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ZYTOVISION

ZytoLight
SPEC NTRK3 Dual Color Break Apart Probe

N/ 50,05 ml)
N/ 20 (0,2 ml)

7-2206-50
7-2206-200

3a KauyecTBEHO OTKPMBAHE HA TPAHCAOKaLMK, BK/IKOYBALLM
yosewwkusa reH NTRK3 B 15g25.3, upes dnyopecueHTHa /n
situ xubpupusaums (FISH)

4250380P291RC

C€

0124

VD]

MH BUTPO AMArHOCTUHHO MEAMLMHCKO YCTPOMCTBO
8 cvoteetctaue c VDR (EC) 2017/746

1. nMpeasuaeHa uen

ZytoLightSPEC _NTRK3 Dual Color Break Apart Probe (PL164) e
npefHa3HayeHa [a ce M3MoA3Ba 33 KaYeCTBEHO OTKPMBAHe Ha TPaHCAoKaumu,
BKtouBawwm yosewkusa red NTRK3 8 15925.3 B umtonornunm unm dukcupanm
BbB GOPManuH, BK/IOYEHU B napaduH nNpobu upes ayopecueHTHa in situ
xnbpugmsauma (FISH). Conpgata e npegHasHayeHa pga ce u3nonssa B
KombuHauusa ¢ komnnektn Zytolight FISH Implementation Kits (Prod. No Z-
2028-5/-20, nnn Z-2099-20).

MNpoayKTbT e npegHasHayeH camo 3a npodecnoHanHa ynotpeba. Bcuuku
TectoBe, MPU KOWUTO Ce WM3MO0/A3Ba MPOAYKTHT, TpsAbBa Aa ce M3BbPLWBAT B
cepTudmMLMpaHa, AWLEH3UMPAHA NaTonoroaHaToMuyHa nabopatopusa, nog,
Hab/1l0AeHNEeTO Ha MaTonor/ reHeTUK KBannduumMpaH 3a CboTBETHATa AeMHOCT.

CoHpata e nmpeAHasHayeHa fa Ce W3MO0/I3Ba KaTo MOMOLLHO CPeACTBO Mpu
andepeHupanHaTa AMarHosa Ha pas/MyHM BMAOBE pak W He Tpabsa ga ce
npeAnpuemar TepaneBTUYHU MEPKM CamMo Bb3 OCHOBA Ha pesynTaTa oT TecTa.

2. MpuHUMN Ha M3NUTBaHe

TexHuKaTa Ha dayopecueHTHaTta in situ xubpuamsaums (FISH) nossonssa
OTKPUBAHETO W BU3yaZIM3MPAHETO Ha crneundUYHU NocneaoBaTENHOCTM Ha
HYKNIEMHOBU KUCE/IMHW B KNETbYHM Npenapatu. ayopecueHTHO MapKupaHuTe
OHK ¢parmeHTn, T.Hap. coHam 3a FISH, 1 TexHUTe KOMNAeMeHTapHU Lenesun
[HK Bepuru B npenapatute ce Ko-AeHaTypmpaT U BNoC/eACTBUE ce OCTaBAT Aa
ce HarpsaBsaT no Bpeme Ha xubpuausaumata. Cnen ToBa HecneuuduyHUTE U
HecBbp3aHM GpparmMeHTU Ha COHAATa Ce OTCTPAHABAT Ype3 CTPUKTHO M3MUBAHE.
Cnep, KoHTpaouseTtsiBaHe Ha [HK c DAPI xvubpuausnpaHute dparmeHTH Ha
coHAaTa ce BW3yanuMsMpaT C nomowTa Ha ¢ayopecueHTeH MUKPOCKON,
obopysBaH ¢ Bb3GYKAAWM U EMUCUOHHU  GuaTpu, cneunduyHn 3a
dNyopoxpomuTe, C KOMTO Ca MapKMpaHuU AWPEKTHO ¢parmeHTuTe Ha FISH
coHaara.
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3. MNpepocraseHn peakTusm

CseTnmnata ZytoLight SPEC NTRK3 Dual Color Break Apart Probe ce cbctom
oT:

. Mapkupanu cvec ZyGreen (Bb3bymaaHe 503 nm/emucua 528 nm)
nonaunykneotnan  (~10,0 ng/ul), Kouto ca HacoueHun Kbm
nocneaoBaTesIHoOCTH, KapTorpadupaHu B 15925.3-926.1*

(chr15:88,825,346-89,475,889) aucranHo ot  obnactta  Ha
npekbcaHe Ha NTRK3 (sx. ¢ur. 1).

. ZyOrange (Bb3bykpaHe 547 nm/usnbuysaHe 572 nm) mapkupaHu
nonauHykneotnan  (~4,5 ng/ul), Kouto ca  HacoueHu  Kbm
nocnepoBaTesHoCTH, KapTorpadupaHu B 15925.3*

(chr15:87,976,717-88,471,002), 62130 fo obnacTra Ha npeKkbcBaHe
Ha NTRK3 (8. dur. 1).

. XubpwuamsaumoHeH bydep Ha 6asaTta Ha popmamug,

*cnopeps, cbbpaHMeTo Ha YoselwKna reHom GRCh37/hg19

D15599 D155979
D1551119 RH123468
3

NTRK3

e —)
~ 495 kb ~ 650 kb

Cengq— 150253-g261 — 5 Tel
®urypa 1: SPEC NTRK3 Kapra Ha congara (6e3 mawa6)

CeetnanHata Zytolight SPEC NTRK3 Dual Color Break Apart Probe ce
npeanara B ABa pasmepa:

. Z-2206-50: 0,05 ml (5 peakuumu ot no 10 ul scaka)
. Z-2206-200: 0,2 ml (20 peakumm ot no 10 ul scaka)

4, Heobxoanmu matepuanu, KOMTO He Ca OCUrypPeHU

. MONOKUTENHN M OTPULLATEIHWN KOHTPO/IHK 06pasum

. Xnbpuamusatop uam ropewua niova

. XnbpuamsaTop UM Kamepa 3a BAAKHOCT B MnewTa 3a xubpuansauus
. Talimep

. OuBeTtsiBaHe Ha BypKaHW UAN BaHU

. KanubpupaH Tepmometsbp

. Peryavpyemu nunetu (10 ul, 25 ul)

. ETaHON MAM peaKTUBEH aIKOXON

. [eioHn3npaHa wan gectuampara Boaa

. MokpueHU cTbKAa (22 mm x 22 mm, 24 mm x 60 mm)

. Kayuykos ummenT, Hanp. Fixogum Rubber Cement (Prod. No.E-4005-
50/-125) waun nopober

. Moaxoaawo nopabpskar payopecueHteH mukpockon (400-1000x)

. Macnio 3a notansHe, ogo6peHo 3a GpayopecLeHTHa MUKPOCKONUA

. Moaxoaawm GUATLPHM KOMMNEKTH

LiuTonornuHm obpasum
. ZytoLight FISH-Cytology Implementation Kit (Prod. No. Z-2099-20)

. MMKPOCKONCKM CTbKAa, 63 NoKpuTHe

. BoaHa 6ans (70 °C)

. 37% dopmangexua, 6e3 kucenmHn, unm 10% popmanuH, HeyTpanHo
bydepupaH

. 2 nbTv GpusMonormyeH pasteop ¢ Hatpues uutpat (SSC), Hanp. ot 20x

SSC Solution (Prod. No. WB-0003-50)

O6pasumn FFPE
. ZytoLight FISH-Tissue Implementation Kit (Prod. No. Z-2028-5/-20)

. MMKPOCKOMNCKM CTbKAA, MNOJOKUTENHO 3apeaeHn
. BoaHa 6ans (37 °C, 98 °C)
o Kewnnon
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5. CoxpaHeHue u ob6paboTka

CobxpaHsBsaiTe npu Temnepatypa 2-8 °C B M3npaBeHO MONOXKEHME, 3aLUUTEHO
OT cBeT/IMHA. M3non3BaiiTe Ha 3alWWUTEHO OT CBET/IMHA MACTO. BbpHeTe B
ycnoBuATa Ha CbxpaHeHue BegHara cnen ynotpeba. He wusnonssaiite
peareHTUTE Cnep WM3TMYAHE Ha CPOKA Ha rOAHOCT, MOCOYEH Ha eTuKeTa.
MpoAYKTLT e cTabuneH o gataTa Ha U3TMYaHE Ha CPOKa Ha FOAHOCT, MOCOYeHa
Ha eTUKeTa, KoraTo ce TPeTupa Nno NOAXOAALL, HauYMH.

6. NpeaynpexpaeHus U npeanasHN MepPKU

. MpoueTeTe MHCTPYKLMMTE 3a ynoTpeba npeau Aa ru usnonssare!
. He u“3nonssaiiTe peareHTUTe ciej U3TMYaHe Ha CPoKa Ha rogHoct!
. TO3M NPOAYKT CbAbpiKa BELLECTBa (B HUCKM KOHLEHTpauum u obemm),

KOMTO Ca BpeaHM 3a 34pPaBETO WM MOTEHUMAnHO MHGbEeKLMO3HU.
M36ArsaiiTe BCAKAKbB NPAK KOHTAKT C peaktueute. Bsemerte noaxoasium
MepKM 3a 3awmTa (M3non3saiiTe pbKaBMLM 3a eAHOKpaTHa ynoTpeba,
3aWMUTHM ounna u nabopatopHo obnekno)!

. [loknasBaiiTe 3a BCEKM CEPUO3EH MHLMAEHT, Bb3HWKHAN BbB BPb3Ka C
NPOAYKTa, Ha NPOWU3BOAWUTENA M HAa KOMMETEHTHUA OpraH CbrNacHO
MecTHUTe pasnopesn6bu!

. AKO peareHTUTe nonagHaT BbpXy KoXata, He3abaBHO A M3NiaKHeTe C
ronamo Konmyectso BO,D,a!

. Mpu noucksaHe 3a npodecroHanHUA notpebuten ce npefocTass
MHGOPMALMOHEH IUCT 338 6e30nacHOCT Ha maTtepuana.

. He wuv3nonssaiiTe MOBTOPHO peareHTUTE, OCBEH aKo MOBTOPHaTa
ynotpe6a He e U3puyHo paspeLueHal

. MN36AreaiiTe KPBbCTOCAHO 3aMbPCABAHE Ha NPOBUTE, Tbil KaTo TOBa MOXKe
[a foBsefie [0 rPeLHW pesynTaTu.

o CoHpaTta He Tpﬂ6Ba Aa Cce u3nara Ha CBET/IUHa, ocobeHo Ha cuiHa
CBET/IMHA, 33 NO-AbNblr Nnepmnos oT Bpeme, T.e. BCUYKU CTbMNKU TpﬂﬁBa
Aa Cé N3BBbpPLWBAT, KOrato € Bb3MOXXHO, Ha TbMHO VI/VIIWI C nOMoLTa Ha
CBETHOVCTOVI“IMBM cbaose.

I'Ipep,ynpe»(p,eHMa 3a ONaCHOCT U nNpeanasHU MepKu:

KoMNoOHEeHTLT, onpeaensdly onacHoctTa, e Gopmamug,

é OnacHoct

H351 Mopo3npa ce, ye NPUYMHABA PaK.

H360FD Moske aa yspeay naogosutocTTa. Moxe aa yspeam
HepoaeHoTo aeTe.

H373 Moske fa NPUYUHK yBPEXKAAHE Ha OpraHuTe npu
NPOAB/MKUTENHA UAM MHOTOKPaTHa eKCnosuums.

P201 MonyuyeTe cneumanHn MHCTPYKLUMKU Npean ynotpeba.

P202 He 6opaseTe c Hero, 4oKaTo He MpoyeTeTe U He pasbepeTe

BCWMYKM NpeanasHu MepKu 3a 6e3onacHocT.

P260 He BAMLIBaNTE
npax/amm/ras/mbrna/vsnapeHns/pasnpbcKkBaHe.

P280 HoceTe 3aWmMTHM pbKasuum/3aWmTHO 061eK10/3aWwmTa Ha
ounTe/3alWwmTa Ha IMLETO.

P308+P313 Ako e u3n0eH Ha PUCK MAM e 3acerHaT: [oTbpceTe
MEeAMLMHCKA NoMoLL/BHUMAHWE.

P405 MarasuHbT e 3aK/oueH.

7. OrpaHuuyeHus

. 3a uH 8BUMPO AMarHocTMYHa ynotpeba.

. Camo 3a npodecroHanHa ynotpeba.

. Camo 33 HeaBTOMaTM3MpaHa ynoTpeba.

. AHaNUTUYHATA HOPMaJiHa rpaHuLA 3a MHTEPECYBALLMA BU aHOPMaseH

Mogen Ha curHana Tpsbea ga 6bae onpegeneHa oT KBanaubuumpaH
naToNor/reHeTUK Ha YoBeKa.

. KNMHWMUYHaTa MHTepnpeTaumsa Ha BCAKO MOJIOKMUTENIHO OLBETABaHE WK
NMncaTta Ha Takosa TpA6Ba Aa ce HanpasW B KOHTEKCTA Ha KAMHWYHATA
aHamHe3a, mopdonoruaTa, APYru XMCTOMATONOMMYHN KPUTEPUU, KaKTO
M ApYrM AMarHOCTUYHW TecToBe. MaTonor/ reHeTUK KBaauduumpaH 3a
cboTBEeTHaTa AeWHOCT e AibeH Aa nosHasa FISH conaute,
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peareHTUTE, AMArHOCTUYHWTE MAHEAM W MeToAWTe, W3MO0N3BaHM 33
nosyyaBaHe Ha ouBeTeHua npenapat. OuBeTssaHeTo Tpsbsa ga ce
M3BbPLIBA B cepTUdULMPaHa, InLEH3MpaHa nabopatopusa nog Hagsopa
Ha maTonor/ reHeTMK KBannMdULMpaH 3a CbOTBETHATA AEMHOCT €, KOWTO
OTroBaps 3a npersesa Ha ouBeTeHWTe MpenapaTi 1 3a ocurypssaHe Ha
afleKBaTHOCTTA Ha NONOXUTENHUTE U OTPULATENHUTE KOHTPONN.

. OupeTaBaHeTo Ha o6paseua, 0CO6EHO WMHTEH3MBHOCTTA Ha CUrHana u
¢$oHOBOTO ouBeTABaHe, 3aBuUcKM OT obpaboTkaTta Ha obpaseua npeau
oLBeTABAHETO. HenpasunHoto buKkeupane, 3ampasfBaHe,
pasmpassiBaHe, W3MMBaHe, CylleHe, HarpsBaHe, pA3aHe WM
3ambpcaABaHe C Apyrv npobu UAM TEYHOCTM MOXe A3 AoBede Ao
aptedak™v uam danwmem pesyntatv. HecboTseTcTBaliuTe pe3yaTaTv
MoraT Aa ce Ab/KaT Ha PasNuKM B MeToauTe Ha uUKcUpaHe U
Brpa)KAaHe, KaKTo M Ha MPUCHLUM Ha obpaseLa HepeaHoCTU.

. CoHpaTta TpsbBa A3 ce M3MoA3Ba Camo 33 OTKPMBAHE Ha JIOKycH,
onucanu B rnasa 3. "MpefocraseHu peaktueu'.

. M3nbaHeHMeTo e BaAUAMPAHO C MOMOLLTA HA NpoLeAypUTe, ONUCaHU B
TE3U MHCTPYKUMM 3a ynotpeba. MoauduKkaumute Ha Tesu npouesypu
MOraT Aa MPOMEHAT XapaKTepUCTUKUTE 1 TpsAbBa Aa 6bAaT NOTBbPAEHU
ot notpebutens. Tosu IVD e ceptudumumpan kato CE camo Korato ce
M3MON3Ba, KAaKTO € OMUCAHO B TasW UHCTPYKUMA 3a ynoTpeba B pamkute
Ha npeaBuaeHata ynorpeba.

8. Mpeuyewwm Bewecrsa

MpucbcrBawmTe B npobaTta uYepBEHW KPbBHM KJAETKM MoraT Aa nposAsAT
aBTOGNyOpeCcLEeHUMA, KOATO NPEYM Ha Pa3no3HABAHETO Ha CUrHana.

CnegnHute duKcatopm ca HecbBmectumu ¢ FISH:

. dukcatms Ha Bouin

. ®ukcatop B5

. KucenuHHum dukcatopm (Hanp. NMKpUHOBa KUcenuHa)
. ®ukcatus Ha Zenker

. AnKkoxonu (KoraTo ce “3non3BaT CamoCTOSTE/HO)

. *KunsaueH xnopug

. dopmangexma/umMHKoB GpuKcaTop

. ®ukcatopbT Ha OnaHpg,

. HebydepupaH dopmanuH

9. MogrotoBka Ha o6pasum

MoaroteeTe 06pasLMTe, KAaKTO € OMUCAHO B MHCTPYKUMWUTE 33 ynoTpeba Ha
CbOTBETHMA KOMMEKT 33 NpunaraHe Ha ZytoVision.

10. NoaroreutenHa o6paboTKa Ha YCTPONCTBOTO

MpoAyKTbT e roToB 3a ynotpeba. He ce M3KCcKBa Bb3CTaHOBABAHE, CMECBAHE UK
paspexaaHe. Mpeaum ynotpeba noctaBete coHAaTa Ha cTaiiHa Temnepatypa (18-
25 °C), 3awurteTe A oT ceeTuHa. Npeau aa otBopuTe PpaakoHa, pasbbpKaiite ¢
BOPTEKC M 3aBbpPTETE 33 KPATKO.

11. nNpoueaypa 3a aHanus

LiuTonornuHmu obpasum

MpepBaputenHa ob6paboTka Ha npobute
M3BbpweTe npeaBaputenHa obpaboTka Ha npobuTe B CbOTBETCTBUE C
MHCTPYKLMMTE 3a ynoTpeba Ha ZytoLight FISH-Cytology Implementation Kit.

[AeHatypauua u xubpnamsauuma
1. Hanecete ¢ nuneta 10 ul or coHpata BbpxXy BCEKM NpensapuTenHo
obpaboTeH obpaseL,

2. MoKpuiiTe 0bpasumTe C NOKPUBHO CTHK/IO C pasmepn 22 mm x 22 mm
(v3bsirBaiiTe 3agbpXKaHETO HA MexypyeTa) M 3ameyaTaiTe MOKPUBHOTO
CTbK/IO.

Mpenopvygame eu Oa usnonseame 2ymeH uyumeHm (Hanp. Fixogum) 3a
YNAbMHABAHE.

3. MocTaBeTe NpeaMeTHM CTbKNa BbPXY ropela njova uan xmbpuamnsatop
U aeHaTypupaite obpasuumte 3a 5 munytn npu 72 °C.

4. MpemecteTe nNpegmMeTHO CTbKIO B Kamepa 3a BIAXKHOCT U
xnbpuamsupaiite 3a egHa How, npu 37 °C (Hanp. B new, 3a
xubpuamnsaums).

BaxcHo e obpasyume 0a He uscbxeam o speme Ha xubpuouzayuama.
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Cnep, xubpuausaumata

M3BbpleTe obpaboTkaTa cneq xubpuamsaumaTa (3muBaHe,
KOHTpaougeTaBaHe, GAyopecUeHTHa MUKPOCKONMA) CbINaCHO MHCTPYKLMUTE 3a
ynotpeba Ha ZytoLlight FISH-Cytology Implementation Kit.

O6pasum FFPE

MNpeaBaputenHa o6paboTka Ha npobute

U3BbplweTte npeaaputenHa obpaboTka Ha npobute (obesnapasuTasaHe,
NpOTe0AN3a) CbINAaCHO MHCTPYKUMUTE 3a ynoTtpeba Ha Zytolight FISH-Tissue
Implementation Kit.

[OeHatypauuma u xubpuausauua
1. Hanecete ¢ nuneta 10 ul oT coHpaTa BbpxXy BCEKM NpensapuTesHO
obpaboTeH obpase,

2. MokpuiiTe 06pasumTe C MOKPUBHO CTHKIO € pasmepn 22 mm x 22 mm
(n3barBaiiTe 3agbpaHeTo Ha MexypdeTa) W 3anedataiTe MOKPUBHOTO
CTBKIO.

Mpenopvygame eu Oa u3nonsgame 2ymeH uyumeHm (Hanp. Fixogum) 3a
YNAbMHABAHE.

3.  TlocraseTe nNpeAMeTHU CTbKAA BbPXY ropelya naoya uim xubpuamusatop
1 AeHatypupaiite obpasumte 3a 10 munyti npm 75 °C

4. T[pemecreTe npeamMeTHM CTbKAa B Kamepa 3a BAXKHOCT U
xnbpuamsupaiite 3a egHa How, npu 37 °C (Hanp. B new 3a
xnbpuamsaums).

BaxcHo e obpasyume 0a He u3cbxeam o epeme Ha xubpuouzayuama.

Cnep xubpuausaumata

MN3BbpLIeTe obpaboTtkaTta cnep, xubpuamsaumata (u3muBaHe,
KOHTpaougeTABaHe, GNyopecUeHTHa MUKPOCKONMA) CbIacHO UHCTPYKLMUTE 3a
ynotpeba Ha ZytoLight FISH-Tissue Implementation Kit.

12. TobnkyBaHe Ha pesyntatute

Mpu M3nonssaHe Ha NOAXOAAWM GUATBPHWU KOMMAEKTU XMBPUAN3ALMOHHNTE
CUrHaNM Ha CoHAaTa U3rNeXAaT 3eNeHn (aucTanHo oT obnacTTa Ha NpeKbeBaHe
Ha NTRK3) u opaHxeBu (npokcumanHo oT obnactta Ha MNpekbcBaHe Ha
NTRK3).

HopmanHa cutyaums: B uHtepdasute Ha HOPMaNHU KNETKM MAN KNeTKku 6e3
TpaHcnoKauusa, Bkaousawa obnactta Ha reHa NTRK3, ce nossasat asa
3eneHn/opaHKeBn CUrHana 3a camsaHe. (Bx. our. 2).

HeobuuaitHa cutyauma: EgHa obnact Ha reHa NTRK3, 3acernata ot
TpaHcaoKauus, e o603HayYeHa C eAuH OTAENEH 3eeH CUMHAN U eiuH OTAeNeH
OpaHKeB CUrHa. M30nmMpaHnTe OpaHKeBM CUrHaNWM ca pesyaTaT oT Aeneuuu,
pa3nonoXKeHW AMcTanHo oT obnactta Ha npekbeBaHe Ha NTRK3, wam ce
Ob/mKaT Ha HebanaHcMpaHW TPaHCNOKaUMM, 3acsaray Tasv XpPOMO3OMHA
obnacT (BX. purypa 2).

lpunoKpusawume ce cucHaau mo2am da ce 10ABAM KAMO XbAMu cu2Hanu.

KOMM/IEKT ABOMHM IEHTOBM GUATPM 3a 3eeH/OpaHIKeB LBAT

HopmanHa cutyauns AbepaHTHa cuTyaums AbepaHTHa cuTyaums

®ur. 2: OuakBaHW pe3ynTaT Npu HOpManHu u abepaHTHM aapa

feHOMHUTe abepauun, ObaxalWy Ce Ha MaiKu Aeneuuu, AynavKaumum uam
MHBEPCMM, MOraT Aa A0BeAaT A0 HesabenexnmMu CUrHasHK Mogenu. B Hakou
HeobuyalHM Npobu moraT ga ce HabawAaBaT APYrM MOAENN HA CUTHaNW,
pa3NIMYHK OT ONUCaHUTe no-rope. Te3u HeoYaKBaHW CUTHANHWU MogeNVU Tpabsa
Aa 6bAaT AOMbAHUTENHO M3CNeABaHM.

Mons, o6bpHeTe BHUMaHue:

. Mopagyn oeKoHAEH3MPaHMA XPOMATUH eauHuYHUTe FISH curHann morat
Oa ce NoABAT KaTo MaslkM CUTHaNHU KabcTepu. CnegoBaTenHo Asa uam
TPU CUrHanNa c eAHakbB pasmep, pasfeneHn Ha pasctoaHne =< 1
OMameTbp Ha cUrHana, Tpabea Aa ce cuMTaT 3a eAuH CUTHan.
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. He oueHABaiTe NPUNOKPUBALLM Ce AApa.

. He 6poiiTe npekaneHo pasrpageHuTe Aapa (pasnosHasa ce No TbMHUTE
06/1aCTH, KOUTO Ce BUXKAAT BbTpe B AgpaTa).

. He 6poiite agpaTta cbC CMAHA aBTOG/yOpECLEHLMSA, KOATO Mpeun Ha
pa3no3HaBaHeTo Ha CUrHana.

. OTpuuateneH uau HecneuuduyeH pesyntaT MOXe Aa Ce AbMKU Ha
MHOKecTBO daKTopm (B:K. rnasa 16 "OTcTpaHaBaHe Ha Nnpobaemn").

. 3a fja ce MHTepNPEeTMPaT NPaBUAHO Pe3yNTaTuTe, NoTpebuTenaT Tpabea
[a Ba/nAMpa TO3M NPOAYKT Mpeau M3MO0N3BAHETO My B AMArHOCTUYHM
npoueaypy B CbOTBETCTBME C HALMOHANHWUTE U/WAWM MEXKAYHApOAHUTE
HaCoKMN.

13. MMpenopbunTenHu npoueaypu 3a KOHTPOA Ha KauecTBOTO

3a pa ce cneau 3a NpaBUAHOTO GyHKUMOHMPaAHe Ha obpaboTeHuTe npobu m
TECTOBUTE PeaKTUBM, BCEKU aHaNU3 TpabBa Aa ce NPUAPYMKaBa OT BbTPELLHU 1
BbHLWHKW KOHTPO/U. AKO BbTPELIHUTE W/UAU  BbHIUHWUTE KOHTPOAU He
[EeMOHCTPUPAT NOAXOAALLO OLBeTABaHe, pesyatatute ¢ Npobu OT MauueHTU
Tpab6Ba Aa ce cuMTaT 3a HeBaMAHM.

BbTpewleH KOHTpon: HeHeonnacTMyHW KNeTKM B obpasela, KOUTO MMaT
HOpMasneH curHan, Hanp. pubpobnactu.

BbHLWWHO ynpasneHue: BanvanpaHu NONOKUTENHW U OTPULATENHN KOHTPONHM
obpasum.
14. PaboTHM XapaKTEePUCTUKM

14.1 Uuronornuxmn obpasum

M3nbaHeHneTo bGellle OLEHEHO CblNacHO WMHCTPYKUMWTe 3a ynoTpeba Ha
komnnekta_ZytoLight FISH-Cytology Implementation Kit.

AHanUTMYHa 100% (95% Cl 98.5 - 100.0)
4YBCTBUTENHOCT:

AHaNUTUYHA 100% (95% CI 97.0 - 100.0)
cneyuPuUHoOCT:

14.2 O6pasumn FFPE

M3nbnHeHneTo belle OLEHEHO CblNacHO WMHCTPyKumuTe 3a ynoTpeba Ha
komnnekta_ZytoLight FISH-Tissue Implementation Kit.

AHanUTMYHa 100% (95% Cl 98.5 - 100.0)
4YBCTBUTENHOCT:

AHanNUTUYHA 100% (95% CI 97.0 - 100.0)
cneyupuUHoOCT:

15. WU3xBbpnaHe

M3xBbpaAHETO Ha peareHTUTe TpsbBa fa Ce M3BbPLIBA B CbOTBETCTBUE C
MecTHWUTe pasnopesbun.

16. OrtcrpaHaBaHe Ha HEM3NPABHOCTM

BcAKO OTKNIOHEHME OT MHCTPYKLMUTE 3a paboTa MoKe Aa AoBeae A0 MO-HUCKK
pe3ynTaTu Npu ouBeTABaHETO MW A0 InNca Ha ouBeTABaHe. HAKoM OT cbBeTUTe
B TO3M pas3gen ce npwaaraT camo npu usnonssaHe Ha ZytoLight FISH-Tissue

Implementation Kit. Mons, BuXTe www.zytovision.com 3a noseuye
MHopmaums.

Cnabu curHanu uam nnMnca Ha Takuea

Bb3moXKHa npuymHa [Oelicteue

KnetTbyHa uaM TbKaHHa OnTMMU3MpaiiTe BpemeTo 3a

npoba He e puKcMpaHa duKcmpaHe u pukcatopa nnm
npaswaHO NpUIOXKeTe CTbMNKa cnes GUKcupaHe,
KaKTo e onucaHo B "nmpoueaypa 3a
aHanu3" B pbKoBOACTBOTO 3a ZytoLight
FISH-Tissue Implementation Kit.

OnNTMMKU3NpPaTe BpEMETO 3a
MHKYBUpaHe Ha NencuH, ako e
HeobXoAMMO, YBEIMYETE UK HaManeTe

MpoTeonutnyHaTa
npeagaputenHa obpabotka
He e U3BbPLUEHA NPAaBUIHO
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MsnapﬂBaHe Ha COHAaTa

KoraTo usnonssate xubpuamsarop,
M3MNON3BaHETO Ha MOKpUTe
NeHTW/HanbAHeHUTe ¢ Boaa
pesepBoapu e 3agbKuTenHo. Mpu
M3MoN3BaHe Ha newy 3a xubpuamnsaums
€ 334 b/IKMTE/IHO M3MO/I3BAHETO Ha
Kamepa 3a BnaxkHocT. OcBeH ToBa
MOKPUBHOTO CTbKAO TpAbBa Aa ce
3anevarta Hanb/HO, Hanp. ¢ Fixogum,
3a a ce NpefoTBPaTU U3CbXBAHETO Ha
npobata no Bpeme Ha xubpuamsaumsaTa

(A

Tebpae KpaTko Bpeme 3a
nMHKy6upaHe Ha DAPI

PerynupaHe Ha Bpemeto 3a
MHKy6UpaHe Ha DAPI

M3non3BaHn HenoaxoaaLm
OUNTBPHU KOMMNIEKTH

N3non3gaiTe GUATHPHU KOMMNEKTH,
noaxoAAwy 3a dbayoxpomute Ha
coHAara.

Komnnaekmume ¢unmpu ¢ mpoliHu
fleHmu ocuaypAaeam ro-masaKo
ceemsuHa 8 cpasHeHue ¢
Kommsaekmume ¢uampu ¢ eoHa uau
dee neHmu. CaedogamesHo cueHanume
mozam 0a usaanexoam rno-caAabu, ako
ce u3n0s38am me3u KoMrnaekmu om
mpusneHmosu guampu

CUrHasim 3a KpbCTocaHa Xxmbpuausaums; 3awymeH ¢oH

Bb3moxkHa npu4nHa

[OevictBune

HenbnHo obesnapasuTaBaHe

M3nonsBaiiTe npecHW pasTeopw;
npoBepeTe NPOABLAKUTENHOCTTA HA
AenapadpuHupaHeTo

Tebpae cunHa
NpOTEONUTUYHA
npeaBapuTenHa obpabotka

HamansBaHe Ha BpemeTo 3a
MHKy6UpaHe Ha nencuH

CnaiipoBe, oxnafeHu oo
CTallHa TemnepaTypa npeau
xubpuamsaumn

MNpemecTeTe npeameTtnTe 6bP30 B8 37
0,
C

PaspyweHa mopdonorus

Bb3moxkHa npu4nHa

[Oevicteune

KnetbyHaTta UM TbKaHHaTa
npoba He e puKcMpaHa

OnTMMn3MpalTe BpemMeTo 3a GUKCUPaHe
1 duKcaTopa UAKU NpUoXKeTe CTbMKA

npeagaputenHa obpabotka
He e U3BbpLUEHA NPABUIHO

npasuaHO cnep, GUKCMpaHe, KaKTo e OnucaHo B
"npoueaypa 3a aHanm3" B pbKOBOACTBOTO
3a ZytoLight FISH-Tissue Implementation
Kit.

MpoTeonutnuHata OnTMMU3MpaiiTe BpemeTo 3a

MHKYBMpPaHe Ha NencuH, ako e
HeobXxoaMmo, Hamanete ro

HepocTtaTbyHO M3cylwaBaHe
npeay HaHacAHe Ha coHaaTa

YAbKaBaHe Ha CyLIEHETO Ha Bb3AyX

Mpunokpusalm ce agpa

Bb3moXKHa npuymHa

[Oevicteune

Henogxoasawa aebennHa Ha
TbKaHHWUTE paspesu

MoaroTteaHe Ha 2-4 UM MUKPOTOMHM
paspesu

06pa3u,wre ce usgurart ot npegmeTHO CTbK/10

Bb3moXKHa npuymHa

[Oeiicteune

TeBbpae cunHa
NpPOTEONUTUYHA
npeagaputenHa obpabotka

HamanssaHe Ha BpemeTo 3a
MHKYBUpaHe Ha nencuH

Cnabo KOHTPACTHO ouBeTABaHe

Bb3moXKHa npuymHa

[Oeiicteune

HWCKOKOHLEeHTpUpaH
pasteop Ha DAPI

BmecTo TOBa u3nonssanTte
DAPI/DuraTect-Solution (ultra) (Prod.
No. MT-0008-0.8)
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17. DNwutepatypa

University Press (1992) ISBN 0 19 963327 4.

18. Pesusua

I::E:I www.zytovision.com
Mons, BukTe www.zytovision.com

Kievits T, et al. (1990) Cytogenet Cell Genet 53: 134-6.
Wilkinson DG: In Situ Hybridization, A Practical Approach, Oxford

3a Hal-HoBuTe WUHCTPYKUMKN 3a

ynotpeba, KaKTo 1 338 MHCTPYKLMK 3a ynoTpeba Ha pas/IuHmM e3nuy.

HawwuTe eKcnepTy ca Ha pa3nosioKeHue, 3a a OTFTOBOPAT HA BbMNPOCUTE BU.
Mons, cebprKeTe ce ¢ helptech@zytovision.com

3a o0b6o6uweHrne Ha 6e3onacHocTTa M edeKTUBHOCTTA, MOJA, BUNKTE

www.zytovision.com.

ZytoVision GmbH
Fischkai 1

27572 Bremerhaven/ lrepmaHus
TenedoH: +49 471 4832-300

dakc: +49 471 4832-509
www.zytovision.com

Nmeiin: info@zytovision.com

TbproBCKU MapKu:

ZytoVision® n ZytoLight * ca TbproBckm mapku Ha ZytoVision GmbH.

ZytoLight SPEC NTRK3 Dual Color Break Apart Probe
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