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ZYTOVISION

ZytoLight
SPEC MYC Dual Color Break Apart Probe

Z-2090-50
Z-2090-200

N/ 5(0,05 ml)
N/ 20(0,2 ml)

3a KauyecTBEHO OTKPMBAHE HA TPAHCAOKaLMK, BK/IKOYBALLM
yosewwkua reH MYC B 8q24.21, upes dnyopecueHTHa /n
situ xubpupusaums (FISH)

4250380P135QV

C€

0124

VD]

MNH BUTPO AMArHOCTUYHO MEAMUMHCKO YCTPOMCTBO

8 cvoteetctaue c VDR (EC) 2017/746

1. nMpeasuaeHa uen

Congata Zytolight SPEC MYC Dual Color Break Apart Probe (PL49) e
npeAHasHayeHa 3a KauyecTBEHO OTKpPMBaHe Ha TPaHCAOKaLMM, BK/IHOYBALLM
yosewkus reH MYC B 8924.21 B uMTONOTMYHM WM GUKCUMPaAHU BbLB
bopmanuH, BKIOYeHM B mapadvH nNpobu, Kato audyseH eapokneTbyeH B-
numdom (DLBCL) nam naumbom Ha Burkitt (BL), upes dayopecuenTHa in situ
xubpuamnsaums (FISH). Conpata e npegHasHadeHa pga ce wv3nosissa B
KombuHauusa ¢ komnnektn Zytolight FISH Implementation Kits (Prod. No Z-
2028-5/-20, uan Z-2099-20).

MpoayKTbT e npefHasHauyeH camo 3a npodecuoHanHa ynotpeba. Bcuuku
TecToBe, MpPWU KOUTO ce M3MoA3Ba MPOAYKTHT, TpabBa Aa ce M3BbpLIBAT B
cepTudMLMpPaHa, J/IMLEH3MPaHa naTo/oroaHaToMuyHa JslabopaTtopus nof
HaboAeHNEeTO Ha NaTonor/ reHeTUK KBaMduLMpaH 3a CboTBETHaTa AeNHOCT.

CoHpaTta e npefHasHayeHa Aa ce M3M0/13Ba KaTo MOMOLLHO CPeACTBO Mnpw
andepeHumanHata gmarHosa Ha DLBCL wam BL n He Tpsabsa pa ce
npeanpuemat TepaneBTUYHM MEPKM CaMo Bb3 OCHOBa Ha pesynTaTa OT TecTa.

2. MpuHUMN Ha M3NUTBaHe

TexHuKaTa Ha dnyopecueHTHaTta in situ xubpuamsaums (FISH) nossonssa
OTKPUBAHETO W BU3yaZIM3MPAHETO Ha crneundUYHU MNOoCNeAoBaTENHOCTU Ha
HYKNIEMHOBU KUCE/IMHW B KNETbYHM Npenapatu. ayopecueHTHO MapKupaHuTe
OHK ¢parmeHTn, T.Hap. coHam 3a FISH, 1 TexHUTe KOMNNeMeHTapHU Lenesu
[HK Bepuru B npenapatute ce Ko-AeHaTypmpaT U BNOCAeACTBME Ce OCTaBAT Aa
ce HarpsaBsaT no Bpeme Ha xubpuausaumata. Cnen ToBa HecneunduyHUTe U
HecBbp3aHM GpparmMeHTU Ha COHAATa Ce OTCTPaHABAT Ype3 CTPUKTHO U3MUBAHE.
Cnep, KoHTpaouseTtsiBaHe Ha [HK c DAPI xvubpuausnpaHute dparmeHTH Ha
coHAaTa ce BW3yanuM3upat C nomowTa Ha ¢ayopecueHTeH MUKPOCKoN,
obopyaBaH C Bb3OYKAAWM W €MUCUOHHM  GUNTPKU, cneundUyHn 3a
dNyopoxpomnTe, C KOMTO Ca MapKMpaHuU AUPEKTHO ¢parmeHTuTe Ha FISH
coHAarTa.
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3. MNpepocraseHn peakTusm

CseTnmnata ZytoLight SPEC MYC Dual Color Break Apart Probe ce cbcrom
oT:

. ZyGreen (b3byxpaHe 503 nm/usnvusaHe 528 nm) mapkupanu
nonaunykneotnan (~10,0 ng/ul), Kouto ca HacoueHun Kbm
nocneaoBaTesIHoOCTH, KapTorpadupaHu B 8g24.21*

(chr8:130,373,051-130,930,673) aucranHo oT obnactta Ha
npekbcaHe Ha MYC (. dur. 1).

. ZyOrange (Bb3bykpaHe 547 nm/usnbusaHe 572 nm) mapkupaHu
nonuHykneotnan  (~4,5 ng/ul), KoutTo ca  HacoueHu  Kbm
nocaef0BaTeNHOCTH, KapTorpadupaHm B 8924.21*

(chr8:127,888,765-128,363,281), 6a30 po obnactta  Ha
npekbcaHe Ha MYC (. ¢dur. 1).

. XubpuamsaumoHeH bydep Ha 6asaTa Ha popmamug,

*cnopea, cbbpaHMeTo Ha YoselwKna reHom GRCh37/hg19

D8S1090 RH76568
SHGC-130556 RH111928
5 3
L I h
Ty I -
MYC
 —
~ 475 kb ~ 645 kb
Cen « 8g24 .21 » Tel

®urypa 1: SPEC MYC Kapra Ha coHpara (6e3 mawab)

CseTnmnata ZytoLight SPEC MYC Dual Color Break Apart Probe ce npeanara
B 4Ba pasmepa:

. Z-2090-50: 0,05 ml (5 peakumu ot no 10 ul scaka)
. Z-2090-200: 0,2 ml (20 peakumu ot no 10 ul scaka)

4. Heobxoaumu maTepuanyu, KOMTO He Ca OCUFypeHU

. MONOKUTENHM 1N OTPULATENIHN KOHTPOHU 06pasum

. Xubpuansatop uam ropewa naova
Xnbpuansatop unm Kamepa 3a BNaXKHOCT B NewuTa 3a xmbpuamsauma
Tavimep

OugeTaABaHe Ha BypKaHW MW BaHM
KannbpupaH TepmomeTsbp
Peryavpyemu nunetu (10 ul, 25 ul)
ETaHON MK peaKkTUBEH anKkoxon

. [eiioHn3npaHa uan gectuampara Boga
MokpueHU cTbka (22 mm x 22 mm, 24 mm x 60 mm)

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

. Moaxoaawo noaabpskar payopecueHteH mukpockon (400-1000x)
Macno 3a notansHe, ogo6peHo 3a GpyopecueHTHa MUKPOCKONUA
Moaxoaawm GUATLPHM KOMMNEKTH

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

. MMKPOCKONCKM CTbKAa, 63 nokputHe

. BogHa 6ans (70 °C)

. 37% dopmangexuna, 6e3 kucenmun, nam 10% dpopmanuH, HeytpanHo
bydepupaH

. 2 nbTu dusmonormyeH pasteop ¢ Hatpues umtpat (SSC), Hanp. ot 20x

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

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

. MWKPOCKONCKM CTbKAA, MONOKUTENHO 3apeseHu
. BoaHa 6ans (37 °C, 98 °C)
° Keunnon
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5. CoxpaHeHue u ob6paboTka

CbxpaHsaBaiiTe npu Temnepatypa 2-8 °C B U3NpaBeHO NONOKEHME, 3aLUMUTEHO OT
cBeT/MHa. M3non3Baiite Ha 3aLLMTEHO OT CBET/IMHA MACTO. BbpHeTe B ycioBuATa
Ha CbxpaHeHue BegHara cneg ynotpeba. He u3nonssaiite peareHtute cneg
M3TMYaHEe Ha CPOKa Ha ro4HOCT, NOCOYeH Ha eTuKeTa. [poAyKTbT e cTabuneH go
[AaTtaTa Ha M3TMYaHe Ha CPOKa Ha roAHOCT, MOCOYEHa Ha eTUMKeTa, Korato ce
TpeTvpa No NoAXoAsALL HaUYMH.

6. NpeaynpexpaeHus U npeanasHN MepKU

. MpoueTeTe MHCTPYKLUMKTE 3a ynoTpeba npeau Aa rv usnonssare!
. He usnonsgaiite peareHTUTe cnea U3TMUaHe Ha Cpoka Ha rogHocT!
. TO3M MPOAYKT CbAbprKa BelLecTsa (B HUCKM KOHLEHTpauuu u obemu),

KOMTO ca BpeAHM 3a 34paBeTO M NOTEHLMANHO UHPEKLMO3HU. U3bArBaitTe
BCAKAKbB MPAK KOHTAKT C peakTuBuTe. BaemeTe NoaxoAsaly Mepku 3a
3awmTa (M3non3BaiTe pbKaBMUM 33 eAHOKpaTHa ynotpeba, 3aliuTHM
oumnna u nabopatopHo ob6nekno)!

. [loknasBaiiTe 3a BCEKWU CEPUO3EH MHUMAEHT, Bb3HUKHAA BbB BPb3Ka C
NPOAYKTa, Ha NPOV3BOAUTENS U HA KOMMETEHTHWS OpraH CbrAacHO
MecTHuTe pasnopeabu!

o Ako peareHTUTe NonagHaT BbpPXYy KOXaTa, He3abaBHO s U3NiaKHeTe C
ronAMo Kosam4yectso soaa!

. Mpu nouckeaHe 3a npodecuoHanHUA noTpebuTten ce npenocTasa
MHbOPMALMOHEH UCT 3a 6e30MacHOCT Ha maTepuana.

. He n3nonsgaiiTe NOBTOPHO peareHTUTE, OCBEH aKo NOBTOPHATa ynoTpeba
He e U3PUYHO pa3peLleHa!

. N36AreaiiTe KPbCTOCAHO 3aMbPCABAHE Ha NPOBUTE, Tbii KAaTO TOBa MOXKE
[a foBefe [0 rpelHmn pesyaTaTy.

. CoHpaTta He TpsabBa Ja ce M3nara Ha CBETAMHA, OCOBEHO Ha CWiHa
CBET/IMHA, 33 NO-AbAbI NepUoA, OT Bpeme, T.e. BCUUYKM CTbMKK TpAabBea Aa
Ce M3BbPLUBAT, KOraTo € Bb3MOMHO, Ha TbMHO WM/M/AM C MOMOLUTA Ha
CBET/I0YCTONYMBM CbAO0BE.

MpeaynpeskaeHUa 3a ONACHOCT U NpeanNasHU MepKU:

KOMNOHEHTHT, onpeaensiy, onacHocTTa, e bopmamua,

é OnacHoct

H351 Mopo3npa ce, ye NPUYMHABA PaK.

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

H373 Moske fa NPUYUHK yBpEeXKAAHE Ha opraHuTe npu
NPOABMKUTENHA UAM MHOTOKPATHa eKCno3uuums.

P201 MonyyeTe cneumanHn MHCTPYKLUUKU Npeau ynotpeba.

P202 He 6opaBeTe ¢ Hero, OKaToO He NpoyeTeTe U He pasbepeTte

BCUYKM NpeanasHU MepPKU 3a 6e3onacHocT.

P260 He BAMLLBaNTE
npax/aum/ras/mbraa/vmsnapeHuns/pasnpbCcKBaHe.

P280 HoceTe 3aWmMTHN pbKaBMum/3aWmMTHO 061eKN0/3aWmTa Ha
ounTe/3alWwmTa Ha IMLETO.

P308+P313 Axko e u3n0oeH Ha pUCK wMaM e 3acerHaT: [oTbpcerte
MeAMUMHCKa NOMOLL/BHUMaHWe.

P405 MarasuHbT e 3aK/lo4eH.

7. OrpaHuuyeHus

. 3a uH 8UMPO AMarHoCTMYHa ynotpeba.

. Camo 3a npodecnoHanHa ynotpeba.

. Camo 3a HeaBTOMaTu3MpaHa ynoTtpeba.

. KNuHWYHaTa MHTepnpeTaums Ha BCAKO MOJIOXKWTE/IHO OLBETABaHE WU

iMncaTta Ha TakoBa TpA6Ba Aa ce HanpaBu B KOHTEKCTa HA KAMHMYHATA
aHamHesa, mopdonoruaTa, APYr1n XMCTONaToNOrMYHN KPUTEPUM, KAKTO U
APYrY AWMArHOCTUYHM TecToBe. NaTtosior/ reHeTMK KBasmduuupaH 3a
CbOTBETHATA AEMHOCT e ANbXKeH Aa no3HaBa FISH coHauTe, peareHTuTe,
OMarHOCTUYHUTE MaHenu U MetoamTe, M3MOA3BaHM 3a NoJiyyaBaHe Ha
ouseteHus npenapat. OugeTaBaHeTo TpAb6Ba [fa ce M3BbpWBA B
cepTudMLMpaHa, MUeH3MpaHa nabopatopus Nog Hag3opa Ha natonor/
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reHeTuK KBaI'IMd)MLI,MpaH 3a CbOTBETHATa ,D,eﬁHOCT e, KOMTO oTrosapsa 3a
npernega Ha ouBeTeHUTe NpenapaT U 3a OCUrypABaHe Ha aJeKBAaTHOCTTA
Ha NONIOXUTENTHUTE U OTPULLATE/THUTE KOHTPONN.

. OuBeTABaHeTO Ha obpasela, 0COBEHO MHTEH3MBHOCTTA Ha CUrHana u
$OHOBOTO ouBeTABaHe, 3aBUCU OT obpaboTkata Ha obpaseua npeau
ouBeTABaHETO. HenpasunHoTto duKcupaHe, 3ampassiBaHe,
pa3smpassBaHe, UW3MMBaHe, CylleHe, HarpsaBaHe, pfA3aHe WAn
3ambpcaABaHe C ApyrM nNpobu UAM TEYHOCTM MOKe fa [oBefe A0
aptedak™ unu ¢anwmsm pesynTatu. HecboTBeTCTBaLWTE pPe3yaTaTH
MOraT Aa Ce Ab/KaT Ha Pas/IMKK B MeToAWTE Ha GUKCUPaHe U BrpaxaaHe,
KaKTO M Ha NpuCcblum Ha o6paseLia HepeaHOCTH.

. CoHpata TpabBa Aa ce M3Mo/138a CaMo 3a OTKPMBAHE Ha JIOKYCH, ONUCaHU
B rnaBa 3. "MpegocTtaBeHn peaktnen'.

. M3nbAHEHMETO € BaMAMPaHO C NOMOLLTA Ha NPOLEeAypPUTE, ONUCAHU B
Te3n MHCTPYKUMM 3a ynotpeba. Moandukaumute Ha Tesn npouenypu
MOraT Aa NPOMEHAT XapaKTEPUCTUKMTE M TpAabBa Aa 6bAAT NOTBbPAEHU
oT notpebutensa. Tosm IVD e ceptuduumpar kato CE camo korato ce
M3M0/3Ba, KAaKTO € ONUCaHO B Tasn MHCTPYKLUMA 3a ynoTpeba B pamkuTe
Ha npeaBuaeHata ynotpeba.

8. nMpeuewm Bewecrsa

anCbCTBaLLI,MTe B npo6a1’a 4yepBeHU KPBBHU KNETKU MOraTt Aa npoABAT
aBTOd)ﬂyOpeCLI,eHLI,Mﬂ, KOATO Npeyn Ha pa3no3HaBaHEeTO Ha CMrHana.

CnepHute puKcaTopm ca HecbBmecTUMM ¢ FISH:

. ®ukcatus Ha Bouin

. ®ukcatop BS

. KucennHHu dprkcaTopu (Hanp. NMKPUHOBA KMCEUHA)
. ®uKkcatus Ha Zenker

. ANKOXO0/M (KOraTo ce U3MoN3BaT CaMOCTOATENHO)

. *KunsaueH xnopug

. dopmangexva/umHKos dpukcatop

. ®dukcaTopbT Ha OnaHg,

. HebydepupaH dopmanuH

9. MNopgrotoska Ha 06pa3um

MoproTeete 0bpasuMTe, KaKTO € OMUCAHO B WMHCTPyKUMUTEe 33 ynoTpeba Ha
CbOTBETHMA KOMMEKT 33 NpunaraHe Ha ZytoVision.

10. NoaroTreutenHa o6paboTKa Ha yCTPOMCTBOTO

MpoayKTLT e roTos 3a ynotpeba. He ce M3MCKBa Bb3CTaHOBABaHe, CMECBaHe UK
paspexgaHe. Npean ynotpeba noctaBeTe coHAaTa Ha cTaliHa Temnepatypa (18-
25 °C), 3awumTeTe A oT cBeTAnHa. Mpeau aa otBopuTte GpaakoHa, pasbbpKaiTe C
BOPTEKC M 3aBbPTETE 3a KPATKO.

11. Npoueaypa 3a aHanu3

LiutonornuHmn obpasuym

MNpeasapuTtenHa obpaboTtka Ha npobute
M3BbpleTe npeasaputenHa obpabotka Ha npobuTe B CLOTBETCTBUE C
MHCTPYKumuTe 3a ynoTpeba Ha ZytoLight FISH-Cytology Implementation Kit.

[LeHaTypauums u xmbpuausaums
1. HaHecete ¢ nuneta 10 ul ot coHpata BbpXy BCeKW NpeaBapuTEsHO
obpaboTeH obpaseu,

2. MokpwuiiTe 06pasumTe C MOKPUBHO CTHKO € pasmepn 22 mm x 22 mm
(u3bsrsaiiTe 3agbpKaHeTo Ha MexypyeTa) M 3anedyaTtaiTe MOKPUBHOTO
CTbK/O.

Mpenopvyeame eu Oa usnonseame 2ymeH yumeHm (Hanp. Fixogum) 3a
yNAbMHABAHE.

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

4. MpemecteTe nNpegmMeTHO CTbKAO B Kamepa 3a BJAKHOCT MU
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, xubpuaumsauymata

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

O6pasumn FFPE

MpepBaputenHa obpabotka Ha npobute
M3ebpleTte npeasaputenHa obpaboTka Ha npobute (obesnapasuTasaHe,
NpoTeo/n3a) CbrNacHO MHCTPyKuMuTe 3a ynotpeba Ha Zytolight FISH-Tissue

Implementation Kit.

[eHatypauma u xubpuausauus
1. HaHecete ¢ nuneta 10 ul ot coHpata Bbpxy Bceku npesBapuUTENHO
obpaboTeH obpaseL,

2. MokpuiiTe 06pasumTe C MOKPUBHO CTHKIO € pasmepn 22 mm x 22 mm
(n3barBaiiTe 3agbpaHeTo Ha MexypdeTa) W 3anedaTaiiTe MOKPUBHOTO
CTBK/O.

Mpenopvysame 8u Oa usnonsgame eymeH uyumenm (Hanp. Fixogum) 3a
YNAbMHABAHE.

3. MocraseTe NpeAMETHU CTbKAA BbPXY ropelya njova uam xubpuausatop
1 geHaTypupaiite obpasumte 3a 10 munyti npm 75 °C

4. MpemecteTe nNpeamMeTHW CTbKAa B Kamepa 3a  BNAXHOCT W
xnbpuausmpaiite 3a egHa How, npu 37 °C (Hanp. B new 3a
xnbpuamsaums).

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

Cnep xubpugusaumarta

MN3BbpLieTe obpaboTkaTa cneg xnbpuamsaumaTa (u3muBaHe,
KOHTpaougeTABaHe, GNyopecLeHTHa MUKPOCKONWA) CbIacHO UHCTPYKLMUTE 33
ynotpeba Ha ZytoLight FISH-Tissue Implementation Kit.

12. TobnkyBaHe Ha pesyntatute

Mpu n3nonssaHe Ha NOAXOAAWM GUATBPHU KOMNAEKTU XMBPUAN3ALUOHHUTE
CUrHa M Ha COHAATa U3MEXAAT 3eNeHU (ANCTanHo oT 061acTTa Ha NpeKbeBaHe
Ha MYC) n opaHxeBu (npokcumanHo ot obnactta Ha npekbcBaHe Ha MYC).

HopmanHa cutyauma: B uHTepdasute Ha HOPMaNHU KNETKU UAN KNeTKU 6e3
TpaHcnoKauma, BkAouBawa obnactta Ha reHa MYC, ce nossssat Aga
3en1eHU/OpaHKeBU CUTHANA 3a camBaHe. (BXk. dur. 2).

HeobuuaitHa cutyauma: EaHa obnact Ha reHa MYC, 3acerHata ot
TpaHC/IoKaums, e 0603Ha4YeHa C efMH OTAENEH 3e/1eH CUrHal U eAuH OTAeNeH
opaH:Kes curHan (ex. ourypa 2).

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

KOMM/IEKT ABOMHM IEHTOBM GUATPM 3a 3e/1eH/OpaHIKeB LBAT

HopmanHu KneTku AbepaHTHa cuTyaumn

®ur. 2: OyakBaHU pe3ynTaTM Npu HOPMaAHU U abepaHTHM aapa

feHOMHUTe abepauun, ObaXKalWy Ce Ha MajiKu Aeneuuu, AynavKaumu uam
MHBEPCMM, MOraT Aa A0BeAaT A0 He3abeneskMmm cUrHaaHu Mogenu.
ANTEPHATUBHMTE TOYKM Ha MpekbcBaHe, ocobeHo HabawogasaHu npwu
BapuaHTUTe Ha TpaHcaokauma Ha MYC 1(8;22) u t(2;8), moraT aa gosegat fo
pas/MyHM OT OMUCaHUTE MO-TOpe CUTHaNHW Mogenn uaum Ao anawuso
OTpULATENHU  CUTHAAHWM  mogenu. Mons, nposepeTe  BHUMATENHO
NoKanusaumsaTa Ha coHgata (8. ¢wur. 1). HeouyakBaHUTe cUrHanHuM moaen
WK pe3ynTaTtv TpsabBea Aa ce u3cneasaTt AOMbAHUTENHO.

B HAKOM HeobuyaliHW nNpobu moraT aa ce HabnogasaT ApyrM mMoaenu Ha
CUrHaNW, Pas/MYHKU OT OMMCaHUTE No-rope. Te3nm HeouyaKBaHW CUIHajHM
mopenu Tpabea ga 6bAaT AONBAHUTENHO M3CEABaHM.
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Az
Mons, o6bpHeTe BHUMaHue:
. Mopaau AeKoHAeH3MpaHua XpoMaTuH eanHmnyHute FISH curnanm morar
[a Ce NoABAT KaTo MasikuM CUrHa/HW KabcTepu. CnegosaTtesiHo Aga uau
TPWM CUrHana C eAHaKbB pasmep, pasfdeneHn Ha pasctosHve < |1
AMaMeTbp Ha curHana, Tpabsa 4a ce cuMTaT 3a e4MH CUrHan.

. He oueHnBaiiTe npMnoKpmBaly ce Aapa.

. He 6poiite npekaneHo pasrpafeHnTe aapa (pasnosHasa ce no TbMHUTE
06.1acT1, KOMTO ce BUKAAT BbTpe B AAparta).

. He 6poiite agpaTta cbC cuaHa aBTOdyOpECLEeHLMsA, KOATO Mmpedun Ha
pa3no3HaBaHeTo Ha curHana.

. OTpuuateneH uan HecneuuduyeH pesyntaT MOKe fAa Ce AbAXKM Ha
MHOecTBO dakTopu (BK. rasa 16 "OtcrpaHssaHe Ha npobnemu").

. 3a fa ce MHTepnpeTMpaT NPaBUAHO pe3yaTaTuTe, notpebutenat Tpabea
[a BanAuAavpa To3n MPOAYKT Npeay U3MoA3BaHETO My B AMArHOCTUYHU
npoueaypy B CbOTBETCTBME C HALMOHANHUTE U/UAKM MEXKAYyHapOAHUTE
HaCcoKM.

13. NpenopbuuTenHu npoueaypu 3a KOHTPOA Ha KauecTBOTO

3a fa ce cneay 3a NPaBUAHOTO QYHKLMOHWMpPaHe Ha obpaboTeHuTe npobu u
TECTOBWTE PeaKTUBM, BCEKM aHanU3 TpsAbBa fa ce NPUAPYNKaBa OT BbTPELIHU U1
BbHLWHM KOHTPO/NIN. AKO BBTPEWHUTE W/WIM BBHWHWUTE KOHTPOIM He
[EMOHCTPUPAT NOAXOAALLO OLBeTABaHe, pesynTaTuTe ¢ Npobu OT MauueHTU
TpAbBa fJa ce cunTaT 338 HEeBANUAHM.

BbTpeweH KOHTPOA: HeHeonnacTMdyHM KAeTku B obpaseua, KOWUTO umar
HOpMasneH curHan, Hanp. ¢pubpobnactu.

BbHIIHO ynpasaeHue: BannavpaHu NONOXKUTENHN U OTPULLATENHU KOHTPOJTHU
obpasum.
14. PaboTHM XapaKTepuCTUKK

14.1 AHanutnuHo npeacrasaHe

M3nbnHeHneTo belle OLEHEHO CblNacHO MHCTPyKumuTe 3a ynoTpeba Ha
komnnekta ZytoLight FISH Implementation Kits.

AHanUTMYHa 100% (95% CI 98.5 — 100.0)
4YBCTBUTENHOCT:

AHaNUTUYHA 100% (95% CI 97.0 — 100.0)
cneyupuYHoOCT:

14.2 Clinical performance

[unarHocTuuHa DLBCL:
YYBCTBUTE/IHOCT: 53.33% (95% CI 78.2 — 91.2) cpewy IHC
BL:
90.22% (95% Cl 82.2 — 95.4) cpewy IHC
[unarHocTuuHa DLBCL:

cneunduyHoCT: 95.79% (95% Cl 78.2 — 91.2) cpewy IHC

15. W3xebpnsHe

M3XBbPAAHETO Ha peareHTUTe TpaAbBa fa Ce M3BbPLWBA B CbOTBETCTBUE C
MecTHWUTe pasnopesbun.

16. OrtcTpaHsBaHe Ha HEM3NPaBHOCTU

BCAKO OTK/IOHEHME OT MHCTPYKLMUTE 33 paboTa MoKe Aa AoBeae A0 NO-HUCKK
pe3ynTaTv Npu ouBeTABaHETO UM A0 NNca Ha ouBeTaBaHe. HAKoM OT cbBeTUTe
B TO3M pas3gen ce npwaaraT camo Npu usnonssaHe Ha ZytoLight FISH-Tissue

Implementation _ Kit. Mons, BMXTe www.zytovision.com 3a noseuye
MHdopmaums.

Cnabu curHanu uam avnca Ha TakMBa

Bb3moXKHa npuymHa [Oelicteue

KneTbyHa unm TbKaHHa OnNTMMKU3NpPaTe BPEMETO 3a

npoba He e puKcMpaHa duKcnpaHe u dpukcatopa unam
npaBuIHO NpUIOXKeTe CTbMNKa cnes GUKcupaHe,
KaKToO e onucaHo B "npoueaypa 3a
aHanu3" B pbKOBOACTBOTO 33 ZytoLight
FISH-Tissue Implementation Kit.
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MpoTeonutnyHata
npeagaputenHa obpabotka
He e M3BbpLUeHa NPaBUAHO

OnTMMU3KpaiiTe BpemeTo 33
MHKy6UpaHe Ha NencuH, ako e
HeobxoAMMo, yBenuyeTe UM HamasneTe

M3napaBaHe Ha coHAaaTa

KoraTto usnonssate xubpuamsatop,
M3MON3BAHETO Ha MOKpUTE
NeHTW/HanbAHeHUTe ¢ BO4a
pesepBoapu e 3adb/KuTenHo. Mpu
M3MoN3BaHe Ha newy 3a xubpuamnsaumns
€ 33 b/IKMTEIHO M3M03BaHETO Ha
Kamepa 3a BnakHocT. OcBeH ToBa
MOKPUBHOTO CTbKAO TpAbBa Aa ce
3anevarta Hanb/HO, Hanp. ¢ Fixogum,
3a [a ce NpPesoTBPaTM U3CbXBAHETO Ha
npobata no Bpeme Ha xnbpuansaumaTa

M3non3saHn HenoaxoAaLLm
GUNTBPHU KOMNEKTH

M3non3galite GUNTBPHU KOMMNEKTH,
noaxoAAwy 3a bayoxpomute Ha
coHAara.

Komnaekmume ¢unmpu ¢ mpoliHu
s1eHmu ocu2ypasam o -mMasKko
ceemsuHa 8 cpasHeHue ¢
Komnaekmume ¢uampu ¢ eoHa uau
dse neHmu. CnedogamesHo cueHanume
mozam 0a usanexoam rno-ca1abu, ako
ce U3r0s38am me3u KOMaekmu om
mpuneHmosu uampu

CUrHasim 3a KpbcTocaHa Xxmbpuausauums; 3awymeH ¢oH

Bb3moxkHa npu4nHa

[Oevicteune

HenbnHo 0693I‘Iapa3MTﬂBaHe

M3non3BaiiTe NpecHn pasTeopwu;
npoBepeTe NPOABLAKUTENHOCTTA Ha
AenapadpuHupaHeTo

Tebpae cunHa
NPOTEONUTUYHA
npeaBapuTenHa obpabotka

HamanssaHe Ha BpemeTo 3a
MHKYBWpaHe Ha nencuH

CnaiigoBe, oxnafeHu 4o
cTaliHa TemnepaTypa npeau
xubpuamsaumn

MpemecteTe npeametute 6bp3o B 37
°C

PaspyweHa mopdonorus

Bb3moXKHa npuymHa

[Oevicteune

KneTbyHaTta MM TbKaHHaTa
npoba He e puKcMpaHa
npaBwHO

OnTuMu3MpaiTe BpemeTo 3a duKcupaHe
1 puKcaTopa UAKU NPUOXKeTe CTbMKA
cnep, GUKCMpaHe, KaKTo e OnucaHo B
"npoueaypa 3a aHanu3" B pbKOBOACTBOTO
3a ZytoLight FISH-Tissue Implementation

Kit.

MpoTteonutuyHata
npeagaputenHa obpabotka
He e U3BbpLUEeHa NPaBUIHO

OnTMMM3mMpaliTe BpeMeTo 3a
MHKYBMpPaHe Ha NencuH, ako e
HeobxoaMMmo, Hamanete ro

HepocTtaTbyHO M3cylwaBaHe
npeau HaHacAHe Ha coHAaTa

YabKaBaHe Ha CyLIEHETO Ha Bb3AyX

MpunoKpusawm ce aapa

Bb3moXHa npuumHa

[Oeiictene

Henoaxoaawa gebenmuHa Ha
TbKaHHWUTE pa3pesn

MoaroTteaHe Ha 2-4 UM MUKPOTOMHM
paspesu

O6pasuyuTe ce U3ZUraT oT NPeAMETHO CTbK/IO

Bb3moXKHaA npuynHa

[Oevicteune

TeBbpae cuaHa
NpPOTEONUTUYHA
npeagaputenHa obpabotka

HamanssaHe Ha BpemeTo 3a
MHKYBUpaHe Ha nencuH

4/4

Cnabo KOHTPACTHO ouBeTABaHe

(A1

Bb3moXKHa npuymHa

[Oelicteue

HUCKOKOHLLEHTPUPaH
pasteop Ha DAPI

BmecTo ToBa M3nonsaire

DAPI/DuraTect-Solution (ultra) (Prod.

No. MT-0008-0.8)

Tebpae KpaTKo Bpeme 3a
nHKy6upare Ha DAPI

PerynupaHe Ha BpemeTo 3a
nHKy6bupaHe Ha DAPI
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18. Pesususa

I::I:ij www.zytovision.com
Mons, BuKTe www.zytovision.com

33 Hal-HoBuTe WUHCTPYKUMKN  3a

ynotpe6a, KaKTo 1 3a MHCTPYKLMM 32 ynoTpeba Ha Pas/IMiHmM e3uum.

HawwTe ekcnepT ca Ha pa3nosoKeHuWe, 3a Aa OTFOBOPAT Ha BbMPOCUTE BU.
Mons, cebpkeTe ce ¢ helptech@zytovision.com

3a obobuweHne 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
Umeinn: info@zytovision.com

TbProBcKU MapKu:

ZytoVision® n Zytolight * ca Tbprosckm mapku Ha ZytoVision GmbH.

ZytoLight SPEC MYC Dual Color Break Apart Probe
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