HHCTPYKUHUS 11O IPUMEHEHHUIO

AHTHTE] MbHHHHBIX AJ1 HMMYHOTIHCFOXHMHHH.

dupma-nponssoantens-«Dako Denmark A/S», Jlanus.

®dupmMma-3aasutens- 3AO-«AMTEO My, Poccus

CooTBeTcTBYET TpeOOBaHUAM HAlIUOHAJIBHBIX CTAHAAPTOB

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

cTp. |
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HazHnauenueM uznennit sasiercs o0ecreueHre NpoOBEACHUS pEaKLUH
AHTUTEH-AHTUTEIIO B 1a00PaTOPHBLIX YCIIOBUSAX.

Kparkoe onucanue: BBICOKOYYBCTBUTEIBHBIA METO KaU€CTBEHHOIO
ONpeIEsICHUs KICTOUHBIX aHTUTEHOB B apaUHOBBIX U/ WU
3aMOPOXKEHHBIX CPEe3ax TKAHEH U OMyXOJied pa3jIMyHOro reHesa:

- LIMPOKHUHU CHIEKTP MOHO- U MOJIUKJIIOHATBHBIX aHTUTE!N, TECT-CUCTEMDI,
npe/IHa3HA4YEHHBIE JIJIS UCCIIEI0BAHUM TKAHEBLIX CPE30B-H KJICTOUHBIX
Ma3KOB

- CHCTEMbl BU3yall3aluuu

- IMarHOCTUKa ¥ [IPOTHO3UPOBAHUE PaKa MOJIOUHOM HKEJIE3BI:
HU3KOMOJICKYASIPHBIC IIMTOKEPATUHBI, AHTUTE/A K peUenTopam
3CTPOreHa v NporecTeEPOHa U APy rue MapKepbl, NO3BOJIAIOLINE
OTIPEACIIUTE U TIPOTHO3UPOBAThL TCUEHHE MPOIIECCa,; ONPEACTUTL 00BEM
HE00X0AMMOM Tepanuu

ITokaszarenu Metoasi Hopwmbt

Onmncarue BusyansHo BBICOKOYYBCTBUTETBHBIA METO
Ka4eCTBECHHOTO OIPEACIICHUS
KJIETQUHBIX AHTUT'€HOB B
napaUHOBBLIX W/WITH
3aMOPOYKEHHBIX Cpe3ax TKAHEH U
OHYXOJICH Pa3NUYHOro reHesa

[TpuHuun Peakuus aHTUreH-aHTHUTENO Ha
rapahMHOBBIX WK 3aMOPOXKCHHBIX
cpe3ax TKaHeH, a TAaKKe Ha
LUTOJOTMYECKUX Ma3Kax

HyBCTBHUTEJIEHOCTh U KnuHuueckas 4yBCTBUTEIbHOCTD :
crepuIHOCTD 111/(11149) =92.5%
Knununyeckas crieHHUIHOCTb:
76/(76+4)=95.0%

TouHocTh KnuHudeckasi TO4HOCTD:
(111+76)/200=93.5%

Pacmudposka BuzyanpHo KoHEYHBIM IPOAYKTOM SIBISETCS

pe3yIbTaToOB OKpalieHHbIH-Hpenapat s

JanbHeHIlIed BU3yallbHON OLEHKH MpHU
MOMOIIK OHOJIOTHHECKOTO
MHKpPOCKOMNa cBeTyoro nos. OueHka
NPOU3BOAMTCA BpayOM-
naToMop¢0JIOrOM.

YnakoBka dnakoH eMKOCTBIO OT 5 10 50 M1,

Perucrpanua MH s Pocagpasnansope
www.nevacert.ru | info@nevacert.ru
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conepxanmii ot 0,2 o 11 mn
KOHUEHTPUPOBAHHBIX WJIM F'OTOBBIX K
MPHUMEHEHHUIO aHTHUTEII.

MapkupoBka B coorBercTBUu ¢ OCII

TpaHcnopTupoBaHue B TemMHOM MecTe Npu TeMilepaType OT
+2°C no +8°C

XpaHeHue Kaxk u TpancniopTHpoBKa

Cpok roaHoctu I1pu cobnioeHuH TeMIlepaTypHOro

pexuma xpaHeHus —ot 12 1o 24
MECSILIEB, B OTKPBITOM BUe — OT 80 10
90 % cpoka rogHoCTH Npu
OTrpaHUYEHHOM BO3IEHCTBHH C
OKPYKaIOMHM BO3lyXOM

HazHaueHueM u3zenid sBiseTcs o0ecneucHre MPOBEAEHUs peakLu

AHTUT€H-aHTUTEJIO B J1a0OpaTOPHBIX YCIOBHUAX.

Onncanne. «HazHayeHueM uzfenuii sBiseTcs obectieueHue MPoOBEJeHUs peakLuu
aHTUTeH-aHTUTENO B.JTA0OPATOPHBIX YCIOBHUSX.

Kparkoe onvcaHue; BRICOKOYYBCTBUTEIbHBIH METO/ KAUECTBEHHOTO ONPEICIIEHHS
KJIeTOYHbIX aHTUIE€HOB B MapadUHOBBIX W/ UM 3aMOPOXKEHHBIX Cpe3ax TKaHeH U
onyxoJiel pa3zIHIHOTO reHesa:

- IIII/lpO](I/Iﬁ CHCKTP MOHO- U NOJIMKJIOH&JIBHBIX aHTHUTEII, TECT-CUCTEMDbI,
npeaHa3HAYEHHbIE JIJIS UCCIIeIOBAHMH. TKAHEBBIX CPE30B U KJIETOYHBIX Ma3KOB

- CUCTCMbL BU3YyaJllU3alluUu

- IMarHOCTHKA U NPOTHO3UPOBAaHUE paKa MOJIOYHON XKesle3bl:) HU3KOMOJIEKYIAPHBIE
LIMTOKEPATHHBI, aHTUTENA K PEIETITOPaM 3CTPOTeHa U IIPOFECTEPOHA U IpyTrHe
MapKepbl, NO3BOJIAIONINE OPEIeNIUTh U IPOTHO3MPOBATh TeUeHHE Npoliecca,
orpeeauTh 00beM HEOOXOIUMOM TepanuH

Hacrosme MeJUIIMHCKUE U3AETUS NPHUMCHAKOTCA B KIIMHUKO-AUAarHoOCTHYCCKUX

Peructpaus MU s Pocsppasragsope
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naboparopusx Npu NaToMopPoJOrHYECKUX, UMMYHOIOTHYECKHUX,
reMaToJIOTHYECKHX U LIMTONOrHYeCKUX uccienoBaHusix. OCHOBHbBIE THITbI
ne4edHpIX yupexxaeHuil — Onkonorndeckue aucnascepsl, Obnacrasie u Jlerckue
O6nactHele Knuanyeckue 60nbpHuLbL, KpynHble ['opoackue Knnuudeckue
OOJIBHHILIBI, ClIELMAJIM3UPOBaHHbIE JUAarHOCTHYECKUE [IEHTPhI (HaHpuMmep,
UMMYHOJIOI'HYECKHE, OHKOJIOTHYECKHUE, reMaToI0rMYecKue U T.H1.), HayuHble
LIEHTpPbl, UHCTUTYThL. CoUcKaTeNsIMI HayYHbIX 3BAHUH U3/ICNNS TPUMEHSIOTCS B
YHUCTO HAY4YHBIX LIENSX.

IMoka3zare/sn 4yBCTBUTEILHOCTH, CIENH(HIHOCTH H TOYHOCTH.
Knununydeckoe cpaBHeHUE

200 obpa3oB, NOCTYNUBUIKX B TUCTONOIMYECKYIO J1abopaTopuu OOJbHULbI, ObLIH

NPOTECCTUPOBAHLI HA HAJTHMYHEC QHTUI'CHOB, PCSyJ’I bTAThbI [MPCACTABJICHBI B

Tabnuue 1.
f Tecr 13C- Knuanueckas
| MOYEBUHBI YYBCTBUTENBHOCTD :
+ - Hro | 111A(111+9) =92.5%
: ro | KnuHuueckas
Opnowaros-, |+ | 111 |4 115 |cneuuduuHOCTD:
piii H. - 19 76 |85 ([ 76/(76+4)=95.0%
pylori Tecr Knunu4deckast TOUHOCTb:
Wroro 120 {80 [200 | (111+76)/200=93.5%

Kpoce-peakTHBHOCTh
JyOankarsl BHIOOPKU ¢ coaepiKaHue ciienyromux oakrepui : E. coli,
Staphylococcus aureus, Campylobacter coli, Enterococcus faecalis, vnu

Campylobacter jejuni npu koHueHTpauuud ~1*106 opr/min U reMornoOUH npu




cTp. S

0.5r/n 6b1IM POTECTUPOBAHDI U AAIM OTPULIATENILHBIC PE3YJIbTATHI IPH TECTE
anturenaH. pylori

[loBTOpAEMOCTD

JecaTs oTpULIaTeIbHBIX 00pa3LoB (pekanuii ¥ 10 0Opa3LoB ¢ MONOXUTENLHOH
peakLMen 0T HU3KOM 10 BBICOKOH ObUIM MpOaHAIM3UPOBaHbl HA HAJIMYKE
anturena H. pylori 8 teuenne 10 nocnenoratenbHbIX AHEH. [Ipu moBTopHOM
TECTUPOBaHUHU TOTO *ke o0pa3ua He OblIO OOHAPY)KEHO H3MCHEHMIl B
MHTEHCHUBHOCTH LIBETA.

VpoBeHb onpeaeneHus

O6pa3upl, npUroToBICHHBIE “M3 pa30aBieHHOHN CYCIIEH3UH pa3pyICHHOTO
yapTpa3BykoM aHTureHa-H. pylori npu xoHuentpaunu 0, 50, 100 1 150 Hr/ma
ObLIM MPOTECTUPOBAHBI C TOMOILBIO TECTOBBIX IIPUOOPOB, B3ATHIX HAYraj W3 TPex
Pa3HbIX NIPOU3BOACTBEHHBIX MAPTHUH.

YnakoBka

YnakoBka: ¢uakoHsl oT 5 g0 50 mui, cogepxkainue ot 0,1 10 30 mu paeTBOpa
YcnoBust XpaHEHUS: B TEMHOM MecTe NpH Temmepatype oT +2°C 1o +8°C, mis
BCIIOMOIaTENbHBIX pacTBOPOB — KOMHATHAas TEMIIEpaTypa.

YCTONYMBOCTb ¥ CPOKH XpaHEHHUS: TIPH COONIIOACHUH TEMIIEPATYPHOIO peKUMa
xpaHeHus — ot 12 1o 24 mecses, B oTKpbITOM BUe — 0T 80110 90 % cpoka
rOJHOCTH PU OTPaHUYEHHOM BO3IECUCTBUH C OKPYXAIOLKUM BO31YXOM.
MeToibl yTUNM3auuu: OOBIYHAS YTUITU3AIMA HETOKCUYHBIX HEPaAuOaKTUBHbIX

OMOJIOrUHECKUX MaTepHAaJIOB.

Peructpaus MU s Pocsppasragsope
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MapxkupoBka

Ha >THkeTke kopoOKU TOMKHO OBITH yKa3aHO: HAUMEHOBAHHE (PUPMbI-
NPOU3BOAUTENS, HAUMEHOBAHHE U afpec NMpeanPUsITHS —

IAUCTPHOBIOTOPA, TOBAPHBIH 3HAK, TenehoH/PaKe, HAHMEHOBAHHE
NpoAyKUMH, Ha3HaYeHUe, HOMEP CEpHH, JlaTa U3TOTORIEHHUS, CPOK FOJHOCTH

00beM YNaKOBOYHOM €IMHMILbI, YCIOBHS XpaHCHUS, pErHCTPAMOHHBII HOMED.

I'padnueckoe odopmnenue mapkupoku kopobok mo PJ] 42-1100/1440-99-113
Mapxkuposka Tpancnopraoit Tapsl o ['OCT 14192-96..Ha BHelHell ynakoBke
AoMKHa ObITh NpeaynpeauTensHas Haanuck « st nnarHoctuky IN VITRO»

«BEPX», TeMniepaTypHbild pe)XUM XpaHEHHs

I'eHepasbRbI ANpexTOP A.A. HenactneB
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