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KPATKA XAPAKTEPUCTHUKA HA HTPOAYKTA

£39¢2 15081
I. UME HA JIEKAPCTBEHUSA ITPOJYKT |

MOHTEK 10-40 GBq paanonykinuacH reneparop
MONTEK 10-40 GBq Radionuclide generator

2. KAYHECTBEH U KOJIUYECTBEH ChCTAB

Harpues neprexuerar (7" Tc) HHKEKUHOHEH pa3TBOp ce rpoussexkaa ot (- Mo/”™Tc) reneparop.
Texenuuit (7" Tc) ce paznajaa ¢ eMUCHS OT rama JIbum che cpeana eneprus or 140 keV u nepnoa Ha
nosty pasnaj 1o Texuennii-(""Te) ot 6,01 vaca, KOITO ¢ OrJIe/ HA ABJITUA CH TTEPHOJL HA NTOJTypa3al oT
2.13 x 107 roaunmn, Moke J1a ce cYHuTa 3a NoJIycTaduieH.

PaMOHYKJIMHUAT FEHEpaToOp ChAbPAKALL POAUTEICKH H30TON Mo, ajicopoupan BLpXY XpoMaTorpadcka
KOJIOHA 10CTaBs HaTpues neprexuerat (7" Tc) MHKEKIIMOHEH CTEpUIIeH pPa3TBop.

Mo BLpXY KoJloHaTa e B paBHoBecHe ¢ o0paszyBans Jibliepen uzoron ~"Tc. leneparopure ca cHabaenm
ChC CIIEAHUTE COOPHU aKTHBHOCTH ~ Mo 1pu Bpeme Ha pedepeHTHa AeiHOCT, KOUTO JOCTABAT CIICAHUTE
cymu Texnenwuii (7" Te), ako npuemem, ue 100% TeopeTHuro emonpan 100MB U 24 yaca Bpeme ot
[PEMIITHO eIIOMPAHE U KaTo ce B3eMe NPeIBUIL, Ye pa3kIOHEHOTO ChoTHOIIEHHE ¢ - Mo e okoo 87 %:
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Hannunure konuuectsa rexenumii (77"T¢) npu eMHUYHO eJlFoMpaHe 3aBUCAT OT peaiHuTe JoOUBH Ha
U3MOJI3BAHIS BUJL FeHepaTop, 00gBeH OT NPOU3BOANUTEIIS U 0JI00pPeH OT KOMNETEHTHHTE BIIACTH.

l,'.i-li ya
Beekn exnn ml narpues neprexuerar (7" Tc) pastBop chabpska 3,54 mg HaTpuii.

[ lomoriHm BelecTBa ¢ U3BECTHO JICiiCTBHE:

3a 1I'BJIHUA CITUCHBK HA TIOMOUIHUTE BElIECTBA BUIKTE TOouka 6. 1.

3. JIEKAPCTBEHA ®OPMA
PajiMOHYK/IM/ICH reHeparop.
[{HImHApHYHO TAJI0 U 3anylnanka, MOKPHTH ChC njlacrMaca, NpUKpPEenBaHu KbM THIIOTO € 2 KIIEMH, ChC
CTOlKa Ha BBpXa.

4. KJUHHYHHU JAHHH

4.1 TepaneBTHYHH MOKA3aHUS

To3n nexkapeTBeH NPOJAYKT ¢ npejiHa3HavueH camMo 3a AMarHoCTUYHW LIEITH.




E110aThT OT paiMOHYKNHAHWS reHepaTop (HaTpHeBusT neprexHetat (" Tc) UHKEeKLIUOKEH pa3TBOP)
NOKazaH 3a O3HauaBaHe Ha pa3/iniHW KUTOBE 3a pasrodapMalleBTHYHA NOAMOTORKA, pa3paboTeny H
0,100peHn 3a paaroU3OTONHO MAPKUPAHE C TAKHE PasTROP.

e cuuHTMrpadus Ha ILUTOBHANATA KJIe3a: IUPEKTHO W306paXkenre Ha HAaTPYTIBAHETO B
UIMTOBUHATA J%J1€3a 12RA UHYPOPMALIUS OTHOCHO pa3Mepa, MECTOINONOXKEHUETO, HATMUUETO Ha
BLIIM ¥ PYHKUMATA Ha XJIe3aTa B clyvail Ha 3a60N9BaHuA, CBLP3AHH C IIMTOBHAHATA XKJIe3a;

o CcuMHTUrpadus Ha CRIOHYEHUTE KJIE3N: JAMArHo3a Ha XPOHUUEH CHaNoaleHUT (Hanp (CUHIIPOM Ha
ChorpeH), KakTo 1 3a olieHKa Ha GYHKUMATA Ha CIIIOHYEHUTE JKe3U U IPOXOAUMOCTTa Ha
KaHaNUTE B CITFOHUEHUTE KITe3U, HapyLEeHUA U MOHWUTODUHT Ha OTTOBOPA HA TepaneBTHYHY
HHTEPBEHUMY (B HACTHOCT paauo fioaka Tepalins).

®  JIOKANW3ALMA HA EKTONHUYHA CTOMALlHA MYKO3a (AMBEPTHKYR Ha Meken).

® CUMHTUrpadMs Ha CABIHUTE Kananu: 3a olleHka Ha GYHKUMOHAIHH pa3cTpoHCTBa Ha Ch3eHE W
[IPOCNIEARBAHE HA OTrOBOPA HA TEPANEBTHYHN HHTEPBEHLLAN.

4.2 J103RpOBKA H HAYUH HA TTPHJIOKEHHUE

Ho3uporka

AKO pa3TBOp Ha HaTpues Nteprexterat (" Tc) ce npuiiara HHTPABEHO3HO, aKTHBHOCTHTE MOraT Aa

BapUpaT B LWHPOKH 'PaHHUM B 3aBUCUMOCT OT U3UCKBaHaTa KIMHUYHA MHQOpPMaLUA, U U3MOJA3BAHOTO

obopyasaue. MukexTipaHeTo Ha akTUBHOCTH, No-rojieMu oT MecThuTe J[PC (anarHocTuunu pedeperTHU

cTOWNHOCTH), clieaBa fa OblaaT onpaBaaliy 3a onpeleNieHn 1nokaszanud. I penopbyaiuTe akTUBHOCTH ca

KaKTO CJIe/IRA:

Buspacnuu (70 kg) v xopa @ nanpedidid 8b3pacm.:

- Cuuurdrpagdus na wrTosuaiara #iuesa: 20 -80MRBg

- Cuuurdrpadus na cmonuenute xne3u: 30 go 150MBq 3a ctatuunn n3obpakenns u g0 370 MBq 3a
AHRAMUYHU U300PAKCHHS.

- CuuHtHrpapua ua auseprukyn va Meken: 300 - 400MBq

-~ CuMnTHrpa@Hs Ha crb3nuTe X)nesu: 2-4MBq R kanka B 0Ko

bwapevno yepexcoaie
M3uckBa ce BHUMATEITHO OOMUCHAHC Ha [IPUNaralaTa akTUBHOCT, Thid KaTo € BB3MOXHO MOBUUICHQ
PaAHALKOHHO U3NATaHE TIPH TE3W NMAUWEHTH.

Heduampuung nonynaiius
[TpunoXeHUeTo Npu geua v oHOIIK TpadBa A4 ce NIPCIEeHABA BHUMATENIHO, KATO ¢€ OCHOBABZ Ha
KIWHHUUHHATE HYKIIM U CC OTUUTA ChOTHOLICHUETO PUCK ~ 110N13a NMPU Ta3d rpyna rnmaiHeHTH.

AKTHBHOCTTA, KOATO TPAOBA J1a ce NPUAOKY NPY AcUa ¥ I0HOIUKH, MOXKE 13 Ce U3UHCIIH cnope/l
npenophkuTe Ha Esponelickata acoumainug 3a HykacapHa meauniiHa (European Association Nuclear
Medicine) B neanaTpuuniaTa 1030Ba KapTa - aKTUBHOCTTAINPHIIOXKEHA NIPH JIeta W IOHOWW MOXKE 11a OBae
H3YHUCTIEHa Ype3 MYATHIUTHLIMPAHE HA UIX0HOTO HUBO AKTHUBHOCT (3a LeIMTe Ha U3YUCIIRBAHETO) NO
KOPEKUMOHHUS KOCHHUUHEHT, 3aBMCHM OT TETJIOTO, MOCOUCH B Tabnuiata no-gony (8¥k. Tabnvua 1):

A[MBQglipimomena *7 H3X0JIHA aKTUBHOCT X MHOMOKpPaTHO
Cryunmucpahua na wjumosudnama yeresa: Npunarana aktusHocT [MBg] = 5.6 MBg x kopekuuoHeH
koepuuyent ( Tabomua 1). Munumanurara aktueHocT oT 10 MBq e Heobxoauma 3a nonyuaBsaHe Ha
M300paxeHus ¢ 10CTaTLYHO A0OPO KauCeCTRO.
Onpedeiane / goxaniiayis na exmonuyna cmoyaudia Mysosa: | lpunoxkena akrusnoct [MBq] = 10,5
ce NnoJivyaTt u300paxenus ¢ JOCTaThuHOo N0Op0 Ka4yecTRO.
Taduma.1: Ternoso-3aRMCUMU KOPEKIIMOHHW (PAKTOPH B NMeJAWaTpUYHATA nonyjaauvs (3

CHHHTHIpAQUA W MAEHTHpUKAUNS / TOKAJIH3AUWSR HA EKTOIIMUYHA CTOMAUIHA MYKO3a), Chb
npenopbkuTe Ha EANM ot Mmait 2008.




Terno Kpatho Terao Kpar#o Terno KpatHo
Lkg] |ke] [ke]
3 | 22 3,29 42 9,14
4 1,14 24 3,71 44 9.57
6 171 26 6,14 46 10,00
8 12,14 28 6,43 48 10,29
10 12,71 30 | 6,86 50 10,71
12 13,14 32 7,29 52-54 11,29
14 357 [ 34 | 7,72 | 56-58 12,00
16 4,00 36 8,00 60-62 12,71
18 4,43 38 8,43 64-66 13,43
20 4,86 40 8,86 68 14,00

Cyunmuzpaipus va cuonuenume sciezu: PaboTHata rpyna Ha EANM (1990) o nepuatpus npenopbyna
AKTUBHOCTTA,KOATO UIC CE NpMnara Ha SETeTO Ja Ce U3HUCIIABA CMIPAMO TENECHOTO TEerjo CbrNacHo
rabsuiiara no-gony (BXx. Tadbnuua 2) ¢ MUHUManHa no3a ot 10 MBaq, 3a aa ce nonyyar usobpaxeHud c
JOCTATHUHO KAYECTRO.

TabGanua 2: TernoBHO-3aBUCUM KOPEKUWOHEH Koe(MUKWCHT [IPX NNeayaTpUuyHaTa ronynaumns (3a
CUHMHTUTpagMs Ha CIIOHYEHa Xk e3d) chrnacHo npenopbku Ha EANM 1990

Terno Koeguur | Terno Koegpuuue | Terno Koeduum
|kg] MEHT [kg] HT |kg] CHT
3 0, 22 0.50 42 0,78
4 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 S0 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

Cyunmucpahus na cavzuume dcneszu. TlpenopbUuTeIHUTE aKTHBHOCTH €a TIPHITOKUMHU KaKTO 3a
Rb3PACTHY Taka W 3a Jcua.

Hauun Ha npunoxeHue
34 UHTPABCHO3HO TPUNTOXKEHNE UK NPUITOKEHKE B OUUTE.

3a MHOTOO30BO TIPUNIOKEHHE

3a UHCTPYKUWY 33 PUTOTBSHE Ha JICKAPCTBEHUSA TIPOJIYKT NMPEAN NPHITOXKEHWE RHXTE Touka 12,
3a MOAroTOBKA HA nauvenTa, BIHKTe Touka 4.4

3a cuurTUrpadHa Ha UIMTOBHAHA XIe3a, CUNHTHTPAdHA Ha CTOHYCHHN KITe3H W ONMPERENaHC

JNIOKANIN3aUKATA HA CKTONNYHA CTOMAIHA MYKO3a, PA3TBOPHLT Ha HATpUeB neprexteraT (" Tc) e
HPHIOKEH Ype3 HHTPABEHO3HA UHXCKUMS,

(OOpa3Ha AHArHOCTHKA:
[Tpn cuMHTUrpadus Ha WHTOBKIHA *kJe3a: 20 MUH. CIE WHTPABEHO3HATA MHXKEKLINUA.




[Tpy cuunTUrpadvs Ha CNIOHYEHUTE XKAC3U: BeJHara cnea HHTPaBelIo3HATa HHKEKUKA U Ha paBHY
HHTEPBRAJIM 3a |5 MUH,

OnpejensHe/I0Kalu3Mpane Ha eKTONMYHA CTOMAUIHA MYKO3a (AWBEpTHKY N Ha Meken): BeaHara ciel
WHTPAREHO3HATA UHKEKIIMS W TTPe3 PABHU HHTEPBaNU 32 30 MHUH.

Cunururpaus Ha clI'b3HN XKIIe3W: IMHAMWYHO u300paxeH e B NPOABIDKCHUEC Ha 2 MUH. clle]l HaKalBaHe,
MOCICABAHO OT CTaTHYMHO 3acCHEMAaHe Ha paBHKW HHTCPBAIIM B MpoAbIKeHUe Ha 20 MUH.

4.3 TlporHBornokKasanus

(CBpPBXUYYBCTBUTENHOCT KbM AKTUBHOTO BEILECTBO WM KBM HAKOE OT NOMOUIHUTE BEUIECTRA, H30pOEHU B
Touka 6.1.

4.4 CineuHaaHu npeayipexjieHHd H npeanalii MepkH NpH ynorpeba

IToreHunan 3a aHaPUIaKTHIHW peaKLIUH

AKO ce MOJIYYH CBPBbXYYBCTBUTEIIHOCT WU aHA(pUIAKTUUHA peakurs. TIPUIIOKEHHUETO HA JeKapCTBEHUS
NPOAYKT TpAbBa He3zaba3zHo fAa Onle cupsHO M 1@ ce MpeldlpHeMe WHTpaBeHO3Ha Tepanus, ako e
HeobOX0IMMO. 3a s1a ce 3anoynarT HezabaBHWU AeACTBUA NpH clellHy ciyuaun, TpsOBa Ja ca HajiU4uyHU
HeOOXOAMMUTE JIEKaPCTBCHHU TIPOAYKTH H 000pynBane KaTo eHaoTpaxeanna Tpbba U BEHTUNATOP.

| Ipeuenka Ha MHAMBUAYAJIHOTO ChOTHOLIEHHE T10/13a-PUCK

3a BCEKU NalUeNlT, U3NaraneTo Ha paavauud tpadea ga Obvae obocHoBaHOo OT non3ara. [ Ipunoxenara
aKTUBHOCT TpadBa Aa Objec BBB BCEKM Cliyyall Bh3MOXKHO Hali-HuckatTa 3a NocTUraHe Ha M3MCcKBaHaTa
IRArsOCTUYHA UHpOpMaUNS.

IaunenTH ¢ 0BOpPEUHO yBpeXIaHe
HeoGxo/nMMa e BHUMaTeNHA NpeleHka Ha ChOTHOUIEHUETO 110J13a-pUCK 1pH Te3H TTALMEHTH, ThH kaTo €
RBIMOKHO YBEIMUECHO U3laraHe Ha paananums.

[lejtwaTpuyHa nonynauus
3a nHdopmauua OTHOCHO ynoTpedara npy neauMaTpyMuHa nonynanus BUATe Touka 4.2.

HM3uckBa ca BHUMaTE/IHa NpeleHka Ha WHAKMKaUUATa, ThH KaTo edeKTHBHATA 1032 Ha MB(q e no-sucoka
OTKONIKOTO NMPH BBIPACTHUTE NTaUMEHTH (BXK, Touka |1 1).

OT cneudantio 3HaueHue ¢ THPOHAHOTO ﬁHOKHpﬂHE npy NalxeHdT OT NCAHaTpUdHaATa NMOonyJauHusa C
HIKITIOYCHUE Hd CIIHHTHI"F}H(!JHH Hda IHUTOBHAHATA AKJTC3d.

lloaroroska Ha lalMeHTa
3a onpedeNeHd WHAUKAUKWK, MOXe Nd Objie HEOOXONKMO [penBApPHUTEJIHO TPETHPAHE Ha TIAUUEHTUTE C
JIEKAPCTBEHH MMPOAYKTH 338 THPEOUAHO ONTOKMpaAHe,

[TatiteHTbT TPpAORa Oa Obae Ao0pe XuapaTHUpaH 1Tpeaur HaYaNnoTo Ha liperiella 1 TpAOBa Ja 0b/1e IMoAKaHsH
212 YpHHKPA BH3MOXHO Hali-uecTo Mo BpeMe Ha MbPBUTE HAKOJIKO Haca clig] liperjliea, 3a i1a ¢¢ HaMaJlu
paaMaLIngTA.

3a aa ce w3derdat GaniuvBHe NTONOXHTEIHH PE3YTATH HIIH 32 HAMaNSBaHE Ha OOIBYBAHETO NPH PEAYKLIHS
Ha NEePTEXHETAT ¥ HATPYNBaHe B UIMTOBHIHATA M CNIOHYEHHTE %Ne3u, Tpabra Ja ce 1ara 6nokep Ha
UTORHAHATA XJIe3a HPear CUMHTHTPaHS Ha CIBIHUNTE XIIE3N WITH TTPCAY CUHHTHIpadns 3a
AuBepTHKYN Ha Meken. [TpoTuBononoxHo BJIOKKpaill areHT Ha ILHTOBH/IHATa He Tpabsa Na wwm
Mpeauv CUMHTUIPAgUA Ha IUMTOBKAHATA XKJ1e3a, MApaulMTOBHIHATA UITU CNIOHYEHUTE XKIie 3. S‘vﬁ,f""
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Cnen in-vivo Mapkupane Ha CpHTPOUWMTHTE, W3non3eadikk kanachu-ll-Aonu 3a peayuupane Ha
HaTpyNBaHETO Ha HaTpueB neprexHertat( "Tc)., KOETO ce W3BLPIIBA MIABHO B EPHTPOLUTHTE, ¥ NOPAIH
ToBa CUMHTHUTpaduaTa Ha Meken TpadBa Ha ce UIITBJIHABA HAKOJKO JieHa Npeau WIK chel in-vivo
MapKHpaHe Ha epUTPOUHTHTE.

(_nea npoueaypara
bnu3bk KOHTAKT ¢ Aeua v OpemeHHH TpPAOBA Ja ce U304TrBa B MpoabikeHue Ha |2 vaca.

Cneudanny npeaynpexiaenus
Hatpues neprexuetar (O " Tc)-pa3TROP 3a HHKEKUMH ChAbPKa 3,54 mg/ml natpuii.

B 3aBUCUMOCT OT BPEMETO, KOMaTO €€ [pUlara HHXKEKUUITA, ChIbPKAHUCTO HA HATPUK NalleHO Ha
nayueHTa B HAKOH ciiyuan mMoxe Aa 6nae no-sucoko oT | mmol (23 mg). Toea Tpsbra aa ce BieMe
MpeaBHi MPH NMALMEHT Ha AWeTa 3a KOHTPO Ha HaTpui.

Korato pa3TBop Ha HaTpUER neprexHeTaT (" Tc) ¢e W3no3ea 3a MapKUPaHe B KUT, NPy ONpe/IeNsSHETO Ha
061LOTO ChAbPXKAHUE Ha HATPUIT TpROBA Ja ce B3eME NOJA BHAMaHWe, HATPHs, MOJIydeH OT eflioara U KUTa,
Mons, BHXTE JTMCTOBKATA B orlakoBKaTa Ha kuTa. [lpy cunmuTHrpadus Ha cNIOHUEHUTE XKIle3n TpAbBa aa
CC OYaKBa MO-HYUCKA CrIeUMPUUIHOCT Ha METOa B CpaBHEHWE ¢ MArHUTHO pe3oHaHCcHa CUUHTHrpadus.

3¢ NPCORA3HU MCPKY OMHOCHO ORACHOCIIING 3d OKOIHAMA cpeda auxcme mouxa 6.0,
4.5 BiaumoaeifcTBHe ¢ APYrd JIeKaAPCTBEHHU NPOAYKTH H APYTH GOpPMH HA B3altMOAEHCTBHE

ATPONHUH, N30TIPEHAIIMH U aHANTeTHIIM MOTaT Aa TPUYUHAT 3a0aBaHe Ha CTOMALIHOTO W3Npa3BaHe U Taka
1a J0BeAart Jo ripepasnpenenedue Ha (' Tc) nepTexHeTar npu abaoMHHanHa obpa3na JHarHOCTHKA.

[IpnitokeHneTo Ha TakcaTUBH TpsOBa Jla ce NMpeycTaloBy, Thil KaToO Te Apa3HaT CTOMAILHO-YpeBHUA
TpakT. M3cneaBatus 3a KONTpacTHO-3acHIBaHe (Hanp. Oapuit) u niciensarne Ha ropHaTa yacT Ha
CTOMAIUHO-UYPEBHUA TPAKT TpAORa na ce nibarear B paMkuTe Ha 48 yaca npeau NpUioXeHWeTo Ha
neprexuerar (O "T¢) npu cuMnTHrpadys 3a ANBEPTHKYN Ha Mexen.

MHoro ¢papMakoaOriUHN NeKAPCTBEHU NPOAYKTH ca H3BCCTHH C TOBA, Y€ [POMEHAT NOMNLILAHETO HA
LIHTOBMAHATA kKITE3a.

*  AHTUTHPOUIHN NEKAPCTBEHU TIPORYKTH (Hanp. kapOdumMaszon Wiv Apyru UMUIa3onosu
NPOU3BOIARM KATO NMPONMUITHOYPALIMIT), CANTHUNIIATH. CTEPOUINA, HATPUCB HUTPOTIPYCHI, HATPUER
cyndobpoModTanuu, nepxiopar ,TpAdBa Aa 0bOaT NPeyCTaHOBEHU 3a | ceamnLa npeau
CIIHHTHUIpa@HA Ha ILUTOBUIHATA XKJIC3a;

o DeHunOyTa3z0H M €KCNEKTOPAHTH TPAORA J1a OBbAAT npeycraioBeru 3a 2 ceAMULM;

s EcTecTBEHU WIM CHHTCTUYHH TUPOUIHU IiperapaTy (Hallp. HaTpUEB TUPOKCHH, HATPHUER
JIMOTUPOHHUH, EKCTPAKT OT LMTOBKUAHA XkJle3a) TpaOBa na ObAAT NMPCYCTaHORCHH 32 2-3 CEIMKUM,

e  AMUHOAAPOH, DEH30AWA3ECITHHKW, IUTUH TpaDBa aa ObOaT NpeycTaHoOBeHK 3a 4 ceAMULM.

¢ HHTpaBeHO3IHU KOHTPACTHU BEUICCTRA He TPAOBA Ja e IpunaraTt B nNpoablikeHue Ha |-2 Meceua.

4.6 DepTuinTeT, (PEMEHHOCT H KbPMeEHE

KeHud ¢ gerepoieH noTeHuyall
Korato ce npunarar pagvogdapMaleBTHIH 1pH KeHA ¢ OMAKBAH JeTepoieH NoTeHtMal, BaXxHo ¢ 4a ce
YTOUHH JaJIU TS € UMK He € OpeMeHHa. Beska xeHa, pH KoATO MEHCTPYaUUAaTa 3akbCeHABa, TpabBa aa ce
CUNTa 3a OpeMeHHa, IOKaTo He ce YCTAaHOBH 00paTHOTO. AKO UMA ChMHCHUE OTHOCHO Bh3MOXHATA
OpPEMCHHOCT (@KO »XeHATa € NponycHana UKD, aK0 HIUKLABT € MHOTO HepeaoBeH W T.H.), TpabBa

Takuga).

bpeMeHHOCT




| [punoskenueTo Ha neprexHeTat (" Tc) Ha KeHa, KOATO e U3RECTHO, ve ¢ OpemeHna, Tpadea na 6uae

onpas/laHO OT MEIAUIIUHCKA HEODXOAUMOCT U NIOJIOKKWTENHA OIlEHKA Ha URAUBWAYATHATA 110/13a-PHCK 3a
MaitkaTa u 11710/1a.

TpsabBa J1a OBbJ1aT OOMUCIEHU anTepHATUBHU, 0e3 00bYBaHE JHATHOCTUHHY METOON.

PMTe (kaTo cBOBOAEH NepTexHeTaT) € J0Ka3aHo, ue NMpeMuHaBa nnauenTHara bapuepa.

Kbpmene

| Ipeau npunaraHeTo Ha paanodapMaUeBTHYHRUTE NEKAPCTBEHH NPOAYKTH (IPH XEHaA, KOATO KbpMy, Tpadsa
J1a ¢€ W3BBPWU OLEHKA OTHOCHO BL3IMOXKHOCTTA A C¢ OTAOXH [TPUNOKEHUETO HA pATHOHYKIIMAA, I0KATO
MajikaTa cnpe Ja KbPMH, M OTHOCHO TOBa Jalu & HalnpaBeH Hal-noaxoasiuar u3dop Ha
paavodapmMaueBTHUEH NekapcTBEH MPOAYKT, B3eMalkki Nod BHUMAaHWE palHOAKTHBHOCTTA MpeaaBalla ce B
MaiYUHOTO MIISKO. AKO C€ NPEeLESHH, ¢ NPHIaraHeTo € HeoOX0AMMO, KbpMEHETO Clle/lBa Aa ce NpekpaTy
3a |2 yaca cnef NpUinoXkKeHUETOo, a MojlyueHaTa KbpMa Jia c¢ U3XBBbPJIH.

bhIU3bK KOHTAKT ¢ KbpMmaueTa TpaOBa J1a ce orpaHryun 3a TO3M NepHoA.
4.7 EdexkTi BLpXY cnnocobinoctta 3a wodipane u pabora ¢ MamuHi

HaTtpuerus neprexnerar (*"Tc) pa3TBOp HAMA BIMARKE BbPXY CNOCOOHOCTTA 32 Wogupae W paboTa ¢
MalliM K.

4.8 HexenaHH JekapcTBEeHH peakKUHH

(O6006u1eHMEe Ha Tpodinta Ha Oe30MacHOCT:

(noHTaHHW NOKNagn AaBaT uHpopMallks 3a Hexenany peakuuu. JloknaasaHuTe TUIIOBE peakUVM ca
aHAPUIAKTOMAHY peakuuu, BereTaTUBHU peakiMU. KakKTO W pa3fiyuHu BUAOBE pEaKUUU HA MACTOTO HA
[TPUSIONKEHHUC.

Hatpuepust neprexuerar (C"Tc) oT paauonyknuanus renepatop va MOHTEK ce usnonssa 3a
PaMOaKTHBHO MapKHPaHe HA Pasiuuiy cheuHeHHA. Te3n ekapcTBEHH NMPOAYKTH O0UI0 B3ETO HMAT 10-
BHCOK [I0TEHLMaN 3a Hexenaw! peakumu oTkonkoro ~"Tc W nopanu ToBa HNOKNALBAHMTE HEXKENAHU
PEAKLUU Ca 110-CKOPO CBLP3AHU ¢ MAPKUPAHUTE CheJMHEHUs, OTKoMKoTOo ¢ " Te.

BbiMOXKHHUTE BUIOBE HeXelanu peaktidM, NnocielBalld UHTPABCHO3HOTO MPUIICKEHUE Ha MapKUPaH# C
("""T¢) dapmaueBTUUHK HPOJIYKTH, LIE 3aBUCAT OT CMEUH(PHUHKUA KOMIIOHEHT, KOWTO ce u3lonssa. Tasu
ungpopmauns Moxe na ce HaMepd B KXI1 nHa kuta, n3nonisaH 3a paavodapMaueBTHIHHUA NICKapCTBEH
NPOIYKT.

1a0auueH CIIMCHLK HA HEXECAAHWTE PEaKiIum,

YecToTuTe Ha HexenauuTe edekTH ca JehUHUpaHyA, KakTo cneasa:

(C Heu3BeCTHA HECTOTA (He MoXKe JIa C€ YCTAHOBH OT HANUYHUTE JaHHM).
Hapywenus na usmynuama cucmemy:

C HeuszBecTHa vecToTa *: AHaQHMNAKTOUAHWTE peakituu (T.c. 3a/yX, KOMa, YpPTHKapus, epureMa, o0pusy,
NpYPHTYC, eIcMa Ha pa3u'IHY MecTa, HallpuMep THiieRa e1eMa).

- wr- m—rr

(' Heu3pecTHa uectoTa *: BazoparaJHM peakuuw (T.¢. CHHKON, Taxukapausa, Opaauk
raBobosHE, 3aMBIIICHO 3peHUe, BTPUCAHE).

(MoMauiHO->PesHy Hapyute Hus
C HeusBecTHa uectoTra *: TloBphuiaue, rajieHe, IHApUA.
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OOugn HepU3InOAONCEHUA 1 COCMORHUS NPU TORWIHO Mpemupane
C Heu3BeCTHA YecToTa *: Peakuuu rnpu NpuiiokeHde Ha NoKanHa KHKEeKUMA NOpau U3THUYaHE (HanpumMep
HeNYIUT, DOSIKE, epUTeMa, NMOoAYyBaAHE)

* Hexkenanu peakuyy, U3BNEUCHU OT CIIOHTAHHW DOKNAOH.

MznaraneTo Ha HOHU3Upalla paadalis € cBBP3aHO ¢ MOABA HA paKk W Bh3MOXEH PUCK 32 pa3sBUBaHE Ha
HacneJCTReHU yBpexaanusa. [oxkato edexkrusHata no3a ¢ 5.2 mSv, B cnydall, ye MaxkcHManHara
[ipenopbyaHa pagMoakTusha 103a e 400 MBq, Te3n nexenany peakuny ce o4aksa ia ce NpoABABaT ¢ Malika
BEPOSTHOCT,

Onucanue Ha 136paHy HexenaHu peakiiiu

Anadhunasmunny peaxyuy (Hanp. UCTIHES, KOMa, YpTHKapus, eputeMa, oOpHB, cbphek, 0TOK Ha pa3NHUHU
MecTa [Harp. OTOK Ha NTUIETO))

AHapUNaKTUYHH peaklUKK ca ChOOIIEHH cliel MHTPaBeHO3HO MHXEKTUpaHe Ha HaTPHEB NepTeXHeTaT
(" Tc¢) v BKIIOUBAT pas/IMUHW KOXKHH WM IUXATENHU CUMIITOMH KaTO KOXKHU pa3ipa3HeHus, OTOUH HITH

3a0YX.

Becemamuenu pearyiiy (HAPYUICHUA HQ HEPEHAMA CHCMEMA H CIOMANIHO-YPCBHU HADYUICHUA)
EAMHAYHY ciyyad Ha TeXXKU BeTeTATUBHU peaKIlvi ca J0KTaaraHu, obave moseueTo oT OTYeTeHN
BCIETATHBHU peakilMy BKIKOUBRAT CTOMAIIHO-UPEBHH peaklliu KaTo rajleHe Win rospblllane. Apyru
JIOKJIaJlN BKITIOYBAT BA30BArAJIHUTE Peakildi KaTo rmapodonue unu CBCTOBRLPTEXK. BereraTtuBHUTE
peakurH No-CKopo THADBA J1a ce CUNUTAT 32 CBBbp3aHu ¢ 0OCTAHOBKATA 110 NPOBEKIAHE HA CAMOTO
W3c/eABAHE, OTKONKOTO ¢ TexHetnd (V" Tc), ocobeHo Mpy HecnokoHHW MaluHeNTH.

OOy napyuien s 4 HAPYULEHUR HA MACNOMO HA NPUNONCEHUL

JIpyTd 10KNagyu onucBaTt peakuMyu Ha MACTOTO Ha MHKeKTHpaHe. Te3n peakimu ca CBbP3aHU ¢ U3THHAHE
Ha paluOaKTUBHHUA MaTCPUAll MO BPEME Ha WHXKEKUKATA U JOKTAABAHUTE peakllMu ¢a OT JIOKANHO
1ojlyBasie 10 uenynuT. B 3aBUCHMOCT OT npuiloXeHaTa paguoakTUBHOCT ¥ 6e/193aHOTO CheANHEeHHUeE MNPH
pasllMpeHa eKCTpaBa3zaura MOXKe Ia Ce HaNlOXW XUPYPruuiio JieucHue.

Chofulapane Ha NOA03INPAHH HEXENIaHU peakiiii

CboOillaRaHETO HA TOA03UPAHU HEXENaHW peakUrK ciaen paspeliasaHe 3a ynorpeda Ha leKapCTBEHUS
MPOAYKT e 8aHo. ToBa 1103B0OJiABA 1 MPOIbJINKH HABIKACHNETO Ha CHOTHOUIEHHWETO [10J13a/PUCK 34
JIeKapcTBEHUSA NMPOoAYKT. OT MeAUUMHCKUTE CIIeUMalIMCTH Ce U3UCKBA Aa cboOllaBaT BCAKa NoA03upaHa
HeXenana peakUns upes HauMoHaNHa CUCTeMa 3a chodilasane:

H3NbIHWTETHA arcHUWS 110 NeKapcTBaTa

yn. Jlaman I'pyer” Ne §,

1303 Codus,

Ten.. +35928903417.

yebealiT: www,bda, by,

4.9 llpeao3zupane

B cnyvait Ha npeno3upaHe Ha paauauloHHaTa fo3a HaTpueB neprexHeraT (C "Tc), abcopbupanara go03a
Tpabea aa Objie HaMalieHa, aKo € Bb3MOXKHO, Ype3 yBeimuaBaie Ha eNMUMUHHUPAHETO Ha PaguOHYKIIWAE OT
TANOTO upe3 gedekauus, 3acuBale Ha AMypesara U YeCTO U3Ipa3BaHe HA MUKOUYHHS MeXyp.

[ IpyeManeTo OT WHTOBUIHATA KJE3a, CIIIOHYEHUTE KAC3M W CTOMAUIHATA JIMraBHlla MOXE Jla Oblle
3HAYUTENIHO HAMANICHO, KOraTo HATPHEBUAT WIH KalWeB [iepxyopaT ce AaBa HEnocpe/lcTBe:
HHIMIEHTHO Ha3HaueHa BIUcoKa 103a HaTpues rteprexuerat (" Tc).

5. ®APMAKOJIOr'MYHU CBOHUCTBA



51 ®apMaKoJAHHAMH4YHH CBOICTBA

(hapMmakoTepaneBTUYHA rpyna: JJHarHocTUNHU paanodapMalleBTHIIH. pauIUYHK paguodapMaleBTHUHH

MPOAYKTY 338 IHATHOCTRUMPAHE Ha LIMTOBUIHATA KIC3a.
ATC xon: VO9F XOI

He ce nabniogasa (papMakonoruuia akTHRHOCT B 0OXRATa Ha JI03WTe, TIPUNArali 3a IMarHOCTUUHH LeJ.
5.2 PapMaKOKHHETHUHH CBOICTBA

PasnpeneneHue

[lepTrexteTaTHUAT KOH KMA NOAOOHO DUMJIOTUUHO pa3nNpelleIeHHe KaTO WOZHUTE W NEPXJIOPATHUTE HOHMK,
K4ATO C€ KOHLUEHTPHUPpa BPCMEHHO B CIIOHUSHUTE KNE3H, XONOWAANHNUSA TJIEKCYC, cToMaxa (CToMallHaTa
MYKO3a) W B IIUTORBUAHATA AJE¢3a. OT KOUTO Ce eUMUHUpa HeltpoMereH, [lepTexHeTaTHUAT HoH UMa
TCHIEHIIMA CBULIO TAKA 1a CC KOHUEHTPYPa B 00NACTH € YRENIUYEHO KPBLBOCHAOAgRAHE WUTW C aHOpMaJTHA
ChAOBA MPONYCKJINBOCT, 0CODEHO KOraTo NpeABaprUTENHOTO NoJaBaHe HAa DIOKKpally areHTH UHXUOUpa
HaTPYNBAaHCTO B KIIE3UCTU CTPYKTYPHU. Hpes nocTosHHaTa KpbBHO-MO3bUHa Dapuepa, HaTPUCBRUSA
neptexuerar (" Tc) He IPOHUKBA B MOTLYHATA THKAH.

AGcopOina oT gprany

B kpweTa 70-80% OT WHTpaBEHO3HO HHXEKTUpaiug HaTpues HeprexseraT (7" Tc) ce cabp3sa ¢
NPOTEUHHUTE, TIPEIUMHO 10 HecTieunduyeH HavuH kbM andyMuua. Hecewp3anaTta ppakumns (20-30%) ce
HATPYIIBA BPEMENHO B LIMTOBUAHATA XKJiC3a U CIHOHYMEHUTE XKIIE3U, CTOMaxa U HOCHUTE NIUTaBUIIN, KaKTO K
H XJIOpOWIANHHUA [IEKCYC.

Hatpuesus neprexnerar (" Tc) 3a pa3nuka oT HOAA He ce W3NON3BA HWTO 3a CHHTE3 HA XOPMOKU Ha
HIMTOBUAHATA *J1€3a (opranuduKaund), HUTO ce abcopdupa B ThbHKUTE HepBa. B LIMTOBUAHATA *KITe3a
MAKCUMAaNHOTO HATPYNBAHE, B 3aBUCUMOCT OT hyHKIMOHATTHUS CTATYC U HOAHOTO HACHUILAHE (TIPH
CYTHPEOIJIHIBM 1IpHDI. 0.3-3%, npu xuilepTupeoHan3bm U Hoato nzuepnsaHe-a0 25%) ce moctura 3a 20
MHI. €€l HHXKEKTHpaHe W cnell ToRa 0bp30 Hamanssa, ToRa ce OTHACH W 3a NAPUETAIIHUTE KNETKY Ha
CTOMAailHaTa JUraBuua v 3a auMHapHUTE KINETKU HA CITFOHUCHUTEC XKIIE3M.

3a paznuka oT LMTOBUAHATA *Jle3d, KOATO ocBoOMKnaBa HaTpueB neprexuerar (" Tc) B KPLBHUSA TOK,
CIIHOHUEHUTE K€U U CTOMAaXa CeKpeTHpaT HaTpueB nepTexterar (" Tc) B cHOHKATA U CTOMAlHHUSA COK.
ChOTBETHO. HaTpynBaHeTO B CNIOHYEHUTE *J1e3M ¢ B paMkuTe na 0,5% oT npunoxenara akTHBHOCT ¢
JIOCTUraHe Ha MaKCUMyM ciied okono 20 MUHYTH. EAANH Yac cnesl UHKeKTUpaHe, KOHUEHTpaluuaTa B
cjitoHkara e okono 10-30 nsTH No-BUCOKa, OTKOJIKOTO B Nia3zMaTa. Exckpeumsita Moxe 1a Obje yckopeHa
C THMOHOB COK WJIM upe3 CTUMYNTUpAHE HA NapacUMITaTHKOBaTa HEPBHA cUcTeMa, abcopbuusara ce
HaMaliaea ¢ nepxjiopar.

[-MMHHUpaHe

I TostykuBOTHT B Nita3Mata ¢ MpubiM3uTento 3 vaca. Hatpues neprexuerar (7" Tc) He ce meTabonuzupa B
opranusma. Eana yact ce enuMutHipa MHoro 0bp30 fpes 6b0peunTe, a ocraHanara no-0agHoO Hpe3
HIITPAKHCHUATE, CIIFOHUEHNUTE ¥ CBI3HU TEYHOCTH. EKCkpeunsTa no BpeMe Ha mhpBUTE 24 uaca cnep
[MpUIaraHeTo € OCHOBHO upe3 ypuHaTa (okolio 25 %) v upes gexkanHa exckpelns, KOATO Ce MOSBABA NPe3
cneasamwnre 48 yaca. 1pubausurenno 50 % oT npunokenata paanoakTHBHOCT CC EKCKPETUPA B PAMKUTE
Ha nspBuTe SO vaca.

Korato cejlekTHBHOTO HaTpyliBaHe Ha nepTexHetaT (O " T¢) B KICINCTHTE CTPYKTYPH € MHXUOUPAHO OT
NpeaBapuTe/IHOTO M0JaRale Ha BJIOKHPALIK areHTH, eKCKPEeUMnATa ¢ 110 ChILATE IThTHINE, HO ¢ TO-BUCOK

OLOpeUEH KIHPDBHC. e
\.,_\"-'\7‘ 0 ”‘Eﬁ

["opHUTe JIaHHKU He ca BAJIMIIHU, Korato HaTpues neprexHerar (7 "Tc) ce uinonsea 3a Map}{ﬁgﬁ rw 4N

pajnodapmMmalieBTHK. ‘:.. £



5.3 NMpeakAHHUYHH JaHHHK 33 BezonmacHoCT

JIuncsa uidopMallis 3a ocTpa, NoJjoCcTpa HIN XPOHHYHA TOKCUMYHOCT NpY €1HOKPATHO MIX MHOFOKPATHO
npunaraite. Konuvectsoto natpues tieptexnerat (O "Tc), punarado no speme Ha KIWHUUHU
JIMArHOCTHYHU MPOUEYpPH. € MHOrO ManKo U HE ca JOKNaIBaHW APYTH HeXeNaHu peakuuu, OCBEH
aJleprutiig peakiuni,

To3u nekapcTBEH NPOAYKT HE € NMpeJHa3zHaueH 3a PEAOBHO WK HElPEKLCHATO NPUJIOKEHNE,
[poyuyBaHus 33 MYTAreHHOCT ¥ J1BJIFOCPOUHHU NPOYUBAHHA 38 KAHIIEPOreHHOCT HE Ca MPOBEKIAHM.

PenpolYKTMBHA TOKCHYHOCT:

[ IpemMuHaBaHeTo Npe3 nuaueHTara Ba " Tc Nnpyu MHTPaBEHO3HO Npuiarale Ha HaTPHEB NepTexHeTaT

(" Tc) e npoyusaHo Npn MULLIKKU. YCTaHOBEHO e, ye Opemennara MaTKa chabpxka 60 % oT HHKEKTUpaHus
PMTe, koTaTo € npueman 63 NpeRapUTENHO NolaBane Ha nepxJiopat. [Tpoyusanus, nposeaeHu BbpXY
GpeMerHy MUKW 110 BpeMe Ha GpeMeHHOCTTa, 110 BpeMe Ha OPEMEHHOCTTA U KbPMEHETO WIIH CaMO 110
BpCME Ha KbPMEHETO, NOKa3BaT [IPOMEHH B MOKONEHHETO, KOUTO BKIIKOUBAT HAMAJICHO TErno,
oBe3KoCMsABaHE ¥ CTEPUITUTET.

6. PAPMAILIEBTHYHHU JAHHH

6.1 CiiMChbK HA MOMOILUHHTE BeRIECTBA
AJIYMUHUEB OKCHUI

MonubjieHoB TPHOKCUL

Hatpues Xxuapokcun

BonopoaeH nepoxcua 30%

Hatpues xuapokceud 1 M {c xopexuus Ha pH)
XNopoBOAOpoaHa kucenuHa 4 M (¢ xopekuus Ha pH)
XnopopoaopoaHa kucennua | M (¢ xopekuus Ha pH)
Harpues xnopua 9 mg/ml (0.9%). vHkeKIUKOHEH pa3TBOP
Bojia 3a HHACKIIUN

6.2 HecnhBMeCTHMOCTH

To3u nexapcTieH 1IPpOAYKT He TpAadBa Na ce CMecBa ¢ APYTH NeKapCcTBEHH TPOLYKTH, € U3KNHOYCHHE HA
[MocoueHHTE B TOUKa |2,

6.3 Cpok Ha rolHoCT

"enepaTop: 21 AeHa ot gataTa Ha IPOU3BOACTRO.

JlaTaTa na kanubpupane ¥ Ha CPOK HA FOIHOCT ¢a OCOYEHU Ha €TUKETA.
Oy e

Hatpues neprexnerar (" Tc) entoar: Cnell enyupaHe W3nonssaite B paMkuTe Ha 8 uaca.

Enovpanu dnakonn: 24 meceua.

PastBop 3a entoupane: 24 mecela.

6.4 Cuoeunannu ycJIoBUA Ha cCLXpAaHeHUe

["citepaTop®bT U eM0aThT. MIKEKIIMOHHWS HaTpues nepTexHerar (" Tc), Aa ce cbXpaHs
OpuUruHanHara onmakoBka. Jla He ce 3aMpa3ssiga.




.moat: 3a ycJIOBKATA HA ChXpaHeHHe cliell eMoypaHe Ha NEKAPCTBEHUR TPOAYKT, BUXKTE To4ka 6.3,

CbxpaHsgBaHeTo Ha pajiHodapMaleBTHHHK NIeKapCTBEHU NPOoAYKTH Tpabea aa Obiae cbobpasHo
HatMoHaiaTa Hapeafa 3a paaHoOakTHBHH MaTepHAITH.

6.5 Bua u chanpxande Ha ONAKOBKATA

ITepBHYHA ONIAKOBKA

PanuoRYKIUIEH reHepaTop: KOJIOHA oT TUAT [, 0€3LUBETHO, HATYPATHO CTHKIIO U FYMeHa 3alyulanka oT
OpoMOOYTHA, aTyMUHWERA Kanayka, KOMIIEKT UINH OT HepbkKaaeMa CTOMAaHa.

Bakyymen nakot: duiakon ot 20 ml ot Tun I, Ge3uBETHO, HaTypajHO CTHKIIO U TYMeHa 3alylianka ot
OpoMoOYTHII, aNTYMUHHEBA Kanayka.

Harpues xnopult 9 mg/ml (0,9%), unkekunonen pasteop, S ml. 10 ml: dnaxon or 20 ml ot tun |
Oe3UBETHO, HATYPanHO CTHKIO M TyMeHa 3anylinalika oT OpoModyTHil, alyMHUHUEBA Kana4ka.

BTopHunra onakoBka

PaguoHYKITUICH TEHEPATopP: OIOBEH UIUT.
BakyymMmeH ¢iakoH: KapTOHCHA KYTHUA.
Harpues xnopua 9 mg/ml (0,9%), nuxkekuuonen paszreop, 5 ml, 10 ml; kaproseHa kyTus.

Haanuuu akcecoapw

BakyyMuau dmakonu 3a Hatpues xnopua 9 mg/ml (0,9%), MHXKEKIHOHEH pa3TBOp.

=moenT Ha HaTpues xnopui 9 mg/mi (0.9%), HHXKCKUWOHEH pas3TBOpP, € HAJTUYEH B 2 pa3iHynu odeMa,
nasaui obemu Ha earonpane ot 5 ml v 10 ml, kouTo NNO3BONABAT JIIOATHT OT reneparopa la Obje
ChOpat Npu Bapupaliv paanoakTHBHIK KOHIEHTPAILHU,

OnakoBku 0T 5 qurakoHa, chabpxalin 5 ml, u 5 ¢gnakoHa, ceabpxauti 10 ml HaTpues xnopua 9 mg/ml
(0,9%), WiKeKIIMOHEN pa3TBop.

CneaHuTe BAPUAHTY ca HANWYHU [1pU MOUCKBAHE:

Onakosku o1 10 ¢rakoHa. ceabpxaiiv 5 ml narpuen xiaopua 9 mg/ml (0,9%). nHxexUHoOHEN pasTBOP.
uau 10 ¢pnakoHa, ceabpxatu 10 ml natpues xnopua 9 mg/mil (0,9%), vikekUHMOHEH pa3TBOP.
MpiakoHuATE €a 0NAKOBAaHH B KYTHM MO 5 (rakona.

Baxyymiti diiakoHit 3a elironpane
OnakoBkM oT 10 duiakoHy. (PAAKOHUTE ca OlAKOBAHK B KYTHU 110 5 dtakoHa.

6.6 CneustatHH npeanasnig MepKH [pH H3XBhPJAHE H padoTa

O0wn npeaynpexacHus

PagnodapMalleBTUHUHUATE JIEKAPCTBEHHU cpeacTra TpsaOea Aa ObaaT NonyuaBaHW, MON3BaHU U [TpUNAraHu
CaMO OT OTOPU3HPAHH INUA B ONpe/ielIeHH 3a TOBa DONIHUYHY YCNOBHA. TIpyeMaHeTo. cknaaupaneTo,
[TONI3BAHETO, NPEJaBAHETO K UIXBLPISHETO UM ca 0OCKT Ha peryjiauuy U/ UMK ChOTBETHY JIMLIEH3U OT
KOMIICTEHTHATa odRIIHAITHA OpraHn3anus.

PaauodapMalleBTUUHHTE JICKAPCTBCHH cpelicTBa TPSOBA 1a ObAaT W3TOTBEHH 110 HAYUH, KONUTO
33JI0BOJIABA W H3UCKBRAHUSATA HAa padHalHolHaTa 0€3011aCHOCT, W Te3H 3a KaUeCTBO HA JIEKAPCTREHUTE
cpencrsa. Tpadsa 1a Ob2aT B3€TH NOAXOAAIUY ACENTUHHH NPEANA3ZHN MEPKH.

AXO NO HAKAKLB HAYMUH 1LIEAOCTTA HAa TeHEPATOPa UAU (PITAKOoHA C eNNIOUpaHud pa3TBOP € HapylIeHa, To To#
e Tpsabea Ja ce U3Mnon3ea.

[ [pouenypu o npunarave cneana 1a ce W3RBPIIBAT 110 HaUHWH, KOHTO JIa CBeJE /10 MUHUMY
3aMbpcABale Ha JICKAPCTBEHUSA NPOAYKT 1 oT o0NbYRaHe Ha oltepaTopuTe. 3alb/KUTEIH
H3IO3IBAHETO HA A/1eKBATHA EKPAHHPOBKA.
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IMTpunaraveTo Ha paavodapMaleBTHRHH JeKapcTBEHW NPOAYKTH Ch34aBa 3a APYTHY JiMUa PUCKOBE OT
RbHIIIHA pafuallig WK 3aMbpcsBale OT pa3JIMBaHe Ha ypHHa, 110BpbinaHe u ap. [Topaau Tosa Tpabea aa
ObaaT B3€TH Npeana3Hi MEpPKH 3a paiMallHOHHA 3aIIUTa B CbOTBETCTBHE C HALIMOHAIIHUTE HOPMU.,

(OcTaThuHaTa aKTHBHOCT Ha reHeparopa TpaORa Ha ce OIEHARA NpeJIu UIXBBHPJISHE,

HeusnonsparuaT nekapcTBeH NPOAYKT WIH OTIIaABYHUTE MaTepyalid OT Hero TpaOBa da ce U3XBBLPJIAT B
CHLOTBETCTRUE C MECTHUTE M3IUCKBAHUA.

7. TIPUTEXATEJ HA PASPEIIIEHUETO 3A YIIOTPEBRA

Monrol Europe S.R.L

Yantelimon. Str. Gradinarilor, nr. 1

LFOV
PYMBHUA

8. HOMEP(A) HA PASPEIHEHHUETO 3A YIIOTPEDBA

20110465

9. JIATA HA ITHPBO PAZPEIIABAHE/NMOAHOBABAHE HA PAZPEUIEHUETO 3A
YIMMOTPEBA

Jata Ha nmepeo paspeuapane: Ol asryct, 2011.
Jlara va nocnearo noanossgeane: 22 Jlekemepu, 2015.

10. 1ATA HA AKTYAJIUZUPAHE HA TEKCTA

03.2025
11. TO3UMETPHUS

Januure, nocouveHn no-nony, ca ot I[CRP 80 u ce usyucnaBar cLrnacHo CNCAHUTE NPENONOKCHUS!

(1) be3 npeaBapuTeaHO MoJaBaHEe HA OMOKHPALIHA ATEHT:

Opran AGcopbupana 1032 HA NPUIOKEHA EAHHWHA OT AKTHBHOCT
(mGy/MBq)
Bn3pacTten | 15-rognuied | 10-roauwen | S-rognuied | 1-roauMuse

Han6n6peun 0.0037 0,0047 0,0072 0,011 0,019
Crena Ha MUKOYHUS 0,018 0,023 0,030 0,033 0.060
MEXYP
Kocthu nosspxsoctu [ 0,0054 0,0066 0.0097 0,014 0,026
MoO3bK 0.0020 0,0025 0,004 0,0066 0,012
| bpau 0.0018 0,0023 0,0034 0,0056 0.011
ArbHeH Mexyp 0.0074 0,0099 0.016 0,023 0.035
CTOMalIHO-4pEBEH
TpaxkT _

CtoMalHa cTeHa 0,026 0,034 0,048 0,078

THHKO 4epBO 0,016 0,020 0,031 0,047 /4

Hebeno vepso 0,042 0,054 0,088 0,14

—— e e
e —

—
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(I1) C npensapuTesHo nogasane Ha 0JOKUpatlig arenT:

CrteHla Ha ropHa 0.057 0,073 0,12 0,20 0,38

nonoBMHa Ha Rebeno

4epBO ) B

Crena Ha f1onHa 0.021 0,028 0.045 0,072 0,13

[10s10BHHA Ha Aebeno
depso B U

Cbpue (0,003 | 0,0040 0,006 0,0052 0.017
bubpeun ~ 10,0050 0,0060 0,0087 0,013 0,02 ]
Yepen fipod 0.0038 0,0048 0.008] 0,013 0.022
benu apobose 0,0026 0,0034 0,0051 0,6079 0,014
Myckynu 0,0032 0,0040 0,0060 0,0090 0,016
X paHONPOBOJ 0.0024 0,0032 0.0047 0,0075 0.014
Hiuunin 0.010 0,013 0,018 0,026 0,045
[latkpeac [ 0,0056 0,0073 0,011 0,016 0,027
HepBeH KOCTEH MO3bK 0.0036 0,0045 0.0066 0.0090 0,015
| CJIFOHYUEHU XKITE3H 10,0093 0.012 0,017 10,024 10.039
Kowa 0.0018 0,0022  10.0035 10,0056 0.010
Jlanak 0.0043 0,0054 0.008] 0,012 _10.021
TectucH 0,0028 0,0037 0,0058 0,0087 0,016
TumycHa xJe3a 0.0024 0,0032 0.0047 0,0075 0.014
[IIuToBHMAHA XITe3a 0.022 0,036 0.055 0,12 0,22
Marka 0,008 0,010 0,015 0,022 0,037
Hpyra Thka 0.0035 0,0045 0,0064 0,0096 0,017
EdexTuBHA 1032 0,013 0,017 0,026 0,042 0,079
(mSy/MBq) - X o L I

Opran AOcopOupana g03a Ha NpuaoKena eavuvua akrusHoct (ImGy/MBq)
KOraTo 0JJOKHPAUIHTE aTeHTH €A NPHIOXKEHH
Buipacten | 1S-roavumen | 10-roaumen | S-roanmen | 1-rognmen

Hanbsbpean 0,0029 0,0037 10,0036 0,0086 0,016

(’reHa Ha NUKOYHUS 0,030 0,038 0,048 0.050 0,091

(MEXYP S B

Koctuu nosspxroctn | 0,0044 0.0054 0,0081 10,012 10,022

 Mo3tk 10,0020 0.0026 10,0042 0.0071 10,012

vpau 0.0017 0.0022 ,0032 0.0052 0,010

KuibUeH Mexyp 10,0030 0,0042 0,0070 0,010 0,013

CToMmalIio-vupeBen

TPaKT | | i
CromattiHa cTeHa 10,0027 0,0036 0,0059 10,0086 0,015
THHKO Y4epBO 0.0035 0,0044 0,0067 0.010 |0,018 .
Hebeno uepro 0,0036 0.0048 0,0071 0,010 0,018
CrtewHa Ha ropHa 0.0032 0.0043 0.0064 0,010 0,017

nonosrHa Ha nedeno

| ICPBO. _
CTena Ha Jonsa 0,0042 0,0054 0,0081 0,011 0,019

MoaoBHHA Ha Jiedeno

_1cpBO -1 _

Copue 0.0027 0,0034 0,0052

 buOpeuu 0.0044 0,0054 0,0077

HepeH apobd | 0,0026 10,0034 0,0053

besnn 1podose 0,0023 0,003 0,0046

MycKyitH {0,0025 0,0031 0,0047




XpaHoITpoBOA 0.0024 0,0031 0,0046 0,0075 0,014
ANurnuM 0.0043 0,0054 0,0078 0,011 0,019
I Tarkpeac 0,0030 0,0039 0,0059 0,0093 0,016
HepBeH KOCTEH MO3BK 0,0025 0,0032 0,0049 0,0072 0,013
Koxa 0.0016 0,0020 0.0032 0,0052 0,0097
Hanak 0.0026 0,0034 0,0054 0,0083 0,015
Tectucu 0,0030 0,0040 0,0060 10,0087 0,016
Tumycta xne3a 0.0024 0,003 1 0,0046 0,0075 0,014
LUluToBuaHa xie3a 0,0024 0,003 1 (0,0050 0,0084 0,015
Martka 0,0060 0,0073 0,011 0,014 0,023
Jpyra ThkaH 0.0025 0,0031 0.0048 0,0073 0,013
EdexTHBHA 1033

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

- )
EdbexTiBHaTa 1033, TONYYeHa OT HHTPABEHO3HO NpUnokeHue na 400 MBq rarpues neprexnerar (" Tc)
pu BbapacTeH ¢ Terno 70kg e okosio 5,2 mSv.

(el npejiBapyTeNHO roaaBaHe Ha Onokypall areHT U npunokerdue Ha 400 MBq HaTpueB neprexHerar
(""™Tc) npu sb3pacTen ¢ Terno 70kg, edexTreHata go3a e 1,7 mSv

PanuaunonHata 103a, abcopOupana OT OUHATA JIella ¢iie]l pUnaraHe Ha HaTpues neprexHerar (*"T¢) 3a
CUMHTUrpahyUR Ha NMPOXOJAUMOCTTA HA CNB3HUTE NMbTUIA ce ouakra aa Obae 0,038 mGy/MBg. Toga
O3Hauaea, ‘e e(peKTHRHATA €KBUBAJICHTHA A03a € Mo-Majika oT 0,01 mSv npu 1ipunoxkeHa akTHBHOCT oT 4

MBg.

[TocouennTe 103K paanaums ca NPUNOKUMHU, CAMO 2KO BCHYKH OPraHH, MPH KOUTO UMa HaTpynsaHe Ha
HaTpues neprexHerat (" Tc). PyHKUMoHupaT HopMaIHO, Xunep- / XUnohyHKUKA (HanpuMep Ha
RIUTOBUAHATA XKJIE3a, CTOMALLHATA JIUraBuiia UM 6LEpeuTe) 1 IPOABLIKITENHY NPOLECH, CBbP3AHH C
yBpeX1aHe Ha KpbBHO-MO3BLUHATA fapuepa, WKW 6L0peUHH HapytieHHs Ha eNMMHUHHPAHETO MOrar /a
JIOBCAAT JIO TIPOMEHN B JIO3UTE HA PaJIWalMA, Ha HAKOW MECTA JIOPH M B TAXHQOTO CHIIHO MOBUILLABAHE.

Hugarta Ha J03aTa Ha NOBLPXHOCTTA U HATPYNAHATA /1033 3aBUCAT OT MHOT0 (hakTopH. LianocTHu
paavatMoHHU UIMEPBAHUS HA OKOJIHATA Cpella W MO BpeMe Ha paborta ca OT ChlUIeCTBEHO 3HAUCHUE H
TpabBa ga ce npunarar.

12. UHCTPYKIUM 3A LIPUTOTBAHE HA PAIJMO®APMAHEBTHYHH JIEKAPCTBEHU
NPOJYKTHU

TpoMuBaHCTO Ha reHepaTopa TpAOBa Ja ce U3IBLPLIBA B TOMELIEHMA, OTTOBAPALLN HA HALMORANTHUTE
panopendu. oTHacswm ce 10 De3onacHarta ynorpeda Ha paaAMOaKTUBHU NPOAYKTH,

Pa3TBOPBT, KOWTO ce enrorpa ¢ GUCThp ¥ BeslBeTeH pa3sTBop Ha HaTpues nepTextetat (" Te), ¢ pH
Mexay 4.0 v 8,0 ¥ patmoxuMHnuHa uMCcTOTa paBHa WK NO-ronsiMa Ha 95% ot obutata paiHOaKTUBHOCT
nosnydena ot " Te.

KoraTo pa3Teop Ha HaTpues neprexHerat (" Tc) ce U311013Ba B KMT 32 MapKUpaHe, MoJIs npoyereTre
JINCTOBKATA HA CLOTBETHUS KHUT.

KOHTPOJ Ha KAYeCTBOTO
PanuoakTHeHOCTTA 1 pa3natauero na monubacH (O"Mo) Tps6Ba aa ce npoBepsBaT NPEAN NIPUIIOKEHME,

dapmakories Uny cropea Apyru YTRbPACHU METOAU, KOUTO MOTAT Ja OTIPEACHIAT 1O M
(""Mo) chabpxanue noa 0.1%, obuiata pajMoakTHBHOCT B 1aTaTa 4 4aca Ha NPUIIOK
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[ ITLpBUAT entoat, Moayven oT TO3M reHepaTop MOKE J1a €C U3I10J13Ba HOPMAatHO, OCBEH aKo HE € ITOCOYEH0
APYro. ENoary 10pH eNIOUPaHi I0-KhCHo OT 24 Yaca oT 110C/1e1HOTO eliorpale MoraT da ce W310Ji3Bar
3a KT 33 MapkUpaHe, OCBeH aKo He ¢ W3kioveiio B cneurdukaunute B KXIT Ha chbOTBETHUA KUT.

KakTo npu apyrute paadodapMaleBTHNHE JIEKAPCTBEHY NPOIYKTH, ako npe3 BPEeMeTO Ha NPUTOTBAHETO
Ha TO3M NTPOAYKT UANOCTTa Ha hiakoluTe Oble Hapyulena, NpoAYKTHLT He TpsiOBa jia ce U3non3aa.

Hauny Ha ipuroTeaHe

PagnodapMaleBTUUHUTE ICKAPCTBEHU NPOJIYKTH TPAOBA Ja ce NPUroTBAT OT JIMUETO, KOETO LUE Y
punara, 1o HauMH, KoONTo Ja OTrogaps ¢AHOBPEMEHHO K Ha H3MCKBAHKMATA 33 PaAMAlIMOHHA 3a1UKTa, U Ha
M3UCKBAHHWATA 32 KAUECTRO HA JIEeKapCcTBCHUA NpOoAYKT. TpsadBa da ce B3eMaT MOAXOASLUIN MEPKK 3a
CTEPUITHOCT B CHOTBETCTBUE ¢ U3UCKRaHUATA Ha JloBpaTa ¢apMatieBTHYHA MPOU3BOIACTBCHA MPAKTHKA 34
paavodapMaueBTHUHH NEKAPCTBCHM I1POAYKTH.

Hucrpyxkuuu 3a eJoupane na paauonykiaunaen reseparop MOHTEK 10-40 GBq

besonacHocT npu paboTa
Tpsabra aa ce odbpHe cnenrantHo BHUMaHue 3a De30NacHOTO NMOBAUTAHE W NMpeHacaHe Ha reliepaTopuTe.
Tpsadra 1a ce cnasBaT MecTHUTE HOPMATHUBHHU YKa3auud 3a padoTa, 3a Aa ce HaMallu PHCKa OT HapaHsBaHe,

[IPUIHHEHO B ICHHOCTHTE IpH padoTa ¢ NpoaykKTa.

MHCTpYKIIHH 3a eJII0HpaKe

[TpucniocobneHunTa, U3MON3IBAHKU 3a eAKOMpaHe, CNeara fa ca crobpaseHn ChC CHbOTBETHUTE pasnopeadu
3a 6e3onacHa pabora ¢ paauaums. [To Bpeme Ha CnOHPAHETO 1A reHepaTopa TpABBa J1a ce U3MNoJI3eaT
CTPMKTHU acenTHYHUW TEXHUKM, 32 a ce rapaHTHpa CTEPUIIHOCTTA Ha eJoara OT reHepaTopa,

3a j1a ce u3derHe He3al0BolUTENRHO H3NMBIHEHUHUE, € BaXHO Jld C€ ClNaiBa CJICJAHATA NOCHCN0BATEJIHOCT HA
CTanuTE 3a CJHOUPAHC,

3a jla e ¢ rene : eTe : ¢ .
3a 1a emoUpaTe renepaTopa, 1ocTaseTe hnakoH ¢ pa3iTBOP Ha HATPUEB XJIOPWI BbPXY BXOAALLlATa UITTa
I-ntounsta wapasteopa natpues riepTexterar (" Tc) ce MocTHra 4pe3 1OCTaBAHE Ha CTEPUIIEH BaKyyMeH
(J1AKOH BbPXY BXOJASLUUA T10PT.

[Inpea emouunA

|. WaBanerte reneparopa ¥ npuapyxaBaulMTe ro aKcecoapy ot omakoBkaTa WM. |loctaBeTe reneparopa
Ha paBHa MOBLPXHOCT B MOAXOANLLO OTOPUIUPAHO U 3aluuTeHo MAcTO. He npemaxBaiiTe (aakonuTe
OT MPOTEKTOpa Ha UriaTa. JoKaTo He CT¢ FOTORH ja MpOBEAETE MbpBAaTa eNouua.

2. Hisbepere dpnakoH Hatpues xjopua 9 mg/ml (0,9%). pazteop 3a HHkeKTUpaHe, KOWTO cbbpka
HEODXOAUMOTO KONIMHeCTBO HaTpues xnopud 9 mg/ml (0.9%), pa3Teop 3a HHKEKTUPAHE,

3. TlpemaxueTe ropHaTa Kanauka oT 3anyuankara Ha giakoHa sarpuen xiopul 9 mg/ml (0.9%),
Pa3TBOP 3a HHXKEKTUpatie, KaTo U3N0J3BaTe NPeJIoCTABCHUTE TaAMITOHH Chabpxauld 70%
H30TTPONKITOR ATKOXOJI H OCTARETE J1d HICHXHE.

4. Tlpemaxnacre NpOTEKTOPa Ha UrnarTa.

[TocTasere pnakotia ¢ HaTpues xiopHa 9 mg/mil (0,9%). pa3TBop 3a UHKEKTHpaHE, BbPXY Ta3u Uria,

KaTo ce yOeaure, Ye € HaNtbJIHO MPUTHCHAT KBbM AHLHOTO HA BXOASUIOTO MHE30. |

6. H3bepere BakyyMen QiakoH 3a eJrounaTa M W3bspuiete 3anyinankara Ha (iakoHa, KaTo W3rnon3sare
NPEAOCTABCHUTE TAMITOHY ChIbpkKallM 70% H30MpONHIIOB aIKOX0J1 U OCTARETEe Aa W3ChXHE. [Ipenu aa
nocraguTe GakoHa 3a enrluATa B 3alMTaTa, ce ydenere, ue NMoBPhXHOCTHTE HA 3aUIMTATA B KOHTAKT
¢ (pjl1akoHa ca U30BPCaHH € NMPEJOCTARECHUTE TAMITOHK W OCTABETC Aa u3chxHe. Cnejl TOBa NOCTABETE
drakoHa 3a elyupane BhTpe B 3allldTaTa Ha giiakonia 3a eyupane,

7. llocTageTe NOArOTBEHATA 3aUIMTa. KOATO ChAbPka (pliakoHa 3a emouus, 8spXy uriiara. Mons aa ce
VBCPUTE, Y€ OTBOPBLT 3a Urild BLPXY (r1aKkoHa 3a eNiolMs CbOTBETCTBA Ha OyTanoto. byranoto €
HeCMEHAeMa NpYXUHHA cuctema. Mianonsea ce 3a 3awura Ha WrnaTta. B npoTHBEH Ciyda
MOKE J1a ¢ MOBPEAN WM J1a ce cuynd. HaTucHeTe Hazomy. 3a 1a ce YRepuTe, ue 3a
(hnakoHa a 3akioydena ¢ OyTanoto u gaakora e HanbLAHO 3aKpeteld BhpXY Urnara

8. Moxe na 3abenexute RL3AYILHY MEXYPHETA BLB (1aKOHa ¢ HAaTpHEB XJopua 9
Pa3TBOP 3a HHXKEKTHUpAHE, ¥ CbIO Taka jda 3abenckuTe, e HHBOTO Ha pa3TROpa
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naMansea. M3uakatite none 3 MUHYTH, 3a 1a 3asbpiiv enounaTa. He npemaxpaiiTe HuTo paaxona ¢
natpueB Xaopui 9 mg/ml (0,9%), pa3TBop 3a HHAKEKTHPAHC, HUTO (PJIAKOHA C eJTIOUUA, MPean 13
CJIIOINATA 12 3aBLPIIH,

9. Cnexn 3apbpluBaHe HA eNyHUpaHeTo, U3AbpNaiiTe 3aulUTaTa 3a enonpaluna GnakoH BepTukanno. Moxe
Jla Ce YCeTH ChIPOTUBIICHUE, TIPSIH 3alllMTaTa Ha aKoHa 3a CNyMpane Ja ce oTae/ v oT yTanoTo,
NPOABLIKETE Ja AbpnaTe 3alUTaTa Ha (prakoHa 3a eflyupaHe BepTHKaJIHO, 3a jia NpeojosiecTe
CLITPOTUBJIEHUETO W JIa TO U3BARUTE OT OyTaNoTo.

| 0. OcrareTe npazrus diakoH ¢ HaTpyes xaopua 9 mg/ml (0.9%), pa3TBop 3a MHkKEKTHpaHE, HA MACTOTO
MY JI0 cjie/IBaulaTa ¢JIioUuA, 3a 1a ce 3ana3d CTEPUIIHOCTTA.

[Tocneasaiua enotius
H3non3eaiite HoB ae3nHdekuKpad dNakoH ¢ HaTpyeB xJiopua 9 mg/ml (0,9%), pa3TBop 3a HHKEKTUpaHe,
¢ HeoOXoAUMUSA 00EM 1 (DJIAKOH 3a e/IIOLMA U NoBTOpeTe eTanu oT | 1o 10,

AKTHBHOCT Ha eJIIOUUATA I A00UB HAa TeXHEUHH-99m
Panuonyknuanudr redeparop Moutek 10-40 GBq € kanuOpupaH 1o oTHOUIEHHE HA KONHUYECTBOTO

MONUBIEH. CIIOKEHO Ha KosloHaTa. HanuuoTo konuuecTso "™ T¢ B olpeienieHo BpeMe 3aBUCH OT
RpEMETO NpeAX UNY cliell pedepenTHAaTa AaTa (Topaay pa3naaane Ha - Mo), OT BPEMETO, UIMUHAIO OT
[peJIXOAHATA eNoUns (nopaan "HapacTeaHe" na ""Tc) ¥ OT XapaKTEPUCTUKNTE Ha pa3iiafake Ha - Mo
(86,2 % ot uenus pasnazg aaea "Tc). Koedhuunenture, n3bpoenu s Tabnuum 3 - 5, Morar jia ce
H3MON3BAT 33 U3YHCIABAHE HA AKTHBHOCTTa HA HANMURKA " Tc, KaTO U3NON3BA CIECAHUS METOL.

[TepBO, YMHOXETE coMenaTaTa pedepeHTHa aKTUBHOCT ChC ChOTBETHUS koedruUeHT oT Tabnuia 3
(KOETO 1aBa Bb3MOXHOCT J1a ce NpocNeln pasnaia na ~“Mo). Ciea ToBa YMHOMETE MOTYYEHOTO Che
CHLOTRETHUS koeUuMenT oT Tabauua 5 (KoeTo AaBa BLIMOXKHOCT 3a Npocieassaie Ha HapCTBaHETO Ha
"'"T¢ 1 Ha xapaKTepUCTUKHTE Ha paznaja Ha  Mo) WIH. ako ce W3IBBLPUIBA €IHO eNlonpaHe, MoXe JIa ce
W3I10/13Ba JMPEKTHO TabnKa 6, aKo reHepaTopbT CC eOMpa BEAHBX Ha jJeH, MoxeTe na usnonseare
tabnuia 4 (KOeTo AaBa BL3IMOKHOCT 3a POCNesBaiie Ha pa3fiaga Ha " 1¢) 3a U3uHcIsBaHe Ha
aKTHBHOCTTA Ha eNMOUMATA MO BCAKO BPEMe.

L4 18
Peanuust 1o6us Ha "Tc we saprpa cnabo nopanu pas/ingHaTta ehekTHBHOCT HA CIIHOHPAHETO NPH
{
pa3TMYHY redepatopu. [lo npaBuio BKNIOYRA HE MO-Manko oT 90% oT HaaMuHKATa aKTUBHOCT Ha " TcC.
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TaGanua 3 Tabanna 3a paznag na "Mo (noayxueor Ha Mo 66 yaca)

T (wacogre) |0 I . 3 4 |5 6 7 8 9

0 1,0000 10,9896 10,9792 {0.9690 |[0.9589 |0.9488 |0,9389 |0.9291 [0.9194 |0,9098
10 0.9003 |0.8909 |0,8816 |0.8724 |0.8633 |0.8542 |0.8453 [0.8365 |0.8278 |0.819]
20 0.8105 |0.8021 '0,7937 |0.7854 [0.7772 10,7691 |0.7610 |0.7531 |0,7452 {0.7374
30 0,7297 10,7221 10,7146 |0,7071 |0,6997 |0,6924 |0,6852 |0,6780 |0,6709 |0,6639
40 0.6570 |0.6501 10,6433 |0.6366 |0,6300 |0.6234 |0.6169 |0.6104 |0.6040 |0.5977
50 0.5915 |0.5853 10,5792 |0.5731 [0.5672[0.5612 |0.5554 |0.5496 |0.5438 |[0.5381 |
60 0.5325 05270 10,5215 [0.5160 [0.5106 |0.5053 {05000 |0.4948 |0.4896 |0.4845
70 0.4794 [0.4744 |0,4695 |0,4646 |0.4597 [0.4549 [0.4502 |0.4454 |0,4408 |0.4362
80 0.4316 |0,4271 104227 [0.4182 |0.4139 |0,4096 |0.4053 [0.4010 |0.3968 |0.3927
90 03886 |0.3845 (03805 [0.3765 |0.3726 |0.3687 [0.3649 |0.3611 |0.3573 |0.3536 |
100 03499 03462 103426 {03390 |0.33550.3320 |0.3285 [0.3251 |0.3217 [0.3183 |
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Ta6.anua 4 Tabanua 3a painaa na " Tc (noayxusoT Ha 7" Tc, 6.01 yaca)

Hac

MHH.

12

18

24

30

36

42

48

1,0000

0.9885

0,9772

0.9660

0.9549

0,9439

0,933 1

0,9224

0,9118

0,9014

0,8910

0.8808

0,8707

0.8607

0.8508!

0.8411]

0.8314!

0.8219

0,8124

0.8031

0,7939

0.7848 |

0,7758

0.7669

0,7581

0,7494

0.7408)|

0,7323

0,7239

00,7156

0.7074

0.6993

0,6913

0.6833

0.6755

0.6677

0.6601

0.6525

0,6450

0.6376

0,6303

0.6231

0.6159

0.6089

0,6019

0.5950

0,5881

0,5814

0,5747

0.5681

0,5616

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

00,4357

0,4307

0,4258

0,4209

0,4160

0,4113

0,4066

0,4019

0,3973

0,3927

0,3882

0,3858

0,3794

0,3750

0,3707

0,3664

0,3622

0,3581

10,3540

0.3499]

0,3459

0.3419

0.3380

0.3341

,3303

0,3265

0.3228

0,3191

s WO lee ]~ || | b | —| D

0,3154

0,3118

0,3882

0.3047

0,3012

0.2977

0,2943

00,2909

0,2876

0,2843

0,2810

0.2778

0,2746

0.27135

0,2684

0.2653

0,2622

(0,2592

0,2562

0.2533

b | | OO

0,2504

0,2475

0,2447|

0,2419

0,2391]

00,2364

0,2337

0,2310

0,2285

0,2557

17




Tadtanua 5 KoediuHeHTH 32 NPOCieIABAHE HAPACTBAHETO Ha ™ T ¢ npe3 pa3iHYHo BpeMe c.el npeaXxoaHa elioLlHns
P pei p p P
(noayxuBoT Ha 7™ T¢ 6.01 uaca)

Hacose | Koegnunenr ' Yacose | Koepnuyienr | Hacose * Koegpunnenr | Hacose | Koepnuvenr | Yacose | Koeduunenr | Yacose Koeduunent
| 0,094 1 9 | 0.379 17 0,788 25 0.879 33 0,918 41 0.935

P 2 0.179 10 0.615 138 0.304 20 0.884 34 0,921 42 0,937

3 i 0,256 1 (0,648 19 . 0,818 27 : 0,892 33 0,924 1 43 0,938

' 4 : 0.324 E . 0.678 20 0,831 | 28 0.858 36 0,926 44 0,940

5 0,386 3 0,705 21 - 0.845 29 0.903 37 0,929 45 0,941

6 0.442 14 ' 0,729 22 0.833 30 1 0,907 38 0,930 46 0.941

7 0.492 HE | 0.751 23 | 0.863 31 . 0911 39 0,532 | 47 0.94]

E 0,538 16 { 0.771 24 | 0.87! | 32 | 0.915 40 0,934 | 48 0.942
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Tabanna 6: TABJIMLUA HA AKTUBHOCTTA MOJYYEHA OT PAAHOHYKJ/IWAHU TEHEPATOPU MONTEK 10-40 (:Bq

MONTEK | MONTEK | MONTEK MONTEK MONTEK MONTEK MONTEK

AHWU 10 13 20 25 30 33 40 '

mCi | MBq | mCi { MBq | mCi | MBq | mCi|{ MBq | mCi| MBq | mCi! MBq | mCi | MBg

-6 | [leTbk 1,079139,923 [ 1,631160,34712,18380,771)2,734;101,158)3,286 121,582 | 3,838 142,006 4,390 162,430 |
-5 | Cvbora 831 (30,747 (1,256 146,472 | 1,680|62,160(2,105] 77,885(2,530| 93,610|2,955|109,335)3,380] 125,060
-4 | Heneis 640 123,680 | 967|35.779(1,294 147,878 1,621 5997719481 72.076|2.275| 84,175/2,602] 96,274
-3 | [loHeAeIHUK 492 118,204 744127528 | 996}36,852| 1,248 46,176|1,500| 55,5001,752| 64,824 2,004 74,148
-2 | BTopHuK 379114,023| 373]21201| 767128379| 961| 35,557 1,155 42,7351.349| 49,913 /1,543} 57,09]
-1 Cpsna 292110,804 | 441116317 590{21,830| 740] 27380( B39 32.893)1.038| 38.406]1,188; 43956
0| YerBbpThK 225| 8,325 340!12,580| 455[16,835| S570| 21,090| 685| 25345| 800| 29,600 915 33,855i
+1 | IleTbk 173 6,401 | 261 9,657 350[12,950| 438] 16,206 527, 19499 616, 22.792| 704| 26,048
+2 | Cvbora 1331 4,921 2011 7.437| 269] 9,953 | 337[ 12,469 406| 15,022 474} 17,538 542| 20,054
+3 [ Heaens 102 3,774 155] 5,735 207 7,659 260 9,620 312( 11,544 365] 13,505( 417| 15,429
+4 | 1loHenenHHK 791 2923| 1191 4,403 159 5,883| 200 7,400 240} 8.880)] 2811 10397; S521| 11.877,
+5 | BTOpHHK 60| 2,220 92 3,404 1231 45511 154 5,698 85| 6,845 216] 7.992| 247! 9,139
+6 | Cpsaaa 46| 1,702 70| 2,590 94| 34781 118 4,366 421 5,254, 166§ 6,142 190 7,030
+7 | YeTBBPTLK 36| 1,332 541 1,998 731 2,701 91| 3.,367{ 109| 4,033 128] 4,736| 146| 5402
+8 |lleTnk 27 969 421 1,554 561 2.072 701 2,550 84| 3.108 981 3.6261 113! 4,18]
+9 | CuboTa 21 777 321 1,184 43| 1,591 541 1,998 651 2,405 76 2,812 871 3,219
+10 | Henens 16 592 24 888 33| 1.221] 41 1.517 >0 850 58| 2,146 67| 2479
+11!1lonenenHuk 12| 444 9 703 25 925 320 1,184 38 406 45| 1,665 21 1.887
+12 | BTOpHUK 9 333 41 518 19 703 24 888 29| 1,073 34| 1,258 391 1,443
+13 1 Cpana 7 259 11 407 15 3535 19 703 22 814 26 062 30§ 1110
+14 | HeTBbpTHK 5 185 8 296 ] 407 14 518 17 629 20 740 23 851
+15 | TleThk 4 148 6 222 9 333 ] 407 13 48 | 151 535 18 666

19

* AKTHBHOCTTA Ha €IOUKA ¢ aKTHBHOCTTA, NOIVNCH OT feHepaTop, enwonpad B 8 yaca cvTpudTa (GMT+3) npx node 3 mi 0,9% paiteop Ha NaCl.
KOITO HE ¢ emonpas 3a 24 yaca
¥ AKTHBHOCTHTE, KOHTO TPAOBA 1A ce nonyuart, ca 90-110% o1 NOCOUEHHTE KONHYSCTRA AKTHBHOCT,



