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A HANINYHU NPOAYKTOBU ®OPMATHU

Ume MpenpaTKa Konnuectso x O6em
Contrast Hematoxylin HDH3 MAD-HDH3-100VS 1 x 2000 mn

Tabnuua 1. MpenpaTku 1 NpeseHTaLmA.

b MNPEAHA3SHAYEHMUE HA NPOAYKTA

3a ynoTpeba in vitro agnarHoctuka. Contrast Hematoxylin HDH3 e npeaHa3HayeH 3a NPOTUBOOLBETABAHE Ha
agpeHn QHK KneTkn B TbKaHHU cekuumn ¢ dopmanuH dpukcupaH napaduH (FFPE) KaTo YacT OT M3Mb/IHEHMETO
Ha NMPOTOKO/IMTE 3a aBTOMaTu3aMpaHa MmyHoxmuctoxumua (IHC). Ton e npeaHasHauyeH 3a M3Mo/a3BaHe OT
KBaMPULUMpPAHU CNeLnanmcTm, obydyeHn B TEXHUKMTE HA UMYHOXMCTOXMMMATA. KAMHMYHaTa MHTepnpeTauuns
Ha BCAKO OLBETABAHE W/IM HETOBOTO OTCHCTBME TPAbBa Aa 6bAe AoMbAHEHA OT MOPDONOTUYHU U3CAeLBAHUA
C MOMOLLTA Ha NOAXOAALLN KOHTPOM M TpAabBa Aa ce oueHABA B KOHTEKCTa Ha KAMHMYHATA MCTOpUA Ha
nauMeHTa u ApyrM AMarHOCTUYHM TecToBe OT KBaaMduumpaH naToor.

To3M NPOAYKT e NpefHa3HaYeH 3a Xopa OT BCUYKM Bb3PACTU, KOUTO Ce HYKAAAT OT aHa/IM3 Ha OTKPUBAHETO
Ha aHTUTEHW Ype3 UMYHOXUCTOXMMUYHU TEXHUKN.
B PE3IOME U OBACHEHUE

Contrast Hematoxylin HDH3 e OCHOBHO OLBeTABaHe, LIMPOKO WM3MO/A3BaHO B XWUCTOMATONOMMATA KaTo
KOHTpaouBeTABaHe KaTo 4acT oT IHC npoToKo/iMTe, KbAETO MbPBMYHUTE aHTMTENa Ce W3MNoM3BaT 3a
BM3ya/M3mpaHe Ha cneunduuHm aHtureHun. Cnen IHC ousetaBaHe Ha LLe/eBUA aHTUMEH, YecTo ce npuaara
BTOPO XMMMUYECKO OLIBETABAHE KaTO XEMaTOKCU/INH, 3a [1a Ce OCUIYpU KOHTPACT, 3a Aa Cce noJyeprae u aa ce
NO3BOJIM MO-/IeCHA BU3yaAn3aLUmsa 1 JI0Kan3auma Ha MbPBUYHUA NMPOAYKT Ha OLIBETABAHE B TbKaHTa.

XeMaTOKCUIMHBT B KOMBUHALUMA C aNYyMUHUEBU, KENE3HU UM XPOMOBU conn o6pasyBa akTMBHO barpuo,
xemaTeuH, 06pa3syBaHO upe3 OKUCAABAHE HA XemMaTOKCUAMH. M3nonssa ce KaTo agpeHo b6arpuio,
ouBeTABalKM AApaTa B CMHLO/YepHO U ocurypsaBakn Ao6pn AeTanM Ha CTPYKTypuTe Ha KneTbyHaTa U
TbKaHHaTa cekuua. ToBa ocurypasa A06bP KOHTPACT HAa MUKPOCKOMUUYHUTE NpegMeTHU CTbKAa U yecHABa
TAXHOTO HabawaeHue.

r nNPUHUMUN HA AEﬁHOCTTA

KaTo usio TexHMKkuTe 3a MyHoxmnctoxmmmyHo (IHC) ousetABaHe No3BonsBaT BU3yaansauma Ha aHTUTEeHU
ypes nocnenoBaTeNHO NpUaraHe Ha cCneLMPUUHO aHTUTANIO KbM aHTUTEHA (MbPBUYHO aHTUTANO), BTOPUYHO
QHTUTANIO KbM MbPBUYHOTO AaHTUTANO (IMHKOBO aHTUTANO), EH3MMEH KOMMIEKC M XpOMOreHeH cybcTpaT ¢
BrpafleHn CTbMKU Ha U3MMBaHe. EH3MMHOTO aKTMBMpPaHe Ha XpomoreHa BOAM A0 BUAMM pPeaKUMOHEeH
NPOAYKT Ha aHTUreHHOTO mAcTo. Cnes ToBa 06paseLbT MmoXe Aa 6bae ouBeTeH M NOKPUT. Pesyntatute ce
MHTepnpeTMpaT C NoMoOLITa Ha CBETIMHEH MMKPOCKOM W nomaraT 3a auvdepeHumanHaTa AMarHosa Ha
NaToPU3NONOTMUYHUTE NPOLECU, KOUTO MOTaT UM He moraT ga 6baaT cBbp3aHU C onpeaeneH aHTUMEH.

A PA3TBAPAHE, CMECBAHE, PASPEXOAHE

To3u NPoAYKT ce npeAocTaBsA B roToe 3a ynotpeba ¢opmat. He e Heob6xoaMMo Aa ro pasTeapsaTe, cmecBaTte
WK paspeskaarte.
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E AOCTABA CE KATO

CTabununsmnpaH pasTBoOP Ha XEMATOKCU/UH.
X AONMBAHUTENIHU HEOBXOAUMU MATEPUA/IN HE CA AOCTABEHU

7.1 PeareHTn n matepuanu

- [MbpBWYHM aHTUTENA

- Cover, Ref. MAD-003983VS

- Dewax Solution, Ref. MAD-004080VS

- High AR, Ref. MAD-004075VS or Low AR MAD-004079VS
- DAB Enhancer, Ref. MAD-001560QV

- TBS Tween 20 Buffer 10X, Ref. MAD-004077R-10

- Cleaning Solution 10X, Ref. MAD-003931CSVS

- Probe Cleaning Kit, Ref. MAD-PCLK

- Master Polymer Plus Detection System, Ref. MAD-000237QKVS
- IHC Treated Slides, Ref. MAD-15-188-55/100

- Mixing Tubes, Ref. MAD-60732-100VS

7.2 0O6opypaBaHe

- VitroStainer 42
- OnTUYEH MUKPOCKON U/man umdpoB CKeHep 3a XUCTOOTMYHM NPEAMETHN CTbK/a

8 ycnoBunA 3A CbXPAHEHUE U CTABUNTHOCT

KomMmnoHeHT: Ycnosua 3a ynotpeba
Ycnosua 3a CbxpaHsBalTe HA TbBMHO MACTO B XNaAUNHUK npu 2-8°C A0 M3TMYaHe Ha CPOKa
CbXpaHeHue Ha ro4HOCT Ha NPOAYKTa.

CtabuaHocT npu

BeHBK NOCTaBEH BbPXY MHCTPYMEHTA, peareHTbT 0cTaBa cTabuneH Ao 4 meceua
npu 15-25 °C (cTaltHa TemnepaTypa).

ynoTpeba He wn3nonsealite cnep cpoka Ha roAHOCT, OTNeYaTaH Ha eTUKeTa, AOpPWU aKo
nepuvoabT Ha CTabUAHOCT Npu ynoTpeba He e HaJBULLIEH.

Ycnosua 3a M3npawaHeTo TpabBa ga ce nssbpwsa npu 15-25°C.

[OCTaBKa

Tabaunua 2. YcnoBuma 3a CbXxpaHeHne U cTabuaHocT.

[la He ce U3n0/13Ba cNej U3TUYAHE HA CPOKA Ha FOAHOCT.
N NOoAroTOBKA HA NMPOBATA

MapadunHoBKM cekumn: TbKaHUTE, PUKCMPAHU BBB (hOPMAsuUH, ca NoaxoasLm 3a ynotpeba npegm BrparkaaHe

Ha napaduH.

KocTHuTe TbKaHu TpabBa Aa 6baat aekanundunumpaHm npean obpaboTkaTa Ha TbKaHWUTE, 3a A4a Ce YNeCHU

pPa3pA3BaHETO Ha TbKaHWUTE U Aa Ce NPeaoTBpPaTH yBpeXaaHe Ha OCTPpUeTaTa Ha MUKPOTOMaA.
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NPEAYNPEXAEHWUA U NPEAMNA3SHU MEPKU

MpoueTteTe MHCTPYKUMUTe 3a ynoTtpeba, npean ga U3nonssaTte TO3U NPOAYKT. B cayyait Ha HETUMUYHK
MM HEeOYaKBAHW PE3YNTaTW, MOJIA, CBBbPIKETE Ce C BallMA OTOPU3MpPaH A0CTaBYMK/ancTpnbyTop.
MpodecnoHanHa ynotpeba. To3n NpoayKT e npegHaszHavyeH camo 3a NpodecMoHa HN NabopaTopHU LLeam
M He e npeaHa3HayeH 33 GAapPMaKONIOrMYHA, AOMALUHA WAM Apyr BMA ynoTpeba. Korato npoayKTbT ce
M3MON3Ba KAaTO MOMOLLHO CPeacTBO 3a AWMArHOCTMKA, C Hero TpAbBa Aa ce paboTn camo obyyeHu
noTpebuTenn u B oTopmsnpaHu nabopatopum.

l'IeKapﬂT npeanucea Tect.To3n NPoAyKT e 3a npodecroHanHa ynoTpeba camo MO NeKapcKo
npeanucaHue oT IeKap Wau apyr MeAULUHCKM CneLmanmncT.

C eksemnnapuTe, Npeau U cnes GUKCUPAHETO, KAaKTO M C BCUYKM MaTepuann, U3NOKEHWN Ha TAX, TpAbOBa
[a ce paboTu TaKa, cAKaw moraT Aa npefasaT UHOEKLMA U Aa ce U3XBBPAAT C NOAXOAALWM NpesnasHu
MepKW. HUKora He nNMneTupanTe peareHTU Npes yctaTa M M36ArBaliTe KOHTAKT C KOXKaTa U IMraBuLUTE C
peareHTU 1 Npobu. AKo peareHTV UaM NPobu BNA3AT B KOHTAKT C YyBCTBUTEHU 30HU, U3MUIATE C OBUHM
Ko/iMyecTBa BOAA.

MUWKpOBHOTO 3amMbpcsABaHe HA peareHTUTE MOXe Aa AOBeAe A0 YBenuyaBaHe Ha HecneunoduyHoTo
ouBeTABaHe WU/Wau rpewHn pesynTtaTu.

MHKy6aUMOHHUTE BpeMeHa MAM TeMnepaTypu, Pas/IMYHM OT MOCOYEHWUTE, MOraT A3 A3aAaT NorpewwHu
pe3yntatu. NMoTpebutensaT TpabBa Aa NOTBBLPAM BCAKA TakaBa NPOMSHa.

He n3nonsBaiiTe peareHT cieg U3TMYAHE HA CPOKA Ha FOAHOCT, OTreYaTaH Ha eTMKeTa.

Cepuo3eH MHUMAEHT. Bcekn ceproseH WHLMAEHT, CBbP3aH C yrnoTpebata Ha TO3M MPOAYKT, KOWTO
BK/IOYBA MM MOXKE [la BKNKOYBA CEPUO3HO BJIOLLIABAHE, BDEMEHHO W/IM MOCTOAHHO, Ha 34PaBOC/NOBHOTO
CbCTOAHME HA MAUMEHT, NoTpebuTen WaM Apyro Auue, UAM AOPU CMBPT, UAM CEPUO3HA 3annaxa 3a
obuiecTBeHOTO 34paBe, TPAbBa Aa 6bAe A0KNa4BaH Bb3MOMKHO Hali-CKOPO Ha NPOU3BOANUTENS MO UMEN
Ha regulatory@vitro.bio 1 Ha KOMNETEHTHMA 34paBeH OpraH Ha AbpsKaBaTa — yneHKa Ha EC, B KoATo e

YCTaHOBEH N0/3BaTENAT UM NAaLMEHTBLT. AKo noTpebutenaT ce Hamupa B CALLL, AoKnaaBaiTe 3a CEPUO3HM
MHLUWUAOEHTM, CBbP3aHN C TOBA YCTPOMCTBO, KAaTO CEe CBbPMKETE C MeCTHUA AucTpubytop (MHbopmaums,
nocoyeHa Ha eTMKeTa Ha MpoAyKTa) M CbOTBETHMA KOMMETEHTEH OpraH Ha AbprKaBaTa uY/eHKa.
NHUMAEHTU, NPUYMHEHM OT HenpaBuaHa ynoTpeba Ha NpoayKkTa Mau oT ynotpebaTa Ha NPoAyKTa U3BBHH
NoJIe3HMA KUBOT, ONpeJesieH Ha eTUKeTa My, Le 6bAaT OTTOBOPHOCT Ha noTpebutens.

MepKute 3a 6e30nacHOCT M U3XBBPAAHE Ca ONUCAHU B MHPOPMALMOHHUA NUCT 33 6€30NaCHOCT Ha TO3U
NPOAYKT. TeKyliaTa Bepcma Ha MHGOPMaALMOHHMA ANCT 3a 6e3onacHocT (SDS) Ha To3M NPoAYKT MoXKe A3
6bae nsterneHa ot web ctpaHuua www.vitro.bio namM nonckaHo Ha regulatory@vitro.bio.

Obe3BpexaaHe Ha oTnagbumu: O6paboTKaTa Ha OTNALbUMUTE, TEHEpPUpPaHWM OT WU3NON3BAHETO Ha
npoayktute, npegnaraHn ot Vitro S.A., TpabBa ga ce M3BbPLWIBA B CbOTBETCTBME C MPUIOKUMOTO
3aKOHOAATe/ICTBO B CTPaHaTa, B KOATO Ce M3M0/3BaT Te3n npoayKTh. Kato cnpaska, ciegHaTta Tabaunua
nokasBa KnacuduKaumaTa Ha OTnagbuuUTe, FEHEPUPAHU OT TO3M KOMMJIEKT, CbINAacHO E€BPONenCcKoTo
3aKOHOAATe/ICTBO, NO-CMNeumMasHo cbrnacHo PeweHue Ha Esponelickama komucus om 18 dekemepu 2014
2. 3a u3ameHeHue Ha Pewenune 2000/532/EQO OTHOCHO CMMCbKa Ha OTNaAbLUUTE CbrnacHo [MpeKkTusa
2008/98/EO Ha EBponeickuns napnameHT v Ha CbBeTa:
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NOTEHUWANIHU TEHEPUPAHU OTNMAAbLMU ELW*

BMA OTNAADBLLIU CNOPEA, ELW*
CNEA YNOTPEBA HA TO3U NPOAYKT KoA A Abll A

KoHTelHep 3a N3NoN3BaHU peaKkTUBY, N .
KoHTelHepu, CbAbprKalM OTNAAbLUN MK
KnacuduumpaH KaTo onaceH (CbraacHo 150110 ;
3aMbPCEHU C OMACHU BeLLecTsa
MHbOPMaLMOHHMA UCT 3a BesonacHocCT).

"TeyHOCTH, reHepupaHuM OT M3MO0/I3BAHETO Ha

asTomaTtnyHK IHC/HIS nHCTpymeHTH:
BoaHW TeYHM OoTNaAbLUM, ChABPMKALLM ONACHMU
161001 - OTnagbyHO CbXpaHeHue Ha
BelecTsa (He pasTsopuTenu).

UMyHOOLBETUTENN.

- u3nonssaHu PT-moaynHu 6ydpepn"

"OTnagbum, umeto cbbupaHe u

KoHcymaTtusu (Tpbbu, HakpaltHuum un ap.).
. obesBpexaaHe Noa/exun Ha cneumanHm
BceKkn enemeHT, KOMTO € 6UA B KOHTAKT C 180103
W3UCKBAHWA C LLea NpefoTBpaTABaHe Ha
TbKaHHM NPobU.

3apa3aBaHe"

"JTabopaTopHM XMMUKANN, CHCTOALLM CE OT
TeyHOCTH, CbAbPKALLM Pa3TBOPUTENU (KCUOJ,
WM CbAbPXKALLM ONACHM BELLEeCTBa,
XEMaTOKCUINH, a/IKOXO0J1, €03UH), TeHepupaHu 160506
BKAOYMTENIHO CMecK OT labopaTopHU
OT TEXHUKKN 33 UMYHOOL,BETABAHE. .

XUMnKann".

Tabnuua 3. KnacupmKkaums Ha oTnagbLmMTe, FeHepMpPaHmM OT M3M0J13BAHETO Ha TO3M KOMMJIEKT, CbI/1IaCHO eBPOMNENCKOTO

3aKOHOAaTencreo. *ELW: Esponelicko 3akoHodamescmeo 3a omnadsyume.

*3abenexKa: Tasm KnacupuKauua e BK/AIOUEHA KaTo O6LO PbKOBOACTBO 3a AelicTBME, KaTo e noja KpaliHaTta
OTFOBOPHOCT Ha NOTPebuTeNsa 33 U3NbLAHEHUETO Ha BCUUKU MECTHU, PEerMOHa/IHA M HaLMOHaNHK pa3nopeabu 3a
M3XBbPASIHE Ha TO3U BMA MaTepuanu.

N UHCTPYKUUU 3A YNOTPEBA

MocTaBeTe KonbaTa c pa3tBop Ha Contrast Hematoxylin HDH3 BbB VitroSatiner 42, npeau Aa 3anoyHete
npoueca Ha WMyHOOLBEeTABaHe B WHCTpymeHTa. CnepBalTe OCHOBHWUTE aHTUTENa, NpenopbyaHuTe
NPOTOKO/IN 1 yC0BMA 3a ynoTpeba. BpemeTo 3a MHKybaLMa 1 TemnepaTypuTe e BapupaT B 3aBUCUMOCT OT
cnenBaHUA NPOTOKO 33 KOHKPETHU aHTUTeNa.

M KOHTPOJ1 HA KAYECTBOTO

Pa3nuknte B TbKaHHATa 06paboTKa M TeXHMYECKUTE Npoueaypun B labopaTopuAaTa Ha NoTpebuTtena morat ga
[0BeAaT A0 3HAUYUTENIHA MPOMEH/IMBOCT B PE3Y/ITAaTUTE, KOETO Haslara pefoBHO M3BbPLIBAHE HA BbTPELIEH
KOHTPOJ B AOMbJIHEHUE KbM CAeAHUTE Npoueaypu. 3ano3HalTe ce C HACOKUTE 3@ KOHTPOJ1 Ha KayecTBOTO Ha
CTaHZapTUTe 3a Ka4yecTBO 3a MPOEKTUpPaHEe W NpuaaraHe Ha MMYHOXMCTOXMMWUYHM aHausu; OpobpeHo
PbKOBOACTBO - BTOopo n3aaHue (I/LA28-A2) CLSI Wayne, PA USA (www.clsi.org). 2011.

MonoXuTeneH KOHTPON Ha TbKaHUTe: BbHLWHMUTE NONOMKUTENHU KOHTPONHU MaTepuanu Tpabea ga 6baat
npecHu aytoncusa/6uoncua/xmpypruuHm npobu, ukcupaHu, ob6paboTeHn 1 BrpageHn Bb3MOXKHO Hal-CKopo
Mo CbLLMA HAaUYMH KaTo npobaTa(MTe) Ha NaumeHTa. NoNOKUTENHUAT KOHTPO Ha TbKaHUTE e NOKa3aTesieH 3a
NpaBUAHO NOATOTBEHM TbKaHW U NPaBUHW TEXHUKM 3a ouBeTaBaHe. Mpu BCAKO ougeTABaHe TpAbBa Aa ce
BK/OYM €4MH MOJIOMKUTENEH BbHLUEH KOHTPOJ1 Ha TbKaHMTE 3a BCEKM HAabOop OT TECTOBU YCNOBUSA.
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TbKaHWUTE, U3MOI3BAHU 33 BbHLLUHMTE MONOXKUTEHU KOHTPOJIHM MaTepuanu, Tpabsa aa 6baaT noabpaHu oT
Npobu oT NaumeHTn ¢ Aobpe XapaKTepusmMpaHW HUCKM HUBA HA MONOMKMTENHATA LiesieBa aKTUBHOCT, KOATO
faBa cnabo nonoXuTeNnHo ougetaBaHe. HUCKOTO HWMBO Ha MOJIOXMUTENHOCT 33 BbHLIHW MONOXKUTENHU
KOHTPO/IM € MPOEKTUPAHO TaKa, Ye A3 OCUTYpU OTKpMBAHE Ha GUHU MPOMEHW B YyBCTBUTENHOCTTA KbM
MbPBUYHUTE aHTUTENA OT HECTabuaHOCT uam npobnemu ¢ metogonoruaTa Ha IHC. HaanyHuTe B TbprosckaTta
MperKa TbKaHHM NpeaMEeTHU CTbKNa UAK Npobu, 06paboTeHn No pasanyeH HaumH oT NpobaTta Ha NaUMeHTa,
NOTBbPMKAABAT CAMO AENCTBMETO HA PeareHTa U He NPOBepPABAT NOArOTOBKAaTa Ha TbKaHUTE.

MN3BECTHUTE NONIOKUTENHU TbKaHHW KOHTPO/IM TPAbBa A3 ce U3N0N3BaT CaMo 3a HablogeHWe Ha MPaBUAHOTO
OencTBMe Ha ob6paboTeHUTe TbKAHM W TECTOBWUTE peareHTM, a He KaTo MOMOLWHO CpPeacTBO Mpu
bopmynmpaHeTo Ha cneunduyHa gMarHosa Ha NPobM OT NaLMeHTU. AKO NMOOKUTENHUTE TbKaHHW KOHTPOIU
He NOKaXKaT NOJI0KUTENIHO OLBETABAHE, pe3yaTaTuTe C TeCTOBMTe NPobu cnesBa Aa ce CUMTaT 3a HEBAIMAHM.

OTpuuateneH KOHTPOA Ha TbKaHuUTe: M3nonsBaliTe oTpuuLaTeNHa TbKaHHA KOHTPoaa, GUKcUpaHa,
obpaboTeHa v BrpageHa No HauvH, MAEHTUYEH c npobaTta Ha naumeHTa(uTe) Npu BCAKO OLUBETABaHe, 3a A3
nposepuTe cneunduyHOCTTa Ha MbPBUYHOTO aHTUTANO Ha IHC 3a AeMOHCTpaLUMa Ha LeneBusa aHTUreH u aa
npeaocTaBuTe MHAMKaUMA 3a cneundunyHo GOHOBO ouBeTaBaHe (PanlMBO MONOKUTENHO OLBETABAHE).
CbLuo Taka, pa3Ho06pa3meTo OT pasNNYHU TUNOBE KNAETKU, NPUCHCTBALLM B MOBEYETO TbKaHHU CEKLUU, MOXKe
Ja ce u3non3sa oT nabopatopuAaTa KaTo BbTPELHM OTPULATENHM KOHTPOJIHM MecTa 3a NpoBepKa Ha
cneymduKaunnte 3a epeKTMBHOCT Ha IHC.

AKO npu oTpuLaTeIHUA KOHTPOA Ha TbKaHUTE ce NoABK cneunduyHo ouseTaBaHe (GanluMBO NONOKUTENHO
ouBseTaABaHe), pesyatatute ¢ npobute Ha nauneHTa TpA6Ba Aa Ce cuMTaT 3a HEBAIMAHMW.

KoHTpon Ha HecneuuduuHU OTpULLATENHMU peareHTU: M3non3eanTe HecneunouyeH oTpuLaTeneH peareHT
Ha MACTOTO Ha MbPBUYHOTO AHTUTAO C YacT OT BCAKa Npoba Ha NMaumeHTa, 3a Aa oueHMTe HecneumduIHoTo
ouBeTABaHe M Aa NO3BosMTe No-A4o6pa MHTepnpeTauMa Ha cneuMdUUHOTO OLBETABAHE HAa MACTOTO Ha
aHTUreHa. B naeanHua cnyyain otpuuaTtesiHaTa KOHTPOAA Ha peareHTa CbAbpPKa aHTUTANO, NPOU3BEAEHO OT
CyNepHaTaHT Ha TbKaHHa Ky/ATypa Mo CbLMA HAUYMH KaTo MbPBUYHOTO aHTUTANO, HO He NPoABABa cneumduyHa
PEAKTUBHOCT C YOBELIKM TbKaHM B CbLLMA MaTPUKC/Pa3TBOP KaTo MbPBUYHOTO aHTUTANO. Camo paspeanTenat
MOe 3 Ce M3M0/3Ba KaTo N0-MasiKo XenaHa anTepHaTMBa Ha ONUCaHWUTE NO-rope OTpULATEHN KOHTPOIM
Ha peareHTMTe. MHKY6aLMOHHUAT Nepuos 3a OTpMLLATeIHA KOHTPO/1a Ha peareHTa TpAbBa Aa CbOTBETCTBA Ha
TO3M Ha MbPBUYHOTO AHTUTANO.

Korato naHesnn OT HAKO/IKO aHTUTeNa ce M3NOoA3BaT Ha CepVIVIHM y4yacTtbum, oTpULaTENIHO OLLBETEHUTE 30HU

Ha €4HO CTbK/I0O MOraT Aa CNyXaT KaTo OTpMLI,aTe}'IHa/HECI'IELJ,Md)VILIHa KOHTPO/1a Ha CBbpP3BalyunAa d)OH 3a gpyrum
aHTUTEeNa.

3a ga ce gndepeHumpa eHaoreHHaTa eH3MMHa aKTUBHOCT UM HecneundpuyHOTO CBbP3BAHE HA EH3UMUK OT
cneymMduyHa MMYHOPEaKTUBHOCT, AOMbAHUTENHM TbKaHM Ha NauMeHTa moraT ga 6baaT ouBeTeHM
U3KIOYUTENHO C CyBCTpaT-XpOMOreH MAW eH3UMHM Komnnekcu (PAP, avidin-6uoTuH, cTpentaBuauH) v
cybCcTpaT-XpOMOreH, CbOTBETHO.
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H NPOBEPKA HA AHAJ/IU3A

Mpegn mbpBOHayasHaTa ynoTpeba Ha aHTUTANO UAM CMCTEMA 3a OLBETABAHE B AMArHOCTMYHA NpoLeaypa,
noTpebutenaT TpabBa fga nposepu CneunmdUYHOCTTA Ha aHTUTANIOTO, KAaTO O TeCcTBa BbPXy nopeauua ot
BBTPELWHN TbKAaHM C WM3BECTHU MMYHOXUCTOXMMWYHU XapaKTEPUCTUKM HA AeWCTBME, NpeacTasB/ABalLU
M3BECTHW NOJIOXKUTENHN U OTPULATENHU TbKaHW. BMKTe npoueaypuTe 3a KOHTPOJ Ha KayecTBOTO, OMUCAHU
No-paHo B TO3M pa3aen Ha NPoAyKTOBaTa B/IOXKKA, U NPENOPbKUTE 33 KOHTPOJ1 Ha KayecTBOTO Ha [porpamaTta
3a ceptudmnumpaHe Ha CAP 3a mmyHoxuctoxumma u/mnam Hacokmute Ha NCCLS IHC). Tesu npoueaypu 3a
KOHTPOJ1 Ha KauecTBOTO TpAbBa fa ce NOBTAPAT 3a BCAKA HOBA NapTMAa aHTUTENa UM KOraTo MMa NpomsHa
B NapameTpuTe Ha aHanM3a.

O OTCTPAHABAHE

Cnepgatite cneumduyHUTE NPEenopbKM 3a MPOTOKO/IA 3a aHTUTENA CbINIACHO NPeaoCcTaBeHnA
NHOOPMALMOHEH NINCT. AKO ce NOABAT HETUMNNYHM PE3YyNTaTH, CBBPIKETE Ce C peryanaTopHua otaen Ha Vitro
Ha regulatory@vitro.bio. Ako noTpebutenaT ce Hamupa B CALL, cBbpXKeTe ce ¢ MecTHUA AucTpubytop

(MHdopmaumaTa, NocoYeHa Ha eTUKeTa Ha NPOAYKTa).
N Tb/IKYBAHE HA PE3Y/ITATUTE

NHTepnpeTaumnaTa Ha pe3yntatute TpsabBa Aa ce M3BBLPLWIM OT KBanAupuumpaH natonor. OuBeTABaHETO C
MbPBMUYHOTO AHTUTANO 3ae4HO CbC CMOMaraTe/IHUTE peareHTU TpsbBa fa ce U3BbPLIM BbPXY TbKaHUTE Ha
nayMeHTa 1 BbpXy NONOXKUTENHU U OTPULLATENIHU KOHTPOU.

MonoxuTeneH KOHTPON Ha TbKaHUTE: MMONOMKUTENHMAT KOHTPOA Ha TbKaHMTE, OUBETEH C MbPBUYHOTO
aHTUTANO, TPAGBa NbPBO Aa Ce U3CNeaBa, 3a 43 Ce yBepu, Ye BCUYKM peareHTU GyHKLMOHMPAT NPaBusIHoO.
Hannumeto Ha yepseHuKaBo-Kadas (3,3' anammHobeH3nanH TeTpaxnopua, DAB) peakuMoHeH NPOAyKT C
LenesaTa KieTka (MecTono/sIoXKeHWeTO B KAeTKaTa) e NoKasaTeNHO 3a MOJNOMKUTENHA PeaKTUBHOCT. AKO
MOJIOMNKUTENHUTE TbKAaHHU KOHTPOIM HE MOKaKaT MOJOMKMUTENHO OLBETABAHE, BCUYKM Pe3yiTaTh C TECTOBUTE
npobu cneaBa Aa ce cuMTaT 3a HEBANINAHM.

OTpuuaTteneH KOHTPOA Ha TbKaHuTe: OTpuuatenHata TbKaHHa KOHTposia TpA6Ba Aa ce m3cnedsa crepg,
NoJMOMKMTEeNHATa TbKaHHa KOHTPO/a, 3a [a ce nposBepu cneunduyHoOCTTa Ha MapKMpaHeTo Ha Uenesus
aHTUreH OT MbPBMYHOTO aHTUTANO. JluncaTta Ha cneumduyHO ouBeTABaHEe B OTPULATE/IHMA KOHTPOJ Ha
TbKaHUTE MOTBbPXKAABa /MNCcaTa Ha KPbCTOCaHa PEaKTMBHOCT Ha aHTUTENa KbM KNETKUTE/KNeTbuHuUTe
KOMMOHEHTU. AKO NpU OTPULATE/NIHMA KOHTPOJ/I Ha BbHLWIHATa TbKaH Ce MNOABM CneunduyHo OLBeTABaHe
(banwmso nonokuMTenHo ouBeTABaHe), pesyntatute c¢ npobaTa Ha nauveHTa Tpabea Aa ce cuuTaTt 3a
HEBaNNAHMW.

HecneundunuHOTO oLBETABAHE, aKO MMa Tako, 06MKHOBEHO UMa AndyseH sug,. CnopaanyHo OLBeTABaHE Ha
cbeAnHUTeNHaTa TbKaH MoXe Aa ce Habnwogasa M B y4aCTbUM OT MPEKOMEPHO GUKCUpaHu dopmanuH
TbKaHW. M3non3BaitiTe HEMOKbTHATU KNETKM 3a MWHTeprnpeTauMa Ha pe3yitaTuTe OT OUuBeTABaHeTo.
HeKpOTUYHUTE UM N3POLEHUN KNETKN YECTOo Ce OLBeTABAT HecrneundpuyHo.

TbKaH Ha nauuveHTa: M3cneasaiTte Npobu Ha nNauMeHTa, OLBETEHM C MbPBUYHO AHTUTANO NOCAEAHM.
MONOMKUTENHUAT UHTEH3UTET Ha OLBeTABaHe TPABBa Aa Ce OLEHABA B KOHTEKCTa Ha BCAKO HecneuuduuHo
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$OHOBO OLBETABAHE HAa OTPULLATE/IHMUA KOHTPO Ha peareHTa. KakTo Npu BCEKM MMYHOXMCTOXMMUYEH TeCT,

OTPUUATENHUNAT PE3yNTaT O3HAa4YaBa, Y€ aHTUTEHDT HE € OTKPUT, @ HE Y€ aHTUTEHDT OTCHCTBA B U3C/1eaABaHUTE

KNETKN/TbKaHU. AKO e HeobxoAMMo, U3NoA3BalTe NaHen OT aHTUTeNna, 3a Aa uaeHTuduumpate danwneo

oTpuuaTeIHU peakunn.

Buikte WHCTPYKUMNUTE 3a yn0Tpe6a Ha NbPBUYHOTO aHTUTANO 3a MHCI)OpMaLI,VIH OTHOCHO MMYHOPEAKTUBHOCTTA

Ha aHTUTAIOTO.

P

wl

OrPAHUYEHUA

Pesyntatute OT TecTa TpAb6Ba A3 6bAAT OLEHEHW OT MEeOULMHCKM CNeuuanuct B KOHTEKCTa Ha
MeAULMHCKA UCTOPUA, KIMHUYHU CUMITOMM U APYTX ANArHOCTUYHW TeCTOBE.

MpaBMAHOTO U3NbJIHEHWE Ha TECTA 3aBMCU OT KAYeCTBOTO Ha npobaTa.

VitroStainer 42 n cnomaratesiHUTe peakTUBM TpAGBa Aa ce M3Mnoa3BaT ¢ GUKcUpaHu ¢ GopmanuH
napadmH TbKaHHW yyacTbuW. M3non3BaHETO HA Apyr Bua npoba Moxke Aa foBede 4O TPelHu
pe3ynTati u HeilHaTa ebeKTMBHOCT TpAbBa fa 6bae NnpoBepeHa nNpenBapuUTENHO.
NMYyHOXMCTOXMMUATA € MHOroeTaneH AMAarHOCTUYEH MPOLEC, KOWTO Ce CbCTOM OT CRELNanU3npaHo
obyyeHne 3a noabop Ha noaxopAwmTe peakTnsu; n3bop, pukcMpaHe u 06paboTKa Ha TbKaHW;
nogrotoska Ha IHC cnaiga; 1 Tb/iKyBaHe Ha pe3yaTaTuTe OT OLUBETABAHETO.

OuBeTABaHETO Ha TbKaHUTe 3aBucM OT obpaboTkaTa M ob6paboTkaTa Ha TbKaHTa npeau
ouBeTABaHeTo. HenpaBUAHOTO ¢UKcUpaHe, 3ampa3faBaHe, pa3mMpasfABaHe, WU3MUBAHe, CylleHe,
HarpaBaHe, pa3genaHe WAM 3ambpcABaHe C APYrM TbKaHU UAM TEYHOCTM MOXe Aa Josefe A0
apTedaKTu, yNaBsAHE HA aHTUTeNa UaM GpanlmBeo OoTpuLLaTENHU pe3yaTaTi. HenocToAHHUTe pe3yaTaTm
MoOraT Aa Ce Ab/KAT Ha Bapuauuu B MeToguTe 3a GUKCUMpaHe W Brpak4aHe WM Ha NpUCHLLK
HEepaBHOCTM B TbKaHTa.

MpekoMepHOTO MU HEMB/IHO MPOTUBOOLLBETABAHE MOKE A3 KOMNPOMETMPA NPaBUJIHOTO ThJIKyBaHe
Ha pesyAnTaTuTe.

KAnHMYHaTa MHTepnpeTauma Ha BCAKO MOJMOXKUTENIHO UM OTPULLATENIHO OuBeTABaHe TpAbBa Aa ce
OoueHABA B KOHTEKCTA Ha KAMHWYHATA KapTUHA, Mopdosornata U ApyrM XMCTONATONOTMYHU
Kputepuun. KavHMYHaATa MHTepnpeTauma Ha BCAKO MOJNOMKUTENHO WAM OTPULATENHO OuBeTABaHe
TpAbBa Aa 6bae AonmbaHeHa OT MOPDONOIMYHM U3CNeABaHUA, KaTo Ce W3N0A3BAT MOAXOAALLU
NONOXUTENHN U OTPULATENHU BBTPELIHU WU BBHLIHWU KOHTPO/IM, KAKTO U APYrM AUATHOCTUYHMU
TectoBe. OTTOBOPHOCT Ha KBaMPULMpPaH NaTos0r, KOMTO e 3ano3HaT c npaBuaHaTa ynotpeba Ha IHC
QHTUTeNa, peareHTU U MeToaM, € Aa UHTepPnpeTUpa BCUYKM CTbMKKU, M3NO3BAaHU 33 NOArOTOBKA U
MHTeprpeTMpaHe Ha OKOHYaTenHuA npenapat 3a IHC.

MponsBoanTENAT NPeaoCcTaBA TO3M peareHT 3a ynotpeba, cneagBaikn nNpeaoCcTaBeHUTE UHCTPYKLUK
3a IHC Bbpxy noarotBeHM TbKaHHM y4YacTbLM. BCAKO OTKAOHEHME OT NpenopbyYaHUTe NpoLeaypu 3a
n3NUTBaHe Moe Aa obescunau AeKknapupaHuTe OYakBaHW pesyntaTtu; Tpsabea Aa ce npuaaraT u
OOKYMEHTUPAT noaxodAwm nposepku. Motpebutennte, KOUTO ce OTKNIOHABAT OT MPenopbYaHUTE
TECTOBWU npouesypu, TpAb6Ba Aa noemaT OTFOBOPHOCT 3a MHTepnpeTauMAaTa Ha pe3yntatute oT
nauueHTa nNpu Te3m obcToATencTsa.

TbKaHUTe OT AMua, 3apa3eHn C BUMPyCa Ha XenatuT B u cbabpKawm NOBbPXHOCTEH AHTUIEH Ha
xenatut B (HBsAg), moraT ga npoaBaT HecneundpuyHo ouBeTABaHE C XPAH NepoKkcmnaasa.
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mE D I C A L

XAPACTEPUCTUKA HA U3NMDBNHEHUE

Bb3nponssoammoctTa Ha Contrast Hematoxylin HDH3 npoayKT no Bpeme Ha UMKb/Aa € onpeaesieHa 4ypes

ouBeTABaHe Ha 42 npeameTHn CTbKaa, CbAbpXKalwn egHa U Cblla TbKaH. C'bUJ,VIFIT pe3yntart bewe nonyyeH

mexgy BCUYKU cnaﬁ,u,ose. Bb3nponssoanmocTTa mexay nporoHuM ce onpegensa 4ype3 ouBeTABaHE Ha

npeamMeTHU CTbK/a, CbAbpPMKallM eAHa U Cblla TbKaH, Ha42 npegMeTHM CTbK/a B ABE Pa3/IMYHU CbOPbXKEHMS,

ABamMa onepaTopu U pas3anyHu gHun. OuBeTABAHETO e N3BbPLUEHO C NOMOLLTA Ha NpoTokon Ki67 n CD3 kaTto

MbPBUYHU aHTUTENA. npOBe,ﬂ,eHVI Ca AONMB/IHUTENHU NPOYyYBAHMNA 3aTeCTBaHE Ha LUMPOK CNEKTbP OT aHTUTENA

B pPa3/IM4YHN KOHUEHTpauun U pas3/iIMdHN TbKaHW B Pa3/INdHN OHU, OT Pa3/INdHKU OonepaTopun U pPassINYHO

obopyaBaHe 3a Ab/Abr Nepuoa, oT Bpeme.

T
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Y CUMBOJIN HA ETUKETU U NONETA

Ob6AcCHEeHME Ha CUMBOINTE Ha ETUKETa U KYTUATA Ha NPOAYKTa:
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