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HABOP UDA A5NA ONPEOENEHUA

AHTUTEIT KITACCA igm K
BUPYCY FEPIECA 2 TUIA
Kar.Ne: 14047
MpouzBoauTens: Diagnostic Automatic, Inc., (CLUA)

Memoduka om 03-19-2013

BHumaHue: ocHoeoli npu rnposedeHuuU aHanusa siensemcsi opuauHarn
UHCMPYKUUU Ha aHarl. A3blKe.

OBLUAA UHOOPMALUA

KonuyecTtBo TectoB 96 TecToB
Tect HSV2 IgM NDA
MeTtop UDA: TBepaodasHbin
MMMYHOCOPOEHTHbIN aHanus3
MpuHUMN Henpsmon UDA: MNMnaHweT, NnOKpbITbIN

aHTUreHamum

KauyecTBeHHbIN: NMonoXuTenbHbIN,
OTtpuuaTtenbHbin KoHTponb n Cut-off

[vana3oH o6HapyxeHus

O6pasey 5 mkn CbIBOpPOTKHM
CneunduyHocTb 100 %
YyBCTBUTENbLHOCTb 99 %
O6GLee Bpemsi ~ 75 MUHYT
CpoK xpaHeHwusi 12-18 mecsiueB
TemnepaTypa XpaHeHus 2-8°C

*MabopaTopHble aHanuabl He MOryT BbiTb €AVHCTBEHHBIMU KPUTEPUSIMU S
MeaMLMHCKOro 3aksiiodeHust. VicTopus 6onesHu naumeHTa n nocneayoLwme TecTbl
[OMMKHBI BbITh MPUHATLI BO BHUMaHWE.

HA3BAHUE U NPUMEHEHUE
IwnarHoctuyecknit Habop HSV2 IgM npegHasHadeH Ans obHapyxeHus
IgM aHTUTEN K BUpYCy npoctoro repneca (BIIN) 2.

KPATKOE ONMUCAHUE N OBbACHEHUE UCCNEONOBAHUA

Bupyc repneca npocToro SBNSeTCA  LUMPOKO pPacnpoCTpaHEeHHbIM
naToreHoMm u ero nepeuyHas MHdekums obbivHO acumnTomaTyHa. Ectb
asa tuna HSV: tun 1 n Tmn 2. HSV2 B ocHoBHOM accouuupyeTcsi C
opanbHOW MH(peKumMen n MNoBpPEeXOEHUSIMU BEPXHEN 4acTu TynoBuMLLA,
HSV2 accoununpyetcs € MnomnoBbiMU MHAEKUMSMU 1 MOBPEXAEHUAMMN
HWKHEN vactu Tynosuwa. KnuHuyeckumun cnyvasmu asnstoTca: 1)
ak3ema herpeticum C 3K3€MHbIMWU M3MEHEHUSIMU KOXU W YUCMEHHLIMU
NOBPEXAEHUAMMU; 2) TMHIMBO-CTOMATUT U 3) reprec cencuc, HauaeHHbI B
GonbLlUMHCTBE CryvaeB TONbKO B HOBOPOXAEHHbIX UMW NpeXaeBpeMeHHO

poXaeHHbIX AeTel. [aHHbli  Habop sABNAeTCA  YyBCTBUTEMbHLIM
Ceponornyecknm MeToaoM ans onpeaenexns aHTUTEena
cneunguyeckoro HSV B 06pasue CbiIBOPOTKM.

NPUHUUN UCCNEOOBAHUA

OuMlleHHbIN  aHTUreH  MpUMBMT K MOBEPXHOCTM  MUKPOSYeek.
PasbaBneHHasi cblBOpoTka nauveHTa pJobaBnsietcs B NyHKW, W
cneundmyeckoe aHtuteno HSV2 IgM, ecnm oHO npucytcTByerT,

CBAA3bIBAETCA C aHTUreHoM. Bce HecBsA3aHHble MaTepuarbl BbIMbIBAKOTCS.
Mocne pob6aBneHus EepMeHTHOrO KOHblorata, OH CBsi3blBaeTcad C
KOMMIIEKCOM aHTuTeno-aHtureH. OcTtaTku d,’)epMeHTHOFO KOHblOraTta
BbIMbIBalOTCs, U fobasnsoTCs cy60TpaT 1 xpomoreH. Katanutunyeckas
peakums ocTaHaBnuBaeTcs B creumduyeckoe BpeMms. NHTeHCUBHOCTb
BblpaﬁaTblBaeMOFO uBeta nponopuvoHanbHa Konunyecrtey
cneumguyeckoro |gM aHTuTena B o6paaue. PeSyJ'IbTaTbI CHUTbIBAOTCA
MUKpOMIaHWeTHbIM puaepoM U CpaBHUBAKOTCA Cc KaﬂMﬁpaTOpOM n
KOHTpONAMN.

NOCTABNAEMbIE MATEPUATDbI

1. JlyHKM MukponmnaHweTa, NOKPbITble OYMLLEHHbIM aHTureHom HSV2
(12 x 8 nyHok)

2. ABcopbupytowumii pacTBop: YepHast Kpbilka, 1 6yT., 22mn

3. Kanunbpatop: 3HauveHve koadpduumeHta (f) ykasaHO Ha STUKeTKe.
KpacHas kpblwka. 1 dpnakoH, 150 mkn

4. OtpuuaTenbHbii  KoHTponb: [dunanasoH
BecuBeTHas kpblwka. 1 conakoH, 150 mkn

5. TonoxuteneHbin KoHTponb: [Mana3oH ykasaH

3eneHas kpbiwka. 1 donakoH, 150 Mkn

MpombiBouYHbIM KoHueHTpaT 10x: 1 6yTbinka, 100 mn

depMeHTHBIN KOHbIOraT: pacTBOp KpacHoro ugeta, 1 dnakoH, 12 mn

XpomoreHHsbin cybetpaT TMB: sHTapHas 6yTbinka, 1 cn., 12 mn

Cron pactBop: 1 ¢n.,12 mn

YKa3aH Ha 3TUKeTKe.

Ha 3TUKEeTKe.
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XPAHEHUE U CTABUITIbHOCTb

1. XpaHuTe peareHTbl Npn 2-8°C.

2.  MwukponnaHLeT XpaHUTb B 3aKPbITOW YNakoBKE C OCYyLUATENEM.
PekomeHayeTcs ncnonb3oBaTtb BCE MyHKU HA NPOTSXEHUU 4 Heaenb
nocrne oTKpbITUSI.

Bce peareHTbl cTabunbHbl O UCTEYEHUSI CpOKa rogHOCTM Habopa.
He nogBepratb peareHTbl BO3AENCTBUIO TEMMa, COMHLUA WU SpKoro
CBeTa BO BPEMS UX XpaHEHUS U UCMOMb30BaHUS.

o

MEPbI MPEOQOCTOPOXHOCTHU

1. TNoTeHumanbHO MHMEKUNOHHBIN MaTepuan. HecmoTps Ha TO, 4TO
BCe KOMMOHeHTbl Habopa, cogepxalime CbIBOPOTKY  KpOBM
YyernoBeka, NMPOBepeHbl Ha OTCYTCTBME BMPYCOB renatuta B n BUY
(1+2), HM OoOMH M3 U3BECTHbIX METOAOB He MOXEeT [aTb MOMHYo
rapaHTuMioO OTCYTCTBUSI WMH(PEKUMOHHBIX areHToB B UcCregyeMoMm
matepuane. [lostomy Heobxogumo obpalatbc C  AaHHbIMU
peareHTamu, Kak ¢ NoTeHUmnanbHO UHEKLMOHHBIM MaTepuarnoMm.

2. 3anpeluaeTcs NpMHMMaTL NULLY, KypUTb, NONb30BaTLCA KOCMETUKOW
npu paboTe C peareHTaMu, MUMNeTMpPOBaTb KOMMOHEHTbI Habopa
pTOM.

3.  KomnoHeHTbl Habopa npegHasHayeHbl Ans MCMONb30BaHUS Kak
eaviHoe uernoe. He cmeluvBanTe KOMMNOHEHTbI pasHbIX CEPU.

4. HekoTopble KOMMOHEHTbI Habopa copepxaT asug Hatpus B
KayecTBe KOHcepBaHTa. BcTynasi B peakumio CO CBUHLOM U Mefblo,
asug  Hatpus obpasyeT B3pblBOOMacHble asugbl  MeTaros.
OTpaboTaHHble peareHTbl criegyeT pa3baBnatb  GonbLimm
KONMYeCTBOM BOAOMNPOBOAHOW BOAbI, MOCIE YEro UX MOXHO CruBaTb
B KaHanusauuo.

CBOP N NCNonb30OBAHUE OBPA3LI0OB
CobpaTtb 0bpasLbl KPOBU U OTAENUTb CbIBOPOTKY.

2. O6pasLbl MOXHO XpaHuTb npu 2-8°C He Gonee ofHON Hepeny uUnu
3aMOPOXEHHbIMM B TeyeHne 6 MecsiueB. M3beraTb MNOBTOPHOroO
3aMOpaxmBaHus 1 OTTanuBaHusi Npoo.

NOArOTOBKA K AHANN3Y

1. TMopgroTtoBka 1x NnpombIiBOYHOro Bydepa:
MoaroToBMTL NPOMBIBOYHBLIN Bydep, A06aBNAS ANCTUNNMPOBAHHYIO
UMM OevoHU3NPOBaHHYl0 BOAy K KOHUeHTpaTy 10X MpoMbIBOYHOrO
Oydepa 4o okoH4aTenbHOro oobema 1 nuTp.

2. TpvBeanTe BCE KOMMOHEHTbI Ha6opa N aHanuavpyemble 0bpasupbl k
KOMHaTHoW TemnepaType (20- 25° C) 1 akkypaTHO nepemeLLanTe.

I'IPOLI,EJ:I,YPA AHANU3A
MomecTUTb HyXHOE KONM4eCcTBO CTPUMOB B LUTATUB.

2. Pa3Bectu pa3basutenem ans obpasuoB B cooTHoLeHun 1:40,
fobasnas 5 mkn obpasua, oTpULaTENbHOro, NONOXUTENBHOMO
kanubpaTopa u kanubpatopa noporoBoro 3HavyeHus kK 200 mkn
pasbaBuTensa ansa obpasuos. TwaTenbHO NnepemeLlatsb.

3. B cootBetcTBylOWME NYHKU BHecTM no 100 Mkn pasBef€HHbIX
06pa3LioB CbIBOPOTKM, kannbpaTopos. [Ans onpegeneHus goHa
BHecT 100 mkn pasbaBuTens ansi o6pasuoB B nyHKy 1A.
YpanuTb nysblpbkn BO3Ayxa W3 XKWMOKOCTM W TWwaTenbHO
nepemMellaTb COAEPXUMOE MNyHOK. MHkybuposaTb 30 MWHYT
npu KOMHaTHOM TemnepaType.

4.  YpganuTb XuOKOCTb U3 JIYHOK W
NMPOMBIBOYHBIM PacTBOPOM.

5. BHecTtu B kaxayto nyHky no 100 mkn chepMeHTHOro KoHblorata,
1 MHKY6rpoBaTb 30 MUHYT NpU KOMHATHOW Temneparype.

6. YpanuTb ()epMEHTHbIN KOHBbIOraT M3 BCEX FTYHOK, U NPOMbITb
nx 3 pasa NPOMbIBOYHLIM PacTBOPOM.

7. Brectn 100 wmkn TMB xpomoreHHoro pacTBopa MU
WHKYOMpoBaTb 15 MUHYT Npy KOMHaTHOM Temneparype.

8. BHectu 100 mkn pactBopa 2 N HCI ons octaHOBKM peakumm.

npoMbITb KX 3 pasa

Y6eautbes, 4TO nepen nomeweHuwem nnaHweTta B puaep HU B
ofHon JIYHKe HeT Ny3blpbKOB BO34yXa.

9. C nomoupbio puaepa U3MepUTb OMTUYECKYHO MMOTHOCTb MYHOK
npu 450 HMm.

BbIYUCIIEHUE PE3YINIbTATOB

1. Ons nonyyenus Cut-off s3HaueHus OM: YMHoxuTb Ol kanubpatopa
Ha koadpdmumeHT (F), HaneyaTaHHbIN Ha 3TUKETKe KanubpaTopa.

2.  TopgcuutaTtb Koo dpuumneHT IgM kaxpgoro onpegeneHus AeneHvem
3HauveHus Ol kaxporo obpasua Ha nonyyeHHoe Cut-off 3HaueHue.

Hanpumep:

Ecnu 3HauveHune daktopa (F) Ha aTukeTke = 0.4

37101 hakTop (F) SBNsSieTCA BENMUYMHON MEepeMeHHON. OTO MOXeT ObiTb
0.35 unn 0.5 n 1.4. Ha aTMKeTKe kKanmbpaTopa.

MonyyeHHoe 3HaveHne O.D. kanubpaTopa = 1.100
MpepenbHoe 3HayeHne O.D. = 1.100 x 0.4 = 0.44 (no onpegeneHuo
nHaekca IgM = 1)



0O.D. O6pasua naumeHTa = 0.580
WHaekc IgM = 0.580/0.44 = 1.32 (NonoXuTenbHbIN pesynbTar)

0O.D. O6pasua naumeHTa = 0.320
WHpeke IgM = 0.320/0.44 = 0.73 (oTpuuaTenbHbI pe3ynbTar)

KOHTPOI1Ib KAYECTBA

Xon  aHanmMsa  MOXHO  cyuTaTb  yOOBMETBOPUTEMbHbIM,  €Cnn

BbIMOJHSATCS cnegytowue TpeboBaHus:

1. Ol KOHTPONBHOro peareHTa ¢ MUKPOMMAHLIETHOro pyaepa oSkHa
6bITb MeHbLue 0.250

2.  Ecnu OIN kanubpatopa 6yaet meHble 0.250, TecT cumMTaeTca He
[EeCTBUTENBHBIM U €0 HY>XHO MOBTOPUTb.

3. HSV2 IgM pgna oTpuuaTenbHOro W MOMOXUTENbHOTO KOHTPONS
OOMKHbI ObITh B Npefenax, ykazaHHbIX Ha 3TUKETKE.

WHTEPNPETALUA

OTpuuaTtenbHbiii:  koadpdpuumeHt HSV2 IgM 0.90 unu Huxe siBnsieTcs
cepooTpuUaTenbHbIM AN aHTUTena knacca IgM k
HSV2

ComuutenbHbii:  HSV2 IgM B npegenax 0.91-0.99 saBnsetcs
COMHUTENbHbIM.  ObGpasubl  cnegyet  MOBTOPHO
nccneposatb

MonoxwutenbHbin: HSV2 IgM 1.00 unm Bbllle  ABMAseTcs
CEeponoNnoXnTeNbHbIM

PABOYUE XAPAKTEPUCTUKU

To4YHOCTb

ToyHOCTb Oblnla OuEeHeHa TecTMpPOBaHMEM TpPeX pasHbiX CbIBOPOTOK 8
pennnkaHToB B TeyeHuWe ofdHow Hegenu. KB B aHanuse u mexay HUMu
yKkasaHbl HUXe:

OTpuuaTenbHbIn Husko MonoxutenbHbIN
NONOXMUTENbHbIN
B ananuse 10.2 % 8.5% 75%
Mexay 121 % 9.7 % 8.4 %
aHannsamun
OMPAHUYEHUA
1. Kak n B Opyrux cepornorMyeckux aHanusax, pesynbTaTbl 3TOro

aHanusa [OIMKHbl MHTepnpeTMpoBaTbCsd COBMECTHO C  Apyrow
KIIMHUYECKOM MHAOpMaLmen.

2. OG6pasupl, NOMny4yeHHble CILIKOM PaHO BO BpPeMs NEePBUYHON
MHdEKUMN, MOryT He CcoaepxaTb onpefensieMbil  ypoBEHb
aHTWTena.

3. OpvH obpasel, CbIBOPOTKM HE AOJIKEH WCMONb3oBaTbCs B LENsX
OVarHocTukn HepdasHen WHdekumn. lMapa o6pa3uoB CbIBOPOTKM
fomkHa ObiTb cobpaHa W TecTMpoBaHa OOHOBPEMEHHO Ha
CEepOKOHBEPCUIO.

NUTEPATYPA (Cm. 8 opueauHane uHCmpyKyuu).
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