DIANEE

Ha6op MDA
ANA NONyKONMNYeCTBEHHOro U Ka4eCTBEHHOro
onpeaenieHnsi B CbIBOPOTKE UIU Nna3me aHTUTen
knacca lgG k Bupycy npoctoro repneca 1+2 tuna
(BMNI 1+2)

Kamanoe. Ne  : DHSV3012G
Konuyecmeo  :96
Mpouseodumens: Orgenium Laboratories (®uHnaHauna)

Memoduka 2.9

BHumaHue: ocHosol npu npoeedeHuu aHanusa sernigemcs opucuHars
UHCMPYKUUU Ha aHeJl. s3blKe.

NPEAHA3HAYEHUE
Habop komnanum «OpaxeHnym Jlabopatopus» Herpes Simplex Virus Types
1+2 (HSV 1+2) IgG Antibody EIA Test paspabotaH pans
NONYKONUYEeCTBEHHOIO M KayeCcTBEHHOro ornpefeneHus cneumduyeckmnx
aHTuTen knacca IgG B ceiBopoTke unu nnasme k BMr-1 v BMAr-2.
Hacmosiwuii aHanu3 npedHazHa4yeH moJsibko 0551 QuacHoCmMu4YecKo20
ucrniosib308aHus in vitro.

OKoH4YamenbHbIli duazHo3 AosnkeH 6bimb nocmaeJsieH
KeanuguyupoeaHHbIM 8pPaYOM 8 KOHmMeKcme KUHUYecKol ucmopuu
nayueHma e coyemaHuu ¢ pya2umu nodmeepxoarouiumu
duazHOCMuUYecKUMU MemodaMu npu ux rMpuMeHeHuU.

NPUHUUN AHATNTU3A

Hacrosiliee wvccnegoBaHMe OCHOBaHO Ha MPUHUMMNE UMMYHOMEPMEHTHbIX
aHanusoB (M®A) .OuuLLEHHbI aHTUreH HAHOCUTCS Ha MOBEPXHOCTb MYHOK
MWKPOTUTPaLMOHHOTO nnaHweta. PasbasneHHble 06pasubl M KOHTPOMM
KanawT M3 MUMNETKN B NYHKM MMKPOTUTPALMOHHOrO nnaHweta. Mpoucxoant
3aKpenneHne mexay aHTuTenamu knacca |gG CbIBOPOTKM vnu nnasmbl W
MMMOOMNN3NPOBaHHBIM aHTureHoM. [locne 30-MUHYTHOM WHKYGauum npwu
37°C nnaHweT npombiBaeTcs pa3baBrieHHbIM NPOMbIBOYHLIM PaCTBOPOM,
4yTobbl  yAanuWTb HecBA3aHHLIN MaTepuan. BnocneacTeuu, KoHblorat
nepokcuaasel aHTu-yenoseveckoro IgG pgobasnsetcs u MHKyOupyetcs B
Teyenne 30 muHyT npm 37°C. lNocne panbHenwen NpOMbIBKA pacTBopa
cybctpata (TMB) kanaeTcs n3 nunNeTkn u MHKyorpyeTcs B TeyeHne 15 MuHyT
npu 37°C, cTuMynupys passuTWe CUHero LBeTa B NyHkax. Passutue uBeTa
npekpatiaetca fobaeneHmem cTon-pacTsopa, KOTOPbIA WU3MEHSieT LBeT OT
CVHero 0o XenToro. MonyunBLMncs okpac n3mepsieTcs
crneKkTpodoTOMETPUYECKUM cnocobom npu AnvHe BonHbl 450 HM.

Ob6wwee BpeMs MHKyDaLun: 75 MUHYT.

KOMMNOHEHTbI HABOPA

1.  MwukponyHou4HbI nnaHweT, 1 wrT. : 12x8 nyHok

MUWKPOTUTPALMOHHbBIE CTPWMbI, MOMEYEHHblE OnpeaeneHHbIM LIBETOM U KOOOM,
Kaxxgasi cocTosilasi M3 8 NyHOK, MOKPbITbIX CMEChbH OYMLLEHHOrO aHTUreHa
BMr-1 v BMr-2.

Lisemosbie u mekcmosbie KoObl Ha cmpure ykasbigeaom Ha uccriedyembil
rnamoee-.

2. OTtpuuaTenbHbIN KOHTPONb, 1 donakoH

["OTOBbLIN K MCNOML30BaHNIO.

3. MonoxuTenbHbI KOHTPONb, 1 onakoH

[0TOBbLIV K MCNOMb30BaHMIO.

4. ®epMeHTHbIMA KOHBblOraT**, 15 mn

AHTWTEna K YenoseyeckoMy IgG, KOHbIOrMpOBaHHbIE MEPOKCUAA30M XpeHa,
CuHero ueTa. [OTOBLINV K UCMOMb30BAHUIO.

5. PacTtBop cy6cTtpaTta TMB, 8 mn

Copepxut pactBop 3,3, 5,5-TeTpameTtun6eHavguHa (TMB). loToBbIA K
MCMOSb30BaHMIO; MOTEHLMANbLHO OMaceH Npu KOHTaKTe C KOXeN; pasgpaxaeT
rnasa.

6. Cton-pactBop TMB, 8 mn

Copepxut pacteop 2 N cepHoit kncnoTbl (H2SO,)

[oTOBBIV K MCNOMNb30BaHNIO; n3beraTtb KOHTaKTa Co CTOM-PacTBOPOM; OH MOXe
BbI3BaTb pa3fpaxeHUsi KOXU U OXOru.

7. Paz6aButenb o6pasuoB***, 120 mn

DHSV3012G, HSV1+2 IgG

[OTOBbIN K MCNOMb30BaHMIO.

8. MpomMbIBOYHbLIN Oydep — KOHLeHTpaT, 50 mn

20X KOHLEHTPUPOBAHHbIN

Mocne pasbaBneHuss npoBepuTb pH pa3baBneHHOro MNPOMbIBOYHOIO
Oydepa n npn HeobxogumocTu goesecTn ero pH oo 7,4.

9. Kpbiwka nnaHwerta, 1 wrt.

Kpbllka AOnst HakpblBaHUS MUKPOTUTPALMOHHBLIX CTPUMOB BO BpeEMS
MHKybBaumn.

CTABUINbHOCTb U XPAHEHUE PEATEHTOB

e Bce KOMMoOHeHTbl Habopa, kpome 20X KOHLEHTPUPOBaAHHOIO
NpoMbIBOYHOrO  Bydepa, [OMkHbI XxpaHutcss npu  2-8°C  un
MCMONb30BaTbCA A0 AaTbl UCTEYEHNS CPOKa FOAHOCTU, YKasaHHOro
Ha aTUKeTKe.

e  XpaHuTb 20X KOHLEHTPMPOBAHHbLIN MPOMbIBOYHbIA Oydep npu
KOMHaTHoOM TemnepaTtype. B cnyyae obGpasoBaHusi kpuctannos B
Bydepe, NpocTo crnefyeT HarpeBaTb peakTUBHY ByTbinky Ao 37°C,
roka KpucTansibl NOfIHOCTHIO He PacTBOPSITCS.

e Heuncnonb3oBaHHble CTPUNbI AOMKHBI ObiTb MOMELLEHbI B MELLOYEK,
cofepXallnii OCYLUMTENb U NIOTHO 3aKPbITbl NEpPeA XpaHeHneM npu
2-8°C. lNocne BCKpbITUS CTpUMbI CTabunbHbI MOKa oCylwWTemnb He
CTaHeT PO30BbIM.

. Pa3baBrneHHbI NPOMbIBOYHBI PACTBOP MOXET XPaHUTCH B TEYEHNe
1 Hegenu Npy KOMHaTHOW TemnepaType unu 3 Hegenu npu 2-8°C.

. [OTOBBLI K MOMNb30BaHWIO (PEPMEHT, KOHBIOTMPOBAHHBIN aHTU-
YerioBeYeCKMMUN aHTuTeNnamum, ctabuneH no kpamHen mepe 1 mecsy,
nocne BCKpbITUSA ByTbinku. MpepoTspalyaTe OT 3arpssHeHusi. He
BO3BpaLLaTb HEMCNONIb30BaHHYI0 4acTb 4eSIOBEYECKOro pacTeBopa
aHTWUTen obpaTHO B BYThLINKY C MCXOAHBIM PaCTBOPOM.

. Bce gpyrve xuakne peareHTbl CTabunbHbl ecnv XxpaHuTb npu 2-8°C,
npy YcroBuu, YTO C HUMK oObBpallaloTcs BHUMATENbHO BO
nsbexaHvwe noboro 3arpsi3HeHUs okpyxatowen cpedpl. MNpexae,
yeM uX BbIOpOCUTb MM obpaboTaTb B aBTOKMNaBe, OHWU AOMXHbI
paccmaTpuBaTbCs Kak MOTEHLUMANbHO MHMEKLMOHHbIE.

3ABOP U XPAHEHUE PEAFEHTOB

. HonxHbl cnonb3oBaTbcst 06pasLbl CbIBOPOTKM Unu nnasmsl (SO TA,
renapvH); cobniogatb  0Obl4HblE  MPEAOCTOPOXHOCTM  Mpu
BeHenyHkummn. Obpasel, MoxeT xpaHuTtcs npu 2-8°C o 48 vacos,
HO [OJKeH ObiTb 3amMopoxkeH 4o -20°C unu Hwxe B TedeHue Gonee
ONUTENBHOIO XpaHeHUsI.

. Heobxoammo n3beratb
pasmopaxuBaHusi.

. Pa3mopoxeHHble 0bpasLpbl AomKeH ObiTb NepeBepHYTbl HECKONBbKO
pas nepepn uccriegoBaHneM.

. He wucnonb3oBaTb  4YpesBblHaWHO
nunemmnyeckme obpasupl.

NOBTOPHOro 33M0pa>KVIBaHVIF|/

reMmosin3aMpoBaHHbIE nnum

TPEBYEMBbIE, HO HE ONNCTABNAEMbBIE B HABOPE MATEPUAIbI:

e  Tanmep

BuxpeBolt cmecutenb (BopTeKc)

Mpobupkn ons pasbdaeneHns obpasuos Ha 2 unu 4 mn

Hosatopsl (3, 20, 50, 100, 500 mMkn 1 1 M) U MHOrokaHarnbHbIe

posatopbl (400 mkn)

OpHopa3oBble HAKOHEYHUKN

WHkybaTop, cnocobHbIv k nopgaepxanuio 37°C

AvctunnupoBaHHas BoAa BbICOKOrO kayecTsa

MepHble konbbl Ansi NOArOTOBKM NPOMbLIBOYHOIO pacTeopa

MarHnTHas Mewwarnka v OOonofHUTenbHasi CTovka ANst NOArOTOBKM

npoMbIBOYHOro bydepa

PesepByapbl peareHTOB A1 MHOrOKaHamnbHbIX 403aTOPOB

e  BymaxHble nonoTeHua unv npomokatenbHaa Gymara

. MWKPOTUTPALMOHHbI NDA-puaep, CMOCOBHbIV
abcopbumto npu 450 HM.

. MWKPOTUTPaLMOHHBIN NnaHLweT-BoLep (BbIGOPOUHO).

n3mepsiTb

NoAroToBKA OBEPA3LIOB U PEATEHTOB
Bcem peareHTam, o6pasuam M KOHTPOMNSIM HYXXHO MO3BONMTb OOCTUYb
KOMHaTHOW TemMnepaTypbl Nepes UCMoNb30BaHUEM.

1. O6pasLbl CbIBOPOTKU U Nna3mbl

Mepemewarb BUXpeBbIM CcMecuTenieM U pa3baBuTb o0Opasubl
cbiBopoTkn 1:101 roToBbIM K MCMoOfb30BaHUO pasbaeutenem obpasua
(Hanpumep, 5 mkn obpasua + 500 mkn paszbasuTens obpasua).

5 MkJ1 o6pa3ua + 500 mkJ1 pazdaBuTes odpasua |

2. NMpoMbIBOYHbIN Gydhep



Xopowo nepemewaTtb U pa3baBUTbL KOHLEHTpaAT MPOMbIBOYHOIO Gydepa
avctunnuposaHHon Bogon 1:20 (Hanpumep, 50 mn KoHueHTpaTta + 950 mn
ANCTUNNPOBaHHON BoAbl). Ecnv Bo BpemMs XpaHeHWst B XONOAHOM MecTe
obpasyeTca 0cafoK KpPUCTanmnoB, KOHUEHTPAT HyxHO HarpeBaTb Ao 37°C B
TeyeHne 15 muHyT. MNpoBepuTb pH pa3baBneHHOro NPoMbIBOYHOrO Gydepa u
ecnn Heobxogumo cbanaHcupoBaTb ero pH Ha ypoBHe 7.4. [POMbIBOYHBIN
bycdep crtabuneH 1 mecsay npu 2-8°C unu B TeuveHve 1 Hegenu npu
KOMHaTHOW Temneparype.

50 M1 KOHLIEHTPATa NPOMBIBOYHOIO Oy(epa + 950 MJ1 IHCTHIL. BOJABI |

BAXHbIE 3AMEYAHUA

. Mo kpanHen Mepe 3a 1 Yac OO MCMOMb30BaHWUS NPUBECTUN BCE peareHTbl,
Habop kannbpaTtopoB 1 obpasLpl kK KOMHaTHoW Temnepatype (18-30°C),
TLLATENbHO UX NEepeEMeLLNBasi BUXPEBbIM CMECUTENEM.

. PekomeHgyeTcss  Mcnonb3oBaTb  KOHTpPOSibHble 06pasubl  cornacHo
rocyqapCTBEHHbIM HOpMaM. PekomeHayeTcst 1Cnosb3oBaHue
KOHTPOIbHbIX CbIBOPOTOK MNNM Mna3mbl, 4TOObl 06GecneunTb NPOBEPKY
NpaBUNbLHOCTM OTHOCWUTENBHO Pe3ynbTaToB. VIcnonb3oBaTb KOHTPONU U
Ha HOpMaribHbIX Y NaTONOrMYECKUX YPOBHSIX.

. Mepuoabl pacnpegeneHnss U MHKyGauMn [OMKHblI ObiTb OAVHAKOBLIMU
Onsi BCeX NyHOK B TOM e aHanuse. pu pyyHoM npoBegeHun aHanusa
MCMNOoNb30BaTbh MHOrOKaHasnbHbIM 403aTop.

. Kak Tonbko aHanu3 HadaT, BCe 3Tanbl AOIKHbI OblTh 3aBeplueHbl 6e3
npepbiBaHus. Vcnonb3yiTe HOBble OAHOPA30Bble NNACTMacCoBbIE
HaKOHEeYHWKWN fo3aTopa ANsi KaXKAoro peareHTa.

. He no3BonsiTb peakUMOHHbIM fyHKaMm BbICbIXaTb B TEYEHWE Npolenypbl
aHanus3a. 3TO MOXeT Bbl3BaTb BbICOKME (POHOBbIE MOMEXU B FyHKax
6naHka v owmnboYHbIE pe3ynbTaThl.

. Ecnv Bbl He roToBbl K crnegylowemy aTtamy, WM ecnu npoueaypa
aHanusa HeoXudaHHO nMpepBaHa, MNPOCTO OCTaBbTe JYHKM B
npomMbIBoYHOM Bydhepe. OgHako, He Bonee Yem Ha 5 MUHYT.

NPOLIEAYPA AHANN3A

1. MoarotoBUTL 06pa3ubl U pa3baBneHHbIM NPOMbIBOYHbLIN Gydep Kak
OMMCaHO BbILLE.

2. Onpepenutb Tpebyemoe KONMUYECTBO  8-NMyHOYHbIX  CTPUMOB.
HacTtositenbHO pekoMeHayeTCcs aHanM3npoBaTb Kaxabin obpaseL 1 KOHTPONb
B Ay6ne.

PekomeHayemoe pa3meLleHMe KOHTpornen:

- 2 nyHkn (Hanpumep, A1 un B1): gna 6Gnanka cyb6ectpata (100 mkn
pasbaBuTens obpasua)

- 2 nyHku (Hanpumep, A2 n B2): ans otpuuartensHoro koHTponsi (100 mkn)

- 2 nyHkn (Hanpumep, A3 n B3): anga nonoxutensHoro koHTpons (100 mkn)
OcTanbHble NTYHKU NCMONb3YTCs Afs 06pa3LoB NauneHToB.

3. BakpenuTb B LWTaTUBE Xenaemoe KONM4eCTBO MUKPOTUTPALIMOHHBIX
CTPUMOB M HaKpbITb MMEHKON Ans nnaHweTa (noctasnsiemont). Bosspatutb
ocTarnbHble CTPUMbI B MELLOYeEK U XpaHuTb npu 2-8°C.

4. Packanatb no 100 wmkn pas6aBuTensi ob6pasua, KOHTponeh u
pa3baBneHHbIX 06pa3LOB B COOTBETCTBYIOLLME NYHKN CTPUMOB.

5. HakpbITb MuKpomnaHweT npunaraemMon NieHKoW W UHKybupoBaTb B
TeyeHne 30 MuMHYT npwm 37°C.

6. NMpombiBka: Npoueaypa NPOMbIBKM KpanHe BaxHa U AOMKHa NpOBOAUTLCSH
C OCTOPOXHOCTbIO. HenpaBunbHasi NMpoMbIBKA MOXET Bbl3BaTb HETOYHblE
pe3ynbTaTbl, TakMe Kak HW3Kas TOYHOCTb M BbICOKWIA (OH. [pombiBaTb
NnaHLWeTb BPYYHYIO UM UCMONb3Ysi aBTOMATUYECKUIA MNaHLWeT-BoLuep.

Mpy py4YHOWM NPOMBIBKE 3HEPrUYHO BBLITPSXHYTb XUAKOCTb, U AobasButb 300
MKN pa3baBneHHOro NpoMbIBoYHOrO Gydepa. OcBo6oANTL NYHKN, BLITPAXHYB
XWAKOCTb, 4TOObI yaanuTb nobble ee octatku. [oBTOpPUTL 3Ty Mpouenypy,
yTobbl B 0OWEem konmuuyecTBe cocTaBuinio 4 npombiBkM. 1o 3aBeplueHun
nocnegHen  MNpPOMbIBKM  MNepeBepHyTb  MMaHWeT W nocTyyaTb O
npomMokaTenbHyto Oymary. lNMepenTn k crnegyowemy atany 6e3 3agepxku n
npepbIBaHns.

Mpn aBTOMaTUYeCKOW MNPOMbIBKE MPOM3BECTU acnupaumio BCEX ITYHOK W
npomMbiTb 4 pasa 300 mkn pa3b6aBneHHOro mnpPoMbIBOYHOro 6Gycdhepa.
OnOpPOXHUTL NYHKW, BBITPSIXHYB >XWAKOCTb, AONS YAANEeHWs ee OCTaTKoB.
MoBTopuTb 3Ty npoueaypy, 4To B oOOLWem konuyecTBe nonyyunocb 4
NPOMbIBKU. [Tocrne KOHEeYHOW NPOMbIBKM NepeBepHYTb NMaHWeT U NocTyyYaTb
HAM O mnpomMokaTenbHyl Oymary. [epevitm k crnegyowemy atany 6es
3a[epXKn UNu NpepbIBaHNS.

Mpu aBTOMaTU4eCKUA NPOMbIBKE NPOM3BEAMTE acnupauuio BCEX FYHOK U
npomonte 4 pasa 300 mkn pas3baBneHHOro nNpPoMbIBOYHOro Gydepa.
MocTyy4aTb NNaHWeToM O NpoMokaTtenbHyto Bymary. MNepentu k cnegyolemy
atany 6e3 3aaepXKkv 1 NpepbIBaHUS.

7. Oob6aBute nocneposatenbHo no 100 mkn hepMEHTHOro KoHblorata B
KaXayto NyHKy.

8. HakpblTb MUKpONMaHwWeT npunaraemMo MMAEeHKONW W WHKYbupoBaTb B
TeyeHne 30 MuHyT npwm 37°C.

9. MpombiBKa: [pomMbITL NNAHLWeET cnegys npoueaype B atane 6.

DHSV3012G, HSV1+2 IgG

10. BbicTpo packanaTtb no 50 mkn pacteopa TMB B npoMbITble MYHKN.
11. HakpbITb MMKpoOMnaHLeT npunaraemon NrneHKon u uHKybuposaTb B
TeuveHve 15 muHyT npu 37°C.

12. OcrtaHoBUTL peakuuto, gobasmB 25 mkn cton-pactBopa TMBE B
Kaxkaylo nyHKy. OCTOPOXHO BCTPSXHYTb WM cuutatb npu 450 HM B
npepenax 20 MMHYT ¢ MOMeHTa fobaBneHusi cTton-pacTeopa.

CXEMA MNPOLEEQYPbI AHAJIU3A

Pas6aBneHHbIn | PepMeHTHbIN Cy6ceTpaTr Cron-
obpazew KOHblorat TMB pacTBOp
50 mkn 50 mkn 50 mkn TMB
25 mkn
30 MuH. 30 MuH. 15 MUH. CuuTtatb
WUHky6aumm npu nnaHweTt
37°C.

3HAYEHUA KOHTPOJIA KAYECTBA

Mepen Havamnom pacyeTa pesynbTaTtoB yb6eauTecb, YTO MONy4YEHHble
3HauyeHus1 Ans peareHTa GrnaHka M KOHTPONEN HaXOAATCs B Mpepenax
npegocTaBneHHbIX B Tabnvue 1 3HaueHuin.

Tabnuua 1. 3HayeHns KOHTPONS kavyecTBa

O6paseuy OxuaaeMbli pe3ynbTaT

Bnaxk peareHT 3HayeHne abcopbumm < 0.150

3HaueHne abcopbumm <0,200

OTpVILI,aTeJ'IbeIVI KOHTPOIb *(OTpVILl,. ¢ cooTHoLL. s/co <0,8

[MonoXuTenbHbIN KOHTPOIb MonoxwuTtenbHbIA (COOTHOLL. s/co >1)

*slco — abcopbumsa obpasua/moporoBoe 3HaveHme

PesynbTaTtbl cyuTaloTCs [OOCTOBEPHLIMM TOMBKO E€CMM  3HaYeHue
abcopbummn OnaHka He npeBbiwaetr 0,150 u 3HaveHve cpepgHen
abcopbummn oTpuLaTenbHOro KOHTpons He npesbiwaeT 0,200.

PACYET U UHTEPMNPETALUA PE3YIIbTATOB
1. PacueT OIN noporoBoro 3Ha4yeHus (cut-off):

OII Cut-off = koncranta Cut-off x (OII noaox.
KOHCTaHThI — OII oTpULL. KOHCTaHTBI) *

lMoka3aTenb KOHCTaHTbl MOPOroBOro 3HadeHwss cM. B Ceptudmkarte
KOHTPONA KavecTBa, COMPOBOXAAKLWMA 3TOT Habop. [Ansa TouHoMn
MHTepnpeTauun pesynbTaToB 06A3aTenbHO MCMOMb30BaTh NPaBUMbHBIN
rokasaTernb KOHCTaHTbl NMOPOroBOro 3Ha4YeHUs!.

2. PacyeTt cooTHoLWweHuUs s/co:

S/CO = 3nauenue OII o6pa3ua* - OIl oTpUIATEIbHOT0 KOHTPOJIS
OII noporoBoro 3Ha4eHus

*HactoaTenbHO pekoMEeHOYeTCH KaxAbli KOHTPONb aHanM3npoBaTtb B
nybne .Mpocbba ncnonb3oBaThk cpedHue 3HayveHns abcopbuum kaxaoro
KOHTponsi/obpasua ncxoas nx popmMyn BbiLLe.

3. Cxema UHTepnpeTauun pe3ysibTaToB COOTHOLUEeHUsA slco:

KoadcpuumeHnt s/co UHTepnpeTauusa
<0.80 OTpuuaTensHbii
0.80-0.99 COMHUTENbHBIN

>1 MonoxuTenbHbIN

4. lnarHocTU4yeckasi AOCTOBEPHOCTb pe3ynbLTaToB
Tabnuua 2. [uarHocTuyeckas [OCTOBEPHOCTb W MHTepnpeTauus
pe3ynbTaTos.

PesynbTathl IgG PesynbTatb! IgM WHTepnpeTaumsa

OTpuuartenbHbIn MonoxutenbHbIn MepBuyHas nHdekumnsa

HSV- [MonoxutenbHbIn [MonoxutenbHbIN MepBuyHan, unn
1+2 BO3MOXHas
peakTuBauusa UHEKLMMU

MonoxutenbHbIN OTpuuatenbHbIn Mpowepawas nHdekumsn

OTpuuatenbHbin OTpuuatenbHbin AHTUTEN He OGHapyxeHO

5. MonyKkonuyecTBeHHbIN pacyeT pe3ynbTaToB aHanus3a
Bbl MoxeTe nepeBectu 3HadeHne Ol Bawwero obpasua B UGAE
(MMMyHODEPMEHTHbIE €AMHULbI) CrieayoLLM o6pa3om:




O6pasubl CbIBOPOTKU U NNa3Mbl

N®AE = S/CO x 25

6. WHTepnpeTauus 6onesHu ]
BbI3A0paBNNBaoLLNX

[Ons onpegeneHusi CepokoHBEPCUMU HeobXoaAMMO cpaBHWUTL 3HayveHust Ofl
crnapeHHbIX 06pas3LoB U paccunTaTb criegyloLlee:

obpa3yoB  ocTpou casbl

% n3meHeHus = 3HaveHve Ol 2 06pasua — 3HaveHune O 10 obpasua x 100
3HayeHune Ol 1 06pasua

7. Cxema UHTepnpeTaunum CepoKOHBEPCUOHHLIX pe3yrnbTaToB

% W3MeHeHus B
3HayeHumn ON

WUHTepnpeTaumsa

0 .

< 50% OTtcyTcTBME cepokoHBepcumn. OTcyTCcTBUE
04YEeBUAHOCTU HeAaBHEN NHeKUmn.
PekomeHayeTcs caenath 3abop TpeTbero obpasua
1 aHanM3MpoBaTb napanesibHoO ¢ NepBbiM
06pasuom, 4Tobbl HabnaaTh 3a 3HaYUTENbHBIM

yBenuyexnvem nokasarens Oll.

>50% CepokoHBepcusi. B nokasatene Ol
obHapyxuBaeTCsi 3HAYUTENBHOE YBENUYEHNE.
Cepornornyeckuii NpusHak oCTpor NHeKLnm
(peakTuBaLmsi, NTOBTOPHast UHGEKLUUS UK
nepeuyHas nHdpekums, rae obpasey octpon asbl
ObIn cobpaH CrMLLIKOM NO34HO, YTOGbI

OEMOHCTPpUpOBATbL CEPOKOHBEPCHUIO.

3HauuTenbHoe (T.e. > 50%) yBenuyeHune abcopbumm (ON) B UPA npu 450 HM
B NapHbIX CbIBOPOTKAX, COBpaHHbIX B NpomexyTke 8-15 AHen yka3biBaeT Ha
OCTPYH0 MHMEKLMIO.

NPUMEP PACYETA

Obpaseun CpepaHss abcopbums npu 450 Hm
PeareHT 6naHka 0,050
[MonoXnUTENBHBIN KOHTPOIb 1,378
OTpuuaTenbHbIA KOHTPOSb 0,068
CbiBOpoTKa 06pasua 0,678

*MNoporoBoe 3HayeHune Ol = 0,220* (1,378-0,068) = 0,228
(MpuMeyvaHue: nokasaTenb KOHCTAHTbI MOPOrOBOrO 3HAYEHUs,
yka3aHHbIN Bbiwe 0,220 sBnsieTcs ToNbKo npumepoM. MNpasunbHoe
3Ha4eHve AnA HacTosLero Habopa ykasaHo B CepTudmkare KOHTpons
KayecTBa).

S/CO =0,678 — 0,068 /0,228 = 2,7

3HaveHne NPAE obpasua : 2,7 x 25 = 67 NPAE

PesynbTat obpasua: NonoxuTenbHbIi

3HayeHve NDAE obpasua: 67 UPAE

PABOYME XAPAKTEPUCTUKU

MpoBoaunock wuccnepoBaHve 92 obpasuoB cbiBopoTkM (16 BIM-1 IgG-
nonoxuteneHblx, 12 BII-2  IgG-nonoxutenbHblx, 64 BIMI  IgG-
oTpuLaTenbHbIX).

PesynbTaThl Bapuauuu B aHanuae, Mexay aHanusamu u mexay cepusiMu
oTpuUaTenbHbIX, HU3KO MOMOXUTENMbHLIX W MOMOXUTENMbHLIX 0Opa3LoB
npeacTaBreHbl HUXe:

U®A BMI 1+2 IgG
To4HoCTb B aHanuse 6-10%
ToyHOCTb Mexay aHanusamu 5-12%
ToyHOCTb Mexay cepusamm 3-10%

n OtcytcTByeT k rpunny A, PCB n
epeKkpecTHas peakTUBHOCTb LIMB.

OTCyTCTBYET OTHOCUTENBHO
6unmpybuHa B KOHLUEHTpaummn o

MHTepdepeHuun 0,3 mr/mn, remorno6uHa go 8,0

Mmr/mn n Tpurnuuepugos go 5,0
Mr/mn

*Ceponoruyeckas 93 %

cneumndrniHoCTL °

* Ceponoruyeckas 95 %

YYBCTBUTEINBHOCTb

* Ceponoruyeckasi TO4HOCTb 94,2 %

DHSV3012G, HSV1+2 IgG

*INo cpaBHEHWIO C APYIMM KOMMEepPYeCcKu AOCTynHbIM Habopom NDA IgG
Brr1+2.

BHUMAHUE

- OTpuuaTenbHbIl pe3ynbTaT He MWCKNovaeT TeKyllenh Wnu HepdasHew
nHdpekuun. Ecnn ecTb nogo3peHMe Ha OCTpyk MHekumio, BTOpOMn
obpasel, CbIBOPOTKWU, MOMyYeHHbI 7-14 OHAMUM NO3Xe, OOIMKEH ObITb
npoBepeH napannensHo, 4Tobbl onpegenuTb noboe yBenuveHne
YPOBHSI aHTUTENa.

- Bce IgG nonoxwutenbHble ceporormyeckue 0o6pasubl  AOIKHbI
nccnenoBaTbCsl  MOBTOPHO, MCMOMNb3ys MNOATBEPXAAIOWMIA  peareHT.
MpucytcTBne BbicOkOro ypoBHA IgG aHTUTen B HEKOTOpbix 0bBpasuax
MOXeT BbI3BaTb OWMWOOYHbIE OTpuuaTtenbHble pesynbtatbl.  Mbl
pekomeHayeM ucnefoBaTb MOBTOPHO 00pasubl C BLICOKMMWU YPOBHAMMW
IgG aHTMTen. wucnomnb3ysa MOATBEPXOAANWMUA peareHT  KOMMaHuu
«OppoXeHnym».

- Ceponoruyeckve pesynbTaTbl WMMYHOAENPECCUMBHBLIX NaLWMEHTOB
[OIKHBI MHTEPNPETUPOBaTLCS C NPeAOCTePEXEeHNEM.

- Tekywme wuHdekun B OGepeMeHHbIX >KEHLIMHAX [OOIMKHbI ObITb
onpefeneHsl B COYETaHWW 3JTOrO0 WCCredoBaHUS C  NONMMepasHomn
uenHon peakumen (MUP) wnn ¢ wuccnegoBaHuem  KynbTypa OT
aMHWOTUYECKOW XMUAKOCTK.

- PesynbTaThl MccnefoBaHW, KOTOpbIE MOMyYeHbl OT €AWHCTBEHHOro
cepornormyeckoro  obpasua, He [OMKHbl  MCMOnb3oBaTbCH  ANs
AVarHoCcTukn HepasHel uHdekuun. CoeanHeHHble obpasubl (OCTpbIV 1
BbI3/JOPaBNVBaloOLLMNIA) AOMKHBI UCCNeaoBaTbCs napansensHo, 4Tobbl
HabntogaTtb 3a 3HaYNTENbHBIM NOBbLILLIEHWEM YPOBHS aHTUTEN.

- Ecnn TpebytoTcsa cpaBHeHVs ¢ ApyrMMu MeTodamu, BCeraa NpoBOASAT
oba nccnenoBaHus OHOBPEMEHHO, 4YTOObI npegoTBpaTUThL
HeoXuaaHHbIe pesynbTaThl.

- PesynbTaThl uccnegoBaHWin [OMKHbI OblTb OLIEHEHbI B COYETaHUU C
nHpopmaumert, nNpefocTaBNeHHOW KNuHUYeckuMm obcnedoBaHuem u
APYrMMU ANarHoCTUYEeCKUMU npouesypamu.

- Ha addektnBHoCTb paboTbl KOMMOHEHTOB Habopa He BnuseT
TpaHCMOPTMPOBKa NpU TemnepaTtype OKpyxatowen cpedbl A0 5 AHel
(HeoduumanbHble gaHHbIE).

JIUTEPATYPA
(Cm. 8 opuzuHane uHCmpyKuuu).

OTBETCTBEHHOCTb

HacTtosiwumn Habop npegHasHadeH TONMbKO ANs OUAarHOCTUYECKOro
MCMOSb30BaHMS in Vitro B 4YEnoBEYECKOM CbIBOPOTKE WNM Mnasme
KBanMUUMPOBaHHbIM WU KOMMETEHTHbIM MEePCOHaNoM, BbIMOSHSAOLMM
[OMarHocTUyeckne npoueaypsi.

Ecnu nonyyartens HacTosilero Habopa nepefaet ero nobbiM cnocobom

TpeTbeMy nuuy, 3Ta WHCTPYKUMS, AOMKHa  npunaratbCsi, U
BbilLieyKa3aHHbIN nonyyatesb LOMmKeH nog COGCTBEHHYIO
OTBETCTBEHHOCTb  obecneunTb B NOMb3y MNpou3BoauTeNs  Bce

OrpaHUYeHNsi OTBETCTBEHHOCTY 3[ECb U3MOXKEHHbIE.
KomnaHusi-npousBoauTerlb He HeceT OTBETCTBEHHOCTM 3a nobble
NMOBPEXAEHNS WNW NOTEPU U3-3a MCMonb3oBaHUS Habopa B niobGbIx
cnyyasix KpoMe TeX, KOTopble YEeTKO Yyka3aHbl B 3TOW WHCTPYKLMM.
OTBETCTBEHHOCTb MPOM3BOAUTENSI HU B KOEM CIryyae He [OoixHa
npeBbILLaTh KOMMEPYECKOW LIeHHOCTH Habopa.

MpousBoauTerb HU B KOEM Criyyae He HeceT OTBETCTBEHHOCTU 3a
KOCBEHHblE, YMbILUIIEHHbIE WM HACNeACTBEHHbIE  MOBPEXAEHUs,
BKITIOYas!, HO He OrpaHUYMBasiCb NoTepen NpubLINK.

UHOOPMALINA OJ15 3AKA3A:

umn «guAMEB»
Yn. YopHoeona, 97, 2. UeaHO-PpaHKoeckK, 76005
Ten.: (0342) 775122
Ten/cpakc: (0342) 775612
E-mail: info@diameb.ua
www.diameb.ua
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