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To3u JOKYMEHT e NpeBoA Ha OPUrMHANHATAa MY BEPCUA HA UCMAHCKU U aHFIMIACKN e3MK. AKO MMaTe BbNPOCKU OTHOCHO Tb/IKYBAaHETO MY, MONIA, BUXKTE
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A HANMNYHU NPOAYKTOBU ®OPMATHU

Dewax Solution e rotoB 3a ynotpeba 6ydepupaH ¢U3MONOrMYEH pPa3TBOP, CbAbPKALL, AETepreHTn wu
6uouman. He ce n3ncKBa pa3TBapsaHe, paspexaaHe Uan cMecBaHe.

VITRO, S.A. Ref. BIOCARE Ref Mpe3eHTauus

MAD-004080VSBC NPR110001T280 1 x 2000mn
Tabnuua 1. MpenpaTtku 1 npeacTaBaHe

b YNOTPEBA NO NPEAHA3SHAYEHME

3aynoTtpeba in vitro anarHoctnKa. Dewax Solution e npegHa3sHayeH 3a OTCTpaHABaHE Ha NapaduH OT TbKaHMU,
BrpageHn B dopmanvH oukcupaH napaduH (FFPE) KaTo YacT OT M3Mb/AHEHWETO HA aBTOMATM3MpPaHU
NPOTOKOAM 3a WMMyHoxucToxumus (IHC). Tol e npefHasHayeH 3a WM3NON3BaHE OT KBanUGUUMPaHU
cneumnanmctn, obyyeHn B TEXHUKUTE HA MMYHOXMCTOXMMMATA. KAMHWYHATA WMHTepnpeTauusa Ha BCAKO
ouBEeTABaHE MAM HEroBoTO OTCbCTBME TpAbBa Aa O6bae AOMbAHEHA OT MOPPONOIMYHM M3CAeaBaHUA C
MOMOLLTA Ha NOAXOAALWM KOHTPOAM WU TpAOBa Aa Ce OLEeHABa B KOHTEKCTA Ha KAMHWYHATA WUCTOPUA Ha
nauMeHTa u ApyrM AMarHOCTUYHM TecToBe OT KBaauduumpaH naToor.

To3un NpoAyKT e npefHa3HayeH 3a Xopa OT BCUYKM Bb3PACTU, KOUTO Ce HYXKAAAT OT aHa/IN3 Ha OTKPUBAHETO
Ha aHTUTreHU Ype3 MMYHOXUCTOXMMUYHU TEXHUKU.

B PE3IOME U OBACHEHUE

Dewax Solution nosBonsBa oTcTpaHsBaHe Ha napaduH oT FFPE TbKaHHM yyacTbuUM KaTo 4YacT oT IHC
npoueaypa 3aouBeTaBaHe Ha aBToMaTusunpaH ouseTnten NeoPATH Pro. Tasu cTbnka TpabBa Aa ce M3BbPLUM
npeay  TOMAMHHO  WMHAYUMPaAHO  W3BAMYAHE Ha  AHTUIEH, KOeTo 3HauuTenHo nogobpsAsa
MMYHOXUCTOXMMMUYHOTO OLBETABAaHE Ha aHTUIeHW MpPU KOHBEHUMOHANHATa XMpPypruyHa natosorna. Toswm
NPOAYKT Ce NpefocTaBA B roToB 3a ynoTpeba dopmar.

r  nPUHUUN HA METOAA

KaTo uAs0 TeXHUKUTE 38 MMYHOXMCTOXMMUYHO (IHC) ouBeTABaHe N0O3BONABAT BU3yann3aLma Ha aHTUreHU
ypes nocseaoBaTeNIHO NpuaaraHe Ha cneumMdUUYHO aHTUTANO0 KbM aHTUTEHa (MbPBUYHO aHTUTANO), BTOPUYHO
AHTUTANO KbM MbPBUYHOTO AaHTUTANO (IMHKOBO AaHTUTANO), EH3MMEH KOMMIEKC U XPOMOreHeH cybcTpaT ¢
BrpageHun CTbMKM Ha M3muBaHe. EH3MMHOTO aKkTMBMpaHe Ha XpomoreHa BOAM 40 BUAMM pPeakUMOHeH
NPOAYKT Ha aHTUreHHOTo mAcTo. Cieq ToBa 06pa3eubT Moxe Aa 6bae ouseTeH U NoKpuT. Pesyntatute ce
MHTEpNpeTMpaT C NOMOLLTA Ha CBETNIMHEH MWKPOCKON M mnomarat 3a gudepeHumanHata AuMarHosa Ha
naToouU3noN0rMYHUTE NPOLLECU, KOMTO MOTaT MAN He MOraT Aa 6bAaT CBbP3aHU C onpeaeneH aHTUreH.

O PA3TBAPAHE, CMECBAHE, PASPEXOAHE

To3u NPOAYKT ce NpeAocTaBa B roTos 3a ynoTpeba dopmaT. He e HeobxoaMMO Aa ro pa3TBapaTe, cmecBaTte
WU paspeskaare.

E AOCTABA CE KATO
BoaeH pasTteop, bydepupaH npu pH 9, cbabprKall, HEMOHHM NOBBPXHOCTHOAKTUBHM BELL,ECTBA,

CcTabunmMsaTopu U KOHCEPBAHTW.
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ADOMBNAHUTENTHN HEOBXOANMU MATEPUANTN HE CA AOCTABEHU

PeareHTV u matepuanu

MbpPBUYHO AHTUTANO

Cover, Ref. MAD-003983VS

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

Contrast Hematoxylin HDH3, Ref. MAD-HDH3-100VS
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

.6 O6opyasaHe
- NeoPATH Pro
- ONTUYEH MMKPOCKON U/MAn LUGPOB CKEHEP 3@ XMCTONOTUYHM NPEeAMETHU CTbKAA
3 ycnoBud 3A CbXPAHEHUE U CTABU/THOCT
| KOMNOHeHT: | Ycnosus 3a ynotpe6a
Ycnosua 3a [a ce cbxpaHaBa nNpu cTaliHa TemnepaTypa (15°-25°C) n aa ce cbxpaHsaBa ganey oT
CbXpaHeHue M3TOYHMLM HA CMAHA TONIMHA/CTYA A0 U3TUYAHE Ha CPOKA Ha FOAHOCT Ha NPOAyKTa.
CrabunHocT npu Cnep KaTo ce OTBOpPM, CbXpaHABalTe Ha cTalHa TemnepaTypa (15°-25°C). MpoayKTbT e
ynoTpe6a cTabuneH 4o CpOKa Ha roA4HOCT, OTNeYaTaH Ha eTUKeTa, KoraTo ce CbXpaHABa Npu Te3un

ychoBuAa.

Yc

NOBMA 33 4OCTaBKa MN3npawaHeTo TpAabBa Aa ce M3BbPLIBA NpU cTaliHa TemnepaTtypa (15-25°C).

Tabnuua 2. YcnoBua 3a CbXpaHeHWe 1M cTabunHocT.

MpoAayKTbT e cTabuieH A0 CPOKa Ha roAHOCT, OTreYyaTaH Ha eTUKETa, KoraTo ce cbxpaHasa npu 15°-25°C. [a
He ce U3MN0/3Ba Cnef N3TUYaHe Ha CPOKA Ha rO4HOCT.

n

NnoAroToBKA HA NMPOBATA

MapadnHOBU cekummn: TbKaHUTe, GUKCUpPaHU BbB (opMasiuH, ca noaxoAawm 3a ynotpeba npeam
BrpakaaHe Ha napaduH.

KocTt

HUTe TbKaHW Tpa6Ba Aa 6baaT gekanunduumpaHn npeam obpaboTKaTa Ha TbKaHMTE, 33 A3 Ce YAEeCHM

Pa3pA3BaHETO Ha TbKaHUTE U Aa Ce NPeaoTBpPaTU yBpeXaAaHe Ha OCTPMUETAaTa Ha MUKPOTOMaA.

K

o [

NPEAYNPEXAEHUA U NPEANA3ZHU MEPKU

poueTteTe MHCTPYKUuMUTE 3a ynotpeba, npeau Aa M3non3BaTe TO3M NPOAYKT. B cayyait HAa HETUMNUYHM

MM HEOYaKBAHW PE3YNTAaTH, MOJIA, CBbPKETE Ce C BalLuMA OTOPU3MPAH AOCTaBUMK/anUCTpUbYTOP.

e [

podecnoHanHa ynotpeba. Korato npoAyKTbT Ce M3M0/13Ba KaTo NOMOLLHO CPeACTBO 33 AMArHOCTUKA, C

Hero TpA6Ba Aa ce pabotn camo obyyeHu noTpebutenn n B oTopnsnpaHm nabopaTtopun.
° |B(0nly NekapaTt npeanucsa tect. To3n NPoAyKT e 32 npodecuoHanHa ynotpeba camo no neKapcko
npeanucaHue oT IeKap UAN ApYr MeAULMHCKU CeLnanmncr.

VITRO, S.A. AX-20240814-01-01-EN-BC
VITRO, S.A. IVD Rev. 14/08/2024
Calle Luis Fuentes Bejarano, 60, Edificio Nudo Norte, Local 3,41020 Page 3 of 10

Sevilla (Spain). Tel: +34 954 933 200. www.vitro.bio; vitro@vitro.bio



http://www.vitro.bio/
mailto:vitro@vitro.bio

BIOCARE DEWAX SOLUTION c €

C A L

o C eKksemnnapuTe, Npeau U cnes GUKCMPAHETO, KaKTO M C BCUYKM MATepuanu, U3N0KEHU Ha TAX, TpsbBa
Aa ce paboTu TaKa, cAKal MoraT Aa npefasaTt UHGEKUUs M Aa ce U3XBBbPAAT C NOAXOAALLM NpeanasHu
MEpPKU. HUKora He nMneTupainTe peareHTU Npes yctaTa M M3bArBamTe KOHTAKT C KOXKaTa M iMraBuumuTe €
peareHTU U Npobu. AKO peareHTU UM NPobu BAA3AT B KOHTAKT C YYBCTBUTENHM 30HU, U3MUIATE C 0BUAHU
KoandyecTsa BoJa.

e MuKpobHOTO 3amMbpcsiBaHEe Ha peareHTUTE MOXe [a AoBede A0 YBe/nyaBaHe Ha HecneundpuyHoTo
ouBeTABaHe /WK rpelwHn pesynTaTu.

e WNHKyH6AUMOHHUTE BPEMEHA MM TeMNepaTypu, Pas/IMYHU OT MOCOYEHWUTE, MoraT Aa AajaTt NorpeliHu
pesyntatn. MoTpebutenaTt TpAabBa fa NOTBbPAM BCAKA TaKaBa NpomsHa.

e He n3nonsBaiTe peareHT c/ie U3TUYAHE Ha CPOKa Ha rOAHOCT, OTNeYyaTaH Ha eTUKeTa.

e Cepuo3eH MHUMAEHT. Bcekn cepnoseH MHLMAEHT, CBbP3aH C ynoTtpebaTa Ha TO3M MPOAYKT, KOWTO
BK/IIOYBA M/IN MOXKE [la BK/OUYBA CEPUO3HO B/OLIAaBaHe, BPEMEHHO MM MOCTOSAAHHO, Ha 34PaBOC/IOBHOTO
CbCTOSIHME Ha MauMeHT, noTpebuten MAM ApYyro Auue, UAM AOPU CMbBPT, UAN CEepUMO3Ha 3ansiaxa 3a
obuiecTBeHOTO 34paBe, TPAbBa Aa 6bae A0KNaABaH Bb3MOXHO Hali-CKOPO Ha NPOU3BOAUTENSA MO UMEN
Ha agpec regulatory@vitro.bio M Ha KOMNETeHTHUA 34paBeH OpraH Ha AbprKaBaTa — uneHka Ha EC, B
KOSITO € YCTaHOBEH MN0A3BATENAT UAN NaLUEHTLT. AKo noTpebuTtenat ce Hamupa B CALL, goknaagaiiTe 3a
CEePUO3HM WMHUMUAEHTM, CBBP3aHM C TOBa YCTPOWCTBO, KaTO Ce CBbPMKETe C MecTHUA AucTpubytop
(MHbOpMaumA, NocoyeHa Ha eTUKeTa Ha NPOAYKTa) U CbOTBETHUSA KOMMETEHTEH OpraH Ha AbpKaBaTta
yneHKa. MHUMAEHTH, NPUUMHEHN OT HENpPaBU/IHA ynoTpeba Ha NpoAyKTa uamn oT ynoTpebaTta Ha NpoAyKTa
N3BbH MONIE3HUSA XKUBOT, ONpeaeneH Ha eTUKeTa My, LWe 6baaT OTTOBOPHOCT Ha NoTpebuTtens.

o MepKute 3a 6€30MaCHOCT M U3XBBP/IAHE Ca ONUCAHU B MHPOPMALMOHHMA NUCT 32 6€30NaACHOCT Ha TO3U
npoayKr. To3n NpoAyKT e npeaHasHayeH camo 33 npodecuoHanHM NabopaToOpHM Lenn U He e
npegHasHayeH 3a <¢dapmaKoiorMyHa, [AomallHa uMAM Apyr Bua, ynotpeba. Tekyw,ata BepcuA Ha
MHPopPMaLMOHHUA NCT 3a 6E30NacHOCT Ha TO3M NPOAYKT MoXe Aa 6bae usTerneHa ot yeb cTpaHuMuaTta
WWwWw.Vitro.bio nan sasseHa Ha regulatory@vitro.bio. Ako noTpebutenst ce Hamupa B CALL, noknaasanTe
33 BCMYKM CEPUO3HM WHUWUAEHTM, CBbP3aHW C TOBA YCTPOMCTBO, KAaTO Ce CBbPMKeTe C MeCTHMA
npeacTtaBuTen Ha Biocare M CbOTBETHMA KOMMNETEHTEH OpraH Ha AbprKaBaTa YieHKa. MHUMZeHTw,
NPUYMHEHWN OT HenpasBuaHa ynoTpeba Ha NPOAYKTa UAKM OT ynoTpebaTa Ha NPOAYKTa M3BBLH MONe3HUA
XUBOT, onpeAenieH Ha eTUKeTa My, Lie 6baaT OTFOBOPHOCT Ha noTpebuTens.

e O6e3BpexpgaHe Ha otnaabum: Ob6paboTKaTa Ha OTNAADbLWUTE, FEeHEePUPAHM OT W3MOJI3BAHETO HA
npoAyktute, npegnaraHn ot Vitro S.A., TpsabBa ga ce M3BbPWBA B CbOTBETCTBME C MPUIOKMMOTO
3aKOHOAATENCTBO B CTPaHaTa, B KOATO Ce M3M0/3BaT Te3n NpoaykTu. Kato cnpaska, ciegHaTa Tabaunua
MoKa3Ba KnacuouKauumATa Ha OTNaLbuUMTe, reHepupaHu OT TO3M KOMMAEKT, CbI1aCHO eBPOMeiCKoTo
3aKOHOAATE/NICTBO, NO-CMeLMasHO cbrnacHo PeweHue Ha Esponelickama komucus om 18 dekemspu 2014
2. 3a u3MmeHeHue Ha PeweHune 2000/532/EQO OTHOCHO CMMCbKa Ha OTNaAbUUTE CbrnacHo [upeKkTusa
2008/98/EO Ha EBponeickuna napnameHT v Ha CbBeTa:
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NOTEHUWANHWU TEHEPUPAHU OTNAABLLMN
CNEA YNOTPEBA HA TO3U NMPOAYKT
KoHTeliHep 33 U3M0N3BaHWN PEaKTMBMY,
KnacupuumpaH KaTto onaceH (cbrnacHo 150110
MHPOPMALMOHHMA NUCT 3a BesonacHocT).

BUA OTNAABLM CNOPEA, ELW*

"KoHTelHepu, cbabpKalM oTNagbLm
WU/ 3aMBPCEHU C ONacHM BeltecTa"

"Te4yHOCTH, reHepupaHu ot
M3Mo0/13BaHeTo Ha asTomaTuyHu IHC/HIS

BogHM TeuHn oTnaabum, CbAbpKaLLM ONacHU 161001 | MHCTPYMeHTH:
Bew,ecTBa (He pa3TBopuTeNM). - OTNagbyHO CbXpaHeHue Ha
UMYHOOLBETUTENN.

- n3nonssaHu PT-moaynHu 6ydepn"
"OTnagbum, ymeto cbbupaHe u
obesBpexaaHe NOANEXKWN HA CNeLmanHu
W3UCKBAHWA C LLeN NpefoTBpaTaABaHe Ha
3apasnBaHe"

"JTabopaTopHM XMMMKAIN, CHCTOALLM Ce
OT MW CbAbPMKALLM OMACHM BELLEeCTBa,
BK/IIOYMUTENIHO CMecH OT 1IabopaTopHU
XMmUKann".

Tabaunua 3. Knacudukaums Ha oTnagbLmUTe, reHepMpaHM OT M3M0/13BaHETO Ha TO3M KOMMEKT, CbI1acHO eBPONENCKOTO
3aKkoHogatenctso. *ELW: Esponelicko 3akoHodamesicmeo 3a omnadvyume.

KoHcymaTtusu (Tpbbu, HakpaltHuum u ap.).
BceKkun ennemeHT, KOMTO e 61N B KOHTAKT C 180103
TbKaHHU Npobu.

TeyHOCTH, CbAbPKALLM PAa3TBOPUTENMU (KCUIOJ,
XeMaTOKCU/INH, aIKOXO/l, €03UH), FeHepupaHm 160506
OT TEXHMKM 332 MMYHOOL,BETABAHE.

*3abenexKa: Tasn KnacupuKauua e BKAKOYEHA KaTo o6LO0 PbKOBOACTBO 3a AeiCTBME, KaTo e nog KpaliHata
OTrOBOPHOCT Ha NOTpe6UTEeNA 33 U3NbAHEHNETO Ha BCUYKU MECTHU, PEFMOHA/IHN U HALMOHANHU pa3nopeabu 3a
M3XBbPASAAHE Ha TO3U BUA, Matepuani.

N MHCTPYKUWUU 3A YINIOTPEBA

JobaseTe rotosua 3a ynotpeba Dewax Solution kbm Konb6ata NeoPATH Pro DW 2, npegu Aa 3anoyHeTe
npoueca Ha WMyHOOUBeTABaHe B MWHCTpymeHTa. CnepaiTe OCHOBHWTE aHTWUTENA, NpenopbyYaHUTe
NPOTOKOIN M yCN0BMA 3a ynoTpeba. BpemeTo 3a MHKybaLma 1 TemnepaTypuTe LLe BapupaT B 3aBUCMMOCT OT
cneABaHUA NPOTOKOA 32 KOHKPETHU aHTUTeNa.

M KOHTPOJ1 HA KAYECTBOTO

Pa3nuknte B TbKaHHaTa 06paboTKa K TeXHUYECKUTe npoleaypun B abopaTopuaTa Ha NoTpebuTtena morat aa
4oBefaT A0 3HAaYMTEeNHA NPOMEHIMBOCT B pe3ynTaTUTe, KOeTo Hanara pefoBHO M3BBbPLUBAHE HA BbTPELLEH
KOHTPO/ B AOMbJ/IHEHWE KbM CleAHUTE Npouenypu. 3ano3HaliTe ce ¢ HACOKNUTE 3@ KOHTPOJ1 Ha KaYecTBOTO Ha
CTaHOapTUTE 3@ KayecTBO 3a NPOEKTUPaHE W npuaraHe Ha MMYHOXMCTOXMMMYHU aHanusn; OpgobpeHo

PbKOBOACTBO - BTOpo nsaaHue (I/LA28-A2) CLSI Wayne, PA USA (www.clsi.org). 2011.

MonoxuteneH KOHTPON Ha TbKaHUTE: BbHLIHUTE NOMIOKUTENHU KOHTPONHU MaTepuanu Tpabea ga 6baat
npecHu aytoncusa/6uoncua/xupypruunm npobu, dbukcupaHm, o6paboTeHmn 1 BrpafeHn Bb3MOMKHO Hall-CKOpO
Mo CbLLMA HAaYMH KaTo npobaTa(uTe) Ha NaumeHTa. MONOKUTENHUAT KOHTPO Ha TbKaHWUTE e NoKasaTeseH 3a
NpaBUAHO NOATOTBEHM TbKaHW U NPaBUIHWU TEXHMKM 3a ouBeTABaHe. pu BCAKO ouBeTABaHe TpabBa ga ce
BK/IOYM €4MH MONOXKUTE/IEH BbHLUEH KOHTPO Ha TbKaHWUTE 3a BCEKM HAbOp OT TECTOBM YCAOBUA.

TbKaHWUTE, M3M0A3BaHM 32 BbHLUHMTE MONOMKUTENHN KOHTPOIHM MaTepuanu, Tpabsa aa 6baaT noabpaHu oT
npobu OT NauMeHTn c 4obpe XapaKTepu3mMpaHM HUCKM HMBA Ha MOOMKMUTENHATA LLe/ieBa aKTUBHOCT, KOATO
JaBa cnabo NoNoOXKUTENHO ougeTABaHe. HUCKOTO HWMBO Ha MOJIOXKWUTENHOCT 3a BbHLUIHW MONOMKUTENHU
KOHTPO/IM € MPOEKTUPAHO TaKa, Ye Aa OCUrypu OTKpMBaHE Ha GUHU MPOMEHU B
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4YyBCTBUTE/IHOCTTA KbM MbPBUYHUTE aHTUTENA OT HecTabunHocT uau I'Ip06}'IeMVI C MeToaoN0rnMATa Ha IHC.
HannyHute B TbProBCKaTa MpeXxXa TbKaHHW NnpeaMeTHUN CTbKaa Unan I'IpO6VI, O6pa6OTEHVI no pa3siMvyeH Ha4vynH
oT npo6aTa Ha NauuMeHTa, N0OTBbpPXKAaBaT CamMoO ILl,(?l\/lICTBl/IETO Ha peareHTa U He npoBepABaT NOAroToOBKaTa Ha
TbKaHUTE.

N3BEeCTHMUTE NONIOKUTENHW TbKaHHW KOHTPO/IM TPA6Ba Aa ce M3NoA3BaT cCamo 3a HablogeHne Ha NPaBUAHOTO
aenctene Ha ob6bpaboTeHUTe TbKaHM W TeCTOBWUTE peareHTM, a He KaTo MOMOLLHO CpeacTBo npwu
bopmynmpaHeTo Ha cneunduyHa aMarHosa Ha NPobu OT NaLMeHTU. AKO NOIOKUTENHUTE TbKAHHU KOHTPOIU
He NOKa’KaT NOJIOKUTE/IHO OLBETABAHE, PE3yATaTUTE C TECTOBUTE NPObU cnesBa 4a Cce CYMTAT 3a HEBA/IMOHMU.

OtpuuateneH KOHTPON HA TbKaHuTe: V3nons3saWte oOTpuLaTeNHA TbKaHHA KOHTPONa, ¢UKCcMpaHa,
o0bpaboTeHa 1 BrpageHa No HauvH, UOEHTUYEH € NpobaTa Ha NauMeHTa(MTe) Npy BCAKO OLBeTABaHe, 33 Aa
nposepuTe cneundUyYHOCTTa Ha MbPBUYHOTO aHTMTANO Ha IHC 3a AeMOHCTpaLMs Ha LeeBusa aHTUreH 1 4a
npeaocTaBuTe MHAMKaumMA 3a cneundunyHo ¢oHOBO ouseTsBaHe (PanlWMBO MOJIONKUTENIHO OLBETSBAHE).
CbLL0 TaKa, pa3HOO6PA3METO OT PA3IMUYHUN TUMOBE KNAETKU, NPUCHCTBALLM B MOBEYETO TbKAHHU CEKLMUN, MOXKe
43 ce m3nonssa OT fabopaTopuATa KAaTO BBTPELWHM OTPULATENHM KOHTPOJIHM MecTa 33 NpOoBepKa Ha
cneunduKaummnTe 3a epekTMBHOCT Ha IHC.

Ako npuv OTPULLATENHNA KOHTPO1 Ha TbKaHUTE Ce NOABU CI'IELI,VId)VI‘-IHO ouBeTABaHe (Cbal'ILLIVIBO NONOXXUTENHO
OLI,BETFIBaHe), pe3yntaTtuTte C ﬂpO6MTe Ha NauneHTa Tpﬂ6Ba Aa ce CYMNTAT 3a HeEBA/ZIUAHN.

KoHTpon Ha HecneuuduUHM OoTpULATENHU peareHTU: M3nonssaiiTe HecneumMduyeH oTpuuaTeneH peareHTt
Ha MACTOTO HA MbPBMYHOTO @HTUTAO C YACT OT BCAKA Npoba Ha NauMeHTa, 33 Aa OUeHUTe HecneunpuyHoTo
ouBeTABaHe M Aa NO3BO/UTE MO-A0OPa MHTEpPNpPeTaumMa Ha CneundpuyHOTO OUBETABAHE Ha MACTOTO Ha
aHTUreHa. B ngeanHua ciydait oTpuuaTesiHaTa KOHTPO/Ia Ha peareHTa CbAbpyKa aHTUTANO, NPOM3BEAEHO OT
CyrnepHaTaHT Ha TbKaHHa KyATypa Mo CbLLMA HAaUMH KaTo MbPBMYHOTO aHTUTANO, HO He NPosABABa cneuudUYHa
PEAKTUBHOCT C YOBELIKM TbKaHU B CbLLMA MAaTPUKC/Pa3TBOP KaTo MbPBMYHOTO aHTMTANO. Camo paspeautenat
MOKe [a Ce M3M0JI3Ba KAaTo NO-MaJIKO esaHa anTepHaTMBa Ha ONUCAHWUTE NO-rope OTPULLATESIHU KOHTPOIMU
Ha peareHTUTe. MHKYOALMOHHUAT NEPUOL 3@ OTPULLATE/IHA KOHTPO/IA Ha peareHTa TpAbBa Aa CbOTBETCTBA Ha
TO3U Ha MbPBUYHOTO AHTUTAO.

KoraTo maHenn oT HAKOJIKO aHTUTENa Ce U3MON3BAT Ha CePUMHM yHacCTbLM, OTPULATENIHO OLBETEHUTE 30HM
Ha e4HO CTbK/IO MOraT 4a CAyKaT KaTo oTpuuaTtesHa/HecneumdmnyHa KOHTPOIa Ha CBbp3BaLL A GoH 3a Apyru
aHTUTena.

3a fa ce gudepeHumpa eHaoreHHaTa EH3MMHA aKTUBHOCT UM HecneunduYHOTO CBBP3BAHE HA EH3UMMK OT
cneymMdUYHa MMYHOPEaKTUBHOCT, AOMbAHUTENHM TbKaHM Ha MauMeHTa MoraT ga 6baaT ouBeTeHM
U3K/IIOYNTENHO C CYOCTPAT-XPOMOTEeH WAM eH3MMHWM Komnaekcu (PAP, avidin-6uoTuH, cTpentaBuguH) u
cybCTpaT-XpOMOTeH, CbOTBETHO.

H TNPOBEPKA HA AHA/INU3A

Mpean nmbpBoHavanHaTa ynoTtpeba Ha aHTUTANO MM CUCTEMA 33 OLBETABaHE B AMArHOCTUYHA npoueaypa,
notpebutenaT TpAabBa Aa NpoBepu cneundUyYHOCTTa Ha aHTUTANIOTO, KaTo ro TecTBa BbPXy nopeauua oT
BbTPELWHN TbKaHW C M3BECTHU MMYHOXMCTOXMMWYHWU XapaKTEPUCTUKM Ha AeNcTBMe, NpeacTaBiABallym
M3BECTHU NONOKUTENHN U OTPULLATENHM TbKaHU. BUXKTe npoueaypuTe 3a KOHTPOA HA KaYyecTBOTO, ONUCaHU
No-paHO B TO3M Pa3Aen Ha NPOAYKTOBATa BAOKKA, M MPENOPbKMTE 33 KOHTPO HA KA4ecTBOTO Ha lMporpamaTta
3a ceptuounumpaHe Ha CAP 3a MMyHOXUCTOXUMMA U/uan Hacokmte Ha NCCLS IHC). Tesu npoueaypu 3a
KOHTPOJ1 Ha KayecTBOTO TpsAbBa Aa ce NOBTAPAT 32 BCAKA HOBA NAapTUAA aHTUTENA UM KOTaTo

MMa NPOMAHA B MAapamMeTpuTe Ha aHaAM3a.

VITRO, S.A. AX-20240814-01-01-EN-BC
VITRO, S.A. IVD Rev. 14/08/2024
Calle Luis Fuentes Bejarano, 60, Edificio Nudo Norte, Local 3,41020 Page 6 of 10

Sevilla (Spain). Tel: +34 954 933 200. www.vitro.bio; vitro@vitro.bio



http://www.vitro.bio/
mailto:vitro@vitro.bio

BIOCARE bpeEwax soLuTioN
M E D |

C A L

O OTCTPAHABAHE

Cneppaiite cneunduyHUTE NPEnopbKM 3a MPOTOKOIA 33 aHTUTENa CbIIAaCHO NPeAoCTaBeHUs
MHPOPMaLMOHEH IUCT. AKO Ce NoABAT HETUMNMUYHU PEe3yNTaTh, CBbPMKETE Ce C perynaTopHusa otaen Ha Vitro
Ha regulatory@vitro.bio. AKo noTpebutenat ce Hammpa B CALL, cBbpKETE CE C MECTHUA AUCTPUBYTOP
(MHbOpMaLmAa, NocoYeHa Ha eTUKETa Ha NPOAYKTA).

N Tb/IKYBAHE HA PE3Y/ZITATUTE

MHTepnpeTaumnaTa Ha pe3yntatuTe TpsabBa Aa ce M3BbPWKM OT KBaanduumpaH natosor. OuBeTABaHETO C
MbPBUYHOTO AaHTUTA/IO 3a€4HO CbC CMOMaraTe/HUTe peareHTU TpAbBa Aa ce U3BBPLWN BbPXY TbKAHUTE HA
nayMeHTa 1 BbpXy NONOKUTENHU U OTPULLATENIHN KOHTPOU.

MonoxuteneH KOHTPOAN HA TbKaHUTE: [MONOMKUTENHUAT KOHTPO/A Ha TbKaHWUTE, OUBETEH C MbPBUYHOTO
aHTUTANO, TPAGBa NbPBO Aa Ce U3CNeaBa, 3a Aa Ce yBepu, Ye BCUYKM peareHTU GyHKUMOHMPAT NPaBuIHO.
Hannumeto Ha yepBeHuKaBo-Kadas (3,3' anammHobeH3nanH TeTpaxnopua, DAB) peaKuMoHeH NPOAYKT C
LenesaTa KaeTka (MecTOno/NOMEeHWETO B KNeTKaTa) e MoKasaTeNHO 3a MOOXWUTENHA PeaKkTUBHOCT. AKO
MOJIOMKUTENHUTE TbKAaHHU KOHTPOIM HE MOKaXKaT MOJOMKMUTENHO OLBETABAaHE, BCUYKM Pe3yTaTh C TECTOBUTE
npobu cneaBa Aa ce cuMTaT 3a HEBANIUAHM.

OTpuuaTteneH KOHTPON Ha TbKaHuTte: OTpuuaTenHata TbKaHHa KOHTposa TpabBa fa ce v3cneaBa cief
NONOMUTENHATa TbKaHHa KOHTPO/a, 3a fa ce nposBepu cneumduyHOCTTa Ha MapKUMpPaHeTO Ha Lenesus
QHTUIEH OT MbPBUYHOTO AHTMTANO. JlMncaTa Ha cneuMduyHO oOLBETABAHE B OTPULATE/IHUSA KOHTPOAN Ha
TbKaHMUTE NOTBbLPNKAABA /AWMCAaTa Ha KPbCTOCaHa PEaKTUBHOCT Ha aHTUTENa KbM KAETKUTE/KNeTbyHUTe
KOMMOHEHTU. AKO MpU OTpUUATENIHUA KOHTPOA Ha BbHLIHATA TbKaH Ce NOABM CMEeUUPUYHO OUBETABAHE
(banwmBo nonoxuTenHo ouBeTABaHe), pe3ynTaTuTe ¢ npobata Ha nauueHTa Tpabsa ga ce cyuTaT 3a
HEeBaNUAHMU.

HecneundunyHoTo ouBeTABaHE, ako MMa TaKo, 06MKHOBEHO MMa Andy3seH sua. CnopaanyHO oLUBeTABAHE Ha
CbeAMHUTENIHAaTa TbKaH MOe Aa ce HabaogaBa M B y4acTbUM OT NPeKoMepHo OGUKcUpaHu dopmanuH
TbKaHU. M3non3sante HENOKbTHATU KAETKM 3a MHTepnpeTauMa Ha pe3yataTuTe OT OLBeTABaHeTo.
HeKpoTUUYHUTE UK U3POAEHUN KNETKM YecTo Cce oLBeTABaT HecneunduiHo.

ToKaH Ha nauueHTa: M3cnepBaiTe npobu Ha NauneHTa, OUBETEHU C MbPBUYHO AHTUTANO MOCAEAHMU.
MONOXUTENIHUAT MHTEH3UTET Ha OLBeTABaHe TpAOBa Aa ce OLUEeHABa B KOHTEKCTa Ha BCAKO HecneuudpuyHo
$oHOBO OLBETABaHE Ha OTPULATENIHUA KOHTPON Ha peareHTa. KakTo npu BCEKN MMYHOXMCTOX MMUYEH TECT,
OTPULATENHUAT pe3ynTaT 03HauyaBa, Ye aHTUTeHbT HE e OTKPUT, a He Ye aHTUTeHbT OTCbCTBA B M3C/leABaHuUTe
KNETKN/TbKaHW. AKO e Heob6XoAMMO, U3MOo3BaTe NaHesn OT aHTUTena, 3a Aa uaeHTuduumnparte danlumMeo
OTpULATENHU peaKLuu.

BuiKTe MHCTpyKLUUUTE 33 yn0Tpe6a Ha NbPBUYHOTO aHTUTANO 3a MHd)OpMaLI,Mﬂ OTHOCHO MMYHOPEAKTUBHOCTTA
Ha aHTUTANIOTO.

P OIrPAHUYEHUA

PesyntatuTe oTTecta Tpa6Ba Aa 6bAaT OLEHEHM OT MEAULMHCKN CNELMANNCT B KOHTEKCTA Ha MeANLMHCKA

NCTOPUA, KIMHUYHU CUMMNTOMW U APYTY ANArHOCTMYHU TeCcToBe.

- TpaBMAHOTO U3MbAHEHME Ha TeCTa 3aBUCK OT Ka4ecTBOTO Ha npobara.

- NeoPATH Pro 1 cnomaratenHuTe peareHTH TpAabBa Aa ce M3MNo3BaT c GUKCUMpPaHU ¢ GOPMaNUH, BrpadeHu
B napaduH TbKaHHM cekumu. M3non3saHeTo Ha Apyr BMA Npoba moKe 4a AosBene A0 rpewHn pesynTatu
N HelHaTa edeKkTMBHOCT TpAbBa Aa 6bae NpoBepeHa NpeaBapUTeNHo.

- MIMYHOXUCTOXMMMATA € MHOroeTaneH AMarHoCTMYeH MPOLLeC, KOMTO Ce CbCTOM OT CheumnannsnpaHo
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obyyeHMe 3a noabop Ha noAxoAAliMTe PeakTuBU; n3bop, GUKCUpaHe M 06paboTKa Ha TbKaHW;
noarotoska Ha IHC cnaipa; v Tb/iIKyBaHe Ha pe3yaTaTuTe OT OLUBETABAHETO.

OuBeTABaHETO HA TbKAaHMTE 3aBUCK OT 06paboTKaTa M 0H6paboTKaTa Ha TbKaHTa Npeay OLBeTABaHeTo.
HenpasunHoTto ¢uKcupaHe, 3ampasnaBaHe, pasampasfaBaHe, U3MMBAHe, CylleHe, HarpABaHe, pasgensHe
NN 3aMbPCABAHE C APYrY TbKaHM UM TEYHOCTU MOXKe Aa aoBeae A0 apTedaKTu, ynaBAHe Ha aHTUTeNa
nnn GanwmMeo oTpULATENHU pe3ynTaTh. HenocToAHHUTE pe3yaTaTM moraT Aa ce Ab/KaT Ha Bapuauum B
meToauTe 3a GUKCMpaHe M BrpaxKaaHe UAKM Ha MPUCHLLU HEPAaBHOCTU B TbKaHTa.

MpeKoMepHOTO MM HEMbJHO NPOTUBOOLBETABAHE MOXKE A3 KOMNPOMETUPA NPaBUIHOTO Tb/KyBaHe Ha
pesyntatuTe.

KAnMHMYHaTa MHTepnpeTauua Ha BCAKO MNOJIOMMUTENHO MAWM OTpULATENHO ouBeTABaHe TpabBa pa ce
OLLeHABA B KOHTEKCTA Ha KAMHWYHATA KapTUHA, mopdosormata U Apyrn XMCTONATONOTUYHU KPUTEPUU.
KAMHMYHaTa MHTepnpeTaumns Ha BCAKO MOJIOMMUTENHO MM OTpULATENIHO ouBeTaBaHe TpsbBa Aa 6bvae
JombAHeHa OT MOPDONOTMYHM U3CNedBaHMA, KaTo Ce W3M0/3BaT MNOAXOAALLM MONOXKUTENHU W
OTpULLATE/IHN BBTPELIHN U BBHLUHW KOHTPO/IM, KAaKTO U APYrM ANMArHOCTMYHU TecToBe. OTroBOPHOCT Ha
KBaAMPULUMpPaH NAaToNOT, KOMTO e 3ano3HaTC NpaBuaHaTa ynotpeba Ha IHC aHTUTeNa, peakTUBKU U MeToau,
€ [0a UHTepnpeTupa BCUYKM CTbMKKU, M3NON3BAHU 3@ NOATOTOBKA U UHTEpNpeTUpaHe Ha OKOHYaTe/HuA
npenapart 3a IHC.

MponsBoanTenaT npeaocTaBsA TO3M peareHT 3a ynotpeba, cneaBanku NnpegocTaBeHUTe MHCTPYKLU MK 3a IHC
BbPXY NOArOTBEHM TbKaHHM yyacTbLK. BCAKO OTKNOHEHMe OT NpenopbyaHMTe nNpoueaypu 3a U3NUTBaHe
MOXKe [a obescunn aeKknapupaHuTe O4YakBaHM pesyntath; Tpabsa Aa ce npuaarat U SOKYMeEHTUpaT
noaxo4sAwm nposepku. MNoTpebutennTe, KOMTO Ce OTKAOHSBAT OT NPENopPbYaHMTE TECTOBU NPOLLELYPH,
TpAbBa f[a noemaT OTFOBOPHOCT 33 WHTepnpetauuATa Ha pe3yntatuTe OT MauMeHTa npu Teswu
obcToATencrTaa.

TbKaHUTe OT nLA, 3apa3eHn C BUpyca Ha XxenaTut B n cbabpKalim NOBbPXHOCTEH aHTUIEH Ha XenaTuT B
(HBsAg), moraT aa npoABAT HecneLMPpUUHO OLBETABAHE C XPSAH NEPOKCMAa3a.

XAPACTEPUCTUKA HA U3NMBJIHEHUE

Bb3npomnssogmumoctta Ha gelictBueto Ha Dewax Solution no Bpeme Ha UMKbAA ce onpegens upes
ouBeTABaHe Ha 42 npeaMeTHU CTbKNa, CbAbPMKALWM eAHA M Cblia TbKaH. CbwmAT pe3ynTaTt bewwe nosyyeH
MEXAY BCUYKM cnangoBe. Bb3npoms3BoAMMOCTTAa MeXAy MNPOroHW ce onpefens upe3 OLuBeTABaHe Ha
npeamMeTHU CTbKNA, CbAbPMKALLM €4Ha M Cblla TbKaH, Ha42 npegMeTHU CTbK/A B ABE Pa3/IMYHUN CbOPBIKEHMA,
ABaMa onepaTopu U pas3anyHu gHun. OuBeTABAaHETO € N3BBbPLUEHO C NOMOLLTA Ha NpoTokoan Ki67 n CD3 KaTto
MbpPBUYHM aHTUTeNa. NpoBeaeHN ca SOMBAHUTENHM NPOYYBAHMA 33 TECTBAHE HA LUMPOK CNEKTbP OT aHTUTenNa
B PAa3/NIMYHMU KOHLEHTPALUU U PAa3ANUYHU TbKAHW B PA3INYHW OHW, OT Pa3/IMYHM ONepaTopu WU Pas/IMYHO
obopyaBaHe 3a AbAblr Nepuos, oT BpeMe.
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CUMBOJIN HA ETUKETU U NOJIETA

ObacCHeHWe Ha CUMBOJIUTE Ha ETUKETA M KyTUATA Ha NPOAYKTA:

MeguunMHCKO un3pgenne 3a  UMHBUTPO
IVD AL A P g CpokK Ha rogHocCT

OMArHOCTMKa

i
REF| | KaTtanoXeH Homep / TemnepaTypHa rpaHuua
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® PETUMCTbP HA NPOMEHWUTE

| Oata | Onucanue
2023-12-22 | Cb3pgaBaHe Ha AOKYMEHTA.

2024-06-25 | lJOKyMeHTbT e aKkTya/M3npaH, 3a Aa 6bae npueeaeH B cboTeeTcTBUe ¢ PernameHT (EC) IVDR
2017/746.

2025-02-27 | JOKymeHTBbT e aKTyanmMsupaH, 3a 4a ro npusege B CboTBeTCTBUE C pernameHTa Ha FDA.

2025-04-10 | KopurnpaHa e nevyaTHa rpewka B Tabsavua 1 "MpenpaTku u npeactasaHe”

2025-04-10 | [LOKYMeHTHT e npeBeAeH Ha 6b/rapckmn esuk.

VITRO, S.A. AX-20240814-01-01-EN-BC
VITRO, S.A. IVD Rev. 14/08/2024
Calle Luis Fuentes Bejarano, 60, Edificio Nudo Norte, Local 3,41020 Page 10 of 10

Sevilla (Spain). Tel: +34 954 933 200. www.vitro.bio; vitro@vitro.bio



http://www.vitro.bio/
mailto:vitro@vitro.bio

