c1p. 1

HHCTPYKIHSA IO IPUMEHEHHUIO

PearenToB in vitro nas smmynoracroxumun: JIHK zonasr ©HII,
nabops 411 oOKpamHBaHus Artisan, Ha6opnl HPA, Oydepnl n pacTBOpSI,

BCIIOMOraTeJLHbIE MATEPHALI

dupma-nponssonutens-«Dako Denmark A/Sy», Hanus.

Pupma-zansuTens- 3A0 «AMTEO M», Poccus

COOTBBTCTByET Tpeﬁmaammm HalTHOHAIBHHX CTAHAAPTOR

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

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKUX H3ENHIA




cTp. 2

Ha3HaueHveM u3aenuii aBigeTcsa 00ecreueHue IIPOBEACHUS PeaKLuH

BHTUTCH-aHTHTEJIO B TAOOPAaTOPHBIX yCIOBHAX.

Kpatkoe omucanme: BBICOKOUYBCTBUTEIBHbIN METO4 KAYECTBEHHOTO

OTIpEJIENCHUS KJIETOUHBIX AHTUT€HOB M KOJUPYOIIETO WX

reHETUYECKOTO MaTeprana B napa¢pHOBEIX W/HIIH 3aMOPOXKEHHEBIX

Cpe3ax TKaHeH M OMOJIOrHYeCKHX YKUAKOCTAX

- IHK 30181
- HaGopsl NDA

- HabopB1 U1 CHELHABHOrO OKpaliiBaHus

Iloxazarenu

MeToanl

Hopms!

Onucanne

Busyansxo

BBICOKOYYBCTBHUTE/ILHLIA METO,
Ka4eCTBEHHOTO ONPEACICHUS
KICTOYHLIX AaHTHUI'CHOB U
KOJAMPYIOHMIETO HX N€HETHYECKOTrO
MaTepHana B mapahuHOBBIX
H/WJIM 3aMOPOKEHHBIX CPE3ax
TKaHeH U OUONOTHYCCKHX
KHUJIKOCTAX

[puHLKN

Peakitusa aHTUreH-aHTHTEJIO HA
napa@UHOBLIX WK 3aMOPOXKEHHBIX
cpe3ax TKaHel, a Takoke Ha
IMTOJOTHYECKUX Ma3Kax

YyBCTBHUTENLHOCTD U
crnetuPpHUIHOCTD

KiMHu4eckas 4yBCTBUTEIBHOCTD !
111/(111+9)=92.5%
Kauandeckas crienupuIHOCTD:
76/(76+4)795.0%

ToYHOCTS

KanHndyeckas TOUHOCTb:
(111+76)/200=93.5%

PaciiugpoBka
pe3ynLTaToB

BusyanbHO

KoRe4HbIM NpOAYKTOM ABNAETCH
OKpallleHHEIH nIpernapar I
JanbHel e BU3yanbHOH OLleHKH pU
TIOMOIUH GHONIOTHYECKOTO
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cTp. 3

MHKpOCKOIa cgetyioro nojs. Quexka
MPOM3BOIUTCS BPa4OM-
naTomMopdosorom.

Ynakoska OnaxoH eMKocThHO OT 5 110 50 M,
conepxanuii or 0,2 1o 11 mn
KOHLICHTPHPOBAaHHBIX HITH TOTOBBIX K
NpPHMEHEHHUIO aHTHTEIL.

MapkupoBka B cootBercTrun ¢ OCII

TpaHcniopTUpOBaHHE B TeMHOM MecTe TIpH TeMIiepatype oT
+2°C no +8°C

XpaHeHn#e Kax u TpaHcnopTHpoOBKa

Cpok roaHocTH IIpu cobmoaeHnd TeMIlepaTypHOro

pekruMa XpaHeHHs — ot 12 o 24
MecCALeB, B OTKPBITOM BUJE — oT 80 ao
90 % cpoka roOqHOCTH TtpH
OrpaHH4YE€HHOM BO3JICHCTBHH C
OKPYKAIOUIMM BO3/TYXOM

Ha3zuaueHueM m3pnennii aasercs obecreueHUe MPOBEICHUA peakiuu

AHTHICH-aHTHTCHO B JlaﬁopaToprlx YCIO0BHSX,

Onucanse,

HasHavyennem u3genuii spnsercs obecredeHre NPOBEACHNS peaKuyu
AHTHTEH-AHTHTENO B IADOPATOPHBIX YCIOBUSAX,

Kparkoe onucaHue: BBICOKOUYBCTBHTENEHEIH METOA Ka4eCTBEHHOTO ONpeaeiCHUSA
KJIETOYHBIX 8HTUIeHOB B NapadMHOBLIX 1/ITH 3aMOPOXKEHHBIX cpe3aX TkaHeil u
OnyxoJieH pa3In4HOro reHesa:

- IIHPOKHH CNEKTP MOHO- H MOJUKIOHANBHBIX aHTHTEJ, TECT-CHCTEMB!,
NpeAHa3sHAYEHHBIE M1 HCCIIENOBAHU TKaHEBbIX CPE3OB U KJIETOUHEIX Ma3KoB

- CHCTEMBI BU3yalH3aLUH

- AMATHOCTHKA W NPOrHO3MPOBaHUE PaKa MONOYHOMN JXKeNe3bl: HU3KOMONEKYJIAPHbIE

LUHUTOKEPaTUHBI, AHTHUTENA K PELEIITOPAM 3CTPOTEHa M NIPOTeCTEPOHA H JIpyrHe
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cTp. 4

MapKepbl, MO3BONAIOLINE ONPEAENIHTE U IPOTHO3UPOBATH TEUYEHHE Mpoecca,
onpeAeInTs 00BEM HEOOX0IMMOH Tepanuu

Hacrosdmnue MeUIMHCKIE H3IETAS IPUMEHSAIOTCS B KTHHUKO-IAar HOCTHYECKHX
nabopaTopuax npH NaroMopdoIOrHUECKHX, HMMMYHOMOTHYCCKHX,
reMaToJIor14ecKrX u ATOJOTHIECKUX HCCieJOBaHUAX. (JCHOBHEIE THITHI
ne4eOnbIX yupexaeHui — OHKonorndeckue aucnadcepsl, ObnactHeie H JeTckie
Obnacrrele Knunuveckue 60bauLbl, KpynHble ['opoackne Kinanaeckune
©0NBHUILIBI, CTIELHATH3HPOBAHHBIE AHArHOCTHYECKHE IEHTPbI (HanpHMep,
MMMYHOJIOTHYECKHE, OHKOIOTHYECKHE, IF€MATOJIOTHYECKHE H T.I1.), HAYYHEIE
LIeHTPbI, UHCTUTYTHL. CoMcKaTenaMi HaydHbIX 3BaHUH U3Zienus MPUMeHSI0TCH B
YHCTO HAYYHBIX LENAX.

Moxa3aTe/l YyBCTBHTENLHOCTH, CHENUDHIHOCTH H TOMHOCTH.

Knunuueckoe cpaBHeHHE

200 o6pa3oB, MOCTYNHUBILNX B THCTOJOIHYECKYIO JlabopaTopud GONBHHIIE], OBLIA

NMpOTEeCTHPOBAHLI HA HATHYIHE aHTUICHOB. PGSyJ'leaTBI NnpeacTapJCHBI B

Tabnuue 1.
Wl Tect 13C- Kmuandeckas
s MOYEBHHBI YYBCTBHUTENBHOCTb :
+ - Hro | 111/(111+9) =92.5%
ro | Knunndeckas
111 |4 115 | cnennpUUHOCTB:
bii H. - 19 |76 {85 |76/(76+4)795.0%
pvlori Tect KnuHu4eckas TOUHOCTD:
Hrtoro 120 180 [200 |(111+76)/200=93.5%

Kpoce-peakTHBHOCTB

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

L S i e i AT W ot At ol 8. AT

S R A 0 A 1 Nt g g . T L L £ PR T e i 8 it

e i S e e

B e Lt TP g ke 1 bt Rl ok R M S W S AR B iy - onf AR (A e b, A0 L4

SR




cTp. 5

JyOnukats! BLIOOpKH ¢ comepxanne cnexyommx daxrepuii : E. coli,
Staphylococcus aureus, Campylobacter coli, Enterococcus faecalis, unn
Campylobacter jejuni npu xoHueHTparu ~1*106 opr/mMi 1 reMornoGHH npH
0.5r/51 611K IPOTECTHPOBAHEL H JAJIH OTPHLATEBHEIE Pe3YIGTAThI [TPH TECTe
antureHaH. pylori

TTosTOpsAEMOCTE

Hecarb orpunarensHeIX 00pasuos gexannii 1 10 00pasioB ¢ NONTOXKHTENLHOR
peakuHei OT HU3KOM 1O BLICOKOH OBILNM NPOaHANH3HPOBAHbI HA HATHYHE
anTurena H. pylon B reuenne 10 nocneposatensHbix jiHed. [Ipy moBTOpHOM
TECTHPOBaHHH TOT'0 JKE 00pa3na He OBIIO OOHAPY)KEHO M3MEHEHHH B
WHTSHCHBHOCTH [[BETA.

YpOBeHb onpeacneHus

OO6pasiel, NPUrOTOBNEHHBIE H3 pa30aBlIeHHOM! CYCIIeH3HH pa3pyUIEHHOrO

yNeTpa3ByKoM aHTHreHa H. pylori npu xoHueRTpauuu 0, 50, 100 u 150 Hr/Mn

OLUIH IPOTECTUPOBAHBI ¢ NIOMOIIBIO TECTOBBIX NMPHOOPOB, B3ATRIX HAYraJ] U3 TpexX

Pa3HBIX NPOH3BOACTBEHHBIX NAPTHH,

Ynakorka

Ynakoska: ¢nakonsl ot 5 g0 50 M1, coaepxauye ot 0,1 go 30 ma pacTeopa

YcnoBHA XpaHEeHH: B TEMHOM MecTe nipH Temneparype ot +2°C go +8°C, ans

BCIIOMOTATeNbHbIX PACTBOPOB — KOMHATHAs TEMIIEPATypa.

YCTORUYHMBOCTD H CPOKHU XpaHEeHHs: IPH COONMIOACHUH TEMITEPATYPHOTO peXnMa

XpaHeHns — oT 12 0 24 Mecaues, B OTKpLITOM Buge — ot 80 a0 90 % cpoka
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cTp. 6

TOAHOCTH MPH OrPaHHYEHHOM BO3ACHCTBHH ¢ OKPYKAIOLIUM BO3IYXOM.
MeToab! yTHIM3ALUK: OOBIYHAS YTUNIM3ALMSA HETOKCHYHBIX HEPaJHOAKTHBHbIX
OHMONIOTHYECKHX MATEPHAJIOB.

MapkuHpoBKa

Ha sTHKeTKe KOpOOKH JOMKHO ObITh YKa3aHO: HaMeHOBAHUE (DHPMBI-
NPOH3BOAUTENS, HAUMEHOBAHHE W apeC MPEATIPUITHS —

AACTPHOBIOTOPA, TOBAPHBIN 3HaK, TenedoH/(pakc, HAUMEHOBaHHE

NpOoAYKLHH, HasHaYeHHe, HOMEp CepHHU, JaTa H3TOTOBNEHMA, CPOK FOIHOCTH

0b6beM ynaxonoqﬂoﬁ CAUHALBL, YCJIOBHA XPaHEHNA, pel"HCTpaIJ,HOHHbIﬁ HOMED.

I'padnueckoe odopmrerne mapkuposku kopodok o PJ1 42-1100/1440-99-113
Mapxuposka tpancnoptHo#i Tapel o 'OCT 14192-96. Ha BHeLHeH ynakoske
J0JDKHA OBITH MpeaynpeauTensHas Haanuch « Qg guaraoctuxu IN VITRO»

«BEPX», TemnepatypHbIii pexHM XpaHeHHs

I'enepanbHBlil AUpPEKTOD
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