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A HANMNYHU NPOAYKTOBU ®OPMATHU

VITRO, S.A. Ref. BIOCARE Ref Mpe3eHTauua
MAD-003983VSBC NPRI10002T1300 1 x 2000 mn

Tabnuua 1. MpenpaTku U NpeacTaBsaHe

b MPEAHA3SHAYEHUE HA NPOAYKTA

3a ynompeba in vitro gnarHoctMka. ToBa rotoBo 3a ynoTpeba MMHEpasHO Macno ce M3NonssBa KaTo
3alLMTHO NOKPUTUE 33 NPeLOoTBpaTABaHE Ha U3NAPABAHETO HA Pa3TBOPU C HUCKA M BUCOKA AR no Bpeme Ha
MHAYUMPAHO OT TOMJIMHA W3B/MYAHE Ha aHTUIEeH OT TbKaHHWU CeKuMW, BrpageHu ¢ popmannH duKcnpaH
napapuH (FFPE), KaTo 4YacT OT M3Mb/JHEHMETO HA aBTOMATU3MPAHWUTE MPOTOKOAN 3@ MMYHOXMCTOXMMMUSA
(IHC). To e npegHa3Ha4yeH 33 W3M0Ji3BaHE OT KBAAMOUUMPAHU CNEeunannctn, obydyeHn B TEXHUKUTE Ha
UMYHOXUCTOXMMMUATA. KAMHMYHATA MHTepnpeTaumna Ha BCAKO OLBETABAaHE UAM HEFOBOTO OTCbCTBUE TPAOBA
03 6bae ponbAHEHA OT MOPPONOTMUYHU U3CNeaBaHUA C NOMOLLTa HA NOAXOAALLM KOHTPOAU U TpsbBa Aa ce
OUEHABA B KOHTEKCTAa Ha K/AWMHMYHATA WCTOPMA HA NAUMEHTa WM APYrM AMATHOCTMYHM TecToBe OT
KBanMduumpaH naTonor.

To3uM NpoAyKT e NpeAHa3HayYeH 3a XOpa OT BCMYKM Bb3PACTM, KOMTO Ce HYKAAAT OT aHA/IM3 Ha OTKPUBAHETO
Ha aHTUTFEeHM YpPe3 UMYHOXUCTOXUMUYHU TEXHUKU.

B PE3IOME U OBACHEHUE

MpoaykteT Cover e CbCTaBeH OT MMHEPANHO Macio M HeroBaTa ¢QyHKUMA e ga obpasyBa 3aWMTHO
NOKPUTME, 3a Aa NPeAOTBPATU M3MNAPABAHETO NO BPeMe Ha MHAYLMPAHO OT TOM/IMHA U3B/IMYAHE HA aHTUTEeH
OT PUKCUpaHU C¢ GOpPManmMH BrpafeHM TbKaHHU CEKLMWM KAaTo YacT OT npoueaypa 3a ousetaBaHe Ha IHC Ha
aBTOMaTM3MpaHua ousetuten NeoPATH Pro. To3u npoAayKT ce npeaocTaBsa B roToB 3a ynotpeba ¢opmar.

I NPUHUMN HA AEMHOCTTA

KaTo usno TexHukuTe 3a MMyHoxuctoxmumuuHo (IHC) ouseTasaHe No3BONABAT BM3yaAN3aLMA HA aHTUTEHMU
ypes nocnegoBaTeNHO MpuaaraHe Ha cneuuMdUUYHO aHTUTANO KbM aHTUreHa (MbPBUYHO aAHTMTANO),
BTOPUYHO aHTUTANO KbM MbPBUYHOTO aHTUTANO (IMHKOBO aHTUTANO), EH3UMEH KOMIMIEKC U XPOMOTeHEeH
cybcTpaT Cc BrpafeHW CTbMKM Ha u3MmBaHe. EH3MMHOTO aKTMBMpaHe Ha XpomoreHa BOAM 40 BUAUM
pPeaKUMOHEH MPOAYKT Ha aHTUreHHoTo mAcTo. Cnen ToBa 0b6paseubT MOXKe Aa 6bae OUBETEH M MOKPUT.
PesyntatuTe ce WHTepnpeTMpaT C NMomMoLTa Ha CBET/IMHEH MMKPOCKOM M nomarat 3a auvdepeHumanHaTta
AMarHosa Ha nNatopusnoNorMyHMUTE NPOLLECU, KOUTO MOTaT MAN He MoraT ga 6baaT cBbpP3aHKU ¢ onpeaeneH
aHTUTEH.

MunHepanHOTO Macno ce M3MOA3Ba KAaTo 3alMTHO NOKpUTUE 3a NpeaoTBpaTABaHE Ha M3NapAaBaHETO Ha
pa3TBOpPU C HUCKA M BMCOKa AR no Bpeme Ha TONIOMHAYLUPAHO M3BAMYAHE HA aHTuUreH B NeoPATH Pro.
MN3BAMYAHETO HA AHTUrEH 3HAUYMTENHO NoA06pPABA MMYHOXMCTOXMMUYHOTO OLLBETABAHE HA aHTUIEHWU Npu
KOHBEHUMOHANHATa XMpypruyHa natosiorns. M3non3BaHeTo Ha Te3M TEXHUKM MMa Hal-gobpute cu
npeaMmcTBa B C/y4all Ha AAPEHU aHTUIEHW, KbAETO ce HabnwgaBa 3abenekuTesHO YyBe/IMYEHME Ha
WHTEH3UBHOCTTA Ha UMYHOXUCTOXMMMUYHWNA CUTHAN.

O PA3TBAPAHE, CMECBAHE, PASPEXOAHE

To3u NPOAYKT ce npeAocTaBA B roTos 3a ynotpeba ¢popmart. He e Heob6xoamMmo fa ro pasTeapaTe, cmecsaTte
WK paspeskpare.
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DOCTABA CE KATO

100% muHepanHo macnio

K AONMBAHUTE/IHU HEOBXOAUMU MATEPUANTIU HE CA AOCTABEHU

K.A PeareHTn n matepmuanmu

MbpPBUYHO AaHTUTANO

Dewax Solution, Ref. MAD-004080VS

High AR, Ref. MAD-004075VS or Low AR MAD-004079VS
DAB Enhancer, 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 Ob6opyaBaHe

3

NeoPATH Pro

OnTnyeH MUKPOCKON M/MIWI LI,VId)pOB CKeHep 3a XUCTONIOMTMYHK npegMmeTHN CTbKna

ycnoBsuAa 3A CbXPAHEHUE U CTABUJTHOCT

KomnoHeHT | Ycnosus 3a ynotpeba

Ycnosusa 3a
CbXpaHeHUue

[a ce cbxpaHsaBa npu cTaMHa TemnepaTtypa (15°-25°C) 1 ga ce cbxpaHsiBa ganey
OT M3TOYHMLM HA CUAHA TOMAWHA/CTyd 4O M3TUYaHE Ha CPOKa Ha rogHOCT Ha
NpoAyKTa.

CtabuaHocT npwm

Cnep, KaTo oTBOpUTE, CbXpaHABalTe Ha CTaliHa TemnepaTtypa (15°-25°C) u
nasete OT U3TOYHWULM HA CUJIHA TONAUHA/CTYA A0 U3TUYAHE Ha CPOKA Ha

ynotpeba
rOAHOCT Ha NPOAYKTa.
yenosuA 3a M3npawaHeTo TpabBa Aa ce N3BbLPLIBA cTaliHa TemnepaTypa (15-25°C)
n HeTO T M3BbPLIBA NPK CTalHa TemnepaT - .
[OCTaBKa pati P A P P PP

Tabnuua 2. YcnoBua 3a CbXpaHeHue 1M cTabunHocT.

MpofyKTbT e cTabuieH A0 CPOKa Ha rO4HOCT, OTNeYaTaH Ha eTMKeTa, KoraTo ce cbxpaHsasa npu 15°-25°C.
[a He ce M3non3Ba cneg U3TMYaHe Ha CPOKA Ha roOLHOCT.

M NOAroTOBKA HA NMPOBATA

MapaduHOBM ceKuuu: TbKaHUTe, GUKCUMpaHW BbB POpmMasauH, ca NoAxoAsuiM 3a ynoTpeba npeau
BrpakgaHe Ha napaduH.
KocTHUTe TbKaHW TpAabBa ga 6baaT gekanaunduumpanm npeam obpaboTkaTa Ha TbKaHUTE, 33 Aa Ce YeCHU
pa3pA3BaHETO Ha TbKaHMTE U Aa ce NPeAoTBPaTH YBpeXAaHe Ha ocTpueTaTa Ha MMKpoToMa.

K NPEAYNPEXAEHUA U NPEANASHU MEPKU

¢ [poueTeTe MHCTPYKUUUTE 33 ynoTpeba, npeaun Aa U3No0A3BaTe TO3U NPOAYKT. B cayyalli Ha HETUNWUYHM
WM HeOYaKBaHM PE3YNTaTW, MOJIS, CBbPKETE Ce C BallMA OTOPU3MpPaH A0CTaBuMK/guctpmbyTop.
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NpodecuoHanHa ynoTtpeba. To3n NpoAyKT e npegHasHayeH camo 3a npodecroHanHu nabopaTopHuU
Lenn 1 He e npefAHasHayeH 3a papmaKoNoOrMyHa, AOMallHa MAKW Apyr BUA ynoTpeba. Korato npoayKkTsT
ce M3Mon3Ba KaTo MOMOLLHO CPeACTBO 3a AMAarHOCTUKa, C Hero Tpsabea Aa ce paboTu camo obyyeHu
notpebuTenm u B oTopusmpaHu nabopatopum.

||3(on|yl1e|(apm npeanucea Tect.To3u NPOAYyKT e 3a npodecuMoHanHa ynotpeba camo MO JeKapcKo

npeanMcaHue oT Nekap UAU Apyr MeAWLMHCKN CneLmnanmct.

C eksemnaapuTe, npeau u cneg GUKCUPAHETO, KAKTO U C BCUYKU MaTepPUasn, U3I0KEHU Ha Tax, TpAOBa
Aa ce paboTu TaKa, cAKalW moraT ga npeganat MHOEeKUMA M Aa ce U3XBBbPAAT C NoAX04AWM npeanasHm
MepKKU. HMKora He nunetTupanTe peareHTM Npes yctata U n3bAreanTe KOHTAKT C KOXKATa W AnTraBuLUTE C
peareHTM U NPo6U. AKO peareHTU UaM NPobu BAA3AT B KOHTAKT C YYBCTBUTENHM 30HU, U3MUIATE C OBUNHU
Ko/inyecTBa BOAA.

MuKpPOOHOTO 3ambpcABaHe Ha peareHTUTE MOXe Aa AOBefe A0 yBeAnvaBaHe Ha HecneunduUyHoTO
ouBeTABaHe U/Wau rpewHn pesynTtaTu.

NHKy6aLMOHHUTE BpeMeHa WM TemnepaTypu, Pas3/IMyHM OT MOCOYEeHMTe, MOraT Aa AafaT NorpewwHu
pe3syntatu. MoTpebutenat TpA6Ba Aa NOTBBPAN BCAKA TaKaBa NPOMSHaA.

He n3nonsBanTe peareHT c/ieq U3TUYAHE HA CPOKa Ha rogHOCT, OTNnevYaTaH Ha eTUKeTa.

Cepuo3eH UHUMAEHT. Bcekn cepnoseH MHUMAEHT, CBbp3aH C ynoTpebaTta Ha TO3W MPOAYKT, KOUTO
BK/IIOYBA M/IN MOXKe Aa BK/OYBA CEPMO3HO B/IOLWABAHE, BPEMEHHO MM NOCTOAHHO, HAa 34PaBOCNOBHOTO
CbCTOAAHME Ha MauMeHT, NoTpebuTen uUaM Apyro AULE, UAN A0PU CMBPT, UAUM CEpUO3Ha 3ansaxa 3a
obLecTBEHOTO 34paBe, TPAOBA Aa 6bbae AO0KNAABAH Bb3MOXKHO HAal-CKOPO Ha NPOU3BOAUTENS NO UMENN
Ha regulatory@vitro.bio 1 Ha KOMNeTeHTHMA 34paBeH OpraH Ha AbprkaBaTa — 4ieHKa Ha EC, B KosTo e
YCTAQHOBEH MO/3BATENAT MAM MNaUMEHTbT. AKo noTpebutenst ce Hamupa B CALL, aoknagsante 3a
CEepPUO3HM MHUMAEHTU, CBBP3aHM C TOBA YCTPOWCTBO, KAaTO CE CBbPMKETE C MECTHMA AUCTpUbyTOp
(MHpopmaums, nocoyeHa Ha eTUKETa Ha NPOAYKTA) M CbOTBETHMA KOMMETEHTEH OpraH Ha AbprKasaTta
yneHKka. MHUMAaeHTUTe, MPUUYMHEHM OT HenpasBuaHa ynoTpeba Ha MpoAyKTa WUAM OT ynoTpebata Ha
NpPOAYyKTa M3BbH MOJIE3HUA KMBOT, ONPEAEsieH Ha eTUKeTa My, LWe 6baaT OTTOBOPHOCT Ha NoTpebutens.
MepKute 3a 6e30NacHOCT U U3XBbpP/AAHE Ca ONUCAHU B MHGOPMALMOHHUA NUCT 32 6€30NacCHOCT Ha
TO3U NPOAYKT. TeKyuwaTta Bepcua Ha MHPOPMaALMOHHUA AncT 3a besonacHocT (SDS) Ha To3u NpoayKT
MOXe aa 6bae usterneHa ot web cTpaHMua www.vitro.bio nam nonckaHo Ha regulatory@vitro.bio.
Obe3BpexaaHe Ha oTnagbumu: O6paboTKaTa Ha OTNaAbUMUTE, TEeHepupaHM OT M3MON3BAHETO Ha
npoayktute, npeanaraHn ot Vitro S.A., TpsabBa Oa ce M3BbPLWBA B CbOTBETCTBME C MPUJIOKMMOTO
3aKOHOAATENCTBO B CTPAHATa, B KOATO Ce M3M0/3BAaT Te3n NpPoAyKTWU. KaTo cnpaBKa, ciegHaTa Tabavua
NnokKasBa KnacuduMKaumATa Ha OTMAAbLUMTE, FEHEPUPAHM OT TO3M KOMIJIEKT, CbINAaCHO €BPONenCcCKoTo
3aKOHOAATE/NICTBO, MO-CMNeunanHo cbrnacHo PeweHue Ha Esponelickama komucus om 18 OeKkemspu
2014 2. 3a u3MmeHeHue Ha PeweHume 2000/532/EQO OTHOCHO CMMCbKA Ha OTNAaAbUMTE CbrNACHO
Oupektnea 2008/98/EO Ha EBponeickua napnameHT u Ha CbeeTa:
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NOTEHUMANHUA OTNAAbLLUWUA, TEHEPUPAHU
CNEA U3NOI3BAHE HA TO3U NPOAYKT

KoHTeliHep 3a M3MNON3BaHMU peakTmBsy,
KnacnounumpaH KaTo onaceH (cbrnacHo | 150110
MHPOPMALMOHHMA NUCT 3a BesonacHocT).

BUA OTNAABLM CNOPEA, ELW*

"KoHTelHepu, cbabpsKaliM oThAAbUM WK
3aMbpPCEHU C ONacHU BelecTa"

"TeyHOoCTH, reHepupaHn OT M3NOA3BAHETO Ha

asTomaTtnyHK IHC/HIS nHCTpymeHTU:
BoaHW TeyHW oTnNagbuM, CbAbPMKALLM OMACHMU

161001 | - OTnagbyHo CbXpaHeHue Ha
BelLecTBa (He pa3TBOpUTENN). MMYHOOLBETHTENM
- u3nonssaHu PT-moaynHu 6ydepn"
"OTnagbum, yneTto cbbupaHe 7

KoHcymaTtusm (Tpbbu, HakpaltHuum 1 ap.).
Bcekn enemeHT, KOUTO e 6un B KOHTakT c | 180103
TbKaHHM NPooU.

obesBpexgaHe nNOANEXM HA cneumasHu
M3MUCKBAHMA C UEen npegoTBpaTABaHe Ha
3apasnBaHe"

"TabopaTopHM XMMMUKaAM, CbCTOALWM ce OT
nm CbAbpXKaLLK onacHu BELLECTBa,
BK/IOYMTE/IHO CMecu OT  n1abopaTopHU
XUMUuKann"

Tabnuua 3. KnacuomKkaums Ha oTnagbLuMTe, reHepMpaHm OT M3N0/13BaHETO Ha TO3U KOMMEKT, Cbr/1acHO eBPOMNenNcKoTo

3aKOHOAaTencrBo. *ELW: Egponelicko 3akoHOOamesancmeo 3a omnadsyume.

TeyHOCTH, CbAbPMHKALWM pa3TBOPUTENM (KCuaon,
XEMaTOKCU/INH, aNKoXOoJi, €03MH), reHepupaHu | 160506
OT TEXHUKM 32 UMYHOOLBETABAHE.

*3abenexKa: Tasm Knacudukauua e BKAKOUEHA KaTo 060 pbKOBOACTBO 3a AelcTBMe, KaTo e nog KpaiiHaTa
OTrOBOPHOCT Ha NOTpPe6uTeNns 3a U3Nb/IHEHUETO Ha BCUYKM MECTHU, PErMOHaNIHA U HALMOHa/NHU pa3nopenbu 3a
M3XBbpPAAHE Ha TO3U BUA MaTepuanu.

N MHCTPYKUWUU 3A YINNOTPEBA

JobaseTe rotoeua 3a ynoTpeba pa3TBop 3a cover Kbm Konbata NeoPATH Pro COVER 1, npean pa
3anoyHeTe nMpoueca Ha MMYyHOOLBETABAHE B WHCTPymeHTa. CneaBaliTe OCHOBHWUTE aHTUTENQ,
npenopbYaHmUTe NPOTOKOAN M yCcnoBKUA 3a ynoTpeba. BpemeTo 3a MHKybaLMA U TemnepaTypuTe We BapupaT
B 3aBMCUMMOCT OT C/Ie4BaHMNA NPOTOKO/ 32 KOHKPETHU aHTUTENA.

M KOHTPOJ1 HA KAYECTBOTO

Pa3nnknte B TbKaHHATa 06paboTKa M TEXHMYECKUTE npoueaypy B nabopatopuaTta Ha noTpebutens morat
Ja [oBefaT A0 3HauuTesiHa MPOMEH/IMBOCT B PE3YNTATUTE, KOETO HaJjlara PefoBHO M3BbPLUBAHE Ha
BbTPELUEH KOHTPOA B AOMbJIHEHWE KbM C/egHUTE Mpouenypu. 3ano3HamTe ce ¢ HAaCOKUTE 3a KOHTPOA Ha
KayecTBoTO Ha CTaHAApPTWUTE 3a KAauyecTBO 3a NPOEKTUPaAHE M NpunaraHe Ha UMYHOXUCTOXMMUYHU aHANNU3W;
Opo6peHo pbkoBOACTBO - Bropo nsgaHue (I/LA28-A2) CLSI Wayne, PA USA (www.clsi.org). 2011.

MonoxuteneH KOHTPON Ha TbKaHUTE: BbHLHUTE MONOMKUTEHU KOHTPOIHU MaTepuanun Tpabea ga 6baat
npecHu aytoncua/6uoncma/xmpyprudHmn npobu, dukcmpaHu, obpaboTeHM M BrpageHW Bb3MOXKHO Hail-
CKOPO MO CblWMA HauMH Kato npobaTta(MTe) Ha naumeHTa. MNONOKUTENHUAT KOHTPON HA TbKaHWUTE e
nokasaTesieH 3a MNPaBWHO NOATOTBEHM TbKaHM WM MNPaBUIAHU TEXHUKM 3a ouBeTaBaHe. [pu BCAKO
ouBeTABaHe TpAbBa Aa Ce BKIOYM eAMH MOMOMKUTENEH BbHLIEH KOHTPOA Ha TbKaHWTE 32 BCEKM Habop oT
TECTOBM YC/IOBUS.

TbKaHWUTe, N3NOA3BAHWN 3@ BbHLUHUTE NOMOXUTENHM KOHTPONHU MaTepuanu, Tpabea ga 6baat noabpaHu oT
Npobu oT NaumeHTn ¢ Aobpe xapaKTepUsnMpaHM HUCKM HUBA Ha MNOIOXKMUTENHATA LiesieBa aKTUBHOCT, KOATO
AaBa €nabo MoNOMKUTENHO ouBeTABaHe. HUCKOTO HMBO Ha MOMOMWUTENHOCT 33 BbHLWHWU MNONOKUTENHU
KOHTPO/NM e npegHa3HayeHO Ja OCUTYPU OTKpPMBaHE Ha GUHM MNPOMEHW B UYYBCTBMTE/NHOCTTA KbM
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MbPBUYHUTE aHTUTENA OT HECTAaBUAHOCT UM Npobaemn ¢ meTogonormaATa Ha IHC. HanmyHuTe B TbproBckaTta
MpEerKa TbKaHHW NpeaMeTHM CTbKAa UM Npobu, 06paboTeHn No pasanyeH HauMH OT NpobaTa Ha NaUMEHTa,
NOTBbPMKAABAT CaMO AEMNCTBMETO HA peareHTa U He NPoBepaBaT NOArOTOBKaTa Ha TbKaHUTE.

MN3BECTHUTE NONOMKUTENAHU TbKaHHU KOHTPO/N Tpﬂ6Ba Aa ce um3non3sat CamMmo 3a Ha6fII'O,D,EHVIe Ha
npasuIHOTO ,CI,EVICTBME Ha O6pa6OTEHMTe TbKaHU U TECTOBUTE peareHTn, a He KaTto NOMOLWHO CpeacTso npu
cbopmy/wlpaHeTo Ha CI'IELI,MCI)VILIHa ANarHo3a Ha I'Ip06l/l OT MauMeHTU. AKO MNOJIOXKUTE/IHUTE TbKAHHMU
KOHTPO/ZIN HE NOKaXaT NOJIOKUTENHO OLBETABAHE, Pe3ynTaTuTe C TeCtoBuTe I'IpO6VI cneaBa Aa ce CYMTAT 3a
HeBa/MOHW.

OtpuuateneH KOHTPOA Ha TbKaHuTe: M3nos3BalTe oTpuuaTeNHa TbKaHHA KOHTpona, ¢UKcMpaHa,
obpaboTeHa M BrpageHa Mo HauuH, MAEHTUYEH ¢ NnpobaTa Ha NauneHTa(MTe) Npu BCAKO OLBETABAHe, 33 A3
nposepuTe cneundrUyYHOCTTa Ha MbPBMYHOTO aHTUTAIO Ha IHC 3a AeMOoHCTpauus Ha uesieBus aHTUreH 1 4a
npeaocTaBuTe MHAMKauUMA 3a cneunduyHo GOHOBO ouBeTABaHe (dasWMBO MOJIOKUTENHO OLBETABAHE).
CblWo Taka, pa3HOObOpa3MeTo OT PAs/IMYHKU TUMNOBE KAETKWU, NPUCHCTBALLM B MOBEYETO TbKaHHWU CEKLUMW,
MOXe A3 Ce M3M0/3Ba OT IAabopaTopmuATa KAaTo BBTPELHM OTPULATENHM KOHTPOJIHU MECTa 33 NPOBEPKA Ha
cneunduKaummnTe 3a epekTMBHOCT Ha IHC.

Ako npu oTpnuaTeNHMA KOHTPOT Ha TbKaHUTE Ce NOABU CI'IELI,VId)VI‘-IHO ouBeTABaHe (d)a!'ILLIVIBO NONOXUTENHO
OLI,BETFIBaHe), pe3yntaTtuTte C ﬂpO6MTe Ha NauneHTa Tpﬂ6Ba Aa ce CYMNTAT 3a HeEBA/ZIUAHN.

KoHTpon Ha HecneuudUUHM OTPULATENHU peareHTU: M3nonssaliTe HecneunduueH oTpULATENEH PeareHT
Ha MACTOTO Ha MbPBMYHOTO AHTUTAJIO C YACT OT BCAKA NpPobHa Ha NaumeHTa, 3a 43 OLEeHUTe HecneunpuyHoTo
ouBeTABaHe M Aa MNO3BOJUTE NO-f06pa MHTepnpeTauus Ha cneuudUYHOTO OLBETABAHE HA MACTOTO Ha
aHTUreHa. B naeanHua ciydait oTpuuaTesIHaTa KOHTPOIa HA peareHTa CbAbpiKa aHTUTANO, NPOU3BELEHO OT
CynepHaTaHT Ha TbKaHHaA KyATypa MO CbLMA HAYMH KATO MbPBMYHOTO AHTUTANIO, HO He NposBABa
cneunduryHa peakTMBHOCT C YOBELUKM TbKaHM B CbLLMA MAaTPUKC/Pa3TBOP KaTo MbPBMYHOTO aHTUTANO. Camo
PaspeanTenaT MOXe O3 Ce W3MO0A3Ba KAaTo MO-MAJIKo *KefaHa anTepHaTMBa HA OMUCaHWUTE MNo-rope
OTPULATENIHU KOHTPOM Ha peareHTUTE. MHKYOALMOHHUAT Nepuos 3a oTpuLaTesIHa KOHTPO/1a Ha peareHTa
TpabBa fa CbOTBETCTBA HAa TO3M Ha MbPBUYHOTO AaHTUTANO.

KoraTo maHenn oT HAKOMKO aHTUTENA Ce M3No/A3BaT Ha CEPUMHM yyacTbLM, OTPULATENHUTE 30HU Ha
ouBeTABaHe Ha e4HO CTbKIO MOTraT 4a CAyKaT KaTo oTpuuaTesHa/HecneuMdmnyHa KOHTPOAA Ha CBbP3BaLLMUA
$OH 3a Apyru aHTUTENA.

3a pa ce andepeHumpa eHAOreHHaTa EH3MMHA aKTUBHOCT UM HecneundUYHOTO CBbP3BaHE HA EH3UMMU OT
cneumMdUUHa MMYHOPEAKTUBHOCT, AOMbJHUTENHM TbKAHM HA MauMeHTa MoraT ga 6baaT OLBETEeHM
U3K/IIOYNTENHO C CcybCTpaT-XpoOMOreH MAM eH3MMHM Komnnekcu (PAP, avidin-bMOTWMH, cTpenTaBuAWH) U
cybCTpaT-XpOMOTeH, CbOTBETHO.

H TNPOBEPKA HA AHA/INU3A

Mpean MbpBOHavasHaTa ynotTpeba Ha aHTUTAIO MM CUCTEMA 33 OLBETSABaHE B AMArHOCTUYHA npoueaypa,
notpebutenaT TpAabBa ga npoBepu cneundUUYHOCTTa Ha aHTUTANIOTO, KaTo ro TecTBa BbpXy nopeauua oT
BbTPELWHN TbKaHWU C WM3BECTHU MMYHOXMCTOXMMMUYHM XapaKTEPUCTUKM Ha AeNcTBMe, MNpeacTaBABallm
M3BECTHU MONIOKUTENHM U OTPULLATENHM TbKaHU. BMKTe npoueaypuTe 33 KOHTPO/1 HA KAa4YeCcTBOTO, OMMCAHMU
No-paHO B TO3M pa3gen Ha NPOAYKTOBATA B/IOXKKA, M MPEnopbKMTE 332 KOHTPO/I HA KA4yecTBOTO Ha
Mporpamata 3a ceptuduumpaHe Ha CAP 33 MMyHOXMCTOXUMMA M/manm Hacokmte Ha NCCLS IHC). Tesm
npoLeaypu 3a KOHTPOJ Ha KayecTBOTO TPAOBaA Aa ce NOBTAPAT 33 BCAKA HOBA NapTUAa aHTUTENa UAN KOraTo
MMa NPOMAHA B MAapamMeTpuTe Ha aHaAM3a.
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O OTCTPAHABAHE

Cnegpaiite cneuMduyHUTe nNpenopbkM 3a NPOTOKO/A 33 aHTUTeNa CbrlacHO NpesoCTaBeHus
MHPOPMaLMOHEH NIUCT. AKO Ce NOSABAT HETUMMUYHU PE3YNTATU, CBBPXKETE Ce C perynaTopHus otgen Ha Vitro
Ha regulatory@vitro.bio. Ako noTpebutenaTt ce Hammpa B CALL, cBbprKeTe ce C MecTHMA AUcTpubyTop
(MHbOpMaLmAa, NocoYeHa Ha eTUKETa Ha NPOAYKTA).

N Tb/IKYBAHE HA PE3Y/ZITATUTE

NHTepnpeTaumnaTa Ha pe3yntatute TpAbBa Aa ce M3BbPWWU OT KBaauduumpaH natosor. OuBeTABaHETO C
MbPBUYHOTO AaHTUTAIO 3ae4HO CbC CroMaraTeNHUTe peareHTU TpsbBa Aa ce U3BBPLIM BbPXY TbKAHUTE Ha
nayMeHTa 1 BbpXy NONOKUTENHU U OTPULLATENIHN KOHTPOU.

MonoxuTeneH KOHTPON Ha TbKaHWTe: MMONOXKUTENHUAT KOHTPON Ha TbKaHWUTE, OLBETeH C MbPBMYHOTO
aHTMTANO, TpAGBa NMbPBO Aa Ce M3CNeABa, 3a Aa Ce YBepW, Ye BCUUYKM peareHTn GyHKUMOHMPAT NPaBusIHoO.
Hannuneto Ha 4epBeHuKaBo-Kadsas (3,3' anammHobeHsnanH Tetpaxaopua, DAB) peakuMOHeEH MPOAYKT C
uenesaTa KneTka (MECTOMO/IOXEeHMETO B KNeTKaTa) e NoKasaTe/NHO 3a MOJIOMKUTesHa PeaKkTUBHOCT. AKo
MOJIOMKUTENHUTE TbKaHHU KOHTPOIM HE MOKaXKaT MOJIOMKMUTENHO OLBETABaHE, BCUUKM Pe3y/aTaTu C TECTOBUTE
npobu cneaBa Aa ce cuMTaT 3a HEBANIUAHM.

OTpuuaTteneH KOHTPON HA TbKaHute: OTpuLaTenHaTa TbKaHHa KOHTposa TpsbBa ga ce uscnenBa cnep,
NONOMMUTENHATa TbKaHHaA KOHTPO/A, 33 Aa Ce NpoBepu cneunduyHOCTTa Ha MapKUpPaHeTO Ha Lenesus
QHTUIEH OT MbPBWYHOTO AHTMUTANO. JIMNcaTa Ha cneunMdMyHO OLBETABAHE B OTPULLATENIHMA KOHTPO/ Ha
TbKaHMUTE MOTBbLPXKAABA /IMNCATa HA KPbCTOCAHA PEaKTMBHOCT Ha aHTUTENa KbM KAETKUTEe/KNeTbyHuTte
KOMMOHEHTU. AKO MpW OTPULATENHUA KOHTPOJ HA BBHLUHATA TbKaH Ce NOABM CMeUuUPUYHO oLBeTABaHe
(banwmBo nonoxuTenHo ouBeTABaHe), pe3ynTatuTe c npobaTa Ha nauueHTa Tpabsa ga ce cyuTaT 3a
HEeBaNUAHMU.

HecneundunyHoTo ouBeTABaHe, aKo MMa Tako, 06UKHOBeHO UMa andyseH sua. CnopaanyHo oLBeTABaHE Ha
CbeAMHUTENIHAaTa TbKaH MOXe fAa ce HabagaBa M B y4aCTblLM OT NPeKOMepHO dUKcupaHu dopmanuH
TbKaHU. M3non3BaliTe HENOKbTHATU KAETKM 33 WHTepnpeTauus Ha pe3yaTaTuTe OT OLBETABaHEeTo.
HeKpoTUUYHUTE UK U3POAEHUN KNETKM YecTo Cce oLBeTABaT HecneunduiHo.

ToKaH Ha nauyueHTa: M3cnegBaitTe Npobu Ha nNauMeHTa, OUBETEHM C MbPBUYHO AHTUTANIO MOC/AEAHM.
MONOXUTENIHUAT MHTEH3UTET Ha OLBeTABaHe TpAOBaA Aa ce OUEHABA B KOHTEKCTa Ha BCAKO HecneuudpuyHo
$OoHOBO ouBeTABaHE Ha OTpMLATENHMA KOHTPO Ha peareHTa. KakTo npu BCEKM MMYHOXMCTOXMMUYEH TECT,
OTPULATENIHUAT Pe3yaTaT 03HauyaBa, Ye aHTUTeHbT HE e OTKPUT, a He Ye aHTUreHbT OTCbCTBA B M3C/leABaHUTE
KNETKN/TbKaHU. AKo e Heob6XxoaMMo, M3MOoN3BalTe NMaHen oT aHTUTena, 3a Aa unaeHtTuouumparte ¢GanlunMso
OTpULATENHU peaKLuu.

BuXKTe  WHCTpyKuMmMTe 3a ynotpeba Ha MbPBUYHOTO aHTUTANO 33 MHPOPMAUMA OTHOCHO
MMYHOPEAKTUBHOCTTA Ha aHTUTANOTO.

P OIrPAHUYEHUA

- Pesyntatute oT Tecta TpsbBa A3 6bAAT OLEHEHW OT MEOMULMHCKU CMeLManucT B KOHTEKCTa Ha
MeOMLMHCKA UCTOPUSA, KIMHUYHU CUMMATOMW U APYTY OUNATHOCTUYHU TECTOBE.

- MpaBUAHOTO M3MbJHEHME Ha TECTA 3aBMCK OT Ka4YecTBOTO Ha npobarTa.

- NeoPATH Pro n cnomaraTenHuTe peareHTV TpabBa Aa ce U3MNoA3BaT C TbKaHHU CEKLUM, BIPaLeHM C
bopmanuH duKcupaH napaduH. M3nonseaHeTo Ha Apyr BuA npoba mMoxKe Aa foBeae A0 FpeLlHu
pesynTaTu 1 HeliHaTa epeKTMBHOCT TpAbBa Aa 6bae NpoBepeHa NpesABapUTENHO.

- MIMyHOXMCTOXMMUATA € MHOTOeTaneH AMarHoCTUYEH NPOLLEC, KOMTO Ce CbCTOM OT CneLmaan3npaHo
obyyeHne 3a noabop Ha noaxogsAwMTe peakTusu; M3bop, dMKcupaHe u 06paboTKa Ha TbKaHW;
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nogrotoska Ha IHC cnaiga; 1 Tb/IKyBaHe Ha pe3yaTaTuTe OT OLUBEeTABAHETO.

OuBeTABaHETO Ha TbKaHMTe 3aBucM OT obpaboTkaTa M o06paboTKaTa HA TbKaHTA npeau
ouBeTABaHeTo. HenpaBunHoTo duKcMpaHe, 3ampas3faBaHe, pa3mpasfsBaHe, M3MUBaHe, CylleHe,
HarpABaHe, pasjenAHe WM 3ambpcABaHe C APYrM TbKaHU UM TEYHOCTM MOXKe aa Josese [0
aptedakTv, ynaBAHe Ha aHTMTENa wan danwuso oOTpuLATENHW pe3ynTatu. HenocToAHHUTE
pe3ynTaTM Morat Aa ce Ab/iKaT Ha Bapuauum B MeToauTe 33 GUKCUpaHe WM BrpaXKAaHe Uan Ha
NPUCHLLN HEPABHOCTU B TbKaHTa.

NMpekomepHOTO WAM HEenbJHO MNPOTUBOOLBETABAHE MOXe [a KOMMNPOMEeTMpa MpaBUIHOTO
TbJ/IKyBaHe Ha pe3ynTaTuTe.

KAnHMYHaTa MHTepnpeTauma Ha BCAKO MOJIOXKUTENIHO UKW OTpULLATENIHO ouBeTABaHe Tpabea aa ce
OUEeHABA B KOHTEKCTA Ha KAMHWYHATA KapTWUHa, mMopdonoruatTa M Apyrn XMCTONATONOTMYHU
KpuTtepuun. KAnHMYHaATa MHTeprpeTaumAa Ha BCAKO MNOJIOMKUTENHO WM OTPULLATE/IHO OuBeTABaHe
TpabBa ga 6bae gonbsHeHa OT MOP(ONOrMYHU M3CNeABaHWUA, KaTo Ce U3NOo/a3BaT NOAXOAALLM
NONOMUTENIHN U OTPULLATENHU BBTPELWHU U BbBHLWHU KOHTPOSIU, KaKTO W APYrY AUArHOCTUYHMU
TectoBe. OTrOBOPHOCT Ha KBa/MdUUMpPaAH NaTosior, KOWTO € 3amno3HaT C NpaBUAHATA ynoTpeba Ha
IHC aHTUTeNa, peakTMBU MU METOAM, e Aa UHTepnpeTUpa BCUYKU CTbMNKU, U3NON3BAHU 33 NOArOTOBKA
W MHTepnpeTnpaHe Ha OKOHYaTeNHWA npenapat 3a IHC.

MponsBoauTeNAT NpefoCcTaBA TO3M peareHT 3a ynoTpeba, cneaBamku NpeaoCcTaBeHUTe UHCTPYKL MU
3a IHC Bbpxy NnoAroTBeHU TbKaHHW y4acTbLUW. BCAKO OTKIOHEHWE OT NpenopbYyaHuTe npoueaypu 3a
M3NUTBaHe MOXKe Ja 06e3CuMnn AeKnapupaHuTe o4vyakBaHM pesynTtaTu; Tpsbsa fAa ce npwunarat u
OOKYMEHTUPAT NoAXo4AWM NpoBepKu. MoTpebutennute, KOUTO Ce OTKIOHABAT OT MPenopbyaHuTe
TECTOBM npoueaypu, Tpabsa ga noemaT OTFOBOPHOCT 3a WMHTepnpeTauMsaTa Ha pesyatatuTe oT
nauueHTa nNpu Te3mn obcrtoATencTsa.

TbKaHWTe OT Anua, 3apa3eHn € BUpyca Ha xenatutT B n cbabprKalM NOBBPXHOCTEH aHTUrEeH Ha
xenatut B (HBsAg), moraT ga npoaBaT HecneunpuyHo ouBeTABaHE C XPAH NepoKkcmnaasa.

XAPACTEPUCTUKA HA U3NMBJIHEHUE

Bb3npomnssogumoctta Ha peareHTa Cover no Bpeme Ha paboTa e onpefeneHa ypes ouBeTaBaHe Ha 42
npeaMeTHM CTbKMa, CbAbPMKAWM efHa M Cblia TbKaH. CbUMAT pe3ynTaT Oelwe NojyyeH MENKAY BCUYKM
cnangose. Bb3nponsBoAMMOCTTa MeXAY MPOroOHU ce onpeaensa yYpes ouBeTABaHEe Ha MpeaMeTHU CTbKAa,
CbAobpXKaWM efgHa M Cblla TbKaH, Ha 42 npegmeTHM CTbKAa B ABE pPa3/IMYHU CbOPbBXKEHUA, ABama
onepaTopu U pasanyHn aHu. OuBeTABAHETO € M3BbpWweHOo ¢ nomouwta Ha Ki67 n CD3 npoTOKOAM KATo
MbPBMYHM aHTUTena. [poBeaeHW ca [OMbAHUTENHW NPOYYBAHMA 3a TeCTBaHE Ha LUMPOK CMEKTbp OT
aHTUTEeNa B Pa3/IMYHMU KOHLEHTPAUUWU M Pas/MYHU TbKaHWU B Pas3IMYHM OHU, OT PA3IMYHM OMEepaTopu U
pasnnMyHo obopyaBaHe 3a AbAbl Nepuos, oT BpeMe.

T

il

BUB/TUOIPADUA

Food and Drug Administration. Guidance for Submission of Immunohistochemistry Applications to the
FDA. 1997.

Norton A.J., et al; Brief, high temperature heat denaturation (pressure-cooking): a simple and effective
method of antigen retrieval for routinely processed tissues. J Pathol 173 (4): 371-391(1994).

Clive R. Taylor, M.D., Ph.D., Shan-Rong Shi, M.D., and Richard J. Cote, M.D. Appl Inmunohistochem 4
(3): 144-166, 1996.

Suthipintawong C., et al; Immunostaining of cell preparations: a comparative evaluation of common
fixatives and protocols. Diagn Cytopathol 15: 167-174 (1996).

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

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

Page 8 of 10



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

BlOCARE COVER c €

M E D

Yy

C A L
Shidham VB, Layfield LJ. Cell-blocks and immunohistochemistry. Cytojournal. 2021;18:2. Published
2021 Jan 30. doi:10.25259/Cytojournal_83 2020.
Garcia del Moral, Raimundo (1993). Interamericana Mc Graw Hill. Laboratorio de anatomia patolégica.

Kiernan JA. Histological and Histochemical Methods: Theory and Practice. New York: Pergamon Press
1981.

Sheehan DC and Hrapchak BB. Theory and Practice of Histotechnology. St. Louis: C.V. Mosby Co. 1980.

National Committee for Clinical Laboratory Standards (NCCLS). Protection of laboratory workers from
infectious diseases transmitted by blood and tissue; proposed guideline. Villanova, PA 1991;7(9). Order
code M29-P.

College of American Pathologists (CAP) Certification Program for Imunohistochemistry. Northfield IL.
Http://www.cap.org (800) 323-4040.

O’Leary TJ, Edmonds P, Floyd AD, Mesa-Tejada R, Robinowitz M, Takes PA, Taylor CR. Quality
assurance for immunocytochemistry; Proposed guideline. MM4-P. National Committee for Clinical
Laboratory Standards (NCCLS). Wayne, PA. 1997;1-46.

Quality Standards for Design and Implementation of Immunohistochemistry Assays; Approved
Guideline-Second edition (I/LA28-A2) CLSI Wayne, PA USA (www.clsi.org). 2011.

Elias JM, Gown AM, Nakamura RM, Wilbur DC, Herman GE, Jaffe ES, Battifora H, Brigati J. Special
report: Quality control in immunohistochemistry. Am J Clin Path 1989; 92:836.

Nadji M, Morales AR. Immunoperoxidase, part I: the techniques and its pitfalls. Lab Med 1983;14:767.

Omata M, Liew CT, Ashcavai M, Peters RL. Nonimmunologic binding of horseradish peroxidase to
hepatitis B surface antigen: a possible source of error in immunohistochemistry. Am J Clin Path
1980;73:626.

CUMBOJIN HA ETUKETU U NOJIETA

ObacCHeHWe Ha CUMBOJIUTE Ha ETUKETA M KyTUATA Ha NPOAYKTA:
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® PETUMCTbP HA NPOMEHWUTE

‘ Aara OnucaHue
2024-01-23 Cb3paBaHe Ha AOKYMeHTa.
2024-06-25 [LOKYMEHTDBT e aKTyann3unpaH, 3a Aa 6bae npuseseH B cboTBeTcTBME € PernameHT (EC)
IVDR 2017/746.
2025-02-27 LJOKYMEHTBLT e aKTyanmsupaH, 3a 4a ro npuBege B CbOTBETCTBUE C pernameHTa Ha FDA.
2025-02-27 [JOKYMEHTDHT e npeBedeH Ha 6barapcku esuk.
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