KPATKA XAPAKTEPUCTHKA HA ITPOJAYKTA



1.  HME HA JJEKAPCTBEHUA IIPOJIVKT

Texrpotun, 20 Mukporpama, kut 3a paguodapMauesTHYCH mpernapar
Tektrotyd, 20 micrograms, kit for radiopharmaceutical preparation

2. KAYECTBEH 1 KOJIMYECTBEH CBCTAB

QPnakon I cbabpika 20 makporpama Ha HYNIC-[D-de!, tup*-okrpeorna) rpuduayopoauerar (HYNIC-
[D-Phe’, Tyr'-Octreotide] trifluoroacetate)

PagHOHYK/IMALT He € 4acCT OT KHTa.

32 TBJIHHS CIIMCHK HA IOMOIHHTE BEINECTBA BIOKTE TOYKa 6.1.
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4, K/IHMHWYHU TAHHU

4.1 TepaneBTHYHH nOKa’aHNN

To3u nexapcTBeH MpoayKT € npeaHa3HaYeH caMo 3a JHATHOCTHYHH LIEITH.

Cnen panuomapkupane ¢ pa3TBOp Ha HATPUEB MEPTEXHETAT (**™Tc), mony4eHMsT pasTBop Ha 99" Tc-
TexTporHn e mokasan 3a ynotpe6a NpH BE3PACTHH KATO NOMKIHEHNE KbM THATHO34TA H YIIpaBJICHHE

Ha HEeBpOeHMOKpHHHH TyMOPH (HET, NET), kouTo HOCAT pelielrropH 3a COMaTOCTATHH, KaTo nmoMara
33 TAXHATA NOKAJIH3AUHA.

TyMopuTe, KOHTO He HOCAT PCLENTOPH 3a COMATOCTATHH, HAMA Aa OBAaT BU3yAIH3HpaHH (BX. TOYKA
4.4 ,Autepniperais Ha n306paxenneTo™).

4.2 [o3HpoBKa H HAYHH HA NPHIOKEHHE
O3HPOBKa
Buv3pacmuu nayuenmu

[IpennoxeHusT IHANa3oH HA aKTHBHOCT € oT 370 1o 740 MBq B efnuHHYHA UHTPABEHO3HA HHIKEKIHA.
AKTHBHOCTTa, KOATO Ie 6B NPHIOKEHA 3aBUCH OT HATMYHOTO obopynpaHe.

Crapuecka nomynauus (ss3pact Hag 65 roaunn) He ce u3Hcksa KOpeKLUa Ha A03aTa NpH NalHeHTH B
cTapyecka Bh3pAacT.

br0peuno yepexaane

H3ucKBa ce BHHMATEIHA NPELEHKA HA aKTUBHOCTTA, KOATO e Ob/ie NPIITOKEHa, IOHeXe MPH Te3H
[TAUKMCHTH € Bb3MOJKHA HOBUIICHA EKCIIO3HUKA Ha PaJHALMA, BIOKTE TOUKa 4.4.

HepuoapoOHo yBpexaane

He e HeobxoqumMo HamalIsBaHe Ha 103aTa IIPH YePHOAPOOHO YEPEXKIAHE, B




Heduampuuna nonynayus

JluncBar AaHHH 32 6e30TIaCHOCTTa H e(pHKACHOCTTA HA 99™T¢c-TekrpoTun npu yuorpeba B
MeJHATPHYHH MAIHEHTH.

AKO He ca Ha/TH9HM aJITEPHATHBHH METOIH 63 M3NOI3BaNe Ha HOHM3HpAIla paguans, H3N0I3BaHETO
IIpH JieHa U OHOUIH TpsibBa fa 6B1€ MpelieHeHO BHHMATENHO, KATO ce OTYHTAT KIMHMYHATA HYXJ1a H
OLCHKaTa Ha CPOTHOMICHHETO 1MOM13a/PHCK B Ta3® rpyna. [Topanu noTeHUHaIHATa OMacHOCT Ha
HOHH3HpAIATa pajiHALIHA, 99" Tc-TekTpoTHna He TpaAGRa Aa 6b/e M3MNONI3BaH NIPH AeLa Ha BB3PacCT I10]]
18 rojtHHK, OCBEH aKo He (b MPELICHEHO, Ye 3HAYEHHETO Ha OUYAKBAHATA KIMHIIHA HHpOpMaLHA
NPCBHIIABA BB3MOXKHHS PUCK OT pafHAIHATA.

Hauun Ha mpunoxkenpe

To3u nexapeTsen npoaykr Tpsabea aa 6nae panyoMapKHpaH npeaM NpWiIarade Ha naiueHT.
3a yKa3zaHHA OTHOCHO MOATOTOBKATA HA paquodapMaLieBTHKA, BHKTE TOUKa 12.

99" Tc-TexkTpoTHA ce mpHIara HHTPABEHO3HO B EMHHUYHA 1034,

3a MOATOTOBKA HA MAllHEHTA, BHMCTE Touka 4.4,

3a BCEKM [TAL{HEHT H3/IaraHeTo Ha HOHH3Hpama pagualssa TpsoBa ga 6bae OIpPaBAaHO BL3 OCHOBA HA
BE3MOXKHATA THATHOCTHYHA TTOJ32 M PHCKA OT M3IATAHETO HA PaJ{HALHS.

3a Mo-y1o6HO NpHiarane, pa3TROPET Ha 99" Tc-TexTpoTHn Mo>Ke Aa Gble paspesieH ¢ HHKEKTHPaHe
Ha (PM3HONIOTHYEH Pa3TBOP, BKTE TOYKA 6.2.

IlomyyapaHe Ha W3obpaxkeHune

Iomyuapanero Ha uzo6paxernata TpsGpa na Goae HaNpaBeHO Ha |-BH — 2-pH H 4-TH 4ac ciien
UHTPABCHOSHOTO Mpuickenre. M3obdpaxenusra ot 1-eus — 2-pus gac cren HHKEKTHUPAHETO MOraT Ja
OBIAT OT NON3a NpH CPaBHEHHE U OLICHSBAHE HA BH3YaANH3aNMATa Ha a0JOMHUHANHATA aKTHBHOCT HA 4-
THSA Yac.

M3caensaneto Moxe na Gbae IONBAHEHO, B 3aBECHMOCT OT K/IMHHIHHTE HYXJ/TH, OT NIOJy4aBaHe Ha
u300paxenns 15 MuHyTH 1 24 uaca cieg HHKCKTHPAHETO Ha paJHOAKTHBHHMA H30TOIL
IIpenoprudrenHo e uscneasaneTo na 6u1e HaNpaBeHO KATO ¢ce U3N0JI3Ba TEXHHKA 32 LSUJI0 TAA0 U
ToMorpagus (SPECT) (wiu SPECT/ CT) ua n30panuTe 00JACTH HA TAIOTO.

4.3 T1IpornBomoxazanus

CBpbxHyecTBUTETHOCT KbM HYNIC-[D-hbe!, THP -0KTpeOTH] TPHUPIyOpOaLeTaT KK KbM HAKOE OT
MOMOIIHHTE BEWECTBA MM HHXEKIIHOHHHA Pa3TBOP HA HATPUEBMA neprexHerar (PMT¢),

bpemerHOCT.
B ciryyait Ha kBpMene, BiDiTe TOUKA 4.6.
4.4 CHemdaJHH npexynpexIeHNs B NpeAna3sHH MEPKH NpH ynorpeda

BB3MOKHY ca CBPBXUYBCTBUTENHOCT M aHA(UITAKTUYHH PEaKIHH.

Wumueunyansa npenexka nonsa/prck




3a BCEKH NALMEHT EXCNIO3UUKMATA HA PATHalis TpAOBa 1a 6b/¢ ONpaBAaHa OT OYaKBAHATA MONI34. BB
BCCKH CIlyyaH NMpHIOKEHATa daKTUBHOCT TPAOBa /12 O'Be TOJKOBA HUCKA, KOJIKOTO € BE3MOXKHO, 34 /1a
OBae noTyyeHa HeoOXONHMATa THATHOCTHYHA WH(POPMAILHMS.,

brbpedHo yBpexaaHe

H3uckBa ce BHHMATENHA MPCUCHKA Ha AaKTHBHOCTT&, KOATO 1IIE 6’11}16 MPpHIOKCHA, [MOHCXKE NPH TC3H
NangHCHTH € BE3MOXKHA HOBHIUICHA SKCITO3HI[HA HE paiHal{HA.

[Ipy naypenTy cue 3HaUMTENHA GBOPeYHA HEAOCTATEYHOCT HE Ce IPENOPEYBA MPHIATAHETO Ha
99" Te-Textporun. HamaneHara win nunceamara pyHKIEA Ha OCHOBHHS ITET HA €KCKPELIHS WIE
AOBELE 10 HIJIArdHe HA MO-BHCOKA pafHALIVA.

punoxenuero Tpabdea xa ce pasriexaa, caMo KOTATO OYaKBaHATA JHAMHOCTAYHA HHPOPMAL(HS
NPEBHINaBa BE3MOXKHHUSA PUCK OT paguauugTa. MAaTepnpeTaBHy CUMATHIPAMH MOTaT 1a Osaat
MOJTY4CHH CJICIl XeMOAMANTH34, 10 BPEME Ha KOATO MOHE YACTHYHO MOXKe Aia Oble OTCTpaHeHa
(pOHOBaTa akTHBHOCT. Clieq nHanM3a Moxe 1a 6bae HabMonaBaHo Mo-BHCOKO OT O6HUatiHOTO
MOrbIUAHE B YePHHUA Xpob, namaka U UpeBHHS TPAKT.

YepHoapobuo vepexnaHe
He ¢ HeoOxonuMo HaMansBate Ha 7103aTa IIpH YepPHOAPOOGHO YBPEKIAHE, BIDKTE TOUKa 5.2.

IlemaTpyyna nomynanus

3a HHQopManus, CBBP3aHa ¢ yrioTpebaTa B neMaTPHYHATA [OMYJIALHS, BIKTe TouKa 4.2.

[IoaroToBka HA manyedTa

[TlaumeuToT TpsAOBa 1a ¢ nobpe xuaparupan NpejHd HaYal0TO Ha W3CICABAHETO H HACHPYARAH 114
YPHHHEPA Bb3MOXKHO HAH-YECTO Mpe3 IIbPBTHE YACOBE e H3CISABAHETO, 3a [1a C& HAMAJTH
o0 BEYBAHETO.

OnTEManHo BU3yaTu3UpaHe Ha KOPEMHATA KyXMHA Ce NOJIy4YaBa clie]| MPHIOKeHHEe Ha TEIHA THeTa,
KOSTO 3aM104Ba /1Ba JHH ITPEH H3CJIEABAHETO, KAKTO M NIPFJTArHETO HA JIAKCATHEU B JICHS NIpeIn
U3CeIRaHeTO. MeTONBT 3a MOJArOTOBKA Ha MAIIMEHTA MOXKE Jla 3aBHCH OT NpHIAragyd NPOTOKOI Ha
H3CJICIBAHETO M JIOKAJIH3aLMATA Ha BU3YAJTH3HPAHHTE JIE3HH.

Ja MalMEHTH, KOHTO CE JIEKYBAT ¢ OKTPEOTH/I, € PENOPHYUHTENHO JISYEHHETO A OBJE CIIPSHO
BPEMEHHO, 3a Aa ce H30erne BB3MOKHO OII0KHpane Ha COMAaTOCTATHHOBMTE peLienropy. Tasu
[IPCIIOPEKA C€ OCHOBARA HA eMITPUYHH HAOMOACHHS, KaTO a0COIIOTHATA HeOOXOAUMOCT HA Ta3H
MADKa He ¢ 1oka3aHa. [Ipu HAKOHM malMeHTH npeKpaTABaHETO HA TEpAINHATa MOKE a2 He Onje
TONCPHPAHO W MOKE Ja IPHYHHH pedayHA edekT (edieKT Ha pukoineT). ToBa ce 3abena3Ba B ClIiyHaHTe
Ha MAUHCHTH C HHCYTHHOM, MPH KOUTO OIJACHOCTTA OT HeOUaKBaHa XMIIOrJHKeMus TpadBa 1a ce uMa
NPeBUN, U MPU ITAIHEHTH, KOMTO CTPAJAT OT KapIMOHOHIEH CHHAPOM (34 IJIaH 3a [IpeKpaTiBaHe Ha
NEYESHHETO BK. TOUKA 4.5).

bovaere BHUMaTE HM, KOTaTo Tpriarare 99 Tc-TekTpoTH 1 HA MALMEHTH Che 3aXapeH AHabeT, KaTo
TPAOBA N1a c¢ OOMUCIIH MO-4eCcTa NPOBEPKa Ha CTOMHOCTHTE Ha [IIOKO3ATA Clie]l IPHIOKEHHETO MY,
KaTO PE3yNTAT OT PA3/MKHUTE B HHXHUOHIHATA HA XUNIEP- H XHMNOTTHKEMHUYHHTE XOPMOHH OT
COMATOCTATHHOBHUTE AHAIO3H.

HMHTepnperauys Ha H300paKeHUsTa




Honoxurenrara cupmrarpadus ¢ 99™Te-TextpoTis otpasssa MO-CKOPO HATHYHETO HA YBEJIMYEHA
IUTBTHOCT Ha TEKAHHHTE COMATOCTATHHOBH PEUENITOPH, OTKOJIKOTO 3I0KAYECTBEHO 3a00ABAHE.,
TyMopu, kouTo He HocaT peuenTopy, HIMA na 6BIAT BU3YATH3HpaHW. B peaulia malueHTH, KOUTO
bonetyBat oT racTpo-eHTepo-NaHKpeaTHIHE HEBPOCHAOKPHHHH HJIH KAPUHOHOMIHH TYMODH,
TUTBTHOCTTA Ha PENENITOPUTS € HEIOCTATBYHA, 33 A8 IO3BOJIM BH3YANH3aLMA C 99" Tc-TexrpoTus.
Bunumo B npubnuzutenno 50 % ot NAMMCHTHUTE, KOMTO CTPAJAT OT HHCYJIHUHOMA, TYMOPET HE MOMKE
A2 Objie BH3YATHIHPaH.

OcBeH TOBa NO3UTHBHOTO HOTIILUIAHE HE € CIICLMQHYHO 33 raCTPO-€HTEPO-NAHKPSaTHYHHUTE K
KapLHHOMIHHUTE TyMOPH. [lonoxuTtennute pesynrart or cuuHTHTpadHgTa M3HCKBAT OIIEHKA Ha
BE3MOXKHOCTTA 33 HAJTMYHE HA ApYro 3abongBaHe, KOSTO Ce XapaKTEPH3Hpa ¢ BHCOKA JIOKAJHA
KROHUCHTPAIHA Ha COMATOCTATHHOBH PELENTOPH. Y BEINYaBaHE HA [LTBTHOCTTA Ha
COMATOCTATHHOBMTE PELICIITOPH, KOETO TPaOBa fa ce B3eMe NpeaBHa, MOke 1a Obae HaGII0naBaHo
CBIIO NPpH CIACTHUTE NATONOTHYHHA CHCTOAHUSA: TYMOPH, BE3HHKBALIH OT THKAHH, KOHTO BOIIT
eMOPHMOHANIHOTO CH Pa3sBUTHE OT HEPBHATA TpB0a, (aparaHriIMoOMH, MeoYJIApHH THPOHIHH
KapUHHOMH, HEBPOOIaCTOMH, PeOXpOMOLIHTOMHM), TYMOPH Ha XMOO(U3HATA XKII€3a, eHJIOKPHHHH
HEOMa3Mu Ha Henurte apoboee (apeGHOKIETEUCH KapUMHOM ), MEHHHTHOMH, KapIIHHOMH Ha MJIeYHATa
KIe3a, MHMQO-nponudepaTeHo 3abonspane (Gonect Ha XomKkHE, HexomKKHHOB JuM(poM) H
BE3MOMHOCT 34 NOrirelnane B 0bnacTH Ha KOHLEHTpaLKs Ha TuM(OUMTH (CyDaKyTHH BB3NAJICHHA ).

AKO NALKCHTHT He GB/le MOAroTEeH H06pE 32 HACIEABAHETO, NONTBINAHETO B yepBata OU Moro ga
HOBJTHAC BLPXY KATECTBOTO Ha H300PaKCHHUATA. JHAYHTEIHO HeceHdHYHO HATPYTRAHE, KOSTO Ce
HOABABA B XpaHOCMHUJIaTEIHATA CHCTEMA, MOKE 12 OB/l HHTEPIIPETHPAHO HEMIPABHIHO U CHOBMIEHO
HETOUHO KaTO NATONOTHS Wl OH MOIJIO [a 3aTpy AHH MPaBWIHATA OLIEHKA HA H300paKeHHATA.

Cnea nporienypara

Tpsbra na 6pae H3GsrBan GIUILK KOHTAKT ¢ HeGeTa 1 OpeMeHHH KeHH TIpe3 TbpBHTE 24 Yaca ciel
IPHJIOKEHUETO HA paauodapMaleBTHKA.

O6mm npeaynpexaenus

CBABPIKAHUETO HA (MIAKOHWTE Ha KMTA € NMpeqHa3HAYeHO CaMo 3a npuroTBaHe Ha 99" Te-Texrporua u
HE CC ipwara TMPeKTHO Ha NaLHeHTa 6e3 mbpBo Ja 6be M3BBPLICHA MPOLEAYPa Ha IPUTOTEAHE.

CoennduyHy IpeaynperieHus

To3u nexapcTeen npoaykr crabpKa Mo-Manko ot 1 mmol HaTpHM (23 mg) 3a 103a, T.¢. HA IPaKTHKA
HE CBABLPAKA HATPHH.

OTHOCHO NpeANasHHTE MEPKH 110 OTHOLIEHHE Ha ONACHOCTHTE 34 OKOJIHATA Cpella BUXKTE TOYKA 6.6.

4.5 Bsanamopeficreue ¢ ApyrA JekapeTBeHn NPOAYKTH M IPYrH (hopMH HA B3aHMOJEiiCTBHE

ITpu mauueHTH, KOUTO Ca NOATOKEHH HA THACHOCTHYHM H3CIeABAHH C M3MOI3BaHe Ha 99™ T ¢-
TexrpoTHa, BpeMenno TpsabBa na 65e [IPEYCTAHOBEHO JICUEHHUETO CBC COMATOCTATHHOBH aHAJI03H
(KAKTO ,,CTY/ICHH", TAKA U MAPKUPAHHTE C PagHOaKTUBHH M30TOIIH ).
- KPaTKOAEHCTBalH aHANIO3H — HAH-MaJIKo 2 IHH [IpeaH MIAHHPAHOTO H3CeBate,
- ABJIrOACHCTBAIIH AHATIO3M

C TAHPCOTH/ — Hal-MaJIKO 3 ce IMHLH

O OKTPCOTHA —~ HAK-MAJIKO 5 CeAMHULIM NPy MIaHWPAHOTO H3CIeaBa

IIpeycranosssaneTo Ha Jie4eHHETO ¢ AHATIO3M HA COMATOCTATHHA KATO MOATrOTR
CLMHTHT paHs MOKE 11a POBOKHPA TEXKKH HEXKEAHH PEaKiyH, Hal-06II0 KaTo
CHAMNTOMHTE, HaOJFO1aBaHH TIPEIM 3a[0YBAHE HA JICUEHHETO,



He ca nposexann npoy4YsaHus Ha B3aUMOIeiCTBHATA. [[AHHUTE [0 OTHOLICHHE Ha Bh3MOKHETE
B3ZHMOJCHCTBHA Ca OTPaHMYCHH.

4.6 Depruaurter, GpeMeHHOCT H KbpPMeHe

XKeuu ¢ nerepoaeH moreHuman

lpu Hamepenue na ce NpusoxH pagroGapMaleBTHYEH IIPOAYKT HA KEHA C JETEPOJEH MOTEHIMA €
BKHO Na e onpenesu anu 14 e bpemenna unu He. [IpHema ce, de BCAka skeHa C MIPOMTYCHAT LUKBI €
OpemeHHa 10 rokassane Ha o6parHoTo. [IpH ChMECHMS 3a eBeHTYaTHA OpeMeHHOCT (Hamp. npH
[POITyCHAT UHK®J1, aKO UHKBABT € MHOI'O HEPEOOBEH H Ip.) HA MallieHTKaTa TpsaOBa aa 6paar
MPCATIONKCHN aNTCPHATHBHY TEXHUKH, KOYTO HE M3NION3RAT HOHH3MPAIIO TrUeHHe (aKO UMa TAKUBA).

bpeMennoct

H3nosssareto Ha 99" Te-TexTpoTHy € MPOTHBOMOKA34HO NPH OPEMEHHM XeHH [TOpaH
NOTCHIMAIHATA OMACHOCT 3a MakikaTa W eTyca (BxK. TOuKa 4.3),

Kopmene

IIpenu na ce npunarat paguodapMaueBTHUHH IPOIYKTH HA MAHKa, KOSTO KbpPMH, TpAOBa Jia ce
OOMHCIIH BB3MOKHOCTTA 34 OTJiarane Ha TIPHNOKEHHETO HA pagHOHYKINAa, JOKATO MAHKATA MNPECTaHE
fia KbPMH, H KOH € Hali-noaxoasmus u3bop ot pagrodapMalieBTHIHHTE IPOAYKTH, KATO Ce HMa
NPCABHI COKPOLIMATA HA AKTUBHOCT B KBPMATA. AKO CE NpeLeHH, Ye NPWIAraneTo € HeoOX0aHuMO,
KBPMEHETO TpAOBa 1a ObAe MpeycTaHOBEHO 3a 24 4aca U OTIeIeHHTE [IOPLKMHU KbpMa da Obaar
H3XBBDJICHH.

DepTUInTeT
He ca nposexnanu npoyusanus Bepxy deprunmrera.

4.7 Edexrtn Bbpxy cnocofnocrta 3a modupane u pabora ¢ MAIIHAR

He ce ouaksar nosnussane Bbpxy cnocobHocTTa 3a mwohupane U paboTa ¢ MAIIKMEH CJIe) H3MONI3BAHE
Ha TO3H TIPOIYKT.

4.8 Hexenann JexapcrBens peakuuu

[Ipu olleHKaTa Ha HexeNIaHUTe peaKIIMU KaTo 0a3a ca B3eTH CIICJHUTE TaHHH 24 YeCTOTATa:
MHOT0 yecTH (>>1/10)

yecTH (>1/100 no <1/10)

HevecTH (=1/1 000 go <1/100)

penkH (=1/10 000 go <1/1 000)

MHOTO peaku (<1/10 000)

C HeU3BECTHA YECTOTA (HEe MOTAT 1a OBAT OIEHEHH OT HATMYHKTE AAHHH)

Hexenamure peakuum, cebpsann ¢ npunoxennero Ha Texrporia, ca MEOTO peakd (1<10 000).
IIpexoaHo rnapobonue 1 GoNka B eIMracTpUyMa MOTAT Ja BE3HHUKHAT BeIHATA CIICH NPHIIOKEHHETO.

H3naraneTo na AefiCTBHETO Ha HOHM3KHPALLO JIBUCHHE € CBBP3aHO C MOABA HA PAK H BE3MOKHOCT 34
PasBUTHE Ha BPOJCHH AedexTH. Thil kKaTo edexTHBHATA J03a ¢ OKOMO 3,8 mSv, KOraTo ¢e IpHIoKH
MaKCHMAaltHaTa npenopbiukTeta 1o3a oT 740 MBq, noseara Ha Te3H HeXKeTaHH PEAKLHY € MAJIKO
BEPOATHA.

CrobliaBale Ha MONO3HPAHU HEXKEIAHH DEAKLHH NHR N
CrobinaBaHeTO Ha TOAO3HPAHN HEXETaHH PEAKUHH CEN paspeliaBaHe 3a ynotpeba Ha gkaplirers
MPOAYKT © BaykHO. ToBa No3BONABA Aa MPOABIIAH HAOMIOLEHHETO HA CHOTHOMEHHETO j& 5

JISKAPCTBEHHS NIPOAYKT. OT MEAHIMHCKHUTE CHEIHATHCTH C& H3UCKBa Ja ¢ro6manar il g
[I003NPaHa HEXETaHa PEaKU Ypes HallMOHAaIHA CHCTEMa 3a choDImasaHe B UsmeaHHTE RS '




[0 IeKapeTBara, yi. ,,/lamad ['pyes™ Ne 8, 1303 Codus, Ten.: +359 2 890 34 17, yeGeair:
www.bda.bg.

4.9 Illpenozupane

He ce cpobmapa 3a ciyyan va npegosupane.

[lpenosupane e Manko BepOSTHO, KOraTo C¢ TIpUIarar paguodapMaLeBTHYHH MPOLYKTH KaTo
AMATHOCTHYHA, €JHOA030BA HEDKCKLIHA.

B ciyuaii Ha npenosupanre ¢ panMaips npu npwioxkenue Ha 99" Tc-Texrporua, ancopOHpanara 103a

OT NalHueHTa TpadBa 1a 6bae HaMasena IOCPEICTBOM 3aCHIICHA ENMUMMHHALIMA HA PAIHOHYKIIHAA OT
TAIIOTO YPE3 NPUWIATEHE HA TEYHOCTH H HECTO YPUHHPAHE.

5.  ®APMAKOJIOTHYHH CBOMCTBA
5.1 ®Papmako MHAMUTIHH CBOlicTBA

(apmaxoTepanesTHYHA rpyna: paguodapMaleRTHIHH PENAPaTH 3a JHATHOCTHKA, OTKPHBAHE Ha
TYMOPH, IPOU3BOIHH Ha TexHeunli (" T¢ ),
ATC kon: VOIIAQ7

DapmakoAHAMHYHH eheKTH

HsMa naHHM B XMMHUHHTE KOHLIEHTPALMH, H3MNOA3BAHH 23 JHArHOCTHYHH uicnenBanus, 99" Te-
Texrporun na uma nakakea GapMaxorHHaMEaHA aKTHBHOCT.

5.2 @dapMakOKHHETHYHM CBOICTBA

Pasnpenenenne

Clten HHTPaBEHO3HO TIPHIIOMKEHHE 99" Tc-TexTpoTun ce enMMHHEp2 6BP30 OT KpBBTA. 10 MHHYTH
ClICN TOBa, c¢ HabmoAaBa akyMyIHpaHe Ha 99" Te-TekTpoTHT B OCHOBHHTE OPraHH, Hallp. YepeH
npob, manak M 6s0peny, KakTo | B CKCIIPECUPAHHTE COMATOCTATHHOBH PELENITOPH.

[ornwmane

MakcumMaTHHTe CTOHHOCTH Ha CHOTHOMIEHHETO TyMOP/OH ce HabionaBaT 4 yaca criex
HHAKCKTHPaHeTO. KaHuepuuTe ne3uu Bee olwe ce BokAaT ciesy 24 gaca. Cnaba eKcKperys npes
XPaHOCMHUNATEIIHAS TPAKT ce HAbJIoNaBa B KbCHUTE M30BPKESHHS.

Enumunupane

AKTHBHOCTTa Ce eKCKPETHpPa OCHOBHO Mpes OBOpELMTE C MAJIKO y4acTHE Ha YepHOApoOHaTa
ceKperks. 99" Te-TekTpoTun ce envMuENpa 6BP30 OT KPHBTA. AxyMynHpaHaTa aKTHBHOCT B
KPBBHHTE KICTKH € MO 5% HE3aBHCHMO OT BPEMETO CJIefi HESKEKTHPAHETO.

PaananioHeH nony«HBoT

99" Te-TexTpoTuy ce pasnajga AC TEXHELME-99 ¢ TIOITY>KUBOT OT OKOJ10 6 vaca.

3.3 IlpenxknmuuuHH JauHH 32 Ge30HACHOCT

CBILIeCTBYBAT OTPaHUYCHH HEKTHHHYHH JIaHHH 32 H3MOM3BAHETO Ha 99" Te-Tekrp
NPABCHHA H3C/ICABAHNA 32 TOKCHYHOCT NPH MHOTOKPATHO MpHIarane, KapLUHOreHe




PEIPOAYKTHBHA TOKCHYHOCT U TOKCHYHOCT BBPXY pa3BUTHeTO. TeCT 32 reHOTOKCHYHOCT MOKa3Ba
OTPHLATEIICH PE3y/ITaT B aHaNU3a HA PEBEPCHBHH OaKTepHATIHH MyTaLlHH, KOETO HABEX/a Ha MHCBJTA,
ue 99" Te-TekTpoTH He e MyTarenen.

6. @APMALEBRTHYHH JAHHU

6.1 CnHCbK HA NOMONIHATE BeNIECTBA

OnakoH |

N-[Tpuc{xuapoKCHMe TN METH | rHIHH (Tpuuus)
Kanaen xnopua quxuapar

Manurton

HarpueB xumpoxcua 3a kopurupane sa pH
XUApoxJIOpHa KHCE/IMHA 3a KOpHrapaHe Ha pH
A30T (3a1KTeH ras)

®naxon II

Etrnennsamun-N,N’-uoueTHa kucenuua (EDDA)
Hunarpues docdar monekaxuapar

Harpuer xuapokcuy

Harpues XuapoKcHA 3a kopurupane Ha pH
XHUAPOXJIOPHA KHCENTHHA 32 KOpHrupaue Ha pH
A30T (3aLIiTEH raz)

6.2 HecsBMECTHMOCTH

Crie/l paiMoMapKUpaHeTo e BL3IMOXKHO paspexaane ¢ ao 5 ml dH3HONIOTHYEH pasTBOP.
99" T¢-TexTpoTia He Tpabra a ce cMecBa ¢ JAPYTH JIEKAPCTBEHH MPOAYKTH.

6.3 Cpok na rogaoer

I roauHa
Cren pasteapsane u pagroOMapkupane 4 yaca npu cexpaneHue nog 25 °C.

6.4 Cnennanum yenoBust na chXpaneHne

Cexpanenue B xnaguwiauk mpu 2 °C — 8 °C. [To BPEME Ha TPAHCIIOPTHPAHETO (HE ITOBEYE OT 5 THH) 10
35 °C.

33 YCJIOBHATA HAa ChXPAHEHHE CE] PaIHOH30TOIHO MAapKHpaHe Ha JIEKAPCTBCHHSA MIPOYKT BHATE
TOYKa 6.3.

ChXpaHEHHETO Ha pafuodapMaleBTHIUHHTE MPOAYKTH TpAOBa a Obae B CLOTBETCTBHE C
HallAOHAIHUTC Pa3snope Oy 38 paaHOAKTUEHH MATEPHAITH.

6.5 Buauchbabpkanne HA ORAKOBKATA

Crexsien Quaxon (Tun I Esponeiicka Dapmakories) ¢ HomuHaneH kanandrer ot [0 ml, 3aneuaran ¢
6poMOyTHIOBa 3amTymanKa U aTyMUHHEBA O5KATKA.

AnyMHEHUeBaTa OOKaTka Ha nakoH I e cuus, a aTyMHHHeBaTa oOkaTka Ha ¢akou Il e 6ana, 3a na ce
pasniqaBar Quiakod I u dumakon I1 no Bpeme Ha npouenyparta 3a pasTeapsiHe/PagHOH3IOTODMNE
MAPKHPAHE,

®Onaxonn I 1 I ceAEpKAT KOMIOHSHTH 3a papHodapMaleBTHYEH Iipenapar 99™Tc
Beekn (riakoH ceAbpxa Gt WIM MOYTH 65101 MHOPUIN3AT 32 [IPHIOTBAHE HA HHKek

®unaxon I akriero Bemectso HYNIC-[D-de!, tnp*-oktpeorun] Tpudmyopoanerad



HOMOIHH BEINECTBA: KAIACH XJIOPHN AUXHAPAT, N—[TpHC(XHﬂpOKCHM&THﬂ)METPﬂI]I‘J‘IHL[HH (TpuumMH),
MaHHTOJI, HATPHEB XHAPOKCUI WK XMIOPOXTIOpHA KHCe/IMHA 3a KOpUrHpane Ha pH, asor

®naxon II: noMouum pelnecTra: CTHIeHanaMun-N,N’-1ouetHa xucenuna (EDDA), JUHATPHEB
(pocar AONCKAXUIPAT, HATPHEB XHAPOKCHI MITH XHAPOXTIOPHA KHUCEIIMHA 33 KOPUIUpaHe Ha pH, azor

KonnyecTBo B onakorxa:
2 ¢pnakoHa

6.6 Crenuanuu npexnazum MCPKH OpH H3XBBPJIsSHE H paGora

TexrpoTua ce moctasg karo KHT, CbABpKAI /1Ba (p/IakoHA, KOMTO HE MOTAT Aa 6BIAT HAIOM3BAHM
AOOTAEHO.

PannoHyKaHOBT He e yacT OT KMUTa.

OBy npenynpexnenus

Crnen palinoMapkupaHero Ha TexTpoThn Tpsa0OBa ga OBAAT NPWIOIKEHH 06HYANNMTE IpENMa3HH MepKH
32 PAIHOAKTHBHY JICKAPCTBEHH OPOOYKTH,

Panuodapmanerrrnugure MPOAYKTH TPAOBA Ce MONYYaBAT, H3NOI3EAT H MpHJIaraT €AHHCTBEHO OT
OTOPU3HP2HH JTUNA B CIIELIMANTH3MPAHH KJIMHHYHM 3BEHA. INonydasanero, crxpanenuero, ynortpebara,
TPaHCTIOPTHPAHETO W M3XBEPIAHETO UM [TOLIEHKAT Ha perynanus WHIH JUUeH3HpaHe oT
KOMITETEHRTHAaTa O)HI[HATHA OpTraHM3als.

PagnodapmauesTrynmTe MpOIyKTH TPsOBa na GBIAT NPUrOTESHY 110 HAYWH, KOUTO yOBJICTBOPSBA
M3HCKBAHHATA, KAKTO Ha paJHallMOHHATa 0a30MmacHOCT, Taka u Ha QapMaLIeBTHYHOTO KavyecTRO.
Tpsabba na 6naaT Bzetn HOAXOAAUIH NMPeANa3sHH MEPKH 38 ACENMTHYHOCT.,

ChObpKaHueTo Ha brakoHuTe e [IPCAHAZHAYEHO €NUHCTBEHO 32 NPUTOTBIHE HA 99" Te-TexrpoTun u
HE C€ MpH/Iara AMPEeKTHO Ha MaldenTa Hes [IPEABAPHTEIHO A ¢ H3ITBTHEHA IPOLCAYPATA Ha
IIPUATOTBAHE.

3a YKazaHWa OTHOCHO PaIUOMapKUpPAHETO Ha JE€KAPCTBEHHS IIPOAYKT MPEIH [IPHITOKEHNE, BUKTE
TOUKa 12.

AKO B KOUTO H J1a € MOMEHT Ha NPHTOTBAHETO Ha TO3M NPOAYKT CE HAPYIIM ISIOCTTA Ha (prraxoHa,
MPOAYKTHT HE TPaOBa 1a 6b1e WINOM3BaH.

IMpouenypara no npunaraxne TPpAOBA Zla ce OCHLIUIECTRU M0 TAKDE HAYHH, Y€ la e MUHUMM3HPA PHCKBT
OT 3aMBPCABAHE Ha JICKAPCTBEHHS NIPOIYKT H OGIBYBAHE HA oneparTopuTe. 3aIb/KHTEHO €
H3TIOJISBAHETO HA aIeKBATHO eKpaHupaHe,

CBABPKAHMETO HA KIHTA He e PaIUOAKTHBHO MPEAY €KCTEMITOPATHOTO NPUTOTBSHE. Obave, crien
A00aBsAHE HA UHDKEKLIHS HaTpues neprexnertar ("™ Tc), EBponeiicka dapmakores, € Heobxo MO
H3NOMI3BAHETO HA IOAXOAALIC eKpaHHpaHe Ha KPaHHHA TIPOIYKT.

[Ipunokenuero na PanHo(apMAleBTHYIHH NIPOAYKTH Ch3AaBAa PHCKOBE 3a IPYIH XOPa OT BBHIIHO

OONBUBAHE UMK ROHTAMHHHPAHE OT PasiHBaHE Ha ypHHa, MOBLPHATH MATEPUH H Ap. [1o Tasu npHumHa
TpsiOBa na OvaT B3eTH MIPCANIASHH MEPKH 32 3aLIMTa OT O0IBYBAHE B CHOTBETCIBHE C HAHO
pasnopeou.

B CbOTBCTCTBUE C MECTHHTE H3HCKBaHHA,
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8.  HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA

20160231

9. JATA HA ITBPBO PASPEIIABAHE/TIOJHOBSIBAHE HA PA3PEIIEHHUETO 3A
YIIOTPEBA

Hara Ha mepBo paspeuasane: 08.07.2016
Hara Ha nocnenno nogHorssane:10.05.2021

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

10.11.2023

11. JTO3UMETPHUS

Texueumii (™ Tc) ce nomyuasa ot *Mo/*"Te PaIMOHYKJTHICH FEHEPATOP M CE pas3naza c
rama-p4enme (¢ eHeprus 141 keV) ¢ dusnuen nomysxueor ot 6,02 yaca 10 TeXHeUUui-99,
KOHTO, OT I'JIe/JHa TOYKa Ha JABJITHS MY MOTYKHBOT oT 2,13 x 10° FOJIMHH, MOXKE J1a ce
pasriexxaa KaTro KBa3H-CTaOUWJIeH.

Grimes et al. (2011), ca u3BbpiumwM CrieLM(pUYHa JO3UMETPHS NPH NMALMEHTH Ha 99™ Tc-
Textporun B NETs ¢ OLINDA/EXAM coTyep ¢ BpeMe-MHTErpupaHu Koe(UIIHEHTH 32
AKTHBHOCTTA, U34HCIIEHH OT XHOpuHa ninanapHa /SPECT rexnuka. Cpennata aGeopGupana
A03a OT OpraHUTe U eeKTHBHATA 40323 Ha 99" Tc-TexkTpoTua ca 1afeHU B ClieqBaIaTa

Tabnuia.
AOcopOupana 103a 32 eAHHHLA
OT NPHJIOKEHATA AKTHBHOCT
(mGy/MBq)
Opran Bov3pacTan
Han6w06penu 0,0060 + 0,0015
['naBeH MO3BK 0,0022 + 0,0005
['spau 0,0021 = 0,0005
CTeHa Ha JUTbYHHS Mexyp 0,0062 + 0,0017
JonHu otnenu Ha nebenoro 4epBO 0,0038 + 0,0007
T'pHKHM YepBa 0,0041 = 0,0008
Crena Ha cTomaxa 0,0049 + 0,0012
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AOcopOupana 103a 32 eAHHHNA
OT NPHJIOKEHATA AKTHBHOCT
(mGy/MBq)
Opran Bb3pacruu
['opuu otnenn Ha neGenoTo yepso 0,0042 = 0,0009
CreHa Ha CbpLETO 0,0050 £+ 0,0009
br6penu 0,0208 + 0,0068
Yepen apob 0,0118 + 0,0046
benu apobose 0,0036 + 0,0009
Myckynu 0,0030 + 0,0006
AdyanIm 0,0042 = 0,0007
[Tankpeac 0,0071 + 0,0019
YepBeH KOCTEH MO3BK 0,0030 = 0,0006
OCTEOreHHH KJIEeTKH 0,0079 £ 0,0016
Koxa 0,0019 £+ 0,0004
Hanax 0,0296 + 0,0121
Tectucu 0,0024 £+ 0,0004
Tumyc 0,0029 = 0,0006
[IluToBHaHA x1€3a 0,0040 + 0,0006
Crena Ha MUKOYHHSA MeXyp 0,0142 = 0,0039
Marka 0,0045 + 0,0008
Tsano - 061o 0,0035 £+ 0,0007
EdexruBna noza (mSv/MBq) 0,0051 £ 0,0010

Grimes J, Celler A, Birkenfeld B, et al. Patient-Specific Radiation Dosimetry of ™ Tc-
HYNIC-Tyr3-octreotide in Neuroendocrine Tumours. J Nucl Med 2011; 52: 1474-1481.

EdexriBHara 103a, nomyyeHa OT NPUIOKEHHETO HA MAKCHMAJTHA TPENOPBYHTEHA aKTHBHOCT
ot 740 MBq 3a Bb3pacthu ¢ Terno 70 kg, e okono 3,8 mSv. 3a NPHUI0KEHATa aKTUBHOCT OT
740 MBq TrunuyHaTa 103a Ha 00/TbYBaHE HAa KDUTUYEH OpraH, Hamp. 6s0peny, e 15,4 mSv.

12. HMHCTPYKIIAM 3A IPUTOTBSIHE HA PATAO®APMAIEBTUYHHA
JIEKAPCTBEHH TPOTYKTH

H3rernsanero Tpsa6Ba 1a ce M3BBPIIH B ACENITHYHH YCIIOBHS.

Tpsabea na ce cnassar o6uyaiiHuTe NpeanasHd MEPKH NPH MAHUIYJIMPAHE C PAHOBKTHE

MaTepHaJIH. Vo no/&gtz%:x

OnakoHuTe He TpaOBa na GboaT OTBapsHM Npeau Ne3MHOEKIMPAHETO HA 3ar &
Pa3TBOPBT TPAOBa Na Ob/ie U3TErIeH Mpe3 3aMmymaiKkarta ¢ IOMOLITa Ha eHJAda0Ba
CIIPHHLIOBKA, CHabJieHa ¢ MOAXOAALIO Mpe/Na3HO eKpaHUPAHE U CTEPUITHA MIUIZ:3a %

11



€JHOKpaTHa ynotpeda WM KaTo ce W3II0JI3Ba OTOPH3NpaHa aBTOMATHYHA CHCTEMA 32
npyAnarase.

AKO I1910CTTa Ha (JIaKOHA € HapyIIeHa, NPOAYKTHT He TpAOBa 12 Obe H3NoN3BaH.

Hauwn Ha nipurorssine
KHTBET ChABPKA 2 (nakoHa:
Pnakon I ¢ akrusro BemecTro HYNIC-[D-¢e!, Tup*-oxTpeotun) Tpudayopoanerar

®rnakon I ¢ etmnenanamMun-N,N’-muonerna krcennna (EDDA) (OCHOBHO TIOMOILHO
BEILECTRO)

AnyMunuepara obkatka Ha ¢uiakoH | e cuns, a anyMuHEeBaTa 00KaTKA Ha ¢pnakoH II e 6ana,
3a 1a ce pazuuapar guiakon I u gaakow II no Bpeme Ha nponemypata no
pa3TBapsHE/palUOU30TOITHO MAPKHPaHE.

IlparoTBsiteTo Ha umKeKLMA TexHeUHH ™ Tc-TekTpoTHz oT TeKTPOTH KHT ClleaBa 1a ce
H3BBPUIH CBIrMacHO CJISJHATA aACenTHYHA npoucaypa.

I, [Jlesundexumpaiite 3amymankure Ha 1BaTa GIakoHa ¢ TAMIIOH ¢ MOIXOAAIL CITHPT H
OCTaBETE 12 H3CHXHE.

2. [lobasere 1 ml Boga 3a umkeximK KbM ¢uiaxon IT kaTo H3MOMIBATE CTEPHITHA
CTIPHHLIOBKA. PasknaTere BHUMaTeNHO 3a 15 ceKyuau, 3a 14 OCHTYPUTE ITBJIHO
Pa3TBapsiHe (BKIMFOYMTENIHO ¢ ABHXKEHHS HATOPe-Hamomy).

3. Ilpexswprere 0,5 ml konurant/6yepen pasteop ot daakon [I Bbe duakon I, kato
N3NON3BATE CTEPHIHA CNIPHHIIOBKA H ChC ChIIATA CIIPHHIIOBKA H3TEIIETe CHLIOTO
KOJIMYE€CTRO ras, 3a a M3paBHUTE HAJISraneto. PazkmaTere BHHMAaTETHO 32 Okoo 30
CCKYHIH, 32 a OCHTYPHTE IYBJIHO PA3TBAPAHE (BKIIOUMTEIIHO C JBIKEHHS Harope-
Hagohny). Miakou II Tps6ea na 6bae U3XBBPJICH CIIe/| IIPEXBBPIAHETO HAa Pa3TBOpa OT
tnaxon II 868 dnakon 1, 3a na usbernere o6bpkrane Mexay dnakon I u dnaxon 1.

4. Tlocrasere ¢nakon I B moaxonsm expasupan Koyreisep.

5. [obarere 1 ml pastBop Ha HaTpues meprexHeTaT (**"T¢) (AKTHBHOCT B qUana3oHa oT 740
MBq a0 1 600 MBq) BsB (r1akoH I, ¢ moMonnTa Ha eKpaHHpaHa CTEPIIIHA CIIPHHIIOBKA H
H3PDABHETE HAATAHETO,

Harpsgaiire dnakoHa Ha Bpaiua sogna 6ans wiam Harpssam 6ok ope 100 °C 3a 10 min.

6. OcraBete iakoHa 1a ce oXyaju A0 cTaiina Temneparypa (30 MuHyTH). He yekopssaiire
OXJIAKIAHETO, HANP. C MOMOLITA HA CTY/ICHA BOJA.

7. AKo e HeobxoauMo, paspenere paauobapManeBTHYHHS npoaykT a0 5> ml ¢ 0,9% pasteop
Ha HATPHUEB XNOPHI, 34 HIDKEKIHH.

8. Cpxpaunpaiite Genssanns dbnakon Ha Temnieparypa o 25 °C. Usnonse f

/

[ I

Ha 4 Yaca CJe/ IPUrOTBAHETO (XaTo ce OTUMTA OT NIPHKJIFOYBAHE HA HAr

9. PapnoxumuyHaTa 4icroTa TpsbBa Aa GbIe IPOBepeHa NpeaH pHIara
CMOPEA e/IHH OT OMHCAHUTE TIO-HONY METO/IN.

12 ~ e



3abeneskka: He nmanonssatite paanodapMalieBTHUHKA MpenapaT, akxo pajHoXMMUYHATA
4KCTOTA € oy 90%.

10. HewusnonsBaHHAT MaTepHAN H HETOBUST KOHTERHEp TPAOBA 1a Ce U3XBBPIAT CHITIACHO
0JOOpEeHHS HAYHH.

Baamanmue

benasanero na TEKTPOTH] saprcH OT OAABpKAHETO HA KATIACHHA XJIOPHA TUXHAPAT
B pETYLHUPAHO CBCTOIHHE. ChABPKaHUETO HA KHTA 3a IPUTOTBAHE Ha
panrodapmaneBTHUHKA TeXHeuui "™ Tc-TeKTpoTHA € cTepHiTHO. (DIAKOHHTE He
CBABPKAT AKTEPUOCTATHUHH areHTH.

KoHTpoaa HAa KadecTBOTO

OnpenensHeTo HA PaTUOXHMHYHATA YKCTOTa TPSIOBa a 6B U3BBPIISHO KATO CE M3ITON3EA
Xpomarorpad)ckara Mpoueaypa, OMHCAHa [10-ONY.

IIpouenypa. ThEKOCHONHA XpoMaTorpadus (TLC)

(Q0opyaBaHe H enyeHTH

. [ge sientn ITLC SG (okomo 1,5 ¢m x 10-12 cm): JIGHTH OT CTBKITEHH BIAKHA,
UMIIPETHHPAHH CHC CHITHKAre

2. JiBe nposBsBaiuy KAMEPH ¢ Kanauu
3. PastBopuTenn:

- Metunernnkeron (MEK) 3a oneurcrsane A, neprexuerar (mTc)

- CMeC OT aneTOHUTPHI U BOoAa B 06eMHO choTHOINeHue 1:1 (ACNW) 3a oHeuMcTBaHe
B, Texmemuii (*™Tc) B Konouaansa dopma: CMeceTe BHUIMATETHO €HAKBH OOeMH
allCTOHUTPHI ¥ BOJIA.

Pa3reopeT Tpabea 1a 0b1e NPUroTBsIH SXKETHERHO.

4. CopuHuoBka oT 1 ml ¢ HrJ1a 33 NOAKOXKHO HHXKEKTHPaHe

5. Ionxonauio obopynsane 3a Gpoene (Hanp. cuMHTHIALHOHEH 6pody, KaTHOpaTop Ha
103aTa, raMa Kamepa)

Meton

. Hamwnnere nposssasaiute kamep ¢ npurorsedute pasteopd Ha MEK 1 ACNW no
BHCOYMHA He moseye oT (0,5 cm. [Tokpuiite kamepHTe U OCTABETE Jja € YPABHOBECAT
NapUTS HA Pa3TBOPUTEIIHTE.

2. OrbGenexere ¢ monuB BEpXY Asete ITLC SG nentr 1,5 cm OT TEXHMS TONEH Kpz
(MSICTOTO 3a [IOCTABAHE HA KAIKA Ha AHANM3HPAHNA Npenapar) i yJacThka Hah
FOPHHUA HM KpaH (MACTOTO, KBJIETO IIe AOCTHIHe (JPOHTA HA MPOSBABALIHYEOIS a

3. Ilocrasete kanka (0kono 5 pl, MUKpOIHTPA) OT HIDKEKLUMOHBHUS pasTBopias TSk
TexkTporna xaTo M3MOM3BATE HIUTA 33 TOAKOKHO HHXKEKTHPAHE, B cpeaaTa\H#)}
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10.

B

11.

— [99‘“ Tc }I‘r.: B KOIOMZanua <¢opma [%] =

otbens3ana Ha 1,5 cm B 0/THHA Kpaii Ha BCAKA JIEHTa, He MO3BOIABANTE HA KAMKATA 12
u3cexne. BHUMAHMUME: He nokoceaiite IIOBBEPXHOCTTA HA JICHTATa C MIIATA.

lloctaBere XxpomaTorpadekire KamMepH 3a,1 OJ0BEH €KpaH,

IlocraBere eanata ITLC SG neHTa B KamepaTta ¢ MEK, a apyrata ITLC SG nexta B
ACNW pasrteop. [loctasere neHTHTE H3NpaBeHH, 3a ]a rapaHTHPATE, Y& MACTOTO, KbETO
¢ HakarnaH *"Tc-TeKTpoTH € HaJl THHUSTA HA PA3TROPA, FOPHUS Kpail Ha IEHTaTa ce
ofJifira Ha CTeHaTa Ha KaMepaTa.

BHHUMAHME: nopbspxHocTTa Ha JTI@HTAaTa MOXKeE 3 HE € B KOHTAKT ChC CTEHATA HA
kamepaTa. Kamepara tpsabpa 1a € nokpura.

M3vakaiite, 10KaTO POHTHT Ha PAsTBOPHTENS JOCTHIHE [0 JIMHUATA, ONPEAe/IsALIA
Pa3CTOAHHETO OT U,5 cm OT rOpHHA Kpaii Ha JIeHTaTa.

H3Bagere nenrute ot KAMCPHTC H ' OCTABCTE Ha H3CHLXHAT 341 OJIOBEH CKpPaH.

(CpeseTe JICHTHTE KaKTO € OIHCARO II0-A0Y:

ITLC SG MEK: B cpestata Mexay GpoHTa Ha pa3sTBOPA U JIMHHATA, oIpeeALa
MACTOTO, KbJCTO € HaKamaH npenapara.

ITLC SG ACNW: Ha pasctoanue 2 cm ot aonHHA Kpait Ha IeHTaTa

H3mepere panuoakTHBHOCTTA HA BCAKA YACT OT JIEHTATR W HAUUCIIETe PEe3YNTATUTE KAKTO
cleaBa:

T'eHKOCTONHA XpoMTOTpadna ¢ MEK:

AKTHBHOCT Ha ropHara 4acT

A= [99"‘ Tc ]HE]JTE:XHBT& T[%]= x 100 %

AKTUBHOCT Ha IOBeTe YaCTH

Rf=0,8 g0 1,0

AKTHBHOCT Ha HOJMHATA YAaCT
a % 100 %

AKTHBHOCT HA ABETC HACTH

T'sHKOCHOWHHA XpoMTorpadus ¢ ACNW:

Rf=0 mo 0,1

H3zumncnete npouenta paguoakTisHocT Ha ™ Te-TeKTPOTH KATO H3MOA3BATE ClIEAHATA
dopmyna: 100% — (A +B). Munumaiua rpaHHLa: 90 nporeHta ot ob1aTa aKTHBHOCT.

14
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