BIOCARE High-AR

M E D C AL

Biocare Medical
< 60 Berry Drive

e
Pfﬁﬁ Pacheco, CA

USA 94553

P:1-800-799-9499

www.biocare.net

High-AR
3a UH sBUMPO ANATHOCTUKA.

1 HAZTMYHU MTPOAYKTOBU DOPMATU ...ttt ettt sttt sttt ettt b e s bbb e e e s b e e e s abs e sabe e e sabaeesnbnees 2
2 YMOTPEBA MO MPELHASHAUEHWUE .....ccooiiiiiiiiiiiiiiiiiii it s e e e e s s sbbaaaaeeee s 2
3 PESHOME Y OBACHEHME.......cciiiiiiiiiiiiiiiiiiiiiiii ittt a st e e e e s s s bbb b e e e e s s s bbb b e e e e e e s s ssbbbaseeesssssnnanes 2
A TIPUHLMTT HA ZLEMHOCTTA cooeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeueeeseseseseseeeseseseseseseseeeeeeeeeeeeeeeeeeeeseeeeeeeeeeeeseneeseeneseesesaeeseseseseeeeeese st eeeseeeeeesens 2
5 PA3STBAPAHE, CMECBAHE, PASPEMKIIAHE ..o s 3
6 JLOCTABA CE KATO ..iiieiiiieiiitiitteetteeteeeee bbb s s e s s e s 3
7 OOMBIHUTENHU HEOBXOAUMU MATEPUAJIU HE CA JOCTABEHWM ... 3
8 YC/TOBUA 3A ChbXPAHEHUE U CTABUITHOCT ...oviiiiiiiiiiiiiiiiii s 3
9 TTOATOTOBKA HA TIPOBATA ..ttt s s e e e e e e e e e e e e e s 4
10  NPEAYNPEXAEHUA U MPEAMASHU MEPKM L..oeeeiiie s 4
11 UHCTPYKLIMM BAVYTIOTPEBA ..ottt ittt e s a e e e s bbb e e e bbb e e s bbb e e e bbb e e sabbaeessaabaeesasbasesas 5
12 KOHTPOJTHA KAUECTBOTO . ..ciiiiiiiiitiiiiiiii ittt ettt e s bbbt e e e s s a b e e e e e s e s bbb b s e e e e s s bbab b s e e e s s ssababbaseeeesssnnrnnes 5
13 TIPOBEPKA HA AHAJIMBA .. oottt e e s a b et e e e e s e s bbb et e e e s s s bbb b b e e e e s e sasbbbaseeessssnnnnnes 6
O N O N o 2 1= Y PSPPI 7
15 TbB/IKYBAHE HA PESYJITATUTE .eeeeeiiiiiiiiiiiiiiiiiiiiiieeii s 7
B O T e AN 7 |8 1 7
17 XAPACTEPUCTUKA HA MBITBITHEHUIE ...oveiiiiiiiiieiee s 8
18  BUBJINMOTPADUIA .....oeeeeiiiiitiee e e ettt e e e ettt e e e e et e et e e e e e b b e e et e e e e e s b e e et e e e e e e e ss b e et e eeeaaasssaeeeeesaaansnnbsneeeeeesnnnseeeeesesnnnnnnne 8
19 CUMBOJIA HA ETUKETU M TTIOTIETA .ottt s 10
20 PETUCTDP HA TIPOIMMEHMUTE ... . ettt e e et e e e et e e e e e et e e e e e et e e e e e e e e eeeeeeeeeeeeeeeeereeeeeeeeeeeeeees 10

To3u JOKYMEHT e NPeBoA Ha OPUTMHANHATAa MY BEPCUA HA UCMAHCKU U aHFIMACKN e3MK. AKO MMmaTe BbNPOCKH OTHOCHO Tb/IKYBaHETO My, MONA,
BUXXTE OPUrMHaNa Ha AOKYMEHTa Ha WWW.Vitro.bio uau nouckatlime konue om regulatory@vitro.bio

| [\V/n) |
AX-20240814-01-01-EN-BC

I VITRO, S.A. IVD Rev. 14/08/2024

Calle Luis Fuentes Bejarano, 60, Edificio Nudo Norte, Local 3,41020 Page 1 of 10
Sevilla (Spain). Tel: +34 954 933 200. www.vitro.bio; vitro@vitro.bio



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

BIOCARE High-AR

M E D C AL

A HA/IMHMHU NPOAYKTOBU ®OPMATHU
High-AR ce gocTtaBs Kato bydepupaH pastBop Ha Tris-EDTA, Ph 9.00.

VITRO, S.A. Ref. BIOCARE Ref MNpe3eHTauus
MAD-004075VSBC NPRI10003L2T2250 1 x 2000 mn
Tabauua 1. NMpenpatku n npeseHTauus.

b YNOTPEBA NO NPEAHA3SHAYEHME

3a ynoTpeba in vitro guarHoctuka. flotoBUAT 3a ynotpeba pasteop ¢ High-AR ce n3nonssa npu TepMMUYHO
MHAYUMPAHO aHTUIEHHO M3B/AWYAHE Ha TbKaHHM ceKkuum ¢ GopmannH PpuKkcmpaH napaduH (FFPE) KaTo
YacT OT W3NbAHEHWETO Ha aBTOMATM3MpPaHM MPOTOKOAM 3a UMyHoxuctoxumua (IHC). Tolh e
npegHasHayeH 3a M3MoA3BaHe OT KBa/MdUUMpaHW cneumannuctn, obydyeHU B TEXHUKUTE Ha
UMyHOXUCTOXMMMATA. KAMHMYHATA WMHTepnpeTauma Ha BCAKO OLBETABAHE WM HEroBOTO OTCbCTBUE
TpAbBa Aga 6bAe fOMbAHEHA OT MOPGONOTMYHM U3CNeABaAHMA C NOMOLLTA Ha NOAXOAALLN KOHTPOIM U
TpAbBa fa ce OLEHABA B KOHTEKCTa HA KAMHWYHATA UCTOPWUS Ha MAuMeHTa U ApYyrv AMATHOCTUYHMU
TECTOBE OT KBaAMOULMPAH NaToOr.

To3nM NpoayKT e npegHasHayeH 3a Xopa OT BCUMYKM Bb3PACTM, KOUTO CE HYXKAAAT OT aHanu3 Ha
OTKPMBAHETO HA AaHTUIEHU Ype3 MMYHOXUCTOXMMUYHUN TEXHUKMN.

B PE3IOME U OBACHEHUE

MpouechbT Ha PUKCUMpPaHe Ha PUKCUpPaHKU C POpManuH, BrpaeHn B NapaduH TbKaHHU CeYEHUA MOXKe Aa
JOoBefe 00 OMperKBaHe Ha NPOTEUHM, KOETO MaCKMpa aHTUreHUTe M OrpaHMYaBa CBbP3BAHETO aHTUTEH -
aHTUTeNa. M3BANMYAHETO Ha aHTUIeH NO3BO/ISBA Ha aHTUTANOTO Aa NOAY4YM AOCTHN A0 LEeNeBUSA aHTUTEH B
TbKaHTa, Tbil KaTO MacKMpaHWUTe enuTonM MmoraT ga 6baaT M3BAEYEHM C MomollTa Ha TOMJAUHHO
MHAYLMPAHO aHTUTeHHO U3BJINYaHe (HIER). Tesun meToaun 3HaunTtenHo  nogobpuxa
UMYHOXUCTOXMMMUYHOTO OLIBETABAHE Ha aHTUreH MpWU KOHBEHUMOHANHATa XMpPyprMyHa naTonorms.
M3non3BaHeTo Ha Te3n TEeXHUKM € HaW-U3roAHO 3a AAPEHUTEe aHTUreHW, KbAeTo ce Habiogasa
3HAUUTENHO YBe/NUYEHNE HA UHTEH3MBHOCTTA Ha UMYHOXMCTOXUMUYHUTE CUTHANU. 33 HAKOU aHTUTENa e
YCTAaHOBEHO, Ye W3Non3BaHeTo Ha bydepupaHn pastBopu 3a HIER nogobpsBa MHTEH3MBHOCTTA Ha
MMYHOOL,BETABAHETO.

foToBMAT 3a ynotpeba High-AR pa3tBop e bydepupaH pasTeop ¢ KpaHo pH 9,00, KoiMTO ce n3non3Ba 3a
TEPMUYHO WHAYLMPAHO WM3B/IMYaHE Ha aHTUIeH KaTo YacT OT npoueaypa 3a ouseTaBaHe Ha IHC B
aBTomaTtmanpaHma ousetuten NeoPATH Pro.

I MPUHLUMN HA AEMHOCTTA

KaTo UfN0 TexHMKUTe 3a MMyHoXucToxumuuHo (IHC) ouBeTABaHe Mo3BONABAT BM3yanu3auuMAa Ha
aHTUreHM upe3 nocaedoBaTeNHO NpuaaraHe Ha cneyMdUUYHO aHTUTANO KbM aHTUreHa (MbpBUYHO
aHTUTANO), BTOPUYHO AaHTUTANO KbM MbPBUYHOTO aHTUTANO (AMHKOBO aHTUTANO), EH3UMEH KOMIIEKC U
XpOMOTreHeH cybCcTpaT ¢ BrpageHn CTbNKM Ha M3MmmnBaHe. EH3MMHOTO aKTUBMpPaHe Ha XPOMOreHa Boaum 40
BUOAUM peaKUMOHEH NPOAYKT Ha aHTUreHHOTo mAcTo. Cned ToBa ob6paselbT MOXKe [a 6bae OuBeTeH U
NoKpuT. Pe3syntaTuTe ce uWHTepnpeTMpaT C MNOMOLLTa Ha CBET/IMHEH MWKPOCKON W MomaraT 3a
andepeHuManHaTa gMarHo3a Ha naToGM3mnoNOrMYHUTE MPOLLECU, KOUTO MOraT UAM He moraT aa bbaaT
CBbpP3aHW C onpesesieH aHTUreH.
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O  PA3TBAPAHE, CMECBAHE, PASPEXXOAHE

To3n NpoayKT ce nNpepocTaBs B rotoB 3a ynotpeba ¢opmaT. He e HeobxoaMmo aa ro pasTBapsTe,
cMecBaTe Uau paspexkaare.

E

DOCTABA CE KATO

BydepunpaH anKkaneH pasTBoOp, CbAbpKall, HEMOHHM NOBbPXHOCTHOAKTUBHM BELLECTBA, CTabuansatopu u

KOHCepBaHTU.

K OONMBAHUTENIHN HEOBXOAUMU MATEPUANTN HE CA AOCTABEHU

XK.A PeareHTn n matepuanmu

MbpBUYHO AHTUTANO

Cover, Ref. MAD-003983VS

Dewax Solution, Ref. MAD-004080VS

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 O6opyasaHe

NeoPATH Pro
OnNTMYEeH MUKPOCKON M/Man UMPPOB CKeHep 3a XMCTONOMMYHU NPeaMeTHU CTbKNa

3 ycnoBuA 3A CbXPAHEHUE U CTABUNTHOCT

KomnoHeHT: | YcnoBusa 3a ynotpeba
y [la ce cbxpaHnaBa npu cTakiHa TemnepaTypa (15°-25°C) n aa ce cbxpaHaBsa Aaney
cnoswua 3a
OT M3TOYHMLM Ha CWIHA TOMAMHA/CTYA 4O M3TUYAHE Ha CPOKA Ha ro4HOCT Ha
CbXxpaHeHue

NPOAYKTA.

CtabuaHocT npm

Cnep KaTo OTBOPUTE, CbXpaHABalTe Ha CTaMHa TemnepaTypa (15°-25°C) n
naserte OT M3TOYHMLM Ha CUAHA TONANHA/CTYA A0 U3TUYaHE Ha CPOKa Ha

ynoTtpeba

rOZIHOCT Ha NPOAYKTa.
yenosua 3a M3npawaHeTto TpabBa Aa ce U3BbPLIBA NPU CTaliHa TemnepaTypa (15-25°C).
[0CTaBKa

Tabnuua 2. Ycnosua 3a cbxpaHeHue 1 cTabuaHocT.

MpoAayKTbT e cTabuieH A0 CpoKa Ha roA4HOCT, OTNeYaTaH Ha eTUKeTa, KoraTo ce cbxpaHsaBsa npu 15°-25°C.
[a He ce usnonssa cneg n3TmMyaHe Ha CPOKa Ha rOAHOCT.
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NnoAroToBKA HA NMPOBATA

MapadmHOBM cekummn: TbKaHUTe, GUKCMpPaHU BbB popmanuH, ca noaxoAsauiM 3a ynoTpeba npeau
BrpakgaHe Ha napaduH.

KocTHMUTe TbKaHW TpabBa Aa 6baaT AekanumouumpaHu npegn obpaboTkaTta Ha TbKaHMTE, 3a Aa ce
YNIeCHU pa3paA3BaHETO Ha TbKaHMTE U Aa ce NPeAoTBPaTH yBpPeXKAaHe Ha OCTpueTaTa Ha MMKpoToMa.

K

i

NPEAYNPEXAEHUA U NPEANASHU MEPKU

MNpoueTeTe MHCTPYKUuuuTe 3a ynotpeba, npeauM Aa wu3nonssare TO3M NPOAYKT. B ciayyail Ha
HETUNWYHM  WAN  HEOYaKBAHM  pe3ynTaTh, MOJA, CBbPXKeTe Cce ¢ BaluMA OTOpU3MpaH
[0CTaBuUUNK/aAncTpnbyTOp.

NpodecnoHanHa ynorpeba. To3n NpoAyKT e npeaHasHaAYeH camo 3a NpodecrMoHaNHM N1abopaTopHM
LenM M He e npefHasHayeH 33 $apmMakoNoOrnyHa, AOMALLHA MAWM Apyr BuA ynoTtpeba. KoraTo
NPOAYKTHT Ce M3MO0/3Ba KaTo MOMOLLHO CPeaCcTBO 3a AMArHOCTUKa, € Hero TpA6Ba aa ce paboTn camo
oby4yeHn noTpebutenm un B oTopmnsnpaHu nabopatopuu.

nexapﬂ'r npeanuceBa TecT.To3M NPOAYKT € 3a npodecroHasHa ynotpeba camo No nekapcko
npeanucaHune oT IeKap AN Apyr MegULIMHCKM CNeLmanncT.

C eksemnnspuTe, npeau u cnel GUKCUPAHETO, KaKTO U C BCUYKM MATepUasav, U3/0MKEHU Ha TAaX,
TpA6Ba ga ce paboTu Taka, cAKaw moraT Aa npefasat MHOEKUMA 1 Aa ce U3XBBPAAT C NOAXOAALLM
npeanasHu mMmepku. HMKora He nMneTMpanTe peareHTU Npes ycTaTta U n3barsamTe KOHTAKT C KoxXKaTa U
NMrasmumTe C peareHTU 1 npobu.

AKO peareHTM uam nNpPobu BASA3aT B KOHTAKT C YYBCTBUTEHU 30HM, U3MUINTE C OBUAHU KOAMYeCTBa
BOJa.

MUWKpOBHOTO 3amMbpcsABaHE HA peareHTUTe MOXe Aa AoBeje A0 yBe/nvaBaHe Ha HecneuudpuyHoTo
ouBeTABaHe U/WUAN rpewHn pesyaTaTy.

NHKybaLMOHHWUTE BpeEMEHA UAW TEMMEPATYPU, Pa3INYHM OT NOCOYEHUTE, MOTaT Aa A3[aT NOrPeLHU
pe3syntatu. MoTpebutenat TpabBa ga NOTBbPAM BCAKA TaKaBa NPOMAHA.

He n3nonsBalitTe peareHT cnes U3TMYaHe HA CPOKA Ha FOAHOCT, OTNeYaTaH Ha eTUKeTa.

Cepuo3eH MHUMAEHT. Bcekn cepnoseH MHUMAEHT, CBbpP3aH c ynoTpebata Ha TO3M NPOAYKT, KOWTO
BK/NIOYBA WM MOXeE [Ja BK/AOYBA CEPUO3HO BJ/IOWABAHE, BPEMEHHO WM MOCTOAHHO, Ha
3/paBOC/IOBHOTO CbCTOSHME Ha MaUMEHT, NOTPebuTen WAM Apyro Auue, UAU JOPU CMBPT, UM
cepuo3Ha 3annaxa 3a obuwecTBeHOTO 34pase, TpAbBa Aa 6bae AOKNaABaH Bb3MOXKHO HAaW-CKOPO Ha
npousBoaUTeNnss Mo Mmenn Ha regulatory@vitro.bio M Ha KOMNETeHTHMA 34paBeH oOpraH Ha
ObpKaBaTa — uyneHKa Ha EC, B KOATO e yCTaHOBEH MO/A3BATENAT UAW NAUMEHTBLT. AKO NoTpebutenart
ce Hamupa B CALL, foknagBanTe 33 CEPUO3HU MHLMAEHTU, CBBP3AHM C TOBA YCTPOMCTBO, KaTo ce
CBbpXKETe C MeCTHUA gucTpmubytop (MHPopmauusa, NocoyeHa Ha eTUKeTa Ha NPOAYKTa) U CbOTBETHUA
KOMMETEHTEH OpraH Ha AbpraBaTa uYneHka. MHUWAEHTU, NPUYMHEHM OT HenpaBuAHA ynoTpeba Ha

nNpoAyKkTa UM oT ynoTpebaTa Ha NPoAYyKTa U3BbH MOME3HUA KUBOT, ONpede/ieH Ha eTUKeTa My, Lie
6bAaT OTTOBOPHOCT Ha NnoTpebutens.

MepKute 3a 6€30MacHOCT U U3XBbPAHE Ca ONUCAHU B MHPOPMALMOHHUA NINCT 32 6€30MacHOCT Ha
TO3M NPOAYKT. TekyllaTa Bepcusa Ha MHGOPMaLMOHHMA ANCT 3a besonacHocT (SDS) Ha To3M NPOAYKT
MOXe aa 6bae nusterneHa ot web cTpaHMua www.vitro.bio nam nonckaHo Ha regulatory@vitro.bio.
Ob6e3BpexaaHe Ha oTnagbum: O6paboTkaTa Ha oTMagbUMTE, FeHEepUupaHM OT W3MO/3BAHETO Ha
npoaykTute, npegnaraHn ot Vitro S.A., TpAbBa Aa ce M3BbpLIBA B CbOTBETCTBME C MPUIONKUMOTO
3aKOHOAATEe/ICTBO B CTpaHaTa, B KOATO ce M3Mosa3BaT Te3uM npoAyktu. KaTo cnpaBKa, cnegHaTa
TabnMua nokasea KnacuduKauMaTa Ha OTNAaAbLMTE, FeHepupaHM OT TO3M KOMIIEKT, Cbl/acHO
€BpOnNencKoTo 3aKoHOAATENCTBO, NO-CNELNaNHO cbrnacHo PelweHune Ha Egponelickama Komucus om
18 dekemspu 2014 2. 3a nameHeHue Ha Pewerne 2000/532/EO OTHOCHO CNMCbKa Ha OoTnagbuuTe
cbrnacHo [upektnusa 2008/98/EO Ha EBponeickua napnameHT u Ha CbeeTa:
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NOTEHUWAIHU TEHEPUPAHU OTNAADBLIN
CNEA YNOTPEBA HA TO3U NMPOAYKT
KoHTeliHep 3a U3N0ON3BaHU PeaKkTUBY,
KnacuduumpaH KaTo onaceH (CbrnacHo 150110
MHOPMaLLMOHHMA ANCT 3a HesonacHocT).

BUA OTNAADBLM CNOPEA ELW*

"KoHTelHepu, cbabpKalm oTNagbuUn nam
3aMbPCEHM C ONacHU BelecTea"

"TeyHOCTH, reHepupaHuM OT M3MO0/I3BAHETO Ha
aBTomaTU4HK IHC/HIS MHCTpYmMeHTH:
161001 - OTnagbyHO CbXpPaHEeHUe Ha
MMYHOOLLBETUTENMN.

- n3nonssaHu PT-moaynHu 6ydepn"
"OTnagabum, umeto cbbupaHe u
obe3BpexgaHe NOANEXKM Ha CNeLmanHu
W3UCKBAHUA C LLeN NpeaoTBpaTABaHE HA
3apasnBaHe"

"JTabopaTopHM XMMUKANN, CBCTOALLM CE OT
WA CbObPMKALLM ONACHU BeLLecTBa,
BK/IIOYMUTENIHO CMecH OT nabopaTopHM
XUMUKann".

Tabanua 3. Knacudwukauus Ha oTnagbuuTe, reHepupaHM OT WM3MON3BAHETO Ha TO3M KOMMEKT, Cbr/1lacHO
€BPOMNeiCKOTO 3aKOHOAATeNCTBO. *ELW: Egponelicko 3akoHodamesncmeo 3a omnadvyume.

BogHM TeuHM oTnaabum, ChAbpKalLM ONaCHM
BellecTBa (He pa3TBOpUTENN).

KoHcymaTtusu (Tpbbu, HakpaltHuum 1 ap.).
Bcekn enemeHT, KOMTO € 61N B KOHTAKT C 180103
TbKaHHM NPooU.

TeyHOCTH, CbOobPMKALLM Pa3TBOPUTENU (KCunon,
XeMaTOKCU/INH, aIKOXO/, €03MH), FeHepUpaHm 160506
OT TEXHUKM 33 MMYHOOL,BETABAHE.

*3abenexka: Tasau Knacupukauma e BKAOUEHa KaTo 060 pbKOBOACTBO 3a AelCTBUE, KaTo e nog
KpaiiHaTa OTFrOBOPHOCT Ha noTpebutens 3a M3NbLAHEHUETO Ha BCUMUKU MECTHU, PEruoHanHU W
HauWOHaNHM pa3nopenbu 3a U3XBbPAHE Ha TO3U BUA MaTepuanu.

N MHCTPYKUWUU 3A YINIOTPEBA

JobaseTe rotosua 3a ynotpeba pasteop High-AR Kbm Konbata NeoPATH Pro High-AR 4, npean aa
3aMoyHeTe Mpoueca Ha WMMyHOOUBEeTABaHe B MHCTpyMeHTa. CneapalTe OCHOBHWUTE MpenopbyaHu
NPOTOKOAW 3@ aHTUTENA U

ycnosmusa 3a ynotpeba. BpemeTro 3a WHKybauma M TemnepaTypuTe Lie BapupaT B 3aBUCMMOCT OT
cnefBaHuUA NPOTOKO 32 KOHKPETHU aHTUTENA.

M KOHTPOJ1 HA KAYECTBOTO

PasnuknMte B TbKaHHaTa o6pa60TKa n TeXHn4eCkuTe npoueaypu B na60paTopMﬂTa Ha I'IOTpE6MTEI1FI
mMoraTt ga goseaart 4O 3Ha4YnTe/sIHa NPOMEH/IMBOCT B Pe3yNnTaTuTe, KOETO Haslara pegoBHO U3BbpPLUBAHE
Ha BbTPELWHN KOHTPO/IN B AO0Mb/IHEHNE KbM

cneABalin npouenypu. 3ano3HaiMTe ce C HAaCOKUTE 3a KOHTPOA Ha KayecTBoTo Ha CTaHpapTuTe 3a
KauecTBO 3a NPOEKTUpaHe U MpuiaraHe Ha MMYHOXMCTOXMMWMYHU aHanusu; Ogo6peHO PbKOBOACTBO -
Bropo usgaHue (I/LA28-A2) CLSI Wayne, PA USA (www.clsi.org). 2011.

MonouteneH KOHTPOA HA TbKaHUTE: BbHIWHMWTE MOMIOMKWUTENHU KOHTPOJIHM MaTepuanu Tpabsa Aa
6baat npecHu aytoncua/6uoncma/xmpyprudHmn npobu, pukcmpaHu, o6paboTeHn 1 BrpageH Bb3MOXKHO
Hal-CKOPO MO CbLMA HauMH KaTo npobaTa(ute) Ha nNauueHTa. NONOKUTENHUAT KOHTPOA HA TbKaHUTE €
nokasaTeseH 33 MpPaBMAHO MOAFOTBEHM TbKaHM W NPaBUIHU TEXHWKKM 3a ouBeTaBaHe. [pu BcsKo
ouBeTABaHe TpAbBa Aa Ce BK/OYM eUH NONOMKUTENEH BbHLIEH KOHTPOJ Ha TbKaHWUTE 3a BCEKM Habop oT
TECTOBM YC/IOBUS.
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TbKaHUTE, U3NO0M3BAHN 33 BbHLIHMUTE MOJIOKUTENHM KOHTPOIHU MaTepuanu, Tpabea aa 6baaT noabpaHu
OT Npo6un OT NMauMeHTn ¢ Ao6pe XapaKTepU3npPaHM HUCKM HMBA Ha MOJIOXKUTENHATA LEeNeBa aKTMBHOCT,
KOATO [AaBa cnabo MOMOMKUTENHO ouBeTABaHe. HWCKOTO HMBO Ha MOJIOMMUTENIHOCT 3@ BbHLIHM
MONOMKNUTENHN KOHTPOAW € MNPOEKTUPAaHO TaKa, Ye 4@ OCUTYpU OTKPMBaAHE Ha (GpUHM NPOMEHM B
YYBCTBUTEIHOCTTA KbM MbPBUYHUTE aHTUTENA OT HecTabuaHOCT uan npobaemu ¢ metogonormaTa Ha IHC.
HannyHuTe B TbproBCKaTa MpeXKa TbKaHHM NpPeaMeTHU CTbKAa MAM nNpobu, o6paboTeHM No pasauueH
HauMH OT npobaTa Ha NauMeHTa, NOTBbPXKAABAT CamMo AEUCTBMETO Ha peareHTa M He npoBepsBaT
NoAroTOBKaTa Ha TbKaHWTe.

M3BeCTHUTE MONOXKUTENHU TbKAHHU KOHTPOAU Tpﬂ6Ba Aa ce n3non3eat Camo 3a Ha6l'IIO,D,EHMe Ha
npasuIHOTO ﬂ,eﬁCTBMe Ha 06pa6OTEHMTe TbKaHN N TeCToBUTE peareHTn, a He KaTo NOMOLWHO CpeacTso
npu d)oleynMpaHeTo Ha CI'IELI,Md)VI‘-IHB ANarHo3a Ha I'IpO6M OT naumeHTU. AKO NONOXKUTENHUTE TbKaHHU
KOHTPOJ/IN HE NMOKaXaT NOJI0OXKNTE/IHO OLBETABAHE, Pe3ynTaTuTe C TeCToBuUTe I'Ip06M cnegBa da ce CcYUTaAT
3a HEBA/IMAHMN.

OTpuuaTteneH KOHTPOA Ha TbKaHuTe: M3Mnon3BaliTe OTpuUATENIHA TbKaHHA KOHTPona, ¢GMKcUpaHa,
obpaboTeHa M BrpageHa No HauuH, UAEHTUYEH ¢ NpobaTa Ha NauneHTa(uTe) NpU BCAKO OUBETABAHE, 33
Aa npoBepuTe cneundnYHOCTTa Ha NbPBUYHOTO aHTUTANO Ha |IHC 3a AeMOHCTpaLMA Ha LeNeBMA aHTUreH
M Aa npeaoctaBuUTe MHAMKaumMs 3a cneunéduyHo ¢GoHoBO ouBeTABaHe (dasMBO MNONOXKUTENHO
ouBeTaBaHe). Cblo TaKa, pasHOObOpasMeTo OT pPas3/iMyHM TUMNOBE K/AETKU, MPUCHLCTBALLM B NOBEYETO
TbKaHHU CEKUMU, MOXKe Aa Ce M3Mo/3Ba OT sabopaTopmaTa KaTo BbTPELHN OTPULATENHU KOHTPOAHU
MecTa 3a NPoBepKa Ha cneumdPukaunmnte 3a epekTnsHocT Ha IHC.

AKO npu OTpULATENIHUS KOHTPO/S HA TbKaHUTe ce nosBu crneuudpuyHo ouseTaBaHe (Ppanwmso
NONOXKUTENHO OLBETABAHE), pe3yaTaTnTe ¢ NpobuTe Ha NauneHTa TpA6Ba Aa ce cuMTaT 3a HEBAIMAHMU.

KoHTpon Ha HecneunduyHM OTpULATENHM peareHTU: M3nonssaliTe HecneuuduuyeH oTpuuaTeneH
peareHT Ha MACTOTO Ha MbPBMYHOTO aHTMTANIO C YacT OT BCAKa npoba Ha nauueHTa, 3a A3 OUEHUTe
HecneuMdMUHOTO oOuBeTABaHe M Aa No3BoAMTE no-Aobpa WHTepnpetTaumMa Ha cheunduyHoTo
OUBETABAaHE Ha MACTOTO Ha aHTUreHa. B umaeanHua ciyyad oTpuuaTtesHatTa KOHTPOJa Ha peareHTa
CbAbpKa aHTUTANIO, MPOM3BEAEHO OT CynepHaTaHT Ha TbKaHHa Ky/ATypa MO CblUMA HAYMH KaTto
MbPBMYHOTO aAHTUTANO, HO He npoAsBABa cneunduyHa PeaKTUBHOCT C YOBELKU TbKaHM B CbLLUA
MaTPUKC/pa3TBOp KaTo MbPBUYHOTO aHTUTANO. Camo pa3peauTenaT MOMKe Aa Ce M3N0/3Ba Kato Mo-
Ma/Iko >KefaHa anTepHaTMBa Ha OMNUMCaHUTE MO-Tope OTPULATENHW KOHTPOAM Ha peareHTure.
MHKyBaLMOHHMAT nepnoj 3a oTpuuaTe/iHa KOHTPOa Ha peareHTa TpabBa [a CbOTBETCTBA HA TO3M Ha
MbPBMYHOTO aHTUTANO.

KoraTo maHenu oT HAKOJ/IKO aHTUTeNa ce M3NoA3BaT Ha CEPUMHMU y4yacTbLM, OTPULATENHO OLBETEHUTE
30HM HA eAHO CTbKIO MOraT Aa CAy:KaT KaTo oTpuuaTesnHa/HecneunduyHa KOHTPOMA HA CBbp3BaLLMA
boH 3a Apyrn aHTUTENA.

3a da ce gndepeHuUMpa eHaoreHHaTa eH3MMHa aKTMBHOCT UAW HecneunduUyHOTO CBbP3BaHE Ha eH3UMU
OT CneunduyHa MMYHOPEAKTUBHOCT, AOMbJHWUTENIHM TbKaHM Ha NauueHTa morat ga 6baat ouBeTeHu
U3KNIOYMTENHO C CyBCTPaT-XPOMOTeH MAW eH3UMHM Komnnekcu (PAP, avidin-6MoTWH, cTpenTaBuamH) u
cybCcTpaT-XpoMOreH, CbOTBETHO.

H TNPOBEPKA HA AHAJIU3A

Mpean nbpBOHaYanHaTa ynotTpeba Ha aHTUTANO WAM CUCTEMA 3a OUBeTABAHe B AMArHOCTMYHA
npoueaypa, notpebutenat Tpabea Aa nposepu cneunPUUYHOCTTa Ha aHTUTANIOTO, KAaTo ro TecTBa BbPXY
nopeauua OT BbTPELWHM TbKAHU C M3BECTHU MMYHOXMCTOXMMWUYHWM XapaKTEPUCTUKM Ha [OenCTBUeE,
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npeacTaBNABaLLU U3BECTHU MOJIOKUTENHU U OTPULLATENIHU TbKaHU. BuxkTe npoueaypute 3a KOHTPOA Ha
KayecTBOTO, OMMUCAHM MO-paHO B TO3M pa3fen Ha NPOAYKTOBATA BJIOXKA, U MPENopbKMTE 338 KOHTPOA Ha
KauecTBOTO Ha lporpamata 3a ceptudumumnpaHe Ha CAP 3a UMyHOXMUCTOXMMUA U/ M HacoknTe Ha NCCLS
IHC). Te3n npouefypu 3a KOHTPOS Ha KayecTBOTO TpsbBa Aa ce MOBTApAT 3a BCAKA HOBa Naptuaa
aHTUTenNa Wan Korato

MMa NPOMAHA B MapameTpuTe Ha aHanu3a.

O OTCTPAHABAHE

Cneppavite cneunduyHUTE NPEnoOpPbKM 33 MPOTOKOJA 3a aHTUTeNa CbrlacHO NpeaoCcTaBeHUA
MHPOPMALMOHEH NIUCT. AKO ce MOABAT HETUMUYHU PE3YITaTU, CBBPXKETE Ce C PEryfaTopHMUA OTAeN Ha
Vitro Ha regulatory@vitro.bio. Ako noTpebutenat ce Hamupa B CALL, cBbpXKETe ce C MeCTHMuA
ancTpnobyTtop (MHbopmauma, NocoYeHa Ha eTUKEeTa Ha NPOAYKTa).

N Tb/IKYBAHE HA PESYNTATUTE

MHTepnpeTaumnsaTa Ha pesyatatute Tpabea 4a ce M3BbPLWK OT KBaaMbuumpaH natonor. OuseTaBaHeTo C
MbPBMYHOTO aHTUTAIO 3a€HO CbC CrOMaraTe/IHuTe peareHTV TpAbBa [4a ce U3BBbPLUN BbPXY TbKaHUTE Ha
naumeHTa 1 BbPXY NOJIOXKUTENHU U OTPULATE/IHWN KOHTPO/IN.

MonoxuteneH KOHTPON Ha TbKaHUTE: MMONOKUTENHUAT KOHTPO HA TbKaHUTE, OLBETEH C MbPBUYHOTO
aHTUTANO, TpAbBa MbpBO A3 ce W3cNendBa, 33 A Ce YBEpPMU, Ye BCUYKM peareHTn QyHKUMOHMpaT
npaBuMnHo. Hanuumeto Ha 4epBeHMKaBo-Kadas (3,3' avamuHobeH3anguH TeTpaxnopua, DAB)
peakuMOHEeH MPOAYKT C LefeBaTa K/eTKa (MecTOno/IoKeHWEeTO B KjeTKaTa) e MoKasaTe/NHo 3a
NOJIOKUTENHA PEAKTUBHOCT. AKO MNO/IOXKUTENHUTE TbKAaHHW KOHTPOAM He TMOKa*KaT MONOXKUTENHO
oLBeTABaHe, BCUYKM pe3yaTaTu € TeCToBuTe Npobu caenBa Aa ce cuMTaT 3a HeBASIMAHM.

OTpuuaTteneH KOHTPoA Ha TbKaHuTe: OTpuuaTesHaTa TbKaHHa KOHTposa TpsAabBa Aa ce uscnensa cnes
NONOMMTENHATa TbKaHHa KOHTPOAA, 3a Aa ce NPoBepu cneunduyHOCTTa Ha MapPKMPaHETO Ha Lenesus
aHTUreH OT MbPBUYHOTO aHTUTAMO. JluncaTa Ha cneunduyHoO ouBeTAaBaHe B OTPULATENHMA KOHTPOA Ha
TbKaHWUTE MOTBbP)KAABA /JMNCaTa Ha KPbCTOCAaHa PEaKTUBHOCT Ha aHTMTeNa KbM K/IEeTKUTe/KneTbyHuTe
KOMMOHEHTU. AKO MNPV OTPMLATE/NIHUA KOHTPOJ1 Ha BbHLUHATA TbKaH Ce NosSBU cneunduyHo ouBeTaBaHe
(banwmeo nonoxuTenHo ouseTABaHe), pesynTaTuTe ¢ npobaTa Ha NauMeHTa TpabBa ga ce cuuTaT 3a
HeBa/MAHMU.

HecneunounuyHoTo ouBeTABaHE, aKo MMa Tako, 06MKHOBEHO MMa Andy3seH Bua. CnopaanyHo oLBeTaABaHe
Ha CbeauMHWTENHATa TbKaH MOXe fa ce HabnwogasBa M B y4acTbUM OT MPEKOMEPHO QUKCUpaHu
bopmanmH TbKaHW. WM3non3BailTe HEMOKbTHATU K/AETKM 33 WHTEprnpeTauMa Ha pesyntatute oOT
ouBeTABaHeTo. HeKpOTUUHUTE MAN U3POAEHM KNETKM YeCcTo ce ouBeTABaT HecneumduuHo.

TbKaH Ha nauuveHTa: |/|3Cﬂe,ﬂ,BaﬁTe I'Ip06l/1 Ha nNauyneHTa, ouBeTeHn C NbPBUYHO AHTUTANIO NOCNEOHW.
NONOXUTENHNAT WHTEH3UTET Ha ouBeTABaHe Tpﬂ6Ba AJa Ce oueHABa B KOHTEKCTa Ha BCAKO
HECI'IeLI,VICI)MLIHO d)OHOBO ouBeTABaHe Ha OoTpuuaTesIHMA KOHTPON Ha peareHTa. KakTto npu BCEKU
MMYHOXUCTOXUMUNYEH TECT, OTPUUATENIHNAT pPe3ynTaT O3Ha4yaBa, 4Ye aHTUTeHBT He € OTKPUT, a He 4Ye
AHTUTEHDBT OTCHCTBA B U3C/eABaHUTE KI'IeTKVI/T'bKaHM. AKko e HeO6X0,£I,MMO, M3n0/3BaTe naHen or
aHTUTEenNa, 3a 4a MAEHTMdJVILI,VIpaTe d)aﬂLLIMBO oTpuuaTtenHn peakuunn.

Buikte MHCTPYKUMNTE 34 yn0Tpe6a Ha NbpPBUYHOTO AHTUTANO 34 MHd)OpMaLI,MFI OTHOCHO
MMYHOPEAKTUBHOCTTA HAa aHTUTANOTO.

P OIrPAHUYEHUA

- Pesyntatute OT TecTa TpsA6Ba Aa 6bAaT OUEHEHW OT MeAMUMHCKM CNeumanucT B KOHTEKCTa Ha
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MeANUMHCKA UCTOPUA, KIMHUYHU CUMNTOMM U APYrK AUArHOCTUYHU TecToBe.
MpaBMAHOTO U3NbJIHEHWE Ha TECTA 3aBMCK OT KAYeCTBOTO Ha npobaTa.

NeoPATH Pro 1 cnomaraTe/siHUTe peareHTU TpAbBa Aa Ce M3MO0/3BaT C TbKaHHU CEKUWU, BrpageHu ¢
dopmannH dukcmpaH napaduH. M3nonssaHeTo Ha Apyr Bua npoba moxe Aa AoBeae A0 rpellHu
pe3ynTath 1 HeliHaTa epeKTUBHOCT TpsabBa Aa 6bae NpoBepeHa NpeaBapuUTeNHO.
MMYHOXMCTOXMMUATA € MHOroeTaneH AMAarHOCTUYEH NPOLEC, KOMTO Ce CbCTOM OT crneLMannsmpaHo
obyyeHne 3a M360p Ha NOAXOAAWM peareHTU, nopbop, ¢uKcMpaHe M 06paboTKa Ha TbKaHM,
noarotoska Ha IHC npeAMETHOTO CTHKIO U MHTEPNpPeTaLMA Ha pe3yaTaTuTe OT OLBETABAHETO.
OupBeTABaHETO HA TbKaHUTe 3aBMCKM OT o0b6paboTKata M o06paboTKaTa HA TbKaHTa npeau
ouseTABaHeTo. HenpaBWAHOTO ¢WKCMpaHe, 3ampassaBaHe, pa3mMpassBaHe, W3MWBAHE, CyLIEHE,
HarpsBaHe, pa3fensaHe WAM 3aMbpcABaHE C APYrM TbKaHW MAM TEYHOCTM MOXKe Aa AoBsede [0
apTedakTu, ynaBAaHe Ha aHTUTENa UM GaaMBO OTPULATENHU pe3ynTaTu. HenocToAHHUTE pe3ynTatu
MoraT ga ce Ab/XKaT Ha Bapuvauuu B mMeToguTe 3a OUKCMpaHe M Brpa*kgaHe WMAM Ha MpUCHLLM
HEepPaBHOCTM B TbKaHTa.

MpeKkoMepHOTO MU HEMBJIHO NPOTUMBOOLBETABAHE MOMKE A3 KOMMPOMETMPA NPABUAHOTO Tb/KyBaHe
Ha pe3ynTaTuTe.

KAnHMYHaTa MHTepnpeTauna Ha BCAKO MOJIOMKMTENIHO MAW OTpULATENIHO ouBeTABaHe TpAabBa aa ce
OLEeHABA B KOHTEKCTA HA KAMHWYHATa KapTUHa, MopdoiorvaTa n Apyrm XMCTONATONOTMYHN KpUTEpUU.
KAnHMYHaTa MHTepnpeTaLma Ha BCAKO NOOMKUTENHO AN OTpULATENHO ouBeTABaHe TpAabBa fa 6bvae
AombAHEHA OT MOPQOSIOTMYHM U3CNeABaHMA, KATO Ce WM3MOA3BAT MOAXOAALUM MONOKUTENHU U
OTpULLATE/IHN BBTPELIHM M BbHLUHM KOHTPO/IM, KAaKTO U APYrM AMATHOCTUYHM TecToBe. OTroBOpHOCT
Ha KBa/MPULMPAH NAaTONOr, KOMTO e 3ano3HaT ¢ NpaBuaHaTa ynoTpeba Ha IHC aHTUTeNa, peakTMsu 1
MeToAM, € Aa WHTepPnpeTMpa BCUYKM CTbMKM, M3MON3BaHWM 3a MOATOTOBKA M MHTeprpeTMpaHe Ha
OKOHYaTenHuA npenapat 3a IHC.

MponsBoanTENAT NpenocTaBs TO3WM peareHT 3a ynoTpeba, cnedBaku NpefoCTaBEHUTE UHCTPYKLMU
3a IHC Bbpxy NOAroTBEHM TbKaHHM ydacTblUW. BCAKO OTKAOHEHMe OT npenopbyaHUTE Mpouenypu 3a
M3NUTBaHE MOXe Aa 06e3cuUAn AeKNapupaHuMTe O4YakBaHM pesyntatu; Tpabsa Aa ce npunaraT u
OOKYMEHTUPAT NOAXOAALM NpoBepKu. MoTpebuTennte, KOUTO ce OTK/AOHABAT OT MpenopbyaHuTe
TECTOBM npoueaypu, TpabBa fa mnoemaT OTFOBOPHOCT 33 WMHTeprnpeTauuaTa Ha pesyntatute oT
nauueHTa nNpu Te3m obcrtoATencTsa.

TbKaHUTe OT AMuUa, 3apa3eHn C BUpYca Ha XenatuT B u cbabprawy NOBBLPXHOCTEH aHTUrEH Ha
xenatut B (HBsAg), moraT Aaa npoaBaT HecneundpuyHo ouBeTABaHE C XPAH NepoKkcmnaasa.

XAPACTEPUCTUKA HA U3MBJIHEHUE

Bb3nponssoaumocTTa Ha peareHTa ¢ High-AR no Bpeme Ha UMKbAa ce onpeaens ypes ouBeTABaHe Ha 42
npeameTHU npegmeTa, CbAbpXKallM CbliaTa TbKaH. CbWMAT pe3yntaT belwe MosiydeH Mexay BCUUKK
cnangose. Bb3npou3BOAMMOCTTA MeXAy MPOrOHM Ce onpeaens 4Ype3 ouBeTABaHE Ha npegMeTHU
CTbK/a, CbAbPKAWM €4HA M CblLa TbKaH, Ha 42 NpegMeTHU CTbK/1a B ABE PA3/IMYHU CbOPBbKEHMA, ABaMA
onepaTopu M pasamMyHmM gHu. OuBeTABAHETO € M3BBLPLIEHO C MoMowWwTa Ha npoTokoaun Ki67 n CD3 kKaTto
MbPBUYHM aHTUTena. [poBedeHN ca AONBbAHUTENHM NPOYYBAHUA 3a TeCTBaHE Ha LWMPOK CNEeKTbp OT
QHTUTEeNa B Pas/IMYHU KOHUEHTPAUMKN MU PaA3IMYHN TbKaHW B Pa3/INYHU AHW, OT Pa3/IMYHM ONepaTopu U
pa3/IMyHO obopyaBaHe 3a AbAbl Nepuog oT BpemMe.
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Y CUMBOJIN HA ETUKETU U NONIETA

Ob6AcCHeHME Ha CUMBOJIMTE Ha ETUKETa U KYTUATA Ha NPOAYKTa:

MeAWUMHCKO u3genve 3a  UHBUTPO g
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® PETUCTbP HA NPOMEHWUTE

| Oata | OnucaxHue

2024-01-22 | Cb3paBaHe Ha OOKYMEHTa.

[LOKYMeHTDBT e aKTya/IM3MpaH, 3a Aa 6bae npuseneH B cboteeTcTBMe ¢ FDA n PernameHT

2025-02-27 (UE) 2017/746.

2025-02-27 | JOKYMEHTBHT e npeBeAeH Ha 6barapcku esuk.
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