HHCTPYKLUHA 11O IPUMEHEHHIO

AHTHTE MOHOKJIOHAJIBHBIX H NMOJRKIOHAJIBHBIX AJIf

MMMYHOTHCTOXHMHH

®upma-nponspoanTens-«Dako Denmark A/S», Nanus.

®upma-3agsurens- 3A0 «KAMTEQO M», Poccus

CooTBeTcTBYET TpeOOBaHHAM HALMOHATBHBIX CTAHAApPTOB

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

3NEKTPOHHAS KONHA OGOPMAIEHA LIEHTPOM UCMIbITAHI/ W PETMCTPALIMI MERHLMHCKUX H3DENHI
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cTp- 2

HaznaueHueM H3zaenuii apisieTcda obecrnedeHrne NpoBeICHUA
PEAKLMKA AHTHTEH-AHTUTEIIO B 1a00PATOPHBIX YCHOBUAX.
KpaTtkoe onncanue: BEICOKOUYBCTBUTEIBHEIA METOJ KAUY€CTBEHHOIO
OTPEIEIEHIUS KIETOUHBIX aHTUICHOB B Napa(UHOBLIX U/UIH
3@8MOPOKECHHEBIX Cpe3ax TKaHECH U ONYyXOACH pazIMuHOro reHesa.
- IUWHPOKH# CIIEKTP MOHO- ¥ NMOJHKJIOHATBHBIX AHTUTEI, TECT-CHCTEMBI,
NpeAHAa3HAYCHHBIC JIIA UCCIIEA0BAHUH TKAHEBBIX CPE30B M KIIETOYHBIX
Ma3KoB
- CHCTEMBI BU3YyalIU3aLHU
- IMarHOCTHKA ¥ NTPOrHO3HPOBAHUE PaKa MOJIOYHOM XKeNe3bl:
HU3KOMOJIEKYIAPHBIE IUTOKEPATUHEL, AaHTHTENA K PEeLIEIITOpaM
3CTPOreHa ¥ NporecTepoHa U ApYru€ MapKepel, IO3BOJIAIOIIHE
OIMpEACIUTE U NMPOTHO3HUPOBATE TCUHCHUC NPOLECCA, OIPCACIHTD o0BeM
HeoOX0 MO Tepannu

IlokaszaTenu Metoasl Hopmbl

Onucanne BusyansHo BBICOKOUYBCTBHTEJIBHBIH METOL
KaueCTBEHHOr0 ONpeNCNCHHS
KJIETOYHBIX AHTHICHOB B
napauHOBBIX H/WUIH
3aMOpPOKEHHEIX cpe3ax TKaHeH
OMyXO0JIeH pa3IMYHOro reHes’a

IMpuHOun PeakLiust aHTUT¢H-aHTUTENO HA
napa(UHOBBIX UNH 3aMOPOXKEHHBIX
cpe3ax TKaHel, a Takxe Ha
LIMTOIOTHYECKHUX Mas3Kax

YyBCTBHUTEJIBHOCTh H KnuHnyeckas uyBCTBUTENBHOCTS !

CIeLIMQUIHOCTD 111/(111+9) =92.5%
KnuHuyeckas crieUHIHOCTb:
76/(76+4)=95.0%

ToynocTh KnuHudeckas TOMHOCTS:
(111+76)/200=93.5%

PacumgpoBka BusyansHo KoneuHBM OPOAYKTOM ARNACTCA

pE3ynbTATOB OKpallICHHBIH ITpenapar A/

JanbHeilIe BU3YabHOM OLEHKH Py
HOMOIIH OHONIOTHYECKOTO
MUKpOCKoNa cBeTnoro nojs. OLeHka
OPOU3BOAMTCH BpauOM-
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cTp. 3

naToMOpoJIOTOM.

Y nakoBka daakoH eMKOCTHIO 0T S 10 50 Ma,
conepxaui ot 0,2 no 11 mn
KOHLIEHTPHUPOBAHHBIX UM IF'OTOBBIX K
IPHMEHEHHI0 aHTHUTe.

MapxkupoBka B coorsetcTBUN ¢ OCII

TpancnoprupoBaHue B TeMHOM MecTe NpH TeMmIeparype ot
1+2°C no +8°C

XpaHeHne Kak ¥ TpaHcTiOopTHpOBKa

Cpox rogHocTH Ipu cobmoaeHHH TeMIIEpaTypHOIO

pexumMa xpaHenus — ot 12 go 24
MecsLieB, B OTKpBITOM BUAe — ot 80 o
90 % cpoka rogHOCTH NPU
OIPaHUYEHHOM BO3JASHCTBHH ¢
OKPV>KAIOILHUM BO3OYXOM

AHTHTEIa MOHOKJIOHANTBHEIE H MOJUKIOHAIBHbBIE AnA HMMYHOTHCTOXHMHH

HasnaueHueM usaenuii ssisercs obecriedeHue NpOBEACHUS PEAKLIMHU

AHTHTCH-AHTUTEIIO B JAOOPATOPHLIX YCIOBUSAX.

Onncanne. HasHauennem napenui apnserca 00ecieyeHHE IPOBEACHHS Peakiliu
AHTHIEeH-aHTUTENO B J1aGOPAaTOPHEIX YCIOBHUAX.

Kpatkoe onucaHue: BEICOKOYYBCTBHTENLHEIM METOA KAHECTBEHHOTO OTIPElC/IeHUS
KJIETOUHBIX AHTHTEHOB B Tapa(pMHOBLIX /UM 3aMOPOXKEHHEIX Cpe3ax TKaHel H
onyxone#l paznHyHOro reyesa:

- INMPOKHI CHEKTP MOHO- H NONHKIOHATBHBIX aHTHTE, TECT-CHCTEMBI,
npeAHa3HaYCHHbIC 1A UCCNIEIOBAHMUIT TKAHEBBIX CPE30B U KJIETOUHBIX Ma3KOB

- CHCTEMBI BH3YalM3aUH

- AHATHOCTHKA H IIPOTHO3HPOBAHUC paKa MOJIOYHOM XeNe3bl: HHU3KOMONCKYJIAPHBIC
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ctp. 4

LMTOKEPATHHEI, aHTHTENA K pelielTopaM 3CTPOreHa U NporecTepoHa U JIpyrHe
MapKepbl, NO3BOJIAIOIIHE ONPEAETUTD U NMPOTHO3HPOBATH TEUEHHE MPOLIECCa,
OnpeAesuTh 00BeM HeoOXOAMMOH Tepaniu

Hacrodwmue MCAULMHCKHE U3ACTTUA PUMEHSIOTCA B KITHHUKO-AHarHOCTUUECKHX
nabopaTopusx MpH NAaTOMOpP¢OJIOrHYECKHX, UMMYHOIOTHYECKHX,
reMaTOJOTHUECKUX | LITOJIOTHYECKHX HecaeAoBaHNAX. JCHOBHBIE THIbE
neyeOHbIX yupexaennii — OHkonorndeckue aucnancepsl, O6aactaeie u Jletckue
ObnactHeie Knuauyeckne Gonsaunbl, kpynHele I opoackue Kimnauueckue
OONBHHLBI, CIICHATU3UPOBAHHBIC JHArHOCTHYECKUE LEHTPEI (HalmpHuMep,
MMMYHOJIOTHUECKHE, OHKOJIOTHYECKHE, TeEMATOJIOTHYECKHE H T.11.), HAYYHbIE
LIeHTpPbl, HHCTUTYTHL. COMCKaTeNIMU HAYYHBIX 3BaHUI U3/eNHs IPUMEHSIOTCS B
YHCTO HAYYHBIX LCIAX.

lokaszaTeny YyBCTBHTEALHOCTH, CIENU(PAYHOCTH H TOTHOCTH.

Knnanyeckoe cpaBHeHHE

200 obpa30B, NOCTYNHMBILUX B TMCTONIOTHYECKYIO TabopaTtopuu OOIBHHEEI, OBUTH

DPOTECTHPOBAHBI HA HATHYHEC aHTHI'CHOB. PC3YJ'IBT&TBI NpCACTABIICHE] B

Tabmuue 1.

Tect 13C- Kmiunyeckas
MOYEBHHBI YYBCTBHTEJILHOCTE
T [- | Hro ] 111/(11149)=92.5%
e e ro | Knuuuueckas

nHomaros |+ | 111 | 4 115 | cretMbHIYHOCTD:
biii H. - 19 76 | 85 | 76/(76+4)=95.0%
pylori Tecr KinHnyeckas TOUHOCTh:

Hroro 120 |80 | 200 |(111+76)/200=93.5%
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CIp. 3

Kpocc-peakTHBHOCTD

HyGnukarsl BRIOOPKH ¢ copepxkaHue cneayomux 6aktepuii : E. coli,
Staphylococcus aureus, Campylobacter coli, Enterococcus faecalis, nim
Campylobacter jejuni npu koHueHTpanuu ~1*106 opr/mi 1 reMOrnoGHH MpH
0.5r/n GBINH NPOTECTHPOBAHBI M AAJIH OTPHLIATENBHEIE Pe3YJIRTATHI TIPH TECTE
antureHaH. pylori

I'loBTOpsieMoCTD

Jlecare oTpHnaTensHbIX 00pasnoe (ekanuii v 10 o0pa3LoB ¢ NOJOKUTEILHOI
peaknuei OT HU3KO#H A0 BHICOKOH ObINTN NPOaHaIM3HPOBaHEl HAa HATHYHE
anturena H. pylori B tevenne 10 mocnenoBarenpHeIXx AHEH. [Ipu noBTOpHOM
TECTHPOBAHUM TOTO e oOpaslia He OBIIO O0HApYXKEHO HW3MEHEHHH B
MHTEHCUBHOCTH [BETA.

YpoBeHb onpenencHus

Ob6paslibl, NPUTOTOBNEHHbIE W3 paz0aBlieHHOH CyclIeH3UH pa3pyLISHHOTO

yabTpa3BykoM aHTureHa H. pylori npu konuenrpaunu 0, 50, 100 i 150 Hr/mn

OBbUTH OPOTECTHPOBAHE! ¢ NIOMOLUBIO TECTOBBIX IPUOOPOB, B3ATLIX HAYraja M3 Tpex

pa3HbIX NPOU3BOJCTBEHHBIX NAPTHIA.

YnakoBka
VYnakoBka: ¢uakonsl oT 5 10 50 mu, conepxauue ot 0,1 a0 30 Ma pacteopa
YcnoBus xpaHeHHs: B TEMHOM MecTe NIpH Temneparype or +2°C po +8°C, wm

BCIIOMOTATENBHEIX PAaCTBOPOB — KOMHATHasA TeMIIEpaTypa.
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N
YeToiunsocTs H CPOKH XpaHCHHA. OpH COGJIIO,I[CHHH TEMIICPATYPHOI'O peXXHMa

XpaHeHHs — oT 12 1o 24 Mecsues, B 0TkpbITOM Bue — oT 80 mo 90 % cpoka

FOJHOCTH NMPH OTP2HHYCHHOM BO3ZIeHCTBHH ¢ OKPYXAIOUIMM BO3LYXOM,

e s e o+ T

Meroan YTHIH3aLUHH: oOBIYHan YTHAN3AUHA HCTOKCHYHBIX HCPaAHOAKTHBHBIX

6HnonoruuecKHx MaTepHANoB.

S S A W e T 4 L

MapkupoBka :f

Ha >1HKeTKe KOPOOKH JOMKHO OBITH YKa3aHO: HAMMEHOBaHHE PUPMEI-

NPOU3BOANTENA, HAWMEHOBAHKE H aIpec NPEANPUITHS —
AUCTPHOBIOTOPA, TOBAPHBIH 3HAK, Tenehon/pakc, HaUMEHOBaHHE

i NpPOXYKLAH, Ha3HAYCHHE, HOMEP CEPHH, 1aTa W3TOTORJICHHS, CPOK TOBHOCTH

00BeM ynaKoBOYHOH €MHHLEL, YCIOBHA XPaHEHHs, PETHCTPALMOHHEI HOMeED.

g

I'paduuyeckoe oopmincHHe Mapkuposxu Kopobok 1o PJ1 42-1100/1440-99-113
Mapxuposxa TpaHcnoprHo# Tapsi o 'OCT 14192-96. Ha Buemmeli ynakoske

nomxHa 6bITL NpexynpeauTenthas Haamucs « g auarsoctuxa IN VITRO»

«BEPX», TeMmepaTypHEIi peXXuM XpaHeHUs

Smme e e e

T enepajbHAbIH AMPEKTOP A.A. Henacrner
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