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BIOCARE DAB ENHANCER

A HAMNYHU NPOAYKTOBU ®OPMATHU

VITRO, S.A. Ref. BIOCARE Ref Mpe3eHTauusa

MAD-001560QVSBC NPRI10005L2T3600 1 x 2000 mn
Tabnuua 1. MpenpaTkun 1 NpeseHTaLms.

To3u NpoAyKT e roToB 3a ynotpeba v TpAabBa Aa ce nsnonssa 8 NeoPATH Pro.

b NPEAHA3SHAYEHMUE HA NPOAYKTA

3a ynompeba in vitro anarHoctuka. DAB Enhancer ce M3nosa3Ba 3a yBe/JiM4yaBaHe Ha MHTEH3MBHOCTTA Ha
LBeTa Ha TbKaHWUTe, BrpageHn ¢ dopmanavH dukcmpaH napaduH (FFPE), ouBeteHn ¢ DAB xpomoreH, KaTo
4acT OT M3MbJIHEHWETO Ha aBTOMATU3UpPAHUTE NPOTOKON 332 UMYyHOxUcToxMmKA (IHC). MpeaHasHayeH e 3a
n3non3BaHe OT KBaaMdUUMpPaHWM cneunanmctn, obydyeHn B ob6nacTta Ha MMYHOXMCTOXMMUATA TexHWUKa.
KAnHWYHaTa nHTepnpeTauma Ha BCAKO OLBETABAHE WM HEFOBOTO OTCbCTBME TPA6Ba Aa 6bae AoNb/AHEHA OT
MOPdONOrMYHO NPOYYBAHMA C MOMOLLTA HA NOAXOAALWM KOHTPONU U TpABBa Aa Ce OLLeHABA B KOHTEKCTA Ha
KAMHWYHATA WUCTOPUA Ha MAUMeHTa U APYrM AMArHOCTMYHWM TecToBe OT KBainduuupaH natosor. Tosu
NPOAYKT € NpeAHAa3HA4YeH 33 XOpa OT BCUYKM Bb3PACTU, KOUTO CEe HYXKAAAT OT aHa/IM3 Ha OTKPUBAHETO Ha
AHTUTEHU Ype3 UMYHOXUCTOXUMUYHU TEXHUKM.

B PE3IOME U OBACHEHUE

Kato us/io TeXHMKUTE 38 UMYHOXMCTOXMMMYHO (IHC) ouBeTaBaHe MO3BOSBAT BM3yasM3aumMa HA aHTUIEHMU
ypes nocnegoBaTeNHO MNpuiaraHe Ha CNeUMPUUYHO aHTUTANO KbM aHTUreHa (MbPBMYHO aHTUTANO),
BTOPUYHO @HTUTANO KbM MbPBUYHOTO AHTUTANO (IMHKOBO aHTUTANO), EH3UMEH KOMMAEKC U XPOMOTEHEH
cybcTpat c BrpafieHn CTbMKM Ha M3MuMBaHe. EH3MMHOTO aKkTMBMpaHe Ha XpPOMOreHa BOAM A0 BUAMM
pPeaKkUuMOHEH NPOAYKT Ha aHTUreHHoTo mAcTo. Cnen ToBa obpaseubT MoXe Aa 6bae OuBETEH M MOKPUT.
Pesyntatute ce MHTepnpeTMpaT C NMOMOLLTA Ha CBET/IMHEH MMKPOCKOM M nomaraTt 3a gudepeHunanHaTa
AMarHo3a Ha NaToGM3nOoIOTMYHMUTE NPOLECU, KOUTO MOraT MM He moraT ga 6bAaT CBbpP3aHU C onpeaeneH
aHTureH. MpoayktseT DAB Enhancer ce nsnonssa 3a yBesMyaBaHe Ha MUHTEH3MUTETA HA LBETa BbB GUKCUPaAHHU
¢ ¢opmanMH TbKaHHM Yy4yacTbLM KaTo 4acT OT npoueaypu 3a ouseTtaBaHe Ha IHC. To3wm cybeTtpat
npousBexaa KadABa yTaliKa, KOATO e Mno-TbMHA OT DAB KomnnekTMTe TbMHOKadABO. B cayuan, de
eKcrnpecusTa Ha aHTUreHa e cnaba, MoKe Aa ce HaNoXKKM u3nonssaHeTo Ha DAB enhancer

I NPUHUMUN HA AEMHOCTTA

KaTo usio TeXHMKUTE 38 UMYHOXMCTOXMMMYHO (IHC) ouBeTaBaHe MO3BOMSBAT BM3ya/iM3aUMA HA aHTUIEHM
ypes nocsegoBaTe/IHO MpunaraHe Ha cneuMPuyHO aHTUTANO KbM aHTUreHa (MbPBMYHO AHTUTANO),
BTOPUYHO @HTUTANO KbM MbPBUYHOTO AHTUTANO (IMHKOBO aHTUTANO), EH3UMEH KOMMAEKC U XPOMOTFEHEH
cybcTpaT Cc BrpafieHM CTbMKM Ha M3MuMBaHe. EH3MMHOTO aKTMBMpaHe Ha XPOMOreHa BOAW A0 BUAMM
peakuMOHEeH NPOAYKT Ha aHTUreHHOTo mAcTo. Cnen ToBa obpaseubT Moxe Aa O6bae OUBETEH M MOKPUT.
Pesyntatute ce MHTepnpeTMpaT C NOMOLLTA Ha CBET/IMHEH MMKPOCKON M nomaraTt 3a gudepeHunanHaTa
AMarHosa Ha NaToGM3noIOrMYHMUTE NPOLLECU, KOUTO MOraT UM He moraT ga 6baaT CBbpP3aHU ¢ onpeaeneH
QHTUTEH.

0O PA3TBAPAHE, CMECBAHE, PASPEXOAHE

To3u NPOAYKT ce NpeaocTasn B roTos 3a ynotpeba popmart. He e Heo6xoaMMo fa ro pasTBapaTe, CMecBaTe

WK paspeskaare. I IVD
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M E D I C A L

E AOCTABA CE KATO

MegaeH BogeH pa3TBop.

K OONMBAHUTESIHN HEOBXOAUMU MATEPUANTN HE CA AOCTABEHU
X.A PeareHTH n matepuanu

- [MbpBMYHO aHTUTANO

- Cover, Ref. MAD-003983VS

- Dewax Solution, Ref. MAD-004080VS

- High AR, Ref. MAD-004075VS or Low AR MAD-004079VS
- 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.
- OnNTMYeH MMKPOCKOM U/Mamn undpoB CKeHep 3a XMCTONOTUYHW NPEeAMETHU CTbK/a.

3 ycnoBunA 3A CbXPAHEHUE U CTABUNHOCT

KomnoHeHT | Ycnoeus 3a ynotpe6a
Ycnosua 3a

CbxpaHasanTe npm 15-25°C 40 M3TUYaHe Ha CPOKa Ha rOAHOCT Ha NPOAYKTa.
CbXpaHeHue P P A P A poay

Cnep KaTo OTBOPUTE, CbXpaHABaMTe Ha cTailHa TemnepaTypa (15°-25°C) u
CtabunHocT npu & puTe, cbxp paTypa ( )
naserte OT U3TOYHMLM HA CUAHA TONAMHA 40 U3TUYAHE Ha CPOKa Ha rogHOCT Ha

notpeba
ynotp NpoAyKTa.
Ycnosua 3a o
M3npawaHeTo TpAabBa Aa ce M3BBPLUBA NPU CTalMHA TemnepaTypa 15°-25°C.
[OCTaBKa

Tabaunua 2. Ycnosuma 3a CbxpaHeHne u cTabuaHocT.

MpoayKTbT e cTabuieH A0 CpOKa Ha rOAHOCT, OTNeYaTaH Ha eTMKeTa, KoraTto ce cbxpaHasa npu 15°-25°C.
[a He ce n3anonssa cnepg n3TMYaHe Ha CPOKA Ha rOAHOCT.

M NOAroTOBKA HA NMPOBATA

MapadunHoBM cekumn: TbKaHUTe, OUKCMPaHU BbB GopmaauH, ca noaxoaAwM 3a ynotpeba npeau
BrpaxaaHe Ha napaduH.

KocTHuTe TbKaHu Tpsabea aa 6baaT aekanundonumpaHm npeam ob6paboTkata Ha TbKaHUTE, 3a Aa Ce Y/eCHMU
pa3pA3BaHETO Ha TbKaHUTE U 4a Ce NPeAoTBPaTU YBPEeXAaHe Ha ocTpueTaTa Ha MUKpOTOMa.

K NPEAYNPEXAEHUA U NPEANASHU MEPKU

e [poueTtete MHCTPYyKUuMUTe 3a ynotpeba, npeaun ga M3non3saTte TO3U NPOAYKT. B ciyyait Ha HETUMMYHM
WM HEOYaKBaHM PE3YNTaTW, MO/, CBbPXKETE Ce C BallMA OTOPU3MpPaH A0CTaBuMK/auctpmbyTop.

¢ MMpodecnoHanHa !lorpeGa. TO3M NpPOAyKT e npejHa3HayeH camo 3a npocbecmwan@pampm

Len U He e M 3HayeH 3a GpapMaKoNOrMUHa, AOMaLUHA UAKU Apyr BUZA ynoTpeba. K OLlYKTbT
VITRO, S.A. IVD AX-20240814-01-01-EN-BC
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Cce M3non3Ba KaTo NOMOLLHO CPeacTBO 3a AMArHOCTMKa, C Hero TpAabea aa ce paboTn camo obyyeHU
noTpebuTenn u B oTopmsnpaHu nabopartopum.
EKapﬂT npeanucea TecT.To3n NPoOAYyKT € 3a npodecnoHanHa ynotpeba camo MO NeKapCcKo
npeanuMcaHue oT IeKap Uan Apyr MeAULIMHCKMU CNeLmnanmncr.

C eksemnaapuTe, npeaun u cnes, GUKCMPAHETO, KAKTO U C BCUYKM MATEPUan, U3/IOKEHU Ha TaX, TpAOBaA
O3 ce paboTuv Taka, cAKAlW MoraT Aa npegagaT MHOEKLMA U Aa Ce U3XBBPAAT C NOAXOAALLM NpesnasHu
MepKK. HMKora He NMneTupaiTe peareHTU npes yctata M u3bareamte KOHTAKT C KOXKaTa U IMTaBuumTe C
peareHTU U NPobu. AKO peareHTU UAK NPOOU BAA3AT B KOHTAKT C YYBCTBUTENHM 30HU, U3MUIATE C OOUAHU
Ko/snyecTsa BoZa.

M3non3BaiTe AMYHM NpegnasHM cpeacTsa, 3a Aa M3berHeTe KOHTAKT C KOXKaTa U IMraBuuumTe.
MUKpPOOHOTO 3ambpcABaHe Ha peareHTUTE MOXKe Ja AoBede A0 YBe/iM4aBaHe Ha HecneuudpuyHOTO
ouBeTABaHe U/UAU rPeLlHN pe3yaTaTu.

He n3nonsBanTe, ako ce HabogaBaT yTaku UM 3aMbpCcABaHe.

NHKy6aLMOHHUTE BPEMEHA MM TEMNEPATYPU, PA3IMYHM OT NOCOYEHUTE, MOraT A3 AaJaT NOrpeLlHu
pe3syntatu. MNoTpebutenat TpA6Ba Aa NOTBBPAN BCAKA TaKaBa NPOMSHaA.

He nsnonssanTte peareHT cael M3TUYAHE HA CPOKa Ha FOAHOCT, OTNeYaTaH Ha eTUKeTa.

CepuoseH MHUMAEHT. Bcekn ceproseH MHUMAEHT, CBbp3aH C ynotpebaTa Ha TO3M MPOAYKT, KOMUTO
BK/IIOUYBA UM MOXKe Aa BKJ/Il0YBA CEPUO3HO BJIOLIABaHE, BPEMEHHO WU MOCTOAHHO, Ha 3[1PaBOC/IOBHOTO
CbCTOAHME Ha MAUMeHT, NoTpebuTen uan [pyro Avue, UAN AOPU CMBPT, UAM CEepUO3HA 3ansaxa 3a
obecTBeHOTO 34paBe, TPabBa ga 6bae AOKNAaABAH Bb3MOXKHO Hali-CKOPO Ha NPOU3BOAUTENA MO UMENN
Ha regulatory@vitro.bio n Ha KomneTeHTHMA 34paBeH OpraH Ha AbprKaBaTa — uYneHKa Ha EC, B KoATo e
YCTaHOBEH MO/I3BATENAT MM MAUMEHTbT. AKOo noTpebutenaTt ce Hamupa B CALL, goknagsaiTe 3a
CEepPUMO3HM WMHLMAEHTM, CBBP3aHM C TOBA YCTPOMCTBO, KAaTO CE CBbPKETE C MeCcTHUA aucTpubyTtop
(MHbOpMaumA, NocoyeHa Ha €TUKEeTa Ha MPOAYKTa) U CbOTBETHMA KOMMETEHTEH OpPraH Ha Abp)KaBaTa
yneHKa. MHUMAEHTU, NPUUYMHEHU OT HenpaBuaHa ynoTpeba Ha MpoAayKTa MAM oT ynoTpebaTa Ha
NpPoAYyKTa M3BbH MOJIE3HUA KMBOT, ONPEAEsIeH Ha eTUKeTa My, LWe 6baaT OTTOBOPHOCT Ha NoTpebutens.
MepKuTte 3a 6€30NacHOCT U U3XBbpPAAHE Ca ONUCAHU B MHPOPMALMOHHUA NIUCT 3a 6e30NacHOCT Ha
TO3U NPOoAYKT. TekyliaTta Bepcus Ha MHPOPMALMOHHUA UCT 3a 6e3onacHocT (SDS) Ha To3M NPOAYKT
MoXe aa 6bae nsterneHa ot web cTpaHmMua www.vitro.bio nam nonckaHo Ha regulatory@vitro.bio.
Ob6e3BpexpaHe Ha otnagbumu: Ob6paboTkaTa Ha OTNaAbUWUTE, TeHepupaHW OT M3MOA3BAHETO Ha
npoayKTuTe, npeanaraHu ot Vitro S.A., TpabBa ga ce M3BbPLIBA B CbOTBETCTBME C MPUIOKMMOTO
3aKOHOAATE/ICTBO B CTPAHATa, B KOATO Ce M3M0/13BAT Te3n NpoayKTU. KaTto cnpaska, ciegHaTa Tabaumua
nokasBa KnacudukaumaTa Ha OTNAABUMTE, FEHEPUPAHU OT TO3M KOMMNEKT, CbIIACHO €BPOMNENCKOTO
3aKOHOAATEeNICTBO, MO-CMeLMasHO CbrlacHo PeweHue Ha Esponelickama komucua om 18 Oekemspu
2014 2. 3a u3meHeHWe Ha PeweHue 2000/532/EQ OTHOCHO CMMUCbKa Ha OTNaAbLUTE CbIAacHO
Ounpektnsa 2008/98/EO Ha EBponeiickMa napnameHT U Ha CbBeTa:

u IVD
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NOTEHUUANHU OTNAAbLUWN, TEHEPUPAHU
CNEA U3NON3BAHE HA TO3U NMPOAYKT

KoHTeliHep  3a N3NON3BAHM peakTMBM,
KnacuoumumnpaH KaTo onaceH (cbrnacHo | 150110
MHOpMaLLMOHHMUA NNCT 33 Be3sonacHocT).

BUA OTNAABLM CNOPEA, ELW*

"KoHTeMHepW, CcbAabpXKaAWM OTnagbun UK
3aMbpPCEHM C ONacHU BelecTea"

"TeyHOCTU, reHepMpaHu OT M3MNON3BAHETO Ha

asTomaTtnyHK IHC/HIS nHCTpymeHTH:
BoaHW TeyHW oTnNagbuM, CbAbPXKALLM OMACHMU

161001 | - OTnagbyHoO CbXpaHeHune Ha
Bel,ecTsa (He pa3TBopuUTENN). MMyHOOLBETUTENM
- u3nonssaHu PT-moaynHu 6ydpepn"
"OTnagbum, ynerto cbbupaHe 7

KoHcymaTtuem (Tpbbu, HakpaltHUUM 1 ap.).
Bcekn enemeHT, KOoWTo e 6un B KOHTakT c | 180103
TbKaHHM NPooU.

obesBpexgaHe noAfeXxu Ha cneyvanHu
M3UCKBAHWA C Len npefoTBpaTABaHe Ha
3apasABaHe"

"JTabopaTopHM XMMMUKaNM, CbCTOALWM Ce OT
WAM  CbAbPXKAWM  OMACHWM  BELLEeCTB3,
BKIIOYNTENIHO  CMecM  OT  nabopaTopHu
XMMUKann"

Tabnuua 3. KnacuomKkaums Ha oTnagbLmTe, reHepupaHn oT M3N0A3BAHETO Ha TO3M KOMMJIEKT, Cbr/1acHO eBPONENCKOTO
3aKOHOAATencTBo. *ELW: Esponelicko 3akoHodamesicmeo 3a omnadvyume.

TeyHOCTH, ChabPKALLM pasTBOPUTENN (KCKon,
XEMaTOKCU/INH, aNIKOXOJ, €03WH), reHepupaHu | 160506
OT TEXHUKKU 338 UMyHOOL,BETABAHeE.

*3abenerkKa: Tasu KnacuduKauma e BKAOUEHA KaTo o6WoO0 PbKOBOACTBO 3a AENCTBME, KaTo e noj KpailiHaTta
OTFrOBOPHOCT Ha NOTpebuTensa 3a M3MbAHEHMETO HA BCUUYKM MECTHW, PErMOHANHU M HaUMOHaNHU pa3nopeabu 3a
M3XBbPAAHE HA TO3U BUA, MaTepuani.

N NHCTPYKUMUU 3A YINOTPEBA

Job6aBeTe rotoBOoTO 3a M3nonssaHe peweHne DAB Enhancer kbm NeoPATH Pro DAB. ENH konba 3 npeau
3aMoyBaHe Ha npoueca Ha MMyHOOUBETABaHe B WHCTpymeHTa. Cneggalite OCHOBHWTE aHTUTENa,
npenopbYaHUTE NPOTOKOAU U YCNOBMA 3a ynoTpeba. BpemeTo 3a nHKybauma n tTemnepaTtypuTe Wwe BapmpaT
B 33aBMCMMOCT OT CNefBaHNA NPOTOKO 38 KOHKPETHU aHTUTeNa.

M KOHTPOJ1 HA KAYECTBOTO

Pasnnkute B TbKaHHaTa 06pa60TKa n TeXHNn4eCKnTe npoueaypu B na60paTopMﬂTa Ha ﬂOTpe6MTeﬂﬂ moraTt
Aa goBegat A0 3HAYUTESIHA MPOMEH/IMBOCT B PE3ynTatuTe, KOETO Hajnara pegjoBHO UM3BbpLIBaHE Ha
BbTpelweH KOHTPOAN B AONb/IHEHUE KbM C/ieAHUTE npoueaypu. 3ano3HaiTe ce C HaCoKuTe 3a KOHTPO/ Ha
Ka4yeCTBOTO Ha CTaHAapTMTe 3ad Ka4yecCTBO 3a NpPoeKkTupaHe U npmunaraHe Ha MMYHOXUCTOXUMUYHU aHATNU3 N,

0Op06peHo pbkoBOACTBO - BTopo nsaaHue (I/LA28-A2) CLSI Wayne, PA USA (www.clsi.org). 2011.

MonoxuTteneH KOHTPOJ1 Ha TbKaHUTE: BbHLUHMTE NONIOKUTENHM KOHTPOHU MaTepuanu Tpabea ga 6baat
npecHyW aytoncua/6uoncusa/XnpypruyHn npobu, epukcupaHun, obpaboTeHn M BrpadeHn Bb3MOXKHO Hali-
CKOPO MO CbWMA HauyMH Kato npobaTta(ute) Ha nauueHTa. MMONOXKWUTENHUAT KOHTPON HA TbKaHUTe e
rnoKasaTesieH 3a MNpPaBW/IHO MNOATOTBEHM TbKAaHM W MPaBWIHM TEXHWKM 3a ouBeTAaBaHe. lpu BCAKO
ouBeTaABaHe TpAbBa [a ce BKAOYM e4WH NOJOXKUTENEH BbHLIEH KOHTPOA Ha TbKaHWUTE 3a BCEKM Habop oT
TECTOBW yC/IOBMUA.

TbKaHWUTE, M3N0N3BAHM 3@ BLHLWHWTE NOJIOXKUTENIHU KOHTPOJIHM MaTe puanu, Tpabea ga 6vaat nogbpaHu ot
npobu oT naumeHTU ¢ Jobpe XxapaKTepusMpaHU HUCKM HMBA Ha MNOJIOXKUTENHATA LLeNeBa aKTUBHOCT, KOATO
faBa cnabo NoNOXKUTENHO oOLBeTABaHE. HUCKOTO HUMBO Ha MNOMIOMKMUTENHOCT 3@ BBHLUHWU MOJIONKUTENHU
KOHTPO/IM € MPOEKTUPAHO TaKa, Ye Aa OCUTYPU OTKpPMBAHE Ha GUHU NMPOMEHWU B YYBCTBUTENHOCTTA KbM

VITRO, S.A. IVD AX-20240814-01-01-EN-BC
Calle Luis Fuentes Bejarano, 60, Edificio Nudo Norte, Local 3, 41020 Rev. 14/08/2024
Sevilla (Spain). Tel: +34 954 933 200. www.vitro.bio: vitro@vitro.bio Page 5 of 10



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

BIOCARE DAB ENHANCER c €

MbPBUYHUTE aHTUTENA OT HecTabunHocT nnn I'IpO6J'I€MM ¢ metogosormata Ha IHC. HaanyHuTe B TbprosckaTa
MpeXa TbKaHHU npeaMeTHU CTbKIa Uan I'Ip06l/l, O6pa6OTeHVI no pa3/inyeH Ha4ynH OoT npo6aTa Ha NauuneHTa,
noTBbPHKAABAT CaMO AeVICTBVIeTO Ha peareHTa 1 He NpoBepABaT NOAroOTOBKAaTa Ha TbKaHUTE.

MN3BEeCTHUTE MNONOMKUTENHU TbKaHHMU KOHTPO/IN TpFIGBa Aa ce wum3non3sat CamMo 3a Ha6ﬂ}0,£I,EHVIe Ha
npasuaIHOTO AEﬁCTBMe Ha O6pa6OTEHMTe TbKaHW N TECTOBUTE peareHTn, a He Kato NOMOLWHO CpeacTso npu
d)opmynmpaHeTo Ha cneu,md)qua AnarHo3a Ha I'Ip06l/1 OT naumeHTU. AKO MOJIOKUTENHUTE TbKaHHU
KOHTPOZIN HE NMOKaXaT NOJIOKUTENNTHO OUBETABAHE, Pe3ynTaTnuTe C TeCtoBuUTe I'IpO6VI cnensa Aa ce CYMTAT 3a
HeBa/MaHW.

OTpuuaTteneH KOHTPON Ha TbKaHuTe: lM3non3BaiTe oTpuuaTenHa TbKaHHA KOHTPOAa, ¢UKCUMpaHa,
obpaboTeHa u BrpadeHa no HauyuH, nAeHTU4YeH ¢ NnpobaTta Ha NnauueHTa(uTe) NpuM BCAKO OuBeTABaHE, 3a A4a
nposepuTe cneunPuyHoOCTTa Ha MbPBUYHOTO aHTMTANO Ha IHC 33 geMoHCTpauma Ha LLeNeBma aHTUreH U 4a
npefocTaBuTe MHAMKauMAa 33 cneuymduyHo ¢oHoBO ouBeTaBaHe (PanWMBO MOMOKUTENHO OLBETABAHE).
Cbw,o Taka, pa3HoOb6pa3MeTo OT Pas/IUYHU TUMNOBE KNETKWU, MPUCHCTBALLM B MOBEYETO TbKAHHU CEKLMUM,
MOKe fla ce M3Mno/3Ba oT nabopaTopmaTa KaTo BbTPELLHM OTPULLATENIHU KOHTPOJIHM MeCTa 3a NPoBepKa Ha
cneumduraummte 3a epeKTMBHOCT Ha IHC.

AKO Npuv oTpMLATEIHUA KOHTPOA Ha TbKaHUTE ce NoABM creundunyHo ouseTaBaHe (GpasmnBo NOSOKUTENHO
ouseTaABaHe), pesyatatute c npobute Ha nauneHTa TpabBa Aa ce cuMTaT 3a HEBANIMAHMW.

KoHTpon Ha HecneunduuHU OTPULATENHU peareHTU: M3nonssante HecneunduyeH oTpuLATENEH peareHT
Ha MACTOTO HA MbPBMYHOTO AHTUTAJIO C YaCT OT BCAKA Npoba Ha NaLMeHTa, 3a 4a OueHUTe HecneuudUyHOTO
ouBeTABaHe M Ja No3BOAMTe No-Aobpa MHTepnpeTauMa Ha CneunmdpuUHOTO OLBETABaHE Ha MACTOTO Ha
aHTUreHa. B ngeanHuma cayyan oTpuuaTenHaTa KOHTPO/Ia Ha peareHTa CbAbpyKa aHTUTANO, NPOU3BEAEHO OT
cynepHaTaHT Ha TbKaHHa KyATypa MO CbliMSA HAYMH KaTo MbPBMUYHOTO aHTUTANO, HO He NpoABABa
cneymduUyHa PeakTUBHOCT C YOBELIKM TbKaHW B CbLLMA MaTPUKC/pa3TBOP KaTo MbpPBUYHOTO aHTUTANO. Camo
paspeauTensT MOMEe Ja Ce M3MO0/A3Ba KAaTo NO-MaJIKo ’KesfaHa anTepHaTMBa Ha oONuMcaHWUTe Mo-rope
OTPULLATENIHU KOHTPO/IM Ha peareHTUTe. MHKYHaLUMOHHUAT Neprosa 3a OTpULATeIHa KOHTPO/1a Ha peareHTa
TpabBa Aa CbOTBETCTBA Ha TO3M HA MbPBMYHOTO aHTUTANO.

KoraTo naHenu oT HAKO/IKO aHTUTENa Ce U3NON3BaT Ha CEPUMHM YyYaCTbLM, OTPULATENHO OLBETEHUTE 30HU
Ha eAHO CTbKIO MOraT fa C/y)KaT KaTo oTpuuaTesnHa/HecneundryHa KOHTPOA Ha CBbp3BalmA GOH 3a
APpYrv aHTUTeNa.

3a ga ce andepeHLMpa eHaoreHHaTa eH3MMHA aKTUBHOCT UM HecneuMdUYHOTO CBbP3BaAHE HA eH3UMU OT
cneumdmnyHa MMYHOPEaAKTUBHOCT, AOMb/AHUTE/NHU TbKaHM Ha MauMeHTa MoraT ga 6bAaT ouBeTeHM
N3KIOUYNTEIHO C CyBCTpaT-XpoMOreH UAM eH3MMHM Komnaekcu (PAP, avidin-6MOTWH, cTpenTaBUAWH) M
CcybCTpaT-XpoOMOTeH, CbOTBETHO.

H TNPOBEPKA HA AHANTU3A

Mpean nbpBoOHavasHaTa ynotpeba Ha aHTUTANO WM CUCTEMA 33 OLBETABAHE B AMArHOCTUYHA Npoueaypa,
notpebutenaT TpabBa Aa nposepu cneuMPUUYHOCTTA Ha AaHTUTANOTO, KAaTo rO TecTBa BbPXy nopeguua oT
BbTPELWHN TbKaHU C M3BECTHM MMYHOXMCTOXMMMUYHM XapPAKTEPUCTUKM Ha p[encTBue, NpeacTaB/ABallm
M3BECTHU MOJIOXKUTENHU U OTPULLATENIHM TbKaHU. BMKTe npoueaypuTe 3a KOHTPO Ha KaYecTBOTO, ONMUCAHMU
Nno-paHoO B TO3M pas3fen Ha NPOAYKTOBATa BJOMKA, WM MNPEnoOpPbKUTE 338 KOHTPO/ HA KAvyecTBOTO Ha
MporpamaTa 3a ceptudnumpaHe Ha CAP 3a umyHoxuctoxumma u/mam Hacokute Ha NCCLS IHC). Tesu
npoueaypu 3a KOHTPOJ1 Ha KaYecTBOTO TpAbBa Aa ce NOBTAPAT 3a BCAKA HOBA NApTMAA aHTUTENA UM KOraTo

“Ma NPoOMsAHa B MapameTpuTe Ha aHa/u3a. | IVD |
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O OTCTPAHABAHE

Cnepgaiite cneunduyHMTE NPEMNOPBbKM 3@ MNPOTOKO/MA 33 aHTUTeNA CbMIacHO NpeaocTaBeHuMA
nHpopmaLMoHeH NNCT. AKO ce NOABAT HETUMNUYHW Pe3yNTaTu, CBBbPIKETE Ce C perynaTopHusa otaen Ha Vitro
Ha regulatory@vitro.bio. Ako noTpebutenat ce Hamupa B CALL, cBbpXkKeTe ce ¢ MecTHUA AUCTpubyTop
(MHbOpMaLmATa, NOCOYEHA Ha eTUKETA Ha NPOAYKTA).

N Tb/IKYBAHE HA PESYNTATUTE

MHTepnpeTaumaTa Ha pesyatatute TpabBa Aa ce M3BbPWM OT KBaauduumpaH natonor. OuBeTABaHETO C
MbPBMYHOTO aHTUTANO 33aeAHO CbC COMaratesiHuTe peareHT TpA6Ba 43 Ce M3BBLPLWM BbPXY TbKaHUTE Ha
NauMeHTa 1 BbpXy MNONIOXKUTENIHW U OTPULLATENHN KOHTPOIN.

MonoxuteneH KOHTPOAN HA TbKaHuTe: MNONOKUTENHMAT KOHTPOA Ha TbKaHUTE, OUBETEH C MbPBUYHOTO
aHTUTANO, TPAGBa NbpPBO A3 ce M3CneaBa, 3a Aa Ce yBepu, Ye BCUUKM peareHTM GyHKUMOHMPAT NpaBUHO.
Hannuneto Ha yepBeHuKaBo-KadsaB (3,3' anammHobeH3nanH TeTpaxnopua, DAB) peakumoHeH MPOAYKT C
LeneBaTa KneTka (MecTono/IoKEHUETO B K/ETKaTa) € MoKasaTesIHO 3a MOJIOMKUTE/IHA PeaKTUBHOCT. AKO
NMONOMUTENHUTE TbKAHHU KOHTPOIN HE MOKAKaT NOJIOXUTEIHO OLBETABAHE, BCUYKM pe3yaTaTu C TeCToBuUTe
npobu cnepBa fa ce cYATAT 3@ HEBAIMAHM.

OTpuuaTteneH KOHTPOA Ha TbKaHute: OTpuuaTesHaTa TbKaHHa KOHTposa TpsAbsa Aa ce m3ciedsa cieq
NoNOMMUTENHATa TbKaHHa KOHTPO/a, 3a [a Ce MpoBepu crneundnyHOCTTa Ha MapKMPaHETO Ha uesesus
aHTUreH OT MbPBMYHOTO aHTUTANO. Jluncata Ha cneunduyHo ouBeTABaHE B OTPULATENHMUA KOHTPOA Ha
TbKaHUTE MOTBbPXKAaBa /MMNcaTa Ha KPbCTOCAaHAa PEaKTMBHOCT Ha aHTUTENA KbM KAETKMTE/KNeTbuHUTe
KOMMOHEHTU. AKO NpW OTPULATE/NIHMA KOHTPO/ Ha BbHLWHATa TbKaH ce MoABM crneunduUHO ouBeTABaHe
(banwmso nonokuMTenHo ouseTaBaHe), pesynTatute ¢ npobata Ha nauveHTa Tpabea Aga ce cumTaTt 3a
HEeBaNUAHMU.

HecneundunuHoTO ouBeTABaHEe, aKo MMa Tako, 06MKHOBEHO Uma gudyseH Bua. CnopaamnyHo ouBeTABaHE Ha
CbeAuHUTENIHaTa TbKaH MOXKe fAa ce Habnwo4asa M B yyacTblUM OT MPEKOMEPHO GUKCUpaHU ¢opmaanH
TbKaHW. WM3nonssaiTe HENOKbTHATM KIETKM 3a WHTeprnpeTauus Ha pe3yntatute OT OLUBETABAHETO.
HeKpOTUYHUTE UM N3POLEHUN KNETKN YECTOo Ce OLBeTABAT HecrneundpuyHo.

TbKaH Ha nauueHTa: M3cnegsaiite Npobu Ha MNaumMeHTa, OUBETEHM C MbPBMYHO aAHTUTANO MNOCAEOHMU.
MONOXKUTENHUAT UHTEH3UTET Ha OUBETABaHe TPAOBa [a Ce OUEHABA B KOHTEKCTA Ha BCAKO HecneunduyHo
$OHOBO OLBETABaHE HA OTPULLATE/IHUA KOHTPON Ha peareHTa. KakTo npu BCEKM MMYHOXMCTOXMMMYEH TECT,
OTPULATENHMAT pe3ynTaT O03HayaBa, 4Ye aHTUIeHbT He € OTKPWUT, @ He Ye aHTUreHbT OTCbCTBa B
nscneABaHUTE KNeTKM/TbKaHW. AKO e Heobxogumo, M3nNon3BailTe MNaHen OT aHTUTena, 3a [4a
ngeHTMdnUmMpaTe GanawMBo OTPULATENHU PeaKLUN.

BuKTe  WMHCTpyKuuuTe 3a ynotpeba Ha MbPBUMYHOTO aHTUTANO 33 MHbOPMAUMA  OTHOCHO
MMYHOPEaKTUBHOCTTA Ha aHTUTANOTO.

P OIrPAHUYEHUA

- Pesyntatute OT TecTa TpAbBa Aa 6bAAT OLEHEHM OT MEAULMHCKM CNEeLMasmMCcT B KOHTEKCTa Ha
MeaMLUMHCKA UCTOPUA, KIUHUYHW CUMNTOMW WU APYrA AMArHOCTUYHW TeCcToBe.

- TpaBUAHOTO M3NbAHEHME Ha TecTa 3aBMCU OT Ka4ecTBOTO Ha npobarTa.

- NeoPATH Pro 1 cnomaratenHuTe peareHTV TpabBa fa ce M3M0/3BaT C TbKaHHU CEKUMU, BIPALEHM C
bopmanuH duKcMpaH napaduH. M3non3BaHeTo Ha Apyr BMA Npoba moxke fAa AoBpAe rpewHmu
pe3ynTaTMﬁHaTa edeKTMBHOCT TpAb6Ba Aa 6bae NpoBepeHa NpesBapUTeNHO. Wﬁ
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- MIMyHOXMCTOXMMUATA € MHOTOeTaneH AMAarHOCTUYEH NPOLLEC, KOMTO Ce CbCTOM OT CneunannmsmpaHo
obyyeHne 3a nogbop Ha noaxodsAwMTe peakTusBu; M36op, dMKcUpaHe M 06paboTKa Ha TbKaHWU;
noAroToBKa Ha IHC cnalifia; v Tb/IKyBaHe Ha pe3yaTaTuTe OT OLBETABAHETO.

- OuBeTABaHeTO Ha TbKaHWTe 3aBUCKM OT obpaboTkaTa M ob6paboTKaTa Ha TbKaHTa nNpeau
ouBeTABaHeTo. HenpaBuaHOTO ¢uKcMpaHe, 3ampassBaHe, pasmpassBaHe, W3MMBAHE, CYLUEHE,
HarpsaBaHe, pasfensHe WAM 3amMbPCABAHE C APYTM TbKaHM MAM TEYHOCTM MOXKe Ja fAoBefe A0
apTedaKkTu, ynaBsaHe Ha aHTUTena wav ¢anwmso OTPULATENHM pe3ynTaTU. HenocTtosHHUTE
pesyaTaTM moraT ga ce Ab/iKaT Ha Bapuauun B MeToguTe 3a GUKCUpaHe M BrpaxgaHe MAM Ha
NPUCHLLM HEPAaBHOCTM B TbKaHTA.

- [peKomMepHOTO MWAM HEMbAHO MPOTUBOOLBETABAHE MOXE Ja KOMMPOMETMPa MNpPaBUIHOTO
Tb/IKyBaHe Ha pe3ynTaTuTe.

- KAMHMYHaTa MHTepnpeTauusa Ha BCAKO MOJOMKMTENIHO UM OTPULATENHO ouBeTABaHe Tpsabea ga ce
OLeHABA B KOHTEKCTa Ha KAMHMYHATA KapTMHa, MopdoaorvatTa M APYrM XMCTONATOSIOMMYHM
KpuTepuu. KNMHMYHATA MHTEpPRpeTauma Ha BCAKO MOJIOXKMUTENHO MW OTPULIATENIHO OLBETABaHE
TpabBa fa Obae [oMb/AHEHA OT MOPQONOrMYHU U3CNEeABAHUA, KAaTO Ce M3MOA3BAT MNOAXOAALLM
NONOXKUTENHN U OTPULATENHU BBTPELWHU M BBHWHWM KOHTPO/M, KAaKTO U APYTM AMATHOCTUYHM
TecToBe. OTTOBOPHOCT Ha KBaAnduuUMpaH NaTosior, KOWTO e 3arno3HaT ¢ NpaBuaHaTa ynotpeba Ha
IHC aHTUTeNa, peakTMBU U METOAM, € 4@ UHTEPNPETU PA BCUUKM CTBMKM, M3MOI3BaHM 3@ MOArOTOBKA
W MHTepnpeTupaHe Ha OKOHYaTenHuA npenapat 3a IHC.

- MpousBoanuTeNAT NpefocTaBsa TO3M peareHT 3a ynoTtpeba, cneaBankmn NpefocTaBeHUTE MHCTPYKL MM
3a IHC Bbpxy NOArOTBEHM TbKaHHM y4acTbLM. BCAKO OTKNOHEHMEe OT npenopbyaHUTe Npouesypu 3a
M3NMTBaHe Moxe aa obe3cunn aeknapupaHuTe ovakBaHU pe3yntatu; Tpabsa Aa ce mpunarat u
OOKYMEHTUPAT Noaxo4Alwm nposepKku. MNMoTpebutennte, KOMTO ce OTKAOHABAT OT NpenopbyaHuUTe
TECTOBM npoueaypu, TpAabsa ga noemaT OTFOBOPHOCT 33 MHTepnpeTauuATa Ha pesyataTute oT
nauuveHTa nNpu Tesn obcToaTeNcTBa.

- TobKaHWTe OT /MUa, 3apPaseHu C BMpPYca Ha XenatuT B M cbabpKallM NMOBBPXHOCTEH aHTUIEH Ha
xenatuT B (HBsAg), moraTt aa nposaBAT HecneuMdUYHO OLBETABAHE C XPSAH NEPOKCUAA3a.

C XAPACTEPUCTUKA HA USMBJIIHEHUE

Bb3nponssogMmocTTa Ha epeKTMBHOCTTA Ha peareHTa DAB Enhancer e onpegeneHa ypes ougeTaBaHe Ha 42
npeAMEeTHM CTbKNA, CbAbPrKaLLM CbliaTa TbKaH. CbWMAT pe3ynTaTt belle NoNyYeH MeXKA4Y BCUUKK craiigose.
Bb3nponssoamMMOCTTa MeXay NPOroHW ce onpeaenda ypes ouseTABaHe Ha NPeAMETHU CTbKAA, CbAbpXKaLLM
eAHa 1 Cblla TbKaH, Ha 42 npeAMETHU CTbKNa B ABe Pa3/IMYHUN CbOPBKEHUA, ABaMa OMepaTopn 1 PasNNYHMU
AHn. OuBeTABaHETO e M3BbpWeEHO ¢ nomolwTa Ha Ki67 M CD3 npoTOKOAM KAaTO MbPBUYHWU AHTUTENA.
MpoBeseHn ca AOMNbAHUTENHU MNPOYYBAHMA 3a TeCTBAaHE Ha LMPOK CMEKTbpP OT aHTUTeNa B Pas/INYHMU
KOHLEHTPALMM U pa3IMYHM TbKaHW B PA3/IMYHU OHW, OT Pa3/IMYHK ONepaTopu MU pasiMyHo obopyaBaHe 3a
ObNbr nepnona oT Bpeme.
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Y CUMBOJIN HA ETUKETU U NONIETA

ObAacCHeHWe Ha CUMBOJIMTE Ha ETUKETA M KyTUSATa Ha NPOAYKTA:

MeAWUMHCKO  u3denMe 33  WHBUTPO

MArHOCTIK CpokK Ha rogHocT

KaTanoxxeH Homep TemnepaTypHa rpaHunua

Koa Ha naptnaara MNpounssoguten

BuKTe MHCTPYKUMUTeE 3a ynoTpeba NHpopmaLMOHEH UCT 3a 6e3onacHocT
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