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8 cvotserctaue c VDR (EC) 2017/746

1. nNpepasuaeHa ynotpeba

AEC Solution (SB5) e npepgHasHayeH ga ce M3non3sa 3a OTKpUBaHe Ha
xpomorerHa /n sifu xmbpuamsaumsa (CISH) sbpxy dukcmparmn sbs popmanuH u
BrpageHu 8 napadmH obpasum. AEC Solution e npegHasHaueH aa ce nsnonssa
B KoMbuHaums ¢ ZytoFast human Ig-kappa/lg-lambda CISH Kit (T-1005-
40).

MpoayKTbT e npefHasHauyeH camo 3a npodecuoHanHa ynotpeba. Bcuyku
TEcToBe, MPU KOUTO Ce M3Mo/3Ba MPOAYKTHT, TpAbBa 4a ce M3BbpLIBAT B
cepTudMLMpaHa, JMUEH3MpaHa naTo/sioroaHaToMuyHa nabopatopusi, Mo
Hab/iloAeHNeTo Ha naTonor/ reHeTUK KBannduumMpaH 3a CboTBETHaTa 4EeMHOCT.

2. MpuHUMN Ha U3NUTBaHe

TexHukata Ha xpomoreHHata /n sifu xwbpugmsaums (CISH) nossonssa
OTKPUBAHETO W BM3YaNU3MPAHETO Ha CcneuuduyHu MNoCNeaoBaTeNHOCTU OT
HYKJIEMHOBM KWUCE/IMHW B KAETbYHM npenapatv. MapKupaHute C XanTeH
HyKneotugHn ¢dparmenTu, T.Hap. coHan CISH, u TexHute KomnaemeHTapHu
Lenesn MOCNEAOBATENHOCTM B  Mpenapatute ce  Ko-AeHaTypupat u
BMNOC/NEACTBME Ce OCTABAT fa Ce OTrpABaT No Bpeme Ha xubpuamusauusaTa. Cnea,
TOBa HecneunmduyHWTE U HEecBbP3aHW COHAOBM GpParMeHTU ce OTCTpaHABaT
upes CTPUKTHO M3mmuBaHe. [lyniekcHoTo obpasyBaHe Ha MapKMpaHaTa CoHAA
MOMKe Aa Ce BWU3yann3npa C MOMOLLTA Ha MbPBUYHM (HEMapKMpPaHW) aHTUTeNa,
KOWTO ce OTKPWMBAT C BTOPUYHM MOAUMEPU3NPAHU EH3UMHO KOHIOTMPAHK
aHTUTENa. EH3MMHATA peakumsa C XPOMOreHHU cybcTpaTti BnocieacTsune BOAM
[0 obpasyBaHe Ha UBETHW yTaiku. Cnef KOHTpaouBeTABaHe Ha AAPOTO C
AapeHo 6arpuno xwbpuansmpaHute GparmeHTV Ha COHAATA Ce BWU3yanusupar
upes CBET/IMHHA MUKPOCKOMUA.

3. NpepocraBeHun peakTusm
AEC Solution ce npegnara 8 eanH pasmep:

. SB-0005-4: 4 ml (40 peaxkuum ot no 0.1 ml scaka)

1/2 AEC Solution

(A
4. Heobxoanmu matepuanu, KOMTO He Ca OCUTYPEeHU

. Zyto Fasthuman lg-kappa/lg-lambda CISH Kit (T-1005-40)

KomnnekTa AEC Solution e npegHasHaueH 3a nsnonssaHe 8 npoueaypm 3a ISH
C MomolyTa Ha coHAM M Komnaektn ZytoVision. 3a uMHbOpmaLua OTHOCHO
maTepuanute, Heobxoaumm 3a ISH npoueaypute, mons, BUXKTE MHCTPYKUUUTE
3a ynoTtpeba Ha CbOTBETHATa COHAA U KOMMEKT 3a u3nbaHeHue ZytoVision.

5. CobxpaHeHue u o6paboTka

CoxpaHsaBaite npu Temnepatypa 2-8 °C B usnpaseHo nosoxeHue. BbpHete
Npu ycnoBusATa Ha CbXpaHeHuwe BegHara cnep ynotpeba. He usnonssaiite
peareHTWTe cnef, M3TMYaHE Ha CPOKa Ha FOAHOCT, MOCOYEH Ha eTuKeTa.
MpoAyKTbT e cTabuieH [0 AaTaTa Ha M3TUYaHEe Ha CPOKa Ha FOAHOCT, NOCoYeHa
Ha eTUKeTa, KoraTo ce TPeTupa no NoAXoAALl HauuH.

6. MNpeaynpexpeHna n npeanasHU MepKK

. MpoueTeTe MHCTPYKUMMTE 3a ynoTpeba npeam ga rv usnonssare!
. He n3nonsBsaiTe peareHTUTE Cneg U3TMYaHe Ha CPOKa Ha rogHoct!
. TOo31 NPOAYKT CbAbpiKa BELLECTBa (B HUCKM KOHLEHTpauuu u obemm),

KOMTO Ca BpeAHW 3a 34paseTo. M36arsaiite BCAKAKbB MPAK KOHTAaKT C
peareHTMTe. B3emeTe NOAXOAAWM MepKM 3a 3awmTa (usnonssaiire
pbKaBMLUM 33 eAHOKpaTHa ynoTpeba, 3aWwmTHU ounna u NabopaTopHO
o6s1ekno)!

. [loknasaBaiiTe 3a BCEKM CEPUO3EH MHLMAEHT, Bb3HWKHAN BbB BPb3Ka C
NPOAYKTa, Ha MpPOWU3BOAWUTENA M Ha KOMMETEHTHUA OpraH CbrnacHo
MecTHWTe pasnopesbu!

° Ako peareHTUTE NONagHAT BbPXY KOXKaTa, He3abaBHO A U3NJaKkHeTe C
ronAamo Konmyecrtso BO,D,a!

. Mpu rnouckeaHe 3a npodecuoHanHWUs noTpebuTen ce npesocTass
nMHbOpMaLMoHEH UCT 33 6e30nacHOCT Ha maTepuana.

. He wu3nonsBsaiiTe NOBTOPHO peareHTUTe, OCBEH aKo MOBTOpHaTa
ynotpe6a He e U3puyHo paspeLueHal

. MN3bsreaiiTe KPbCTOCAHO 3aMbpcABaHe Ha NPobuTe, Tbil KAaTO TOBA MOXKe
[a foBefie [0 FpeluHn pesyaTaTtu.

. He Tpabsa fga ce gonycka uscbxBaHe Ha obpasuuTe no Bpeme Ha
XMbpuans3aumaTa U NPOMMBAHETO.
MpegynpekaeHuna 3a oNacHOCT U NPeAnasHU MepKHU:

KomMnoHeHTbT, onpegensw, onacHoctta, e: N,N-aumetundopmamug,
avmetundopmamug,.

H226 3ananvmu TeYHOCT M Napu.

H319 MpeamsBMKBa CEPUO3HO ApasHEHE Ha ouuTe.

H332 BpegaeH npu BauwBeaHe.

H360D Moske ga yBpeay naoaa.

P201 Mpeamn ynotpeba ce cHabaeTe cbe cneuynanyu
MHCTPYKLMK.

P210 [a ce nasu OT TONAMHA, HaropeweHW NOBbPXHOCTH,

UCKPU, OTKPUT NNaMbK, U ApYyrn U3TOYHUUU Ha
3anansaHe. TIOTIOHOMYLWEHETO 336paH€H0.

P280 M3nonsgaitte npeanasHu pbKasuum/npeanasHo
obnekno/npeanasHun ounna/npeanasHa Macka 3a
nvue/npeanasHn cpeacTsa 3a 3aliMTa Ha cyxa.

P305+P351+ MNPU KOHTAKT C OYUTE: npommBaiiTe BHUMATENHO C

P338 BO/a B MPOAb/IXKEHNE HA HAKOKO MUHYTW. CBasneTe
KOHTaKTHUTE fieliy, aKo MMa TakuBa M LOKOJIKOTO TOBa e
Bb3MOXHO. [poab/KeTe C M3NNAKBAHETO.

P308+P313 MPU aBHa uan npegnonaraema ekcnosmumsa: Morbpcete
MEeAULMHCKM CbBET/MOoMOLY,

P403+P235 [a ce cbxpaHsaBa Ha A0bpe nposeTpuso mAcTo. [a ce
CbXpaHABa Ha XJ1agHo.
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7. OrpaHuueHus

. 3a uH 8UMPO AMarHocTUYHa ynotpeba.

. Camo 3a npodecuoHanHa ynotpeba.

. Camo 33 HeaBTOMaTU3MpaHa ynoTpeba.

. KAWHWYHATa MHTepnpeTauma Ha BCAKO MOJIOKWUTENHO OLBETABAHE WM

NUNcaTa Ha Takosa TpA6Ba Aa ce HanpaBM B KOHTEKCTa Ha KAMHWYHATA
aHamHe3a, MopdonoruATa, Apyru XMCTONaTONOTUYHU KPUTEPUM, KAKTO U
APYrM  AMArHoCcTMYHM TectoBe. OTrOBOPHOCT Ha  KBanuduumpaHus
NaTonor/4YoBeLWKN reHeTUK KBanuduuMpaH 3a CbOTBETHATa AEMHOCT.e
fa nosHasa ISH conaute, peareHTWTe, AMarHOCTMYHWTE nNaHenu w
MEeTOAMTE, W3MON3BaHM 33 NOJlyyaBaHe Ha OLBETeHMA npenapar.
OuBeTsABaHeTo TPAGBA Aa ce M3BbPLUBA B CEpTUPULMPAHA, NNLEH3NPaHa
nabopaTtopus noa Haa3opa Ha natosnor/ reHeTuk KeannduumpaH 3a
CbOTBETHATa AEMHOCT., KOMTO OTroBaps 3a npernefa Ha OLUBETeHUTe
npenapatv 1 3a OCUrypsBaHe Ha afeKBaTHOCTTa Ha MONOXKMUTENHUTE U
OTPULIATENIHUTE KOHTPOAU.

. OuBeTABaHeTo Ha obpaseLd, 0COBEHO WHTEH3MBHOCTTA Ha CUrHana u
doHoBOTO ouBeTsABaHe, 3aBuUcKM OT obpaboTkaTa Ha obpaseua npeau
OLIBETABAHETO. HenpasunHoTto duKcupaHe, 3ampasfiBaHe,
pasmpasfBaHe, W3MMBaHe, CylleHe, HarpABaHe, ps3aHe WM
3ambpcaBaHe C Apyrv Npobu MAM TEYHOCTM MOXe fa Aosede A0
apTedakTM uau Ganwusu pesynTatu. HecboTBETCTBALMTE pe3yNTaTH
MOraT ga Ce Ab/MKAT Ha pasavKM B MeToauTe Ha OUKcUpaHe K
BrpakAaHe, KakTo M Ha NPUCHLLM Ha obpaseLia HepeaHOCTU.

. M3nbnHeHneTo  belwe  BaiMAMpaHo, KaTo  6AXa  M3NON3BaHU
npoueaypvTe, ONuUCaHU B MHCTPYKUMATA 3a ynoTpeba Ha CboTBeTHaTa
coHpa ZytoVision u Komnaekta 3a usnbiHeHne. MoauduKaummte Ha
Te3u npoueaypu MoraT Aa NpoMeHsT eGekTUBHOCTTa U TpsbBa Aa 6baart
noTebpaeHun ot notpebutens. Tosm IVD e ceptuduumpan kato CE camo
KOraTo ce M3Mo/3Ba, KaKTo e OMWCAHO B Tasu MHCTPYKLMA 3a ynotpeba
B pamMKuTe Ha npeasuaeHata ynorpeba.

8. Mpeuewwm Bewecrsa

BusKTe MHCTpyKuMuTe 3a ynotpeba Ha cboTBETHaTa coHpa ZytoVision u
KOMM/IEKTa 33 BrpaxiaHe.

9. MoarotoBka Ha o6pasum

BusKTe MHCTpyKuMuTe 3a ynotpeba Ha cboTBETHaTa coHaa ZytoVision u
KOMM/IEKTa 33 BrpaxiaHe.

10. MNoaroreutenHa 06paboTKa Ha YCTPOMUCTBOTO

BusKTe MHCTpyKuMuTe 3a ynotpeba Ha cboTBETHaTa coHaa ZytoVision u
KOMM/IEKTa 33 BrpaxgaHe.

11. nNpoueaypa 3a aHanus

M3nbnHeTe npoueaypata, oOnNuWcaHa B MHCTPyKuuuTe 33 ynoTpeba Ha
CbOTBETHMA KOMMIEKT 3a BrpaxgaHe Ha ZytoVision. MMpeau ynoTtpeba
nocraseTe coHAaTa Ha craitHa Temnepartypa (18-25 °C).

12. TobnkysaHe Ha pesynrtatute

BuKTe MHCTPYKUMWTE 33 ynoTpeba Ha cboTBeTHaTa coHaa ZytoVision.

13. TMpenopbuMTeNHN NpoUEeAypPU 338 KOHTPOA Ha KauyecTBOTO

BuKTe MHCTPYKUMWTE 33 ynoTpeba Ha cboTBeTHaTa coHaa ZytoVision.

14. PaboTHU XapaKTepPUCTMKM

BuKTe MHCTPYKUMMTE 33 ynoTpeba Ha cboTBeTHaTa coHaa ZytoVision.

15. WU3xBbpnsaHe

M3XBbpAAHETO Ha peareHTUTe TpabBa [a Ce M3BbPLIBA B CbOTBETCTBME C
MeCTHUTe pasnopesabu.
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16. OrtcTpaHABaHe Ha HEU3NPABHOCTM

BCAKO OTKNOHEHME OT UHCTPYKLMUTE 3a paboTa MoXe Aa AoBese A0 No-/0LWm
pesynTaTV Npyv OLBETABAHETO MAW A0 AUMCca Ha OLBETABaHE. 3a AOMbAHUTENHA
MHbOPMALMA BUXKTE MHCTPYKLMUTE 33 ynoTpeba Ha CbOTBETHATa COHAA W
Komnnekt ZytoVision.

17. Nurepatypa
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18. Pesususa

I:E www.zytovision.com

Mons, BWXKTe www.zytovision.com 3a Haii-HOBUTE WHCTPYKUMM 33
ynotpeba, KakTo U 3a MHCTPYKLMK 3a ynoTpeba Ha pasnyHu e3num.

HawwuTe eKcnepTu ca Ha pasnofioXeHue, 33 Aa OTFOBOPAT Ha BbMNPOCUTE
BY.
Mons, cebpskeTe ce ¢ helptech@zytovision.com

ZytoVision GmbH

Fischkai 1

27572 Bremerhaven/ Frepmanus
TenedoH: +49 471 4832-300
dakc: +49 471 4832-509
www.zytovision.com

Umeitn: info@zytovision.com

TbproBCKU MapKu:
ZytoVision® u Zyto Fast® ca Tbproscku mapku Ha ZytoVision GmbH.
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