPIIBA e/IHO eJTFoUpaHe, MOXe Jia ce
M3110N13Ba AMPEKTHO Tadinua 6, ako reHepaTophT ce elloupa BeIHbLK Ha JeH. MoskeTe J1a n3nos3eare
rabiniia 4 (KOeTo JaBa Bb3MOKHOCT 3a Npociie/lsBaHe Ha pasnaja Ha ~™Tc) 3a n3umucisBaHe Ha
AKTHMBHOCTTA Ha EJIIOLMATA N0 BCIKO BPEME.

PeanuusTt noous Ha " Tc uie Bapupa ciabo nopaan pasjinuHata e(peKTHBHOCT Ha elIOUPAHETO TPH
pa3nuyHu redepartopw. [o npasuiio BKJIKOUBA He MO-Manko oT 90% o1 HaJIMYHUATa AKTUBHOCT Ha g i




Tab6anna 3 Tadauna 3a paznaa Ha Mo (noay:xuBoT Ha *"Mo 66 yaca)

T (yacoBe) |0 ] 2 3 4 5 6 7 3 9

0 1,0000 [0,9896 [0.9792 [0,9690 |0,9589 [0,9488 |0,9389 10,9291 (0,9194 |0,9098
10 0,9003 |0,8909 |0,8816 |0.,8724 |0,8633 |0.8542 [0,8453 [0,8365 |0,8278 |0.8191
20 0.8105 |0,8021 |0,7937 10,7854 |0,7772 10,7691 (0,7610 [0,7531 |0,7452 |0,7374
30 0,7297 (10,7221 |0,7146 |0,7071 10,6997 [0,6924 |0,6852 |0,6780 [0,6709 |0,6639
40 0,6570 (10,6501 |0,6433 |0,6366 |0,6300 [0,6234 10,6169 (0,6104 {0,6040 |0,5977
50 0,5915 10,5853 10,5792 10,5731 |(0,5672 |0,5612 10,5554 (0,5496 {0,5438 |0,538]1
60 0,5325 10,5270 |0,5215 |0,5160 |0,5106 |0,5053 [0,5000 |0,4948 [0,4896 | 0,4845
70 0,4794 (0,4744 10,4695 |0,4646 |0,4597 |0,4549 (10,4502 |0,4454 {0,4408 [0,4362
80 0,4316 |0,4271 10,4227 10,4182 10,4139 |0,4096 |0,4053 {0,4010 {0,3968 |0,3927
90 0,3886 10,3845 10,3805 10,3765 [0,3726 |0,3687 10,3649 [0,3611 {0,3573 |0,3536
100 0,3499 10,3462 10,3426 |0,3390 (0,3355(0,3320{0,3285(0,3251 {0,3217{0,3183
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Ta6anua 4 Tabanua 3a pasnajg Ha " Te (nonyxusor Ha 7™ Te, 6.01 yaca)

12

18

24

30

36

42

48

1,0000

0,9885

0,9772

0,9660

0,9549

0,9439

0,9331

00,9224

0,9118

0,9014

0,8910

0,8808

0.8707

0,8607

0,8508

0,8411

0,8314

0,8219

0,8124

0,8031

10,7939

0,7848

0,7758

0,7669

0,7581

0,7494

0.7408

0,7323

D, 7239

0,7156

10,7074

0,6993

0,6913

0,6833

0,6755

0,6677

0.6601

0,6525

0,6450

0,6376

10,6303

0,6231

0,6159

0,6089

0,6019

0,5950] 0,5881

0,5814

0,5747

0,568]1

10,5616

0,5552

0,5488

0,5425

0,5363

0,5301 0,5240

0.5180

0,5121

0.5062

0,5004

0,4947

0,4890

0,4834

0,4778

0,4723 | 0,4669

0.4616

0,4563

0,4510

0.,4459

0,4408

0,4357

0,4307

0,4258

0,4209

!

0,4160

0,4113

0,4066

0,4019

0,3973

0,3927

0,3882

0,3838

0.3794

0,3750

0,3707

0.3664

0,3622

0,3581

OO | Q|| W |- O

0,3540

0,3499

0,3459

0,3419

0,3380

0,3341

0,3303

0,3265

0,3228

03191

-

0.3154

03118

0.3882

0,3047

0,3012

0,2977

0,2943

0,2909

0,2876

0,2843

e

0,2810

0,2778

0,2746

0,2715

0,2684

0,2653

0,2622

0,2592

0,2562

0,2533

2

0.2504

0,2475

0,2447

0,2419

0,239]

0,2364

0,2337

0,2310

0,2283

0.2557
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Tatanua 5 KoeduumeHTH 32 npoc/ieasBane HapacTBaHeTo Ha ~ " Te npes pa3zimuHo Bpeme cJie/] Npe/IXo/1Ha eTrlns
(nmoayxusor Ha " Tc 6.01 yaca)

Yacose | Koepuument | Yacose | Koedpuument | Yacore | Koepnument | Yacose | Koepuument | Yacose | Koepuumnent | Yacope | Koepuumenr
] 0,094 9 07 17 0,788 25 0,879 33 0,918 41 0,935
2 0,179 10 0,615 8 0,804 26 0,884 34 0,921 42 0,937
3 0,256 11 0,648 9 0,818 27 0,892 35 0,924 43 0,938
4 0,324 12 0,678 20 0,831 28 0,898 36 0,926 At 0,940
5 0,386 13 0,705 2] 0,843 29 0,903 37 0,929 45 0,941
6 0,442 14 0,729 22 0,853 30 0,907 38 0,930 46 0,941
7 0,492 15 0,751 23 0,863 31 0,911 39 0,932 47 0,941
8 0,538 16 0,771 24 0,871 32 0,915 40 0,934 48 0,942
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Tabanua 6: TABJIMHA HA AKTUBHOCTTA HHOJIYYEHA OT PAJIMOHYKJIM/IHU T’EHEPATOPH MONTEK 10-40 GB

MONTEK | MONTEK | MONTEK MONTEK MONTEK MONTEK MONTEK
JAHH 10 15 20 Z5 30 I 40
mCi | MBq | mCi | MBq  mCi | MBq | mCi | MBq | mCi| MBq | mCi | MBq | mCi | MBq
-0 | lleTbK 1,079139,923 11,631|60,347 2,183 80,771 [2,734{101,158{3,286|121,582|3,838|142,006|4,390| 162,430
-5 | CwboTa 831130,74711,256 46,472 {1,680(62,160]2,105| 77,885|2,530| 93,6102,955|109,335|3,380| 125,060
-4 | Hepens 040 123,680 | 967135,77911,294[47,87811,621| 59,97711,948| 72,076 [2,275| 84,175]12,602| 96,274
-3 [Tlonenennunk | 492|18,204| 744 (27,528 996|36.,852|1,248| 46,176|1,500| 55,500{1,752| 64,824(2,004| 74,148
-2 | BropHHK 379114,023| 573121,201] 767128379 | 961 35,557(1,155| 42,735(1,349| 49.913|1,543| 57,091
-1 [Cpsina 292110804 | 441(16,317| 590121830 740| 27,380| 889 32,893|1,038| 38,406{1,188| 43,956
0 | YeTBBPTEK 225| 8,325| 340/12,580| 455|/16,835] 570 21,090 685 25,345| 800 29,600, 915| 33,855
+1 | IleThK 173| 6,401 261 9.657| 350[12,950] 438| 16,206] 527] 19.499] 616] 22,792] 704] 26,048
+2 | Cx0o0Ta 1331 4921 201] 7,437 269| 9,953 337| 12,469| 406| 15,022 474| 17,538| 542| 20,054
+3 | Henens 102 3,774 155 5,735 207 7,659| 260| 9,620| 312 11,544| 365| 13,505 417]| 15,429
+4 | IToHe1eTHUK 791 2923 119] 4403 159| 5,883| 200 7,400| 240, 8,880| 281| 10,397 321| 11,877
+5 | BropHuk 60 2,220 92| 3,404| 123| 4,551| 154| 5,698| 185| 6,845| 216| 7,992| 247 9,139
+6 | Cpsija 46| 1,702 70| 2,590 94| 3,478 118| 4366| 142] 5254 166| 6,142 190 7,030
+7 | HeTBbPTHK 36| 1,332 54| 1,998 73| 2,701 91| 3,367 109| 4,033| 128| 4,736| 146| 5,402
+8 | IleTbk 27 999 42| 1,554 56| 2,072 701 2,590 84| 3,108 981 3,626 113|{ 4,181
+9 | Cpbora 2] Ll 32| 1,184 431 1,591 54| 1,998 65| 2,405 76| 2812 87( 3,219
+10 | Heness 16 992 24 888 33| 1,221 41 1,517 50 1,850 S8 | 2,146 67 2,479
+11 | IToHenenHuK 1.2 444 19 703 23 9225 321 1,184 38| 1,406 45| 1,665 51 1,887
+12 | BropHuk 9 333 14 518 19 703 24 888 29| 1,073 34| 1,258 391 1,443
+13 | Cpaja 7 259 |1 407 15 335 19 703 22 814 26 962 301 1,110
+14 | YeTBBPTHK 5 185 8 296 1] 407 14 518 17 629 20 740 23 831
+15 ] IleTbK 4 148 6 222 9 333 11 407 13 481 15 39 18 666
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¥ AKTMBHOCTTA Ha €JIH01MA € RKTUBHOCTTA, NOVYEHA OT rexepartop, enonpad 8 8 waca cyrpunta (GMT+3) npu noune 5 ml 0,9% pasresop na NaCl.
KOHTO He e enoupad 3a 24 yaca

¥* AKTMBHOCTHTE, KONTO TpadBa j1a ce nomayvuar, ca 90-110% o1 nocoyennTe KOIUYECTRA AKTHBHOCT.




