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ZYTOVISION

ZytoLight
SPEC RET Dual Color Break Apart Probe

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

Z-2148-50
Z-2148-200

3a KayecTBeHO OTKPMBAHE Ha TPAHC/IOKALMM, BKIHOUBALLM
yoselwkus reH RET 8 10g11.21, upes dnyopecueHTHa /n
situ xubpupusaums (FISH)

4250380P213QQ

Ce

0124

MH BUTPO AMArHOCTUYHO MEAMUMHCKO YCTPOMCTBO

8 cvotserctaue c VDR (EC) 2017/746

1. nNpepsuaeHa uen

ZytolightSPEC RET Dual Color Break Apart Probe (PL105) e
npefHasHauyeHa [a ce M3M0/3Ba 3a Ka4eCTBEHO OTKPMBAHe Ha TPaHCAOKaumu,
BKkAtouBawm yvosewkua reH RET 8 10gq11.21 BbB dpopmanuH-duKcuparu,
BKAOYEHN B napaduH npobu, KaTo HeapebHoKneTbueH bGenoapobeH pak
(NSCLC) unn nanunapeH KapumHom Ha wutoBugHata sknesa (PTC), upes
dnyopecueHTHa in situ xubpuamsauma (FISH). Conpata e npegHasHadeHa ga
ce u3nonssa B KombuHauma c Zytolight FISH-Tissue Implementation Kit
(Prod. No Z-2028-5/-20).

MNpoayKTbT e npegHasHayeH camo 3a npodecnoHanHa ynotpeba. Bcuuku
TEcToBe, MPU KOWTO Ce M3MO0/3Ba NPOAYKTHT, TpAbsa Aa ce M3BbPLBAT B
ceptudmMuUMpaHa, AMUEH3MpaHa natojoroaHaTomuyHa nabopartopusa, nog,
Hab/1l0AeHUETo Ha naTonor/ reHeTUK KBaanduumMpaH 3a CboTBETHATa AEeMHOCT.

CoHpaTta e npefHasHayeHa Aa ce M3M0/3Ba KaTto MOMOLLHO CPEACTBO Mpw
andepeHumanHata auarHosa Ha NSCLC u He Tpabsa aa ce npegnpuemat
TepaneBTUYHM MEPKM CaMO Bb3 OCHOBA Ha pesy/aTaTa OT TecTa.

2. MpuHUMN Ha U3NUTBaHe

TexHuKaTa Ha dnyopecueHTHaTta in situ xubpuamsaums (FISH) nossonssa
OTKPMBAHETO W BWU3YanM3MpPaHeTO Ha CneunmdPpuyHM nocnefoBaTENHOCTU Ha
HYKNENHOBU KUCENNHU B KNETbYHM Npenapatn. ayopecueHTHO MapKupaHuTe
OHK dparmeHTH, T.Hap. coHam 3a FISH, 1 TexHUTe KOMNAEMeHTapHW Lenesu
[HK Bepurun B npenapatute ce Ko-AeHaTypmpaT U BNOCNeACTBME Ce OCTaBAT Aa
ce HarpaeaT no Bpeme Ha xubpuamsaumarta. Cnen Toea HecneunduyHUTE U
HecBbp3aHKU GparmMeHTM Ha COHAATa Ce OTCTPAHABAT Ypes3 CTPMKTHO M3MUBAHE.
Cnep, KoHTpaouBeTaBaHe Ha [HK c DAPI xubpuausupaHute dparmeHTM Ha
coHAaTa Cce BWM3yasnM3MpaT C NomowTa Ha ¢AyopecueHTEH MUKPOCKOM,
obopyABaH C Bb3OYKAAWM U  EMUCUOHHWM GUATPK, cheunduyuHn  3a
bNyopoxpommTe, C KOUTO Ca MapKUpaHU AUPeKTHO ¢parmeHtute Ha FISH
coHparTa.
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CseTnmnata ZytoLight SPEC RET Dual Color Break Apart Probe ce cbctom oT:

3. MNpepocraseHn peakTusm

. Mapkupanu cbec ZyGreen (Bb3bymaaHe 503 nm/emucua 528 nm)
nonaunykneotnan  (~10,0 ng/ul), Kouto ca HacoueHun Kbm
nocneaoBaTesIHoOCTH, KapTorpadupaHm B 10g11.21*

(chr10:43,626,274-43,902,346) pguctanHo ot obnactta  Ha
npekbcsaHe Ha RET (Bx. dur. 1).

. ZyOrange (Bb3bykaaHe 547 nm/usnbuysaHe 572 nm) mapkupaHu
nonauHykneotnan  (~4,5 ng/ul), Kouto ca  HacoueHu  Kbm
nocnepoBaTesiHoOCTH, KapTorpadupaHm B 10g11.21*

(chr10:43,340,888-43,510,171), 62130 fo obnacTra Ha npeKkbcBaHe
Ha RET (. ¢ur. 1).

. XubpwuamsaumoHeH bydep Ha 6asaTta Ha popmamug,

*cnopepa, cbbpaHMeTo Ha YoselwKna reHom GRCh37/hg19

D10S5469 SHGC-105605
D1052320 BVW208590
5 3
L h
Ty -
RET
—————
~170 kb ~275 kb
Cen ¢ 10g11.21 » Tel

®urypa 1: SPEC RET Kapra Ha conpata (6e3 mawab)

CeeTnmnata ZytoLight SPEC RET Dual Color Break Apart Probe ce npeanara
B 4Ba pasmepa:

. Z-2148-50: 0,05 ml (5 peakuuu ot no 10 ul scsaka)
. Z-2148-200: 0,2 ml (20 peakumm ot no 10 ul scaka)

4, Heobxoanmu matepuanu, KOMTO He Ca OCUrypPeHU

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

. MONOKUTENHU U OTPULLATENHU KOHTPONHU 06pasLm

. MMUKPOCKONCKM CTbKAA, MOOMMUTENHO 3apeaeHn

. BogHa 6ana (37 °C, 98 °C)

. XnbpuamnsaTop MM ropela nioda

. XnbpuamsaTop UM Kamepa 3a BJAKHOCT B newTa 3a xubpuaunsaums
. Peryavpyemu nunetu (10 ul, 25 ul)

. OuBeTtsiBaHe Ha BypKaHW UAN BaHU

. Talimep

. KannbpupaH TepmomeTbp

. ETaHON WAW peaKkTUBEH anKoXo

o Kennon

. [JeioHn3npaHa UM gectuampaHa Bosa

. MokpueHK cTbka (22 mm x 22 mm, 24 mm x 60 mm)

. Kayuykos unmeHT, 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

. MNoaxopalwm GUATbPHU KOMMNAEKTH

5. CobxpaHeHue n obpaboTka

CoxpaHsasaiTe npu Temnepatypa 2-8 °C B M3npaBeHO MONOXKEHUE, 3aLUUTEHO
OT cBeT/IMHA. WM3non3BaiiTe Ha 3alWWTEHO OT CBET/IMHA MACTO. BbpHeTe B
yCnoBMATa Ha CbxpaHeHWe BepHara cnen ynotpeba. He wu3nonssaitte
peareHTUTE Cnep, WM3TMYAHE HA CPOKA Ha TOAHOCT, MOCOYEH Ha ETWKeTa.
MpoAyKTHT e cTabuneH Ao AataTa Ha U3TUYAHE Ha CPOKA Ha rOAHOCT, MOCoYeHa
Ha eTMKeTa, KOraTo ce TPeTUpa Nno NOAXOAAL, HauMH.
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6.

MpeaynpexaeHna M NnpeAnasHU MepPKU

MpoueTeTe UHCTPYKUMKTE 3a ynoTpeba npeau Aa rv usnonssare!
He usnonsgaiite peareHTUTe Cnes U3TMYaHe Ha CPOKa Ha rogHocT!

TOo3M NPOAYKT CbAbPIKa BelecTBa (B HUCKM KOHLEHTpauuu 1 obemu),
KOMTO ca BpeAHM 3a 34paBeTo M NOTEHLMANHO MHEKLMO3HU. U3bAarsaiiTe
BCAKAKbB MPAK KOHTAKT C peakTuBuTe. BaemeTe Noaxofslum Mepku 3a
3awWwmTa (M3non3BaiTe pbKaBMUM 33 eAHOKpaTHA ynoTpeba, 3aLUTHU
ounna u nabopatopHo ob6nekno)!

[loknasBaiTe 3a BCEKM CEPUO3EH MHUMAEHT, Bb3HMKHA/M BbB BPb3Ka C
NPOAYKTa, Ha MNPOM3BOAMTENA WU HA KOMMETEHTHWA OpraH CbrIacHoO
MecTHuUTe pa3nopeabu!

AKO peareHTUTe nonagHaT BbPXY KOXKaTa, He3abaBHO A M3NJaKHeTe C
roIAMO KONMNYecTso BOAa!

Mpu nouckeaHe 3a npodecroHanHUA noTpebuTen ce npepocTass
MHGOPMALMOHEH IUCT 3a 6e30MacHOCT Ha maTepuana.

He “3non3saiite NOBTOPHO peareHTUTe, OCBEH aKo NOBTOpHaTa ynotpeba
He e U3pWYHO paspelueHal

MN36AreaiiTe KPbCTOCAHO 3aMbPCABAHE HA NPOBUTE, THil KAaTO TOBA MOXKe
[a foBefie [0 rpeLlHmn pesynTaTy.

CoHpaTa He TpsabBa Ja ce M3nara Ha CBETIMHA, OCOBEHO Ha cuaHa
CBET/IMHA, 33 NO-Ab/Ablr NepMos OT BpEME, T.e. BCMUKM CTbMNKM TpA6Ba Aa
Ce M3BbPLUBAT, KOTaTO € Bb3MOXKHO, Ha TbMHO M/MAM C MOMOLLTA Ha
CBET/I0YCTONYMBM CbA0BE.

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

KOMMOHEHTBT, OnpeaenaLy onacHocTTa, e opmamua.

é OnacHocr

H351 Mopo3upa ce, ye NPUYMHABA PaK.

H360FD Mose fa yBpeay nnogosutocTta. Mose Aa yspeam
HepoaeHoTo aeTe.

H373 MosKe fa NPUYMHU YBPENKAAHE HA OpraHuTe npu
NPOABKNUTENHA UAN MHOTOKPATHA eKCno3uums.

P201 MonyyeTe cneuuanHy MHCTPYKLMKU Npean ynotpeba.

P202 He 6opaBeTe C Hero, AOKaTo He npo4yeTteTe U He pasbepeTe
BCMYKM NpeanasHu Mepku 3a 6esonacHocT.

P260 He BAMLIBaANTE
npax/gum/ras/mbrna/vsnapeHuns/pasnpbCeKBaHe.

P280 HoceTe 3aWmMTHN pbKasuum/3almMTHO 061eK10/3aWmMTa Ha
ounTe/3almMTa Ha INLETO.

P308+P313 Ako e u3noKeH Ha puUCK wMaM e 3acerHaT: [oTbpcerte
MeAMUMHCKa NoMOLL/BHUMaHKeE.

P405 MarasuHbT e 3aK/loYeH.

7. OrpaHuyeHus

2/4

3a uH 8UMPO AMarHOCTUYHa ynoTpe6a.
Camo 3a npodecvoHanHa ynorpeba.
Camo 3a HeaBTOMaTW3MpaHa ynotpeba.

KNMHWMYHaTa MHTepnpeTaumsa Ha BCAKO MONOXMMUTENHO OLBETABAaHE WUAU
/MNcaTa Ha Takoea TpsABBa Aa Ce HanpasBu B KOHTEKCTA Ha KAWHWYHATA
aHamHe3a, mopdonoruaTa, Apyru XMCTONATONOTUYHU KPUTEPUM, KAKTO U
APYrM AMArHOCTUYHKM TecToBe. MaTtosor/ reHeTuk KeaauduumpaH 3a
cboTBETHATa AEMHOCT e ANb)KeH Aa nosHasa FISH coHauTe, peareHTuUTE,
AWArHOCTUYHUTE NaHen U MEeToAWTE, U3MO/3BaHM 33 MoJlyyaBaHe Ha
ouseteHua npenapar. OugeTasaHeTo TpA6Ba fa ce M3BbpWBa B
ceptudmumMpaHa, AMueHsnpaHa nabopaTtopums nog Hagsopa Ha natosor/
reHeTUK KBannduumMpaH 33 CbOTBETHATA AEWHOCT €, KOWTO OTroBaps 3a
npernesa Ha ouBeTeHWTE NpenapaTu 1 3a OCMrypsaBaHe Ha afeKBaTHOCTTa
Ha NONOXKUTENHUTE N OTPULLATETHUTE KOHTPOAN.

OugeTABaHeTO Ha obpaseua, 0CO6EHO WMHTEH3MBHOCTTA Ha CUrHana M
$oHOBOTO oOLBeTABaHe, 3aBUCM OT obpaboTkaTa Ha obpaseua npeau
OLBETABAHETO. HenpasunHoto duKcnpane, 3amMpasnBaHe,
pasmpasfiBaHe, M3MMBaHe, CylleHe, HarpsABaHe, pA3aHe WK
3ambpcsABaHe C ApyrM npobu UM TEYHOCTU MOXKe [a AoBefe A0
aptedak™m uavm danwmem pesyntaTv. HecbOTBETCTBALLMTE pe3ynTaTn
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MOraT Aa Ce Ab/1KaT Ha Pa3/Inkn B meToauTe Ha ¢MKCMpaHe U BrpaxmaaHe,
KaKTO U Ha NPUCDHLUMN Ha 06pa3eu,a HepeaHoCTU.

. CoHpaTa TpabBa Aa ce M3Mo/13Ba CaMo 3a OTKPMBAHE Ha JIOKYCH, ONUCaHK
B rnasa 3. "MpepnocTaBeHn peaktnsn'.

. M3nbaHeHeTo e BaAnAMpaHO C NOMOLTa Ha NpoueaypuTe, ONmncaHn B
Te3W MHCTPYKUMM 3a ynoTpeba. Moaudukaumute Ha Tesu npoueaypu
MoraT Aa NPOMEHAT XapaKTepucTukuTe 1 Tpabea Aa 6bAaT NoTBbLPAEHN
oT notpebutensa. Tosm IVD e ceptuduumpar kato CE camo Korato ce
M3M0N3Ba, KAaKTO € ONUCAHO B Ta3u MHCTPYKLUWMA 3a ynoTpeba B pamkuTe
Ha npegBuaeHata ynotpeba.

8. Mpeuewwm Bewecrsa

anC'bCTBaLLI,MTe B npo6a1’a 4yepBeHN KPBbBHWU KANETKU MOrat nga npoAsBAaAT
aBTOd)ﬂyOpeCLI,eHLI,MH, KOATO npe4yun Ha pa3no3HaBaHETO Ha CUrHanNa.

CnepHuTte dpukcaTopu ca HecbBmecTumu ¢ FISH:

. ®ukcatuns Ha Bouin

. ®ukcartop BS

. KucenuHuu pukcaTopm (Hanp. NMKPUHOBA KUCENMHA)
. ®ukcatns Ha Zenker

. ANKOXONM (KOraTo ce M3NoN3BAT CAMOCTOATENHO)

. *KusayeH xnopug,

. dopmangexva/umHKos dpukcatop

. ®dukcaTopbT Ha OnaHg,

. HebydepupaH dopmanuH

9. MogrotoBka Ha o6pasum

MoarotseTe ob6pasuuTe, KaKTO € ONMCAHO B MHCTPyKuuuTe 3a ynotpeba Ha
ZytoLight FISH-Tissue Implementation Kit.

10. NoaroreutenHa o6paboTKa Ha YCTPONCTBOTO

MpoAyKTHT e roTos 3a ynotpeba. He ce M3MCKBa Bb3CTaHOBABAHE, CMECBaHe WUu
paspexpaHe. Npegu ynotpeba noctaseTe coHAaTa Ha CTaliHa Temnepatypa (18-
25 °C), 3awumTeTte A oT cBeTAnHa. Mpeau aa otBopuTe GpaakoHa, pasbbpKaiTe C
BOPTEKC M 3aBbpTeTE 3a KPaTKO.

11. nNpoueaypa 3a aHanu3

MpepBaputenHa o6paboTka Ha npobute

M3BbplieTe npeasaputenHa obpaboTka Ha npobuTe (obesnapasuTasaHe,
NpOTE0/N3a) CbIMAacHO MHCTPYKUuuuTe 3a ynotpeba Ha Zytolight FISH-Tissue
Implementation Kit.

[eHatypauua n xubpugmsauma
1. HaHecete c nuneta 10 ul or coHpaTa BbpXy BCEKM NpeaBapuTENHO
obpaboTeH obpaseu,

2. TMokpwitte 06pasumTe C NOKPUBHO CTHKO C pasmepu 22 mm x 22 mm
(u3bsrsaiiTe 0bpasyBaHeTO Ha MexypyeTa) U 3arneyaTaiTe NOKPMBHOTO
CTbKJIO.

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

3. TMocraBeTe NpeAMETHM CTbKNA BbPXY ropeLLa nio4a uam xmbpuamsatop
1 aeHatypupaiite obpasumte 3a 10 muHyTn npn 75 °C.

4. TMpemecTeTe npeaMeTHM CTbKAAa B Kamepa 3a BAAKHOCT U
xubpugmsmpaiite 3a egHa How, npu 37 °C (Hanp. B new 3a
xubpuamnsaums).

BaxcHo e obpasyume da He uscbxeam o speme Ha xubpuouzayuama.

Cnep, xnbpuamsaumaTta

U3ebpLieTe obpaboTkaTa cneg, xnbpuamsaumata (n3mmBaHe,
KOHTpaoLgeTABaHe, GyopecLieHTHa MUKPOCKOMMA) CbINaCHO MHCTPYKLMNTE 33
ynotpeba Ha ZytoLight FISH-Tissue Implementation Kit.

12. TobnkysaHe Ha pesynTtatute

Mpu 13nonssaHe Ha NOAXOAAWM GUATBPHWU KOMMAEKTU XMBPUAN3ALMOHHUTE
CUrHaNM Ha COHAATa U3MNEXAAT 3e/1eHn (aucTanHo oT 061acTTa Ha NpeKbeBaHe
Ha RET) v opaHxeBu (MpokcMmanHo ot obsiacTTa Ha npekbcesaHe Ha RET).
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HopmanHa cutyaums: B nHTepdasnte Ha HOPMasHU KNEeTKU UAKU KneTku Ges
TpaHc/nOKauusA, BKAoYBawa obnactta Ha reHa RET, ce nosesasat Aga
3eneHn/opaHXeBn curHana 3a camsaxe (Bx. our. 2).

Heo6uuaiiHa cutyaums: EgHa obact Ha reHa RET, 3acerHata ot TpaHcnokaums,
e obo3HaueHa C eauMH OTAeNeH 3eNeH CUTHaA U eaMH OTAeNeH OpaHKeB
curHan. M3onmpaHute 3eneHy CUrHasm ca pesyaTar ot geseuun B 61130CT 40
30HaTa Ha npekbcBaHe Ha RET. MWHBepcumTe, BKAOYBAWM [EHUM B
HenocpeacTeeHa 6amsoct, kato CCDC6, moxe aa He ce HabnogasaT nopaam
efiBa A0/I0BUMOTO pasfensHe Ha curHanute. (BX. dpurypa 2).

ﬂpun0Kpusau4ume ce cueHanu mo2am 0a ce MoA8AM Kamo #bamu CUeHaMU.

KomnieKT ABOMHM NeHTOBM GUATPM 3a 3eneH/opaHIKes LBAT

HopmasnHa cutyauus A6epaHTHa cuTyaums A6epaHTHa cuTyaums

®ur. 2: OyakBaHW pe3ynTaTm Npu HOpManHu u abepaHTHM aapa

feHOMHUTE abepauun, ObaXKaWy Ce Ha MaiKu Aeneuuun, Aynavkaumu uam
MHBEPCMM, MOraT Aa A0BeAaT A0 He3abenexunmu CUrHasaHU Mogenu. B Hakou
HeobuyaHu npobu moraT ga ce HabnwgasaT APYrM MOAENN HA CUTHaNW,
PasNnYHM OT OnNucaHuTe no-rope. Tesm HeovakBaHWU CUTHANHW Moaenu Tpabsa
A3 6bAaT AONBAHUTENHO U3CNEABAHM.

Mons, o6bpHeTe BHUMaHue:

. MNopaaun geKkoHAeH3NpaHUA XpoMmaTuH eamHudHuTe FISH curHanmn morar
[a ce NoABAT KaTO MasIkKM CUTHaNHWU KnbcTepu. CnepoBaTenHo ABa UK
TPU CUrHanNa c eAHakbB pasmep, pasfeneHn Ha pascToaHne =< 1
OMaMeTbp Ha CUrHana, Tpsabsa Aa ce cuMTaT 3a eAWH CUTHanN.

. He oueHnABaiTe NpuNoKpmBaLLm ce agpa.
. He 6poiiTe npekaneHo pasrpageHuTe aapa (pasnosHasa ce No TbMHUTE
061aCTH, KOMTO Ce BUKAAT BbTpe B AapaTa).

. He 6poiiTe AgpaTta cbC cUAHA aBTOGNYOPECLEHLMA, KOATO Mpeyn Ha
pa3no3HaBaHETO Ha CUrHasa.

. OTpuuaTteneH unu HecrneuuduyeH pesyntaT MOXe fa ce Ab/IKU Ha
MHOXecTBO daKTopw (BX. rnasa 16 "OTcTpaHABaHe Ha npobaemu").

o 3a fa ce MHTepNpPeTMPaT NPaBUAHO pe3ynTaTuTe, noTpebuTenaT Tpabea
[a BanAuAaMpa TO3M NPOAYKT Mpeau M3M0A3BaHETO My B AMArHOCTUYHM
npoueaypu B CbOTBETCTBME C HALMOHANHUTE U/WUAN MEXKAYHAPOAHUTE
HaCcoKM.

13. MpenopbumnTenHn npoueaypu 3a KOHTPOJI Ha KauecTBoTo

3a ga ce cneau 3a NpaBMAHOTO PYHKUMOHMpaHe Ha obpaboTeHuTe Npobu m
TECTOBMTE PEaKTUBM, BCEKM aHanu3 TpabBa Aa ce NpuApysKasa OT BbTPELIHU 1
BbHLWHN KOHTPOAWU. AKo BbTpeWHNTE VI/VIﬂVI BbHWHUTE KOHTPO/IM He
[EeMOHCTPUPAT NOAXOAALO OLUBeTABaHe, pesyatatuTe ¢ Npobu OT nauueHTu
TpabBa Aa ce cumTaT 3a HEBA/IMAHM.

BbTpelweH KOHTPOA: HeHeomnacTuuHW KAeTkM B obpaseua, KOWUTO wmat
HOpMasieH curHan, Hanp. ¢pubpobnactu.

BbHLLHO ynpasaeHue: BannaypaHu NonoXKUTENHN U OTPULLATENTHU KOHTPOJHU
0b6pasuyu.
14. PaboTHM XapaKTepPUCTMKKN

14.1 AHanuTnuHO npeacrassaHe

M3nbaHeHWeTo 6Gellle OLEHEHO CbiNacHO WMHCTPYKUMUTe 3a ynoTpeba Ha
komnnekta ZytoLight FISH-Tissue Implementation Kit.

AHanuUTHYHa 100% (95% Cl 98.5 - 100.0)
YYBCTBUTENHOCT:

AHanuTMYHa 100% (95% Cl 97.0 - 100.0)
cneynuyHoCT:
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14.2 KnuHnuHo npeacrassaHe

[marHocTmuHa NSCLC:

UYYBCTBUTENHOCT: 93% (95% Cl 82.0 — 97.0) b3 ocHOBa Ha AByBapuaHTeH
mogaen
PTC:

100% (95% CI 82.70 - 98.00) cpewy RT-PCR
96.67% (95% Cl 89.80 — 98.50) cnpamo RT-ddPCR, RT-

gPCR, NGS

[LmarHoctmuHa NSCLC:

cneunduyHoCT: 97% (95% Cl 95.0 — 99.0) Bb3 ocHOBa Ha AByBapuaHTeH
mozen
PTC:

92.16% (95% Cl 82.70 — 98.00) cpevyy RT-PCR
95.06% (95% Cl 89.80 — 98.50) cripsimo RT-ddPCR, RT-
qPCR, NGS

15. WU3xBbpnsaHe

M3XBbpPAAHETO Ha peareHTUTe TpsbBa [a Ce M3BbPLIBA B CbOTBETCTBUE C
MeCTHUTe pasnopesbu.

16. OrtcrpaHaBaHe Ha HEM3NPABHOCTM

BcAKO OTKNIOHEHME OT MHCTPYKLMMTE 3a paboTa moxe fAa foBeae A0 Mo-70Wn
pesynTaTi nNpu ouBeTABaHETO WMAM A0 Aunca Ha oupeTaBaHe. Mona, BMKTe
www.zytovision.com 3a noseye MHPOpMaLUA.

Cnabu cMrHann uam AMnca Ha Takuea

Bb3moOXHa npuumHa [Oelicteue

KneTbuHa WM TbKaHHa
npoba He e puKcMpaHa

OnTMMM3NpaiTe BpemeTo 3a
duKcnpaHe n pukcatopa nam
npaBuaHO NPUOKETE CTbMNKa cnes GUKcupaHe,
KaKTO e onucaHo B "nmpoueaypa 3a
aHanu3" B pbKoBOACTBOTO 3a ZytoLight
FISH-Tissue Implementation Kit.

MpoTeonutuyHarta OnTUMM3npaiiTe BpemeTo 3a
npeagaputenHa obpabotka MHKYBUpaHe Ha NencuH, ako e
He e M3BbpLIeHa NPaBUIHO HeobxoAMMO, yBennyeTe Uau Hamanete

M3napsBaHe Ha coHaaTa KoraTo u3snonssate xmubpugusartop,
M3M0N3BaHETO Ha MOKpUTe
NeHTU/HanbAHeHUTe ¢ BoAa
pesepBoapu e 3aabaxkuTeNHO. Mpu
M3NoN3BaHe Ha newy, 33 xubpuamsauma
€ 334 b/IKMTE/THO M3MO/I3BAHETO Ha
Kamepa 3a BnaxkHocT. OcBeH ToBa
NOKPUBHOTO CTbK/O TpAbBa Aa ce
3aneyata HanbAHO, Hanp. ¢ Fixogum,
3a A3 ce NpeAoTBPATU U3CbXBAHETO Ha
npobata no Bpeme Ha xMbpuamsaumaTa

M3non3saHn HenoaxoaALLM
GUNTBPHU KOMNANEKTU

M3non3saiiTe GUATBPHU KOMNNEKTH,
noaxoaAlm 3a GpayoxpomuTe Ha
coHAaTa.

Komnnekmume ¢uampu ¢ mpolHu
/AleHMU ocu2ypAasam no-masnko
ceemsuHa 8 cpasHeHuUe ¢
Komnaekmume ¢unmpu ¢ eoHa unu
dse neHmu. CnedosamesnHo cueHanume
mozam 0a usznexdam no-caabu, ako
ce u3nosa38am me3u Komnaekmu om
mpuneHmosu guampu

CUrHanm 3a KpbctocaHa Xxmbpuausaums; 3awymeH ¢oH

Bb3moXKHa npuymHa [Oeticteue

HenbaHo obe3snapasutsaBaHe M3nonsgaiTe npecHW pasTBopu;
npoBepeTe NPOABLIKUTENIHOCTTA HA
AenapaduHupaHeTo

Tebpae cunHa
NPOTEONUTUYHA
npeagaputenHa obpabotka

HamansBaHe Ha BpemeTo 3a
MHKybMpaHe Ha nencuH
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Cnaiigose, oxnaaeHu 4o
CTailHa TemnepaTypa npeau
xnbpuamnsauma

MpemecteTe npegmetute 6bp3o B 37

°C

PaspyweHa mopdonorus

Bb3moxkHa npuynHa

[Oevicteune

KneTbyHaTta unu TbKaHHaTa
npoba He e puKcMpaHa
npaswIHO

OnTUMu3MpaiTe BpemeTo 3a duUKcupaHe
1 GUKcaTopa UK NPUNOKETE CTbIKA
cnes GUKCUpaHe, KaKTo e OMUCcaHo B
"npoueaypa 3a aHanu3" B pbKOBOACTBOTO
3a ZytoLight FISH-Tissue Implementation

Kit.

MpoTeonutnuHata
npeagaputenHa obpabotka
He e U3BbpLIEHa NPaBUIHO

OnTMMU3MpaiiTe BpemeTo 3a
MHKy6UpaHe Ha MencuH, ako e
HeobxoAMMO, Hamanete ro

HepocTtaTbyHO M3cywaBaHe

YabnxaBaHe Ha CylleHeTo Ha Bb3ayX

npegu HaHacAHe Ha CoOHAaTa

MpunokpuBawm ce agpa

Bb3mMoOXKHa npuymHa [Oeiicteune
Henoaxoaawa aebennHa Ha MoaroTteaHe Ha 2-4 UM MUKPOTOMHM
TbKaHHWUTe pa3pesn paspesu

0O6pasuuTe ce M3AUraT U3BBH NPEAMETHO CTbKIO

Bb3moXKHa npuymHa [Oeiicteune

HamansBaHe Ha BpemeTo 3a
MHKYBUpaHe Ha nencuH

Tebpae cunHa
NPOTEONUTUYHA
npeagaputenHa obpabotka

Cnabo KOHTPACTHO ouBeTABaHe

Bb3moXKHa npuymHa [Oeiicteune

BmecTo ToBa M3non3saiite
DAPI/DuraTect-Solution (ulira)
(Prod. No. MT-0008-0.8)

HUCKOKOHLEHTPUPaH
pastBop Ha DAPI

Tebpae KpaTKo Bpeme 3a
nHKybupaHe Ha DAPI

PerynupaHe Ha BpemeTo 3a
nHKybupaHe Ha DAPI
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HawwuTe eKcnepTy ca Ha pa3nosioKeHUe, 3a 1a OTTOBOPAT HA BbNPOCUTE BU.
Mons, cebprKeTe ce ¢ helptech@zytovision.com
L 3a obobuweHne Ha 6e3onacHocTTa M edeKTUBHOCTTA, MOJA, BUNKTE
Www.zytovision.com ..
www.zytovision.com.
Mons, BwKTe Www.zytovision.com 33 HaW-HOBUTE WHCTPYKUMM 33
ynoTpeba, KaKTo 1 338 MHCTPYKLMK 33 ynoTpeba Ha pasIMyHU e3uum. “

18. Pesusua

ZytoVision GmbH

Fischkai 1

27572 Bremerhaven/ lrepmaHus
TenedoH: +49 471 4832-300
dakc: +49 471 4832-509
www.zytovision.com

Nmeiin: info@zytovision.com

TbproBckn mapku:
ZytoVision® n ZytoLight® ca TbproBcku mapku Ha ZytoVision GmbH.
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