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HHCTPYKIMA 1O NIPUMEHEHHIO

AHTHTE1 MBIIIAHBIX AJIA HMMYHOTHCTOXHMHBHH.

dupma-npounzsonurens-«Dako Denmark A/S», Nanus.

Oupma-3asButens- 3AO «AMTEO M», Poccus

CooteetcTBYeT TpeOOBaHUAM HALHOHANBHBIX CTAH/1APTOB

I'OCT P 51088-97
I'OCT P 51352-99

! 3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUF 1 PETHCTPALIMH METMLIMHCKUX U3REMM
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cTp. 2

Hasnauennem usgennit sanserca 06ecneyeHne MPOBEACHHS pEakiny
AHTHTE€H-aHTUTENIO B Ta0OPaTOPHBIX YCIOBUAX.

Kpartkoe onucanue: BRICOKOYYBCTBHUTENBHbIH METO Kau€CTBEHHOrO
OIpeAenCHAsA KIETOYHEIX aHTHTEHOB B Mapa(QuHOBBIX W/WIH
3aMOPOXKEHHBIX Cpe3ax TKaHEH W OnyXoJiel pa3IM4HOro reHesa:

- LUIUPOKUH CIICKTP MOHO- H [TOJIMKJIOHANIBHBIX aHTHUTE, TECT-CUCTEMDI,
npeHa3HAYEHHBIE A HCC/ICAOBAHUH TKAHEBBIX CPE30B H KJIETOYHBIX
MAa3KOB

- CUCTEMBI BU3YaJIH3aLHH

- INarHOCTHKa ¥ NPOTHO3HPOBAHUE paka MOJIOYHOH >KENe3bl:
HU3KOMOJIEKYJIAPHBIC LIUTOKEPATHHBI, aHTUTENA K PELICITTOpaM
3CTPOreHa ¥ NPOrecTEPOHa U APYrHe MapKepsl, NO3BOJIIOILHE
ONPEACTHTE W TIPOTHO3HUPOBATh TCUCHHE NMPOLICCCa, ONMPEACTHTh 00beM
HeoOXxoAuMO Tepanun

IToxaszareau Meroasi Hopmet

Onucauue Busyansno BBICOKOYYBCTBHTE ILHEIH METOX
KaYECTBEHHOTO ONpeIENeHHA
KAETOYHBIX aHTUTEHOB B
napapHHOBBIX W/WIIH
3aMOPOMKEHHBIX Cpe3aX TKaHEHN H
ONYXOJICH Pa3NnU4YHOIrO reHesa

pHHUHD Peaxuug aHTUreH-aHTUTENO Ha
napadUHOBBIX UM 3aMOPOXCHHBIX
cpe3ax TKaHeH, a TaKKe Ha
HUTONOTHYECKHX MA3Kax

YyBCTBUTENBHOCTD U ' Kanauueckas 4yBCTBUTEABHOCTS !

cneuu¢pUIHOCTD 111/(11149) =92.5%
Knuauueckas cneUHUIHOCTE:
76/(76+4)=95.0%

TouHocTs KnuHu4eckas TO4HOCTD:
(111+76)/200=93.5%

Pacomdposka BuzyansHo Kotie4HBEIM NpOAYKTOM fABISAETCS

pe3ynsTaToB OKpaliCHHBINA Npenapar A

nanbHeHIeHi BU3yalbHOH OLEHKH [pH
MIOMO1M GHONIOTHYECKOTO
MHUKPOCKOIIA CBETJIOTo nojA. OLeHKa
NPOH3BOJIUTCS BpaiOM-
naToMopgosnorom.

Ynakorka dnakoH eMKOCTBIO OT 5 10 50 M,
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crp. 3

coaepxaimii ot 0,2 Ao 11 mn
KOHUEHTPHUPOBAHHBIX WM MOTOBBIX K
NpPHMEHEHHIO AHTHTEJT.

Mapkuposka B cooreercrBau ¢ ©CII

TpancnoprupoBaHue B TeMHOM MecCTe MPH TEMIEpPAType OT
+2°C no +8°C

XpaHeHue Kak 1 TpaHCIOpTHPOBKa

Cpox rogHocTH Ilpu cobnmofAeHNN TeMnepaTypHOro

pexxuMa xpaHeHus — ot 12 po 24
MECALUEB, B OTKpBITOM BUae — oT 80 10
90 % cpoka FrOAHOCTH APH
OrpaHHYEeHHOM BO3JIEHCTBHH C
OKPYXAKIWUM BO3AYXOM

Ha3sHaueHHeM H3Ienui ABNAeTCA 00E€CIeUCHHE ITPOBEACHHUA PeaKkuH

AHTUT'CH-3HTUTCIIO B HﬂﬁOp&TOpHBIX YCJIOBHX.

Onucanne. «(HazHadeHneM u3zenuii apisercs ofecrneyeHre NpoBEACHUS PEaKLIHK
AHTUIeH-aHTUTENO B NabopaTOpPHBIX YCIOBUAX.

KpaTkoe onmrcaHue: BRICOKOUYBCTBUTENLHBIA METO/ KA4€CTBEHHOTO ONPEIC/IEHH
KJIETOYHBIX AHTUTEHOB B Napa(MHOBBIX W/HJIM 3aMOpPOXKEHHBIX Cpe3ax TKaHEH H
ONyXOJeit PasiInYHOrO IeHesa:

- IIAPOKM# CNIEKTP MOHO- M NOJIMKIOHAIBHBIX AaHTHTE], TECT-CHCTEMBI,
npeaHa3Ha4eHHBIE AJIA UCCIISA0BAHUIT TKAHEBBIX CPE30B H KJIETOYHBIX Ma3KOB

- CHCTEMBI BH3YAITH3AIIHH

- JHarHOCTHUKA U NPOTHO3HUPOBAHHE paKa MONOYHOH JKeJle3bl: HU3KOMONEKYIAPHBIE
LMTOKEPATHHBI, aHTHTENA K PELIENTOPaM 3CTPOreHa H NporecTepoHa U Apyrue
MapKepbl, MO3BONAIOLINE ONPEASTIUTL H NPOTHO3MPOBATE TEUCHHE NPOLECCa,
onpeaeAnTh 00beM HEOOXOAUMON TepanHK

Hacrosmmue MCIUMLMHCKHE U3ACITHA IPHMCHAIOTCA B KITHHUKO-JHATHOCTHUCCKHX
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J‘laGOPaTOpHHX npu HﬂTOMOPClJOJ]OFH‘-ICCKHX, HMMYHOJIOTrHYECKHX,

FrCMaToONOrHYCCKHX H HHTONOTHUYCCKHX UCCIICAOBAHHAX. OcCHOBHBIE THIIBI

neuebHBIX yupexienuii — Onkonornueckre aucnancepsl, O6nactasie u Jlerckue

Ob6nactuble Knuanueckue 6onsHUNE, KpymHble [opoackue Knunnueckue

6OJTBHHIJ,BI, CNIEHHAJIU3UPOBAHHBIC JHArHOCTUYCCKHUE LIEHTPDI (Hanpumep,

HMMYHONOTIHYCCKHE, OHKOJOHYCCKHE, MIeMATOTOTHYSCKHE H T.l'[.), HayuiHBbIC

HEHTPbI, HHCTHTYTEI. CouckatensaMu HayYYHBIX 3BaHUM M3nenus MMPUMCHAIOTCA B

HYHCTO HAay4HBIX LIENAX.

IMoxaszaTeau HyBCTBUTENLHOCTH, CIENH(PHIHOCTH H TOYHOCTH,

Knunuueckoe cpaBHenue

200 06paz0B, MOCTYMHMBIUKX B FTUCTONOrHYECKYIO MabopaTtopuu GONbHHLbI, OBUIH

NpOTECTUPORAHEI HA HAIHYKRE aHTHUI'€HOB. PBBYJ'I BTATHI MIPEJICTABJICHB! B

Tabnuue 1.
| Tect 13C-
3 MOUCBHHBI
+ - HUro
i m.‘i i ro
Onsowaros |+ | 111 |4 |115
i H. - |9 76 | 85
pylori Tect
Hroro 120 {80 | 200

Kpocc-peakTHBHOCTh

Knuauueckas
YYBCTBHTEJILHOCTb :
111/(11149) =92.5%
KmHu4eckas
cneuHGpHIHOCTb:
76/(76+4)=95.0%
Knuanueckas TOUHOCTb:
(111+76)/200=93.5%

JyOGaukatst BHIOOPKHY C coliepxaHue cneayromux d6axrepuii : E. coli,

Staphylococcus aureus, Campylobacter coli, Enterococcus faecalis, wnu

Campylobacter jejuni npu konueaTparuu ~1*106 opr/mn u remornoSuH npu
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cTp. 3
0.5r/n 6B114 TPOTECTHPOBAHDLI H NAH OTPULIATEIIGHBIE PE3YJIbTATHI [IPH TECTE

antureHaH. pylori

[loBTOpseMocTD

JecsaTe oTpruaTenbHeEIX 00pa3suoB dhekanuii U 10 0bpasLoB ¢ MONOXKUTENBHOR
peaxkiuen oT HU3KOH 0 BHICOKOH OBbUIHA NMPOaHaNM3UPOBaHbl HA HATMYHE
aHtureHa H. pylori B Teuenne 10 nocnegosatenbHBIX AHeH. [1pH moBTOpHOM
TECTHPOBAHMH TOTO ke ofpa3na He ObLIO OOHAPYKEHO H3MEHEHHi B
MHTEHCHBHOCTH LIBETA.

YpoBeHE OnpeaeneHus

O6pasibl, TPHrOTOBICHHBIE H3 Pa30aBlNEHHOMH CyCIIEH3UH Pa3pyLIEHHOrO
yibTpa3BykoM aHTHrena H. pylori npu xonuenTpauuu 0, 50, 100 u 150 ur/mn
OBLIH MPOTECTHPOBAHEI ¢ TIOMOILBIO TECTOBLIX PUOOPOB, B3ATHIX HAYTaA M3 TPEX
Pa3HbIX TPOU3BOACTBEHHBIX MAPTHH.

YnakoBka

YnakoBka: ¢pnakoHsl oT 5 10 50 mui, coxepaxamme ot 0,1 10 30 Mx pacTBopa
YcnoBHA XpaHCHHA: B TEMHOM MecTe npH Temaeparype oT +2°C xo +8°C, ana
BCNIOMOTATENBHBIX PACTBOPOB — KOMHATHAsA TEMITEPATYpa.

YCTOHYMBOCTL M CPOKM XPAHEHUA: TIPH COONIOASHHH TEMIIEPATYPHOIO PesXUMa
XpaHeHus — oT 12 1o 24 MecaleB, B OTKpbITOM Buae — ot 80 a0 90 % cpoka
rOJHOCTH NPU OTPaHUYEHHOM BO3AEUCTBUHU C OKPYKAIOIIHM BO3AYXOM.
Meroar! yrunazauny: OObIMHas YTHIH3aLUUA HETOKCHHHBIX HEPAAHOaKTHBHBIX

DHONOrHYECKHX MAaTEpPHAIIOB.
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MapkupoBka

Ha sTHKeTKe KOpOOKH Z0MKHO OBITH yKa3aHO: HAHMEHOBaHHE PHPMEI-
NPOM3BOIHTENA, HAUMEHOBAHHE U aJIpeC NPEATPHATHA —

ARCTPHOBIOTOPA, TOBAPHLIH 3HAK, Teae(oH/Pake, HAMMEHOBAHHE
NpoayKIyH, Ha3HaYeHne, HOMEP CEpPHH, JlaTa U3rOTOBIEHUA, CPOK TOAHOCTH

o0beM yNaKOBOYHOM ¢IMHHUILbI, YCIIOBUA XPaHEHUS, pErHCTPAlHOHHBIH HOMED.

I'paduyeckoe oopMnenue MapkHpoBku xopobok nio PJ1 42-1100/1440-99-113
Mapkuposka TpancnioptHoi Tapsl o 'OCT 14192-96. Ha sHeinneii ynakoske
DOMXKHA OBITE NpeaynpeauTensHas Haamucs «ng auarnoctuk IN VITRO»

«BEPX», TemniepaTypHblid peXXHM XpaHEHHA

I'enepanbhLIi aHpexTOp A.A. Henactnen
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