HABOP UDA

AnA ONPEAENEHUA AHTUTE KNACCA IgG
K BUPYCY 'EPIMNECA 1 TUMNA

1401-11, HSV1 1gG

Kamarnoe. Ne :1401-11 Memoduka om 09-10-2013
Konuyecmeo ;96

lMpoussodumens: DAI (CLUA)

OcHoeoli_rnipu_npoeedeHuUU aHanu3a siensemcs opuauHas
UHCMPYKUUU Ha aHarulcKoM $3blKe, 8II0XEHHOU 8 Habop.
1 Homep u dama eepcuu opueuHarna u nepesoda UHCMPYKUUU
————  QO/DKHbI cogrnadame.

OBLUAA NHOOPMALUA

KonunyectBo TectoB 96 TecTOB
Tect HSV 1 1gG UDA
MeTtop UDA: TBepaodasHbin
MMMYHOCOPOEHTHbIN aHanus3
MpuHUMN Henpsimon UDA: 3axBaT aHTUTEN

KauyecTBeHHbIN: NMoNOXUTENbLHbIN,
OTtpuuatensHbii KoHTponb n Cut-off

[vana3oH o6HapyxeHus

O6pasey 5 mkn CbIBOPOTKU
CneundmyHocTb 100 %
YyBCTBUTENbLHOCTb 100 %
O6Gee Bpems ~ 75 MUHYT
CpoK XpaHeHus 12-18 mecsiueB
Temnepatypa XpaHeHus 2-8°C

*[labopamopHble aHanu3bl He Mo2ym b6bimb e0UHCMBEHHbIMU Kpumepusimu Orsi
MeOUUUHCKO20 3aK/oyeHust. Micmopus 6onesHu nayueHma u nocnedyroujue
mecmbl QO/MKHbI BbiMb MPUHSIMbI 80 BHUMaHUE.

HA3BAHUE U NPUMEHEHUE

Habop HSV 1 IgG npegHasHayeH Oonsa onpefeneHus cepornornyeckoro
cTaTyca naumeHTa npy MHMEKUMN BUpyca reprneca NpoCcToro Ui oLeHKn
NnapHbIX  CbIBOPOTOK MNPU  3HAYUTENBLHOM  YBEMUYEHUW  reprec
cneundwuyeckoro 1gG.

KPATKOE ONMUCAHUE N OB BbACHEHUE UCCINEQOBAHMUA

Bupyc repneca npocToro SBRSETCS LUMPOKO pacnpoOCTPaHEHHbIM
naToreHoM W ero nepsuyHas MHdEeKUMa obblYHO acumnTomaTudHa. Ectb
aBa Tvna HSV: tun 1 v tun 2. HSV 1 B ocHoBHOM accouuvpyeTcsl ¢
opanbHOM MHMEKUMENn U MOBPEXAEHUAMU BEpPXHEN 4acTu TyrnoBuLa,
HSV 2 accoumnpyeTcs € MONOBbIMA WHGEKUMSMU U NOBPEXAEHUAMMN
HWKHEN dactu Tynosuwa. KnuHuyeckumun cnyvasmu asnstTca: 1)
ak3ema herpeticum € 3K3€MHBIMU M3MEHEHVAMM KOXW W YMCMEHHBIMU
NOBPEXAEHUSIMU; 2) TMHTMBO-CTOMATUT U 3) repnec cencuc, HaugeHHbIV B
6onbLlUMHCTBE CryvaeB TONbKO B HOBOPOXAEHHbIX UMW NpexXaeBpeMeHHO

pOXOEHHbIX AeTel. [aHHbii Habop SABNSETCA  YyBCTBUTENbHbIM
CEeposiornyeckum MEeTOA0oM ans onpegenexHus aHTUTEena
cneundgmyeckoro HSV B 06pasue cbiIBOPOTKM.

NPUHUUN UCCNEOQOBAHUA

OJNLLEHHbIN  aHTUreH  NPUBUT K  MOBEPXHOCTU  MUKpOSIYEEK.
PasbaBneHHas cbiBOpoTka nauuMeHTa p[obaBnseTcsa B JYyHKU, U

cneundmyeckoe aHtuteno HSV 1 IgG, ecnu oOHO npucyTcTByeT,
CBA3bIBAETCA C aHTUreHoM. Bce HecBsidaHHble MaTepuarnbl BbIMbIBAOTCS.
Mocne po6aBneHnss EpPMEHTHOrO KOHblOrata, OH CBA3blBAeTCH C
KOMMIIEKCOM aHTuTeno-aHTureH. OcTaTkm (PepMeHTHOro KoHblorarta
BbIMbIBalOTCA, U AobaBnsaTcA cybctpaT u xpomoreH. Katanutuueckas
peakuusi ocTaHaBnMBaeTcs B crieumduyeckoe BpeMs. VIHTEHCMBHOCTb
BblpabaTbiBaemoro uBeTa nponopuuoHanbHa KonuyecTtay
cneunduyeckoro IgG aHTutena B obpasue. PesynbTaTbl cuuThiBalOTCA
MUKPOMNMaHWeTHbIM PUAEPOM W CpaBHMBAKOTCA € Kanubpatopom u
KOHTPOMAMM.

NOCTABINAEMbIE MATEPUATNDI

1. JlyHKM MUKpoONnaHweTa, NoKpbiTble OYMLLEHHBIM aHTureHom HSV 1
(12x8 nyHok)

2. Pasbasutenb obpasua: pactBop cuHero useta, 1 6yT. (22mn)

3.  Kanubpatop: 3HayeHve koadpdumumeHTa (f) ykazaHO Ha 3TMKeTKe.
KpacHas kpbiwka. 1 dnakoH, 150 mkn

4. OrtpuuatenbHbin  KoHTponb: [dnanasoH
BecugeTHas kpblwwka. 1 conakoH, 150 mkn

5. TlonoxwutenbHbln KoHTpomnb: [uana3oH yka3aH Ha 3TUKeTKe.
3eneHas kpbiwka. 1 dpnakoH, 150 mkn

6. TpombiBoyHbIV KoHueHTpaT 10x: benas kpbiwka, 1 dnakoH, 100 mn

yKazaH Ha J3TUKeTKe.

7. ®depMeHTHbIN KOHBIOraT: pacTBOp KpacHoro useta, 1 dnakoH, 12 mn
8. XpomoreHHbii cybectpat TMB: aHTapHasa 6yTbinka, 1 dn., 12 mn
9. Cron pactBop: 1 ¢n.,12 mn

XPAHEHUE U CTABUJIbHOCTb

1. XpaHuTe peareHTbl npu 2-8°C.

2. MwukponnaHweT XpaHWUTb B 3aKpbITOW YMNakoBKE C OCyLUMTEMNEM.
PekomeHayeTcs nMcnonb3oBaTb BCE JYHKM Ha MPOTSKEHUWU Hedenb
nocrne oTKpbITUSI.

3. Bce peareHTbl cCTabunbHbI 4O UCTEYEHUSI CpPOKa rogHOCTM Habopa.

4. He nogsepraTb peareHTbl BO3AEUCTBUIO TEMMA, COMHLUA UMK SPKOro
CBeTa BO BPEMS UX XpaHEHUS U UCMOMb30BaHUS.

MEPbI MPEOOCTOPOXHOCTHU

1. TNoTeHumanbHO MHMEKUNOHHBIN MaTepuan. HecmoTps Ha TO, 4TO
BCe KOMMOHeHTbl Habopa, cogepxalime CbIBOPOTKY  KpPOBM
YyernoBeka, NMPOBepeHbl Ha OTCYTCTBME BMPYCOB renatuta B n BUY
(1+2), HM OOMH M3 U3BECTHbIX METOAOB He MOXEeT AaTb MOMHYo
rapaHTuMioO OTCYTCTBUSI WMH(PEKUMOHHBIX areHToB B UCCregyeMoMm
matepuane. [lostomy Heobxogumo obpalatbc C  AaHHbIMU
peareHTamu, Kak ¢ NoTeHUManbHO MHEKLMOHHBIM MaTepuarnomMm.

2. [aHHbIn Habop paspaboTaHHbIN ANs UCMoMb30BaHMs in vitro.

3. 3anpelyaeTcs NpMHMMATL NULLY, KypUTb, NMONb30BATLCA KOCMETUKOW
npu paboTe c peareHTamu, MUNEeTMpPOBaTb KOMMOHEHTbI Habopa
pTOM.

4. KoMnoHeHTbl Habopa npegHa3HayeHbl A1 WCMOMb30BaHWUSA Kak
eavHoe uenoe. He cmeluvBanTe KOMNOHEHTbI pasHbIX CEPUI.

5. HekoTopble KOMMOHEHTbl Habopa cogepxaT as3ug HaTpusi B
KauyecTBe KOHcepBaHTa. BcTynasi B peakumio CO CBUHLIOM U MefbHo,
asug  Hatpus obpasyeT B3pbiBOOMacHble asuabl  MeTarnmos.
OTpaboTaHHble peareHTbl cregyeT pa3baBnatb  GomnbLivm
KONMYECTBOM BOAOMPOBOAHOW BOAbI, MOCIIE YEro UX MOXHO CrMBaTb
B KaHanusauuio.

CBOP U UCNOJNb30OBAHUE OBPA3LI0OB

1. CobpaTb 06pasLbl KpoBU U omenMTb CbIBOPOTKY.

2.  O6pasLbl MOXHO XpaHWUTb Npu 2- 8°C He Gonee ogHON HeZenm unm
3aMOpOXEHHbIMM B TeyeHne 6 mecsaueB. M3beraTb NOBTOpPHOro
3aMOpaxuBaHWsa 1 oTTanBaHusi Npoo.

noaAroToBKA K AHANU3Y

1. TMoproToBka 1x npombiBOYHOro Hydhepa:
MoaroToBMTbL NPOMBIBOYHBLIN Bydep, Ao6aBNsAs AUCTUNNMPOBaHHYO
UM OEVOHM3VPOBaHHYI0 BOAY K KOHUEHTpaTy 10X NpOMbIBOYHOrO
6ydbepa 4o okoHyaTenbHoro obbema 1 nuTp.

2.  MNpwuBeguTe BCce KOMMNOHEHTLI Habopa M aHanuaupyemble 06pasubl K
KOMHaTHOW Temnepartype (20- 25°C) W aKKypaTHO nepemeluante.

NPOLIEAYPA AHANU3A

1. TMomecTuUTb Hy>XHOE KONNMYEeCTBO CTPUMOB B LUTATUB.

2. PasBectn pasbaButenem ans o6pasuoB B cooTHoweHun 1:40,
pobasnss 5 mkn obpasua, OTpuUATeNbHOro, MOMOXUTENBHOMO
KkanubpaTtopa u kanubpatopa NOporoBoro 3HaveHus k 200 mkn
pasbaBuTensa ansg obpasuos. TwaTenbHO NnepemeLlaTsb.

3. B cootBeTcTBylOWME NYHKM BHectn no 100 Mkn pasBedéHHbIX
06pasuoB CbIBOPOTKM, KanubpaTopoB. [ns onpegenexHust goHa
BHecTn 100 mkn pasbasutens ansa obpasuos B nyHky 1A. Yaanutb
ny3blpbkW BO34yXa W3 XWAKOCTM W TWaTeNbHO nepemellaTtb
cogepxmmoe nyHok. WHkybupoBate 30 MWHYT npyv KOMHaTHOM
Temnepartype.

4. YpanuTb XWAKOCTb M3 NYHOK WU MPOMbITb UX 3 pasa NMpoMbIBOYHbBIM
pactBopom 350 mk.

5. BHectn B kaxayt nyHky no 100 mMkn depMeHTHOro KoHbtorata, u
NHKyOmpoBaTb 30 MUHYT NpV KOMHaTHOM Temneparype.

6. Ypanutb pepMeHTHbIN KOHblOraT U3 BCEX MYHOK, U MPOMbITb UX 3
pa3a NpoMbIBOYHbLIM pacTBOpom 350 MK.

7. BuHectn 100 mkn TMB xpoMoreHHoro pactesopa U uHkybuposatb 15
MWHYT NPW KOMHaTHOW TemnepaType.

8. BHectn 100 mkn cTon pactBopa Ansi OCTaHOBKU peaKLuu.

Y6eanTbcs, YTO Mepen MOMELLEHWEM MriaHLWeTa B puaep HU B
OJHOW NyHKe HET My3blpbKOB BO3ayXa.

9. C nomoublo puaepa U3MEPUTb ONTUYECKYID MAOTHOCTb FYHOK Npu
450 HMm.

BbIYUCIIEHUE PE3YNIbTATOB

1. [Onsa nonyyeHus Cut-off 3HaveHusa OlN: YmHoxuTb Ol kanubpaTopa
Ha koadpdumumeHT (F), HanevyaTaHHbIN Ha 3TUKETKe KanubpaTopa.

2. Mopcuntatb koadhduumeHT IgG kaxgoro onpeaeneHus aeneHvem
3HayeHus Ol kaxgoro obpasua Ha nonydeHHoe Cut-off 3HaueHue.

Hanpumep:

Ecnu 3HaveHne daktopa (F) Ha aTukeTke = 0.4

Otot hakTop (F) siBNsieTCS BENMUMHOW nepemMeHHON. OTo MoxeT ObiTb
0.35 unn 0.5 n 1.4. Ha aTMKeTKe kanmbpaTopa.



[Mony4yeHHoe 3HaveHne O.D. kanubpatopa = 1.100

MpepenbHoe 3HaveHne O.D. = 1.100 x 0.4 = 0.44 (no onpeneneHuo
nHaekca IgG = 1)

0.D. O6pasua naumeHta = 0.580

MHpeke 1gG = 0.580/0.44 = 1.32 (NonoXuTenbHbIN pe3ynbTar)

0.D. O6pasua naumeHta = 0.320
WHaeke 1IgG = 0.320/0.44 = 0.73 (oTpuuatenbHbI pe3ynbTar)

KOHTPOIJIb KAYECTBA

XoA  aHanmMsa  MOXHO  cyuTaTb  yAOBMETBOPUTEMbHBIM,  €Cn

BbIMOJHATCS cneaytowme TpeboBaHus:

1. Ol KOHTPONBHOrO peareHTa ¢ MUKPOMMAHLLETHOTO puaepa AoSKHa
6bITb MeHbLue 0.150

2.  Ecnu O kanubpatopa 6yaet meHblie 0.250, TecT cuMTaeTcs He
OEeNCTBUTENBHBIM U €r0 HYXXHO NMOBTOPUTL.

3. HSV 1 IgG ana oTpuuaTenbHOro U MOFIOXUTENBbHOTO KOHTPONS
OOIMKHbI ObITh B Mpefenax, ykasaHHbIX Ha 3TUKeTKe.

WHTEPNPETALMA

OTtpuuaTtenbHbiii:  koadpdpuumeHT HSV 1 IgG 0.90 unu Hnxe sBnseTcs
cepooTpuuaTtenebHbIM Ans aHtutena knacca IgG k
HSV 1

ComuutenbHbii: HSV 1 IgG B npegenax 0.91-0.99 sBnsetca
COMHUTenbHbIM.  OBGpasubl  crnegyeT  MOBTOPHO
uccneposatb

MonoxwutenbHbin:  HSV 1 IgG  1.00 wnm Bblwe sBRseTcH
CepononoXxuTensbHbIM

PABOYUE XAPAKTEPUCTUKU

YyBCTBUTENBHOCTb U cneuuUYHOCTb

Mcecnegosanuck 66 06pa3uoB CbIBOPOTKM AMst OLEHKN CneuuduyHoCTH 1
YyBCTBUTENBHOCTW aHanu3aa. Pe3ynbTaTbl ykadaHbl HUXe:

CXEMA MNMPOLIEQYPbI AHAJIU3A

War (20-25°C KT) 06Lem Bpems
MHKyb6auumu
1 PasbaBneHve obpasua 1:40 = 5
Mkn/200 mkn
2 PasbaBneHHbIN obpaszey n | 100 mkn 30 MuHYT
KanubpaTopbl
3 MpombiBaHve (3 pasa) 350 mkn
4 PepMeHTHbIN KOHblOraT 100 mkn 30 MuHYT
5 MpombiBaHve (3 pasa) 350 mkn
6 TMB xpomoreHHbIn cybeTpaT 100 mkn 15 MuHyT
7 Cron pacTBop 100 Mkn
8 CuutbiBanue Ol npu 450 Hm

PecepeHTHbIN UDA
OTpud. COMHMUT. Monoxwr. Bcero
OT1puu. 20 (D) 0 0(B) 20
MDA COMHUT. 0 0 1 1
OAUN Monoxwr. 0(C) 0 45 (A) 45
Bcero 20 0 46 66

YyscTButensHocTb = A/(A+B) = 45/(45+0) = 100%

CneunduyHocts = D/(C+D) = 20/(0+20) = 100%

ToyHoCTb = (A+D)/(A+B+C+D) = (45+20)/(45+0+0+20) =
65/65 = 100%

To4HOCTb

ToyHoCcTb Oblnia OueHeHa TecTUpoBaHMEM TpPeX pasHblX CbIBOPOTOK 8
pEennuKaHTOB B TeyeHue oaHon Hepenu. KB B aHanuse n mexagy Humm
yKasaHbl HUXe:

OtpuuatenbHbIn Hu3ko nonoxutenbHbI MonoxuTenbHbIn
B aHanu3e 8.9% 7.5% 6.8%
Mexay 10.3% 8.3% 7.5%
aHannsamu
OMPAHUYEHUSA
1. Kak n B Opyrux cepornorMyeckux aHanusax, pesynbTaTbl 3TOro

aHanusa [OIMKHbl MHTepnpeTMpoBaTbCsd COBMECTHO C  ApyroW
KIMHUYECKOW MHOpMaLMEN.

2.  OO6pa3supbl, NOMy4YeHHble CAMLLIKOM paHO BO BpeEMs MNEPBUYHOMN
MHdEKUMN, MOryT He CcoaepxaTb onpefensieMbll  ypoBeEHb
aHTWTena.

3. OpauH obpaseL, CbIBOPOTKM He OOMMKEH MCMOoNb30BaTbCs B LiEnsx
OVarHocTukn HepdasHen WHdekumm. lMapa o6pa3uoB CbIBOPOTKM
pomkHa ObiTb cobpaHa W TecTMpoBaHa OOHOBPEMEHHO Ha
CEpPOKOHBEPCMUIO.
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