MB!ODQQ\F)&EL Cleaning Solution 10X

Biocare Medical
< 60 Berry Drive
Fﬁ‘]ﬁ Pacheco, CA

USA 94553

P: 1-800-799-9499

www.biocare.net

Cleaning Solution 10X
3a UH sUMPO [NATHOCTUKA.
1 HATMYHU TMTIPOLAYKTOBU DOPMATU ..ottt ettt e e e e et tete e e e e ettt e e e e e aataa e e eeeeeasetnnaeeessastnnseeeeensssnnneeeernssnnnn 2
2 YTIOTPEBA TTO TMPELHASHAUYEHWUIE ..ottt et e et e e et e e e e e e tae e e et e e e aa e e e et eeetneeaasn e eesaneeesnneenasnsaes 2
3 PESHOME Y OBACHEHWUE. ... .cen ettt e et et e et e e e et e et e et e et e et e s e aan s annesanasnnssnnestnessnestneesneesnesnnsennsennneen 2
4 MIPUHLIATT HA LLEVHOCTTA .ottt et et et e e e eeeee e e eeeeeeeeeeeseeeeaeeseeteaeeteseseneeseeseseeseeeeseeeeseesseeeeneeseessaeen 2
5 PA3TBAPAHE, CMECBAHE, PASPEMIAHE ...ttt et e e et e e e et e e et e e e et e e e aan e e e et e e stneeannsaeennnaenannaans 2
6 F O T AN 252 O S 1 O IS 2
OOMBAHUTENTHN HEOBXOAUMU MATEPUAJTIN HE CA LOCTABEHWU ... it 2

8 YC/TOBUA 3A CHXPAHEHUE UM CTABUITHOCT ..ottt et e et e et e e te e e e et e s e e et e st e st e st e st esanestnsssnsesnseanees 3
9 TTOLZLTOTOBKA HA TTPOBAT A ettt ettt ettt ettt e et e e et s e e et e e taa e e et e e e aaa e e et eaataa e eaansaetaneeessnseessnseessnneeessnsennnnsans 3
10 MPEAYMPEXOEHUA U MIPELTTASHU IMEPKU ...t e e e e e e e e et e e e et e e e aaneaean s eeaaanseeanneaes 3
11 MHCTPYRLUMU BA YTIOTPEBA ... ettt ettt e e e et s e et e e e e e e et e e e aa e e e et e e aaa e e eaaa s aebaeaessnaessnseessneeessnsennnnsans 5
12 KOHTPOJT HA KAYECTBOTO . ..uituiiieiiieeiieeteette e et e ete et e e et e st s et s eanseaasaaaseaaastneataeannssnnsannesnnssnessneesneesnestnsssnsssnessnesnnessneeen 5
13 TTPOBEPKA HA AHATIMB A ..ottt ettt ettt ettt e e et e et e et e e s e ea e et e et e et et e aansaansannesnnssnnssnnestnassnesrnsstneesneennsennsesnneen 6
14 (O O I o 212 A | Y 7
15 TBITKYBAHE HA PEBY T T ATUITE .oeoviiiiiiiieeieee ettt et e et e et e et e e e e et e et e e s e s e e aa e st esanessn e et eesnestessnessnessnesrnsesneesneeen 7
16 (Ol o [ T 17 - IR 7
17 XAPACTEPUCTUKA HA UBITBJTHEHUE ....coneieiiiee ettt et e e e et e et e et e et e et e et e e s eanesanesanesaneeaneesneesnnns 8
18 BUIBJTUOTPADUIA .....eeeeeeeeeiee ettt e ettt e e et e e e e e e set e e sat e e s et e e aaaee s et e sasaneessnnesssanessaanessanesstaneessnsersnneerrsnnsersnnnens 8
19 CUMBOJIN HA ETUIKETU M TTO JTET A oottt et et et e e te et et e et e e e e e e e e e et e et e st et e saasnnaannesnssansesneesneesteerternnarnns 9
20 PETUICTDP HA TTIPOIMEHMUTE ... et et e et e et e et e et e et et e et e st e sansean et estnestn et sanessnesaneesneesnseennes 10

To3u OoKyMeHmM e Npesod HA OPUUHAAHAMA My 8ePCUA HA UCMTAHCKU U GHeAUlICKU e3UK. AKO UMame 8b1pOocU OMHOCHO Mb/KYy8aHemo My,
MO/1A, BUXME OPU2UHA/A HAO OOKYMeHma Ha WWWw.Vitro.bio uau nouckalime konue om regulatory@vitro.bio

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 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/

MB!OD(;Q\F)?EL Cleaning Solution 10X

A HANMNYHU NPOAYKTOBU ®OPMATHU

VITRO, S.A. Ref. BIOCARE Ref Mpe3eHTauua
MAD-003931CSVSBC NPRI10008MMT84 1 x 1000 mn

Table A.MpenpaTkn 1 Npe3eHTaLms.

b YMNOTPEBA NO NPEAHASHAYEHUE

3aynoTtpeba in vitro guarHoctuka. Cleaning Solution 10X e pa3TBop, N3N0A3BaH 3@ BbTPELIHO U BbHLWHO
M3MMBAHE HA BEpUraTa 3a f03MpaHe M 33 NAb3ralLU Ce USMMBAHMA Ha Pa3/IMYHM eTann oT NPOTOKOAUTE
3a aBTOMaTM3upaHa nmyHoxmctoxmmmsa (IHC) B8 NeoPATH Pro. Tolh e npeaHa3HayeH 3a U3no/s3BaHe oT
KBaAMPUUMpPAHN crheumannctv, obydyeHM B TEXHUKUTE HA MMYHOXUCTOXMMMUATA. KanMHMYHaTa
WMHTeprnpeTauns Ha BCAKO OLBETABAHE WM HEroBOTO OTCbCTBME TpAbBa Aa 6bae [ONMbAHEHaA OT
MOPPONOTMYHUN U3CNEeABAHMA C MOMOLLTA Ha NOAXOAALM KOHTPOM U TPABBA fAa Cce OLEHABA B KOHTEKCTA
Ha KAMHMYHATa UCTOPUA Ha NaLMeHTa M APYTY ANArHOCTUYHW TeCTOBE OT KBaMPULMpPaH NaTonor.

To3n NpoayKT e npefHasHayeH 3a Xopa OT BCUMYKM BbB3PACTU, KOWUTO Ce HYXKOAAT OT aHa/AM3 Ha
OTKPUBAHETO Ha aHTUTEHWN Ype3 MMYHOXMCTOXUMUYHUN TEXHUKM.

B PE3IOME U OBACHEHUE
Cleaning Solution 10X e npegHa3HayeH 3a M3N0a13BaHe B KOHTeHepa 3a Cleaning Solution NeoPATH Pro.
Cleaning Solution e pa3TBOp, U3N0O/A3BaH 3@ BbTPEWHO M BbHLWHO M3MMBAHE Ha AO3MpallaTa Uria B

nepanHata cTaHuuMa. B pgonbaHeHWe, TOM ce W3MN0/3Ba MNpU NAb3ralWiM ce WU3MMBAHMA cnea
MMYHOOLBETABAHE C @aHTUTEH M NPU NOCAEAHOTO U3MUBAHE C/ies, CTbNKaTa Ha OTKPUBaAHe.

I MPUHLUMN HA OEMHOCTTA

KaTto usano TexHWMKUTe 3a MMyHOXMcToxmmuuHo (IHC) ouBeTAaBaHe No3BO/AABAT BM3yasM3auua Ha
aHTUreHM 4ype3 nociefoBaTe/IHO MpuaaraHe Ha cneuMdUUYHO aHTUTANO KbM aHTUreHa (MbPBUYHO
aHTUTANO), BTOPMUYHO aHTUTANIO KbM MbPBUYHOTO aHTUTANO (IMHKOBO aHTUTANO), EH3UMEH KOMMIEKC U
XpomoreHeH cybcTpaT ¢ BrpageHu CTbMKM Ha M3MUBaHe. EH3MMHOTO aKTMBMPaHe Ha XPOMOreHa BoAM
00 BUAWM PeakUMOHEH NPOAYKT Ha aHTUreHHOTo MAcTo. Cned ToBa 06paseubT MoKe Aa b6bae ouBeTeH
M NOKpWUT. Pe3ynTaTuTe ce WHTepnpeTMpaT C MOMOLLTA Ha CBETIMHEH MWKPOCKOM M nomaraT 3a
andepeHumanHaTa AnarHosa Ha NaToPpU3NONOrMYHMUTE NPOLLECU, KOUTO MOraT UAKW He moraT da 6baat
CBbP3aHU C onpeaeneH aHTUTeH.

O PA3TBAPAHE, CMECBAHE, PASPEXOAHE

To3u npoayKT ce npeanara BbB popmat 10X, TaKa ye TpAabBa Aa ce pasperkaa 10 nbtu (1-yact ot Cleaning
Solution 10X c 9 yacTh geloHU3MpaHa BOAA).

E [OOCTABA CE KATO

BoaeH pa3TBop, CbabpKaly, HEeMOHHO NOBBHPXHOCTHOAKTUBHO BELWLECTBO N KOHCEPBAHTU.

K AONMBAHUTE/IHU HEOBXOAUMU MATEPUA/IU HE CA AOCTABEHMU

K.A PeareHTU n matepuanmu

- [bpBUYHO aHTUTANO
- Cover, Ref. MAD-003983VS
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- 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

- Probe Cleaning Kit, Ref. MAD-PCLK

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

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

.6 Ob6opyaBaHe
- NeoPATH Pro
- ONTMYEH MUKPOCKON W/MAKN LUPPOB CKEHEP 3@ XMCTONOTUYHM NMPeAMETHU CTbKAA

3 yCcnoBuA 3A CbXPAHEHUE U CTABUJTHOCT

| KomnoHeHT: | Ycnosua 3a ynotpeba
Yenosns 3a [a ce cbxpaHsBa npu cTaliHa TemnepaTypa (15°-25°C) 1 ga ce cbxpaHsaBa ganed
OT M3TOYHMLM Ha CUAHA TONAMHA/CTyA OO U3TMYaHe Ha CPOKa Ha rogHoCT Ha
CbXpaHeHue

NpoAayKTa.
Cnep, KaTo oTBOPUTE, CbXpaHABalTe Ha CTaliHa TemnepaTtypa (15°-25°C) u
nasete OT U3TOYHMLM HA CUAHA TONAMHA/CTYA A0 U3TUYaAHE Ha CPOKa Ha

CrabunHocT npu

ynoTtpeba

FOIHOCT Ha NPOAYKTa.
Ycnosusa 3a M3npawaHeTo TpabBa Aa ce M3BBbPLUBA NPU CcTaliHa TemnepaTypa (15-25°C).
[I0CTaBKa

MpoAyKTHLT e cTabuaeH A0 CPOKa Ha ro4HOCT, OTreYaTaH Ha eTUKeTa, KoraTo ce cbxpaHasa npu 15°-25°C.
[a He ce U3No3Ba cnef U3TMYaHe Ha CPOKa Ha roAHOCT.

M NOAroTOBKA HA NMPOBATA

MapaduHOBKU ceKkumMn: TbKaHUTe, PUKCUPaAHU BBB (popmasauH, ca noaxodauiM 3a ynoTpeba npeau
BrpakgaHe Ha napaduH.

KocTHUTe TbKaHu Tpabea Aa 6baaT gekanundbuumpaHm npegm obpaboTkata Ha TbKaHUTe, 33 Aa ce
YyNIeCHU pa3paA3BaHETO Ha TbKaHMTE U Aa ce NPeAoTBPaTH yBpeXaaHe Ha ocTpueTaTa Ha MMKpoToMa.

K MPEAYNPEXAEHUA U NPEANA3SHU MEPKU

e [lpoueTeTe MHCTPpYKuuuTe 3a ynoTtpeba, npeauM Aa u3nonssate TO3M MPOAYKT. B cayyall Ha
HETUMMYHM WM HeoYaKBaHM pe3ynTaTW, MONA, CBbPXKETe Cce C Bawua OTOpU3MpaH
[OCTaBUYMK/amcTpubYyTOP.

e [MpodecnoHanHa ynotpeba. To3m NpoAyKT e npefHas3HayeH caMo 3a npodecnoHanHn nabopaTopHU
Lennm 1 He e npefAHasHayeH 3a ¢apMaKo/OrMuYHa, AOMallHa MAW gpyr BuA ynoTtpeba. Korato
NPOAYKTHLT CE M3MO0JI3Ba KaTO NOMOLLHO CPeACTBO 3a AMArHOCTUKA, C Hero TpabBa Aa ce paboTu camo
obyyeHu notpebutenn u B oTopusnpaxu nabopatopuu.

° ||3(0n|y NekapaT npeanucsa TecT.To3n NPOAYKT e 3a npodecMoHanHa ynotpeba camo no nekapcko
npeanucaHue oT IeKap Wau Apyr MeANUNHCKMU CreLmanmncT.

e Cob6pa3uute, Nnpean u cnes, GUKCMPAHETO, KAaKTO M C BCUYKM MATEPUAIN, U3OKEHU HA TAX, TpAbBa
Ja ce paboTu Taka, cAKalW moraT fa npeaafat MHbEKUMA, U A3 ce U3XBBbPAAT NpU cnasBaHe Ha
noaxoaalim npeanasHyM mepku7. HMKora He nuneTupanTe peareHTU npes ycrata U usbareaiTe
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KOHTaKT C KOXaTa M IMraguumnTe ¢ peareHT 1 npobu. AKO peareHTU UaM Npobu BAA3AT B KOHTAKT C
YyBCTBUTE/IHW 30HU, U3MUNTE C OOUIHU KONIMYECTBa BOAA.

e MuKpPOBHOTO 3amMbpcABaHE Ha peareHTUTE MOKe Aa AOoBeje [0 yBe/nyaBaHe Ha HecrneundUIHOTO
ouBeTABaHe U/Wau rpewHn pesyaTtaTu.

e UWNHKyHaUMOHHUTE BpeMeHa UM TemnepaTypu, pPas3IMyHU OT NOCOYEHUTE, MOFaT Aa A34aT NOrpeLwHu
pesyntatu. MoTpebutenat TpabBa Aa NOTBBPAM BCAKA TaKaBa NPOMAHA.

e He n3nonssanTe peareHT c/ieg, U3TUUAHE HA CPOKA Ha FOAHOCT, OTNeYaTaH Ha eTUKeTa.

e Cepuo3seH MHUMAEHT. Bcekn cepunoseH MHUMAEHT, CBbP3aH C ynoTpebaTa Ha TO3U NPOAYKT, KOMTO
BK/IIOYBA WAM MOXe J[a BK/AOYBA CEPUMO3HO BJ/IOWABAHE, BPEMEHHO WM MOCTOAHHO, Ha
3[paBOC/IOBHOTO CbCTOAHME Ha MAaLMEHT, nNoTpebuten wunam Apyro nAvue, AU LOPU CMBPT, UK
Cepuos3Ha 3ansaxa 3a 0bwecTBeHOTO 34paBe, TpabBa A3 6bae AOKIaABaH Bb3MOXKHO Hall-CKOPO Ha
npousBoAnTeNss MO MMenn Ha regulatory@vitro.bio M Ha KOMNeTeHTHMA 34paBeH oOpraH Ha
ObpKaBaTa — udieHKa Ha EC, B KOATO e YyCTAaHOBEH MO/3BATENAT UM NaUNeHTbT. AKO noTpebutenat
ce Hamupa B CALL, goknapaBanTe 3a CEPUO3HU UHLUAEHTM, CBBP3AHU C TOBA YCTPOMCTBO, KaTo ce
CBBpPXKETe C MeCTHUA AUcTpnbyTop (MHbOpPMaLMA, MOCOYEHA Ha ETUKETA Ha NPOAYKTa) U CbOTBETHMS
KOMMETEHTEH OPraH Ha Abp)KaBaTa YieHKa. MHUWAEHTU, NPUUYMHEHN OT HemnpaBuHa ynoTpeba Ha
npoAykta uam ot ynotpebaTta Ha NPOAYKTa U3BBH MNOIE3HUA XKMUBOT, ONpeaeNieH Ha eTUKEeTa My, Le
6b4aT OTTOBOPHOCT HA NOTpebuTens.

e MepKute 3a 6€30NacHOCT U U3XBbPJIAHE Ca ONUCAHU B MHPOPMaALMOHHUA NUCT 3a 6e30nacHOCT Ha
TO3M NPOAYKT. TeKyllaTa Bepcusa Ha MHPOPMALMOHHUA NUCT 3a 6esonacHocT (SDS) Ha To3U NPOAYKT
MoXe ga bbae usterneHa ot web cTpaHmua www.vitro.bio nam nonckaHo Ha regulatory@vitro.bio.

e O6e3BpexpaHe Ha otnaabum: ObpaboTkaTa Ha OTNAAbLUUTE, reHepupaHU OT M3MNON3BAHETO Ha
npoayktute, npegnaraHn ot Vitro S.A., TpabBa ga ce M3BbpLIBA B CbOTBETCTBUE C MPUIOKUMOTO
3aKOHOAATEe/ICTBO B CTpaHaTa, B KOATO Ce M3MOA3BaT Te3n npoAyKTu. Kato cnpaska, cnegHaTa
Tabanua nokasea KnacuduKaumata Ha OTNAL4bLMTE, FeHEpUpPaHM OT TO3M KOMMNEKT, CbrIACHO
€BpONencKoTO 3aKOHOAATENCTBO, MO-CMNeunanHo cbrnacHo PeweHne Ha Esponelickama Komucusa om
18 dekemepu 2014 2. 3a nsmeHeHue Ha PeweHne 2000/532/EO OTHOCHO CMMCbKA Ha OTNagbLUTe
cbrnacHo Aupektnsa 2008/98/EO Ha EBponelickMa napiameHT 1 Ha CbBeTa:
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NOTEHUMANHU TEHEPUPAHU OTNAADBLMN
CNEA YNOTPEBA HA TO3U NMPOAOYKT
KoHTeliHep 33 U3M0N3BaHWN PEaKTMBMY,
KnacupuumpaH KaTto onaceH (CbrnacHo 150110
MHPOPMALMOHHMA NUCT 3a BesonacHocT).

BUA, OTNAABLM CMOPES, ELW*

"KoHTelHepu, cbabpKalwm oTnagbumn nam
3aMbpPCEHM C ONacHU BelecTa"

"Te4yHOCTH, reHepupaHn OT U3MON3BAHETO Ha
asTomaTtnyHK IHC/HIS nHCTpymeHTH:
161001 - OTnagbyHO CbXpPaHEeHUe Ha
MMYHOOLLBETUTENN.

- u3nonssaHu PT-moaynHu bydpepn"
"OTnagbum, yneto cbbumpaHe u
obe3BpexgaHe NOANEXKM Ha CNeLmanHu
W3MUCKBAHWA C Len npeaoTBpaTABaHe Ha
3apasnBaHe"

"JTabopaTopHM XMMUKANN, CBCTOALLM Ce OT
WK CbAbPMKALLM ONAaCHU BeLecTBa,
BK/ILOUMTENIHO CMecH OT labopaTopHM
XnMnkann".

Tabaunua 3. Knacudukauma Ha oTnagbumMTe, reHepMpaHu OT TO3M KOMMJIEKT, CbIN1aCHO €BPOMENCKOTO 3aKOHOAaTeNCTBO.
*ELW: Egponelicko 3akoHoOamesicmeo 3a omnadvyume.

*3abenexka: Tasn Knacupmkauma e BKAOUEHA KAaTO 06O PbKOBOACTBO 3a AeicTBMe, KaTo e nog
KpaiiHaTa OTrOBOPHOCT Ha noTpebuTensa 3a M3NbLAHEHMETO Ha BCUYKU MECTHU, PErMoHaNHu M
HauWoHaNHU pa3nopenbu 3a M3XBbPIAHE Ha TO3U BUA MaTepuanu.

BoAHM TeUHM OTNAAbLM, ChbAbPXKALLM ONacHM
BelLecTBa (He pa3TBOpUTENN).

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

TeyHOCTH, CbAbPMKALLKM Pa3TBOPUTENU (KCuaon,
XEMaTOKCUNH, a/IKOXO0J1, €03UH), TeHepUpaHu 160506
OT TEXHUKM 32 UMYHOOLBETABAHE.

N MHCTPYKUMUU 3A YINOTPEBA

Mpean pa 3anoyHeTe fAa M3Noa3BaTe NPoAyKTa: To3m pa3Teop e 10 MbTM KOHUEHTPUpPaH, Taka Ye npeau
ynotpebata my Tpabsa fa ce paspegun 1:10 ¢ ABOMHO AecTMAMPAHA MK AelioHM3MpaHa Boga (1 yact
KOHLUeHTpupaH 6ydepeH Cleaning Solution 10X go 9 yactv Boaa).

Cleaning Solution ce u3nonsea B aBTomaTuuHuA NeoPATH Pro. Cleaning Solution Tps6bsa pa ce
npexsbpan B 6ytTnnkata NeoPATH Pro 2 "CLEANING SOLUTION" u aa ce no6aBaTt9 nmTtpa BoAa, 3a Aa ce
paspeaun 0o 1X KoHueHTpaumA.

M KOHTPOJ1 HA KAYECTBOTO

PasnnMKkuTe B TbKaHHaTa 06paboOTKa M TexHUYeCKUTe npouenypu B nabopatopuaTa Ha noTpebutens
MoraT Aa [0BeAaT A0 3HAUMTEHA NPOMEHNBOCT B Pe3yATaTUTe, KOETO Haslara peoBHO M3BbpPLIBaHE
Ha BbTPeLLEH KOHTPO B AOMb/IHEHME KbM Ce4HUTE npoueaypu. 3ano3HaliTe ce C HACOKMUTE 3a KOHTPON
Ha KayecTBOTO Ha CTaHZapTWUTe 3a KauyecTBO 3a NPOEKTMpaHe WU NpuaaraHe Ha UMYHOXMUCTOXMMUYHU
aHanuan; OgobpeHo pbKoBOACTBO - BTopo nsgaHue (I/LA28-A2) CLSI Wayne, PA USA (www.clsi.org).
2011.

MonoxuTeneH KOHTPON HA TbKaHUTE: BbHLIHUTE MONOMKUTENHW KOHTPOHM MaTepuanu Tpabsa fa
6baaT npecHu aytToncma/6mMoncusa/XxnpypruiHmn npobu, pukcnpaHun, ob6paboTeHn 1 BrpageHn Bb3MOXKHO
HaM-CKOPO MO CbLMA HAauYMH KaTo npobaTa(MTe) Ha naumeHTa. MONOKUTENHUAT KOHTPOA HA TbKaHUTE e
NMoKasaTesieH 3a MPaBWJIHO MOAFOTBEHW TbKaHM W MPABWIHM TEXHMKM 3a ouBeTABaHe. Mpu BCAKO
ouBeTaABaHe TpAOBA A3 Ce BK/AOYM eAUH MOJIOKUTENEH BbHLIEH KOHTPO Ha TbKaHUTe 33 BCEKM Habop
OT TECTOBW YC/IOBUA.
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TbKaHWTE, U3MON3BaHM 32 BbHLUHUTE MOJIOXKUTENHN KOHTPONHU MaTepuanu, Tpabea ga 6baat noabpaHu
OT NPO6U OT NAUMEHTU C JOBpPe XapaKTepu3UpPaHU HUCKU HUBA Ha MOJIOKNUTENHATA LiesieBa aKTUBHOCT,
KOATO pJaBa c/fabo MNONOMKUTENHO oLuBeTABaHe. HUCKOTO HMBO HA MOJIOKWUTENHOCT 3a BbHLUHM
NONOKUTENHN KOHTPO/IM € MPOEKTUPAHO TaKa, Ye Ja OCUTypU OTKpUBaHE Ha GUHM NPOMEHU B
YyBCTBMTE/IHOCTTA KbM MbPBUYHUTE aHTUTENA OT HECTAabUAHOCT UAM NPobiemMn ¢ METoA0N0rMATA Ha
IHC. HanuuHuTe B TbproBCKaTa MpeXKa TbKaHHM NPeaMETHU CTbKAa MAn npobu, obpaboTeHu no
pasfiMyeH HauuH OT npobaTa Ha NauMeHTa, NOTBbPMKAABAT CamMo AENCTBMETO Ha peareHTa U He
npoBepsABaT NOATOTOBKATA Ha TbKaHUTeE.

N3BeCTHUTE MONOXKMUTENHU TbKaHHM KOHTPOAM TpAbBa Aa ce M3MOA3BAT caMo 33 HabawoaeHue Ha
NpPaBUAHOTO AelcTBUe Ha 06paboTeHUTe TbKaHWU U TECTOBUTE peareHTH, a He KaTo MOMOLLHO CPeacTBO
npu dopmyanpaHeTo Ha cneunduryHa AnarHo3a Ha NPo6U OT NALMEHTU. AKO NONOKUTENHUTE TbKAaHHU
KOHTPOJIM He MOKaXKaT NOJIOXKUTENHO OLBETABAHE, pe3yaTaTuTe C TeCTOBUTe Npobu cneaBa Aa ce cumTat
33 HEBA/IMAHMW.

OTpuuaTteneH KOHTPO/N Ha TbKaHuTte: M3non3BaiiTe oTpuuaTeNHa TbKaHHA KOHTPOsaA, ¢UKCcUpaHa,
o0bpaboTeHa M BrpaZeHa no HauuH, MAeHTUYeH ¢ NnpobaTa Ha NauueHTa(MTe) NpU BCAKO OLLBETABAHE, 33
Aa npoBepuTe cneymndrMyYHOCTTa Ha MbPBUYHOTO aHTUTANO Ha IHC 3a AemMoHCTpauma Ha LeneBma aHTUreH
W Ja npeaocTaBuUTe MHAMKauuMA 3a cneunéduyHo ¢OHOBO ouBeTABaHe (dpaNWmnBO MONOXKUTENHO
ouBeTaBaHe). CblL0 TaKa, pa3HOObOpa3MeTo OT pas3/IMiHM TUMOBE KNETKU, MPUCHCTBALLM B MOBEYETO
TbKaHHU CEKLMKN, MOXKE A3 Ce M3Mo/3Ba OT SlabopaTopuAaTa KaTo BBTPELWHM OTPULATENHN KOHTPOJIHM
MecTa 3a NPoBepKa Ha cneumdpuKkaummnTe 3a epekTMBHoOCT Ha IHC.

AKO NpM OTPULATENHMA KOHTPON Ha TbKaHMUTE ce MosBM crneuyuduyHo ouseTsBaHe (danwmso
NONOMKUTENHO OLBETABAHE), pe3yaTaTnTe c NpobuTe Ha NauneHTa TpA6Ba Aa ce cuMTaT 3a HEBAIMAHMU.

KoHTpon Ha HecneuuduuHM OTpUUATENHM peareHTU: M3nonssaiiTe HecneunduyeH oTpuuateneH
peareHT Ha MACTOTO Ha MbPBUYHOTO AaHTUTANO C 4YacT OT BCAKa npoba Ha MaumeHTa, 3a 43 OUEHUTE
HecneuMdMUHOTO oOuBeTABaHEe WM [a Mo3BosMTe no-Aobpa UHTepnpeTaums Ha cneunduyHoTo
OouBEeTABAaHE Ha MACTOTO Ha aHTUreHa. B mgeanHua ciayyaid oTpuuaTtenHata KOHTPOAa Ha peareHTa
CbAbpiKa aHTUTANO, NPOM3BEAEHO OT CynepHaTaHT Ha TbKaHHa Ky/ATypa MO CblIMA HauMH KaTo
MbPBMYHOTO aHTUTANIO, HO He NpoABABa cneunduyHa PEaKTMBHOCT C YOBELWIKM TbKaHWM B CbluuA
MaTPUKC/Pa3TBOP KaTo MbPBMYHOTO aHTUTANO. Camo paspeamnTensaT MOKe Aa ce M3MOoA3Ba KaTo Mo-
MaJ/Iko ¥ejfaHa anTepHaTMBa Ha ONWCaHMUTE MO-TOPe OTpuUaTe/NHU KOHTPOAM Ha peareHTuTe.
MHKyBaLMOHHMAT Nepuos, 3a oTpULaTeNHa KOHTPONa Ha peareHTa TpabBa Aa CbOTBETCTBA Ha TO3U Ha
MbPBMYHOTO aHTUTANO.

KoraTo maHenn oT HAKOAKO aHTUTENa Ce U3MO0/3BaT Ha CEePUMHM y4acTbLM, OTPULLATENIHO OLBETEHUTE
30HM Ha efHO CTLK/IO MOraT Aa CAy)KaT KaTo oTpuuaTenHa/HecneumdUyHa KOHTPOIA HA CBBLP3BALLUA
boH 3a Apyrn aHTUTENA.

3a ga ce andepeHuMpa eHAOreHHaTa eH3MMHA aKTUBHOCT MM HecneuMdUUHOTO CBbP3BaHe Ha eH3MMM
OT cneunduyHa MMYHOPEAKTUBHOCT, AOMbJHUTE/IHM TbKaHW Ha MaumeHTa moraTt Aa 6bAaT OuBEeTeHM
U3KNOYMTENHO C CyBCTPaT-XPOMOreH UAN eH3UMHM KomnaeKeun (PAP, avidin-6MoTWH, cTpenTaBuamH) u
cybCcTpaT-xpoMOreH, CbOTBETHO.

H TNPOBEPKA HA AHAJIU3A

Mpean nbpBOHavanHaTa ynotpeba Ha aHTUTANO WAM CUCTEeMa 3a OLBeTABaHe B AMArHOCTUYHA
npoueaypa, noTpebuTtenaT TpsbBa Aa NpoBepu CNeUnPUUYHOCTTA Ha aHTUTANOTO, KaTo o TECTBA BbPXY
nopeauua OT BbTPEWHW TbKaHU C M3BECTHU MMYHOXMCTOXMMUYHM XapPaKTEPUCTUKM Ha LeincTBue,
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npeAcTaBABaLLM U3BECTHU NONOKUTENIHU U OTPULATENIHN TbKaHU. BUKTe npoueaypuTe 3a KOHTPOJ Ha
KayecTBOTO, ONUCAHM NO-PaHO B TO3U pa3fesn Ha NPOAYKTOBATa BJIOXKKA, U NPENOPBKUTE 33 KOHTPOA Ha
KauecTBoTO Ha porpamara 3a ceptudmumpaHe Ha CAP 32 UMYHOXUCTOXMMUA U/MNK HacoKuTe Ha NCCLS
IHC). Te3n npoueaypu 3a KOHTPOA Ha KauyecTBOTO TpsabBa Aa ce MOBTAPAT 3a BCAKAa HOBA MapTvMaa
aHTUTeNa AW Korato MMa NPoOMsaHa B NapameTpuTe Ha aHanusa.

O OTCTPAHABAHE

Cneppavite cneumduyHMTE NPEnopbKM 3a MPOTOKONA 33 aHTUTeNa CbI/IAaCHO MpefocTaBeHuA
MHPOPMaALMOHEH NCT. AKO ce NOABAT HETUMUYHU PEe3yNTaT, CBbPKETE Ce C PeryiaTopHma oTAen Ha
Vitro Ha regulatory@vitro.bio. Ako notpebutenat ce Hamupa B CALL, cBbpXeTe ce C MeCTHUS
AncTpubyTop (MHdopmaumsa, NoCcoYeHa Ha eTUKeTa Ha NPOAYKTa).

N Tb/IKYBAHE HA PE3Y/NITATUTE

MHTepnpeTauusaTa Ha pesyatatute Tpabea Aa ce U3BbPLWIK OT KBaamduumpaH natonor. OusetaBaHeTo ¢
MbPBMYHOTO aHTUTANO 3aeAHO CbC CNOMaraTeNHUTe peareHT TpA6GBa Aa Ce U3BBLPLLM BbPXY TbKaHUTE
Ha MaLWeHTa 1 BbPXY NOJNONKUTENHN 1 OTPULATE/THM KOHTPOJIN.

MonoxkuteneH KOHTPOA Ha TbKaHUTE: MONIOKUTENHUAT KOHTPO Ha TbKAHWUTE, OLBETEH C MbPBUYHOTO
aHTUTANO, TPAGBaA NbPBO Aa Ce U3C/eABa, 3a Aa Ce YBEPU, Ye BCUUKM peareHTn GyHKLMOHMPAT NPaBUIIHO.
Hannumeto Ha yepBeHUKaBo-Kadsas (3,3"' anammHobeH3nanH TeTpaxnopua, DAB) peakuMOHEH NpoayKT
C UeneBaTa KieTKa (MecTomno/IoKeHMETO B K/eTKaTa) € MOKA3aTe/IHO 33 NOJIOXKUTE/IHA PEAaKTUBHOCT. AKO
NOJIOKUTENHUTE TbKAaHHW KOHTPO/IM He MOoKaxKaT MOJIOKMTENHO OLBETABAHEe, BCUUYKM Pe3ynTatm ¢
TecToBuTe Npobu cnepBa fAa ce cuMTaT 3a HEBAIMAHM.

OTpuuaTteneH KOHTPOA Ha TbKaHuTe: OTpuLaTenHaTa TbKaHHa KOHTpoAa TpabBea Aa ce M3cneaBa cneq
NONOMKMUTEHATa TbKaHHA KOHTPOAA, 3a Aa ce NpoBepu cneundUUHOCTTa Ha MapKUPAHETO Ha LeneBus
aHTUTEH OT MbPBUYHOTO AHTUTANO. JINcaTa Ha cneundrUUHO OLBETABAHE B OTPULLATENIHUA KOHTPOA Ha
TbKaHWTE NOTBBLPMKAABA IMNCATA HA KPbCTOCAHA PEAKTUBHOCT Ha aHTUTENA KbM KNETKUTE/KNeTbUHUTE
KOMMOHEHTU. AKO NPV OTPULLATENHUA KOHTPON Ha BbHLWHATa TbKaH ce NoaBu cneuMdUYHO oLBEeTABaHe
(banwmBo NoNoOKMTENHO OLBETABAHE), pesynTaTuTe ¢ nNpobaTta Ha nNauMeHTa TpAbBa Aa ce cuMTaT 3a
HEeBaNUAHMU.

Hecneun$unyHoTO ouBeTABaHE, aKO MMa TaKo, 06MKHOBEeHO MMa andyseH eua. CnopagnyHo ouBeTaABaHe
Ha CbeAMHUTeNHATa TbKaH MOXe Aa ce Hab/1l04aBa M B y4acTbLM OT MPEKOMEPHO GUKCUpPaHU GopManmH
TbKaHW. M3non3eaiiTe HEMOKbTHATU K/IETKM 3a MHTEpnpeTauuMa Ha pesyataTuTe OT OuBeTABaHEeTo.

HEKpOTMHHMTe UNnN N3poaeHmn KNeTkn 4ecTto ce ouBeTABaT HeCI'IeLI,VId)M‘-IHO.

TbKaH Ha nauueHTa: M3cneasaiiTe Npobu Ha NaumeHTa, OUBETEHM C MbPBUYHO AHTUTANO NOCAEAHMU.
MONOXKUTENHUAT WHTEH3UTET Ha ouBeTABaHe TpabBa [a Ce OUEHABA B KOHTEKCTA Ha BCAKO
HecneundmuyHo ¢GOHOBO OULBETABAHE Ha OTPMUATENHMA KOHTPO/ Ha peareHTa. KakTo npu BCeku
MMYHOXMCTOXMMUYEH TECT, OTPULATE/IHMAT Pe3ynTaT O3HayaBa, Ye aHTUIEeHbT He e OTKPUT, a He ue
aHTUreHbT OTCbCTBA B M3C/eABaHUTE KNETKU/TbKaHW. AKO e HeobxoAumo, U3MNon3BalTe naHen or
aHTMTeNa, 3a Aa uaeHTuduumnpate paallMBo OTPULLATESIHU PeaKLnn.

BuKTe MHCTpPYyKUMWUTE 33 ynoTpeba Ha MbPBMYHOTO QaAHTUTANO 3a MHOOPMAUMA OTHOCHO
MMYHOPEAKTMBHOCTTA Ha aHTUTANOTO.

P OIrPAHWYEHUA

- Pesyntatute oT Tecta Tpa6Ba Aa 6bAAT OUEHEHW OT MEAULIMHCKM CNeuMasucT B KOHTEKCTa Ha
MeAULMHCKa NCTOPUA, KIMHUYHU CUMITOMW M APYTY ANArHOCTUYHU TECTOBE.
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- MpaBUNHOTO U3MbJIHEHWE Ha TeCTa 3aBUCK OT KaYeCcTBOTO Ha npobara.

- NeoPATH Pro 1 cnomaraTesnHUTe peareHTn TpabBa Aa ce U3MNoa3BaT C TbKaHHU CEKLUUU, BIPadeHU ¢
dopmanunH PuKcmpaH napaduH. M3nons3BaHeTo Ha Apyr BMA nNpoba moxke Aa Aosede A0 FpelHMU
pe3ynTati 1 HeliHaTa epeKTUBHOCT TpsabBa Aa 6Hbae NpoBepeHa NpeaBapuUTENHO.

- MmyHOXuUCTOXMMMATA € MHOFOEeTaneH AMarHoCTUYEH NPOLLEC, KOMTO Ce CbCTOM OT CNeLnann3mpaHo
obyyeHne 3a noabop Ha nogxoAalmnTe peakTusu; u3bop, pukcupaHe M 06paboTKa HA TbKaHW;
noaroToBKa Ha IHC cnaiiga; v TbaKyBaHe Ha pe3yaTaTuTe OoT OLBETABAHETO.

- OuBeTABaHETO Ha TbKaHUTe 3aBucU OT obpaboTKaTa M ob6bpaboTKaTa Ha TbKaHTa npeau
ouBeTABaHeTo. HenpaBuaHOTO ¢QUKCMpaHe, 3ampas3nBaHe, pa3mpassaBaHe, U3MWBaHe, CylleHe,
HarpsABaHe, pa3fensHe MW 3aMbpcABAHE C APYrM TbKaHM UAM TEYHOCTM MOXKe ga gosene 40
aptedakTM, ynaBaHe HA aHTUTena wanm ¢anwmeo OTPULATENHU pe3yaTaTM. HenocTosHHUTE
pe3ynTaTM MoOraT Aa ce Ab/KAT Ha Bapuauum B metoguTe 3a GUKCUpaHe U BrpakaaHe MAM Ha
NPUCHLLU HEPABHOCTU B TbKaHTa.

- TpeKkomMepHOTO WAM HEMb/JIHO MNPOTUBOOLLBETABAHE MOXeE A3 KOMNPOMETUpPA MPaBUIHOTO
Tb/IKyBaHEe Ha pe3y/aTaTuTe.

- KAMHWYHaTa MHTepnpeTaumnsa Ha BCAKO MOJIOMKUTENHO UM OTpULATE/IHO OouBeTABaHe TpAbBa da ce
OLEHABA B KOHTEKCTAa HA KAWHMYHATA KapTuHa, mopdonorvata M ApYyrM XMCTOMATONOTUYHU
KpuTepun. KAMHMYHATA MHTepnpeTauna Ha BCAKO MOJIOXKMUTENHO WAU OTPULLATENIHO OLLBETABAHE
TpabBa ga 6bae AonbAHEHaA OT MOPPONOTrMYHU M3C/AeABAHMA, KAaTO Ce M3MOA3BAT NOAXOAALLM
NONOMUTENIHU U OTPULATENHU BBTPELWHU U BBHLWHU KOHTPOAM, KAaKTO M APYrM ANATHOCTUYHM
TectoBe. OTTOBOPHOCT Ha KBaNMULIMPAH NaTOIOr, KOWTO € 3ano3HaTc npasuaHaTta ynotpeba Ha IHC
aHTUTeNa, peareHTU U MeToam, € Aa UHTePNPeTnpPa BCUYKM CTbMNKM, U3MNON3BAHM 33 NOATOTOBKA U
WHTepnpeTupaHe Ha OKOHYaTenHWA npenapaT 3a IHC.

- MponsBoanTensT NpeaocTaBsA TO3M peareHT 3a ynotpeba, cieaBalikm NpeaoCcTaBeHUTe UHCTPYKLUK
3a IHC Bbpxy NoAroTBeHU TbKaHHU y4YacTbLM. BCAKO OTKNOHEHME OT NpenopbyYaHuUTe npoueaypu 3a
n3nuTBaHe MoXe ga obescnmnm aeknapupaHuTe o4vakBaHW pesyntaTtu; Tpabsa Aa ce npuaarat u
OOKYMEHTUpaT NoAxoAauim nposBepku. MoTpebutennte, KOUTO Ce OTKIOHABAT OT NPenopbyaHuTe
TEeCTOBM npoueaypu, TpAbBa ga noemaT OTrOBOPHOCT 3a MHTeprnpeTauMsaTa Ha pesyatatute oT
naumneHTa npu Tesm obCcToaTencTsa.

- TbKaHUTe OT AMUA, 3apa3eHn C BUPYCa HA XenaTuT B 1 cbabpKalwmM NOBHLPXHOCTEH AHTUMEH Ha
xenaTtut B (HBsAg), moraTt aa npoAsAT HecneuMdpUYHO OLBETABAHE C XPAH NEepoKcMaasa.

C XAPACTEPUCTUKA HA USMB/THEHUE

Bb3npounssoaumocTtta Ha Cleaning Solution 10C no Bpeme Ha AeNCTBMETO Ha peareHTa e onpegeneHa
ypes ouBeTABaHe Ha 42 NpegMeTHMN CTbK/A, CbAbPMKALWM e4Ha M Cblia TbKaH. CblMAT pe3ynTaT bewe
MoJslydeH MeNXKAY BCUYKM claligoBe. Bb3npom3BoAMMOCTTa Mexay MpPOroHW ce onpegens 4ypes
ouBeTABaHEe Ha NPeaMETHU CTbKAA, CbAbPXKALLM egHa M CblLA TbKaH, Ha 42 NnpeaMeTHN CTbK/Aa B ABe
Pa3INYHN CbOPBIKEHMA, ABaMa OMNePaTOpPU U Pa3AMYHM gHU. OUBETABAHETO € U3BBPLUEHO C NMOMOLLTA
Ha npoTokosn Ki67 n CD3 KaTo mbpBUYHWM aHTUTEna. MNpoBegeHN ca AOMbAHUTENHWU NPOY4YBAHMUA 3a
TeCTBaHe Ha LWMPOK CMEKTbP OT aHTUTENIA B PA3/IMYHM KOHLLEHTPALMUM U PA3/IMYHN TbKaHWU B PA3/INYHM
OHW, OT Pa3/IMYHK onepaTopun U passiMyHo obopyaBaHe 3a AbAbr NEPUOL OT BpeEME.
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Y CUMBOJIN HA ETUKETU U NOJIETA

Ob6AcCHeHME Ha CUMBOIMTE Ha ETUKETa U KYTUATA Ha NPO4YKTa:

MeaMUMHCKO w3genue 3a UHBUTPO
IVD ANl A P g CpokK Ha rogHocT
[MarHOCTMKa
KatanoxeH Homep % TemnepaTtypHa rpaHuua
Kopa Ha naptuaata “ Mpoussoauten
I:E] BuiKTe MHCTpYKUMUTE 3a ynoTpeba < :> NHdopmaumoHeH nucT 3a besonacHoCT
<
Fﬁm Auctpubytop @ BHocuTen

® PETUCTbP HA NPOMEHWUTE

| Oarta \ OnucaHue

2024-01-23 Cb3paBaHe Ha AOKYMeHTa.

[JOKYMEHTDBT e aKTya/iM3npaH, 3a Aa 6bvae npuseaeH B cboteeTtcTeue ¢ FDA u (EC) IVDR

2025-02-27 2017/746.

2025-02-27 [JOKYMEHTDHT e npeBedeH Ha 6barapcku esuk.
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