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KomnnekTtbl peareHtoB ansa NMUP-amnandmkaummn AHK
Ana c¢onyopecueHTHON AeTeKLMN N0 KOHEYHOMN TouKe
(dpopmaTt «FLASH>»)

UHdpopmaumnsa o komnnekrax
HazHaueHune:
KomnnekTbl peareHToB npefHasHayeHbl Ans BbisBieHus [JHK MukpoopraHusMoB B 6uonornyeckom Matepuane
yenoBeka METOAOM MonuMepasHol uenHoi peakuuu (MLP) ¢ nocneaytollen geTekumein No KOHEYHOW TOYKe.
MerTon:
MonuMepasHasa uenHas peakuus ¢ dyopecLeHTHOW AeTeKuuell pe3ynbTaToB MO KOHEYHOW Touke; KavyeCTBEHHbIN
aHanus.
Bbipenenune AHK:
PekoMeHAYTCS KOMMeKTbl peareHToB Ans Bbigenexnus OAHK MPOBA-HK, MPOBA-IC u MPOBA-PANUA (OO0 «HMO
AHK-TexHonorusa»). [Ona HekoTopbix BuAoB 6uomatepuana TpebyeTcs npeaBaputenbHas obpaboTka (cM.
COOTBETCTBYIOLME MHCTPYKLMU K KOMMJEeKTaM peareHToB Ans BbigeneHnss AHK © MNOAHYI MWHCTPYKUMIO MO
NPUYMEHEHUIO KOMMIEKTOB peareHToB ans MNUP-amnandukaumm HK).
BHUMAHME! T[lpu Bbligenedun [AHK u3 6uontatoB, MOKpPOTbl, OGPOHX0aNbBEONSIPHOrO JlaBaxa, MeKOHWUS,
XKenyAo4yHoro coka, dekanuii cnefyeT UCMONb30BaTb TOIbKO KOMMekTbl peareHToB MPOBA-HK u MPOBA-TC. He
peKoMeHAyeTCst  UCrnonb3oBaTb KOMMnekT peareHToB [MPOBA-PAMWA npu BblaeneHun [OHK u3 cockobos u3

YPOreHUTanbHoOro TpakTa Yy MyXuyuH. Mpu BbigeneHun JHK M3 nnasMmbl KPOBM W WMKCOAOBLIX Kielleh cneayeT
MCMosb30BaTb TOMLKO KOMMeKT peareHTos NMPOBA-HK.

0OCo6eHHOCTM KOMNJIEKTOB:

BHYTPEHHUIN KOHTPONbHbIV obpasel, (BK) - HeobxoauMM Ans KOHTPONSi MPOXOXAEHUS MOAUMMEpPasHOW LenHoun
peakumu.

NMpu6opHoe obecneuyeHune:

TepMocTaT nporpamMmupyemblii Anst nposeaeHust MNLP aHanusa ueTbipexkaHanbHbli «Tepumk» (000 «HMO AHK-
TexHonormsa»)

[JetekTop cdnyopecueHTHbIR «xuH» (000 «HMO AHK-TexHonorus»); Bepcus NporpaMMHoro obecrneyveHns He Huxe
3.3, pekoMeHayemasn sepcus 4.4.0.10

wnn  «OxuH-4» (000 <«HMO [AOHK-TexHonorus»); Bepcus nporpaMmmHoro obecneyeHuss He Huxe 4.4.0.8,
pekoMeHayemas sepcus 4.4.0.10.

BHMUMAHME! Bo0O3MOXHOCTb MWCMOMb30BaHUs MNpuMBOpPOB ApYyrux npousBoauTeneil HeobXoAuMMO YTOUYHWUTL Yy
npeacTaBuTeNst KOMMaHWUu.

Bpems npoBeaeHus aHanusa (6e3 yueta npo6onoarotoBkm):
ot 1,5 vacos.
Konuuecrtso onpeaeneHmnii:

50/100
KaHanbl peTtekumm npoaykToB amnandukaumm
Fam Hex Rox Cy5
Cneuundunyeckunii NnpoayKT BK - -
CocTaB KOMMNJIEKTOB:
Peaktus KVOJ'IMHeCTBO =
Ha 50 onpepeneHui Ha 100 onpeneneHunin

e CMecb Ans amnaudukaumm, 3anedatasHas napaduHom! |20 mkn 50 npobupok 20 mMkn 100 npobupok
« Pactsop Tag-nonumepasbl 500 mkn 1 npobupka 500 Mkn 2 npobupku
o MUP-6ydep (doH) 200 mkn 1 npobupka 200 mkn 1 npobupka
e MuHepanbHoe Macno 1,0 mn 1 npobupka 1,0 mn 2 npobupku
o [MONOXUTENbHBIN KOHTPO/bHbIN 06paseL, 75 MKn 1 npobupka 150 mkn 1 npobupka

1 - koMnnekTbl peareHtoB ans [MUP-amnaudukaumm (dopmat «FLASH») B 3aBUMCMMOCTM OT HAUMEHOBAHUS
BblNyckatoTcs B npobupkax 0,51 0,2 mn.



Martepuan ansa uccneaoBaHusn

BbIsiBNISEMblii MUKPOOPraHU3M

N2 PY

Bua 6uonormuyeckoro marepuana

Boppenusi 6ypraopdepu (Borrelia burgdorferi)

®CP 2008/03505

Mna3ma KpoBM YenoBeKka, MKCOA0BbIE KNeLmn

Bupyc Bapuuenna 3octep (VZV)

P3H 2013/1258

CockOo6bl M3 MOPaXeHUI KOXMN U CIU3UCTbIX

Bupyc repneca yenoseka tun 6 (HHV6)

®CP 2010/06932

NumdounTtbl Nnepudepuyeckon Kposu, NUKBop,
cnioHa, Moya u ap.

Bupyc repneca yenoseka tun 8 (HHV8)

®CP 2010/06933

NumdounTtbl Nnepudepuyeckont Kposu, cnepma,
CeKpeT npeacraTenbHoN xenesbl, 6uonTaTsbl U Ap.

Bupyc nanunnomsl Tvn 16 (HPV16)

Bupyc nanunnomsl Tvn 18 (HPV18)

®CP 2008/03845

Cocko6bl 3MMTENNANbHBIX KNETOK U3 LiepBUKaNbHOro
KaHana, NpsiIMoi KULLIKK, POTOrNOTKM, YPETPbI,
6uonTaThbl

CnioHa, Moya, COCKOBbl U3 ypeTpbl, LePBUKANbHOIO

Bupyc SnwreitHa-bapp (EBV)

®CP 2010/06934 KaHana, 3agHero csoja Bnaranvua,

KpOBU

Jlnctepus MOHOLMTOreHec
(Listeria monocytogenes)

JNnksop, cockobbl CO CIM3UCTLIX, OKONOMNOAHbIE

®CP 2010/06931 BOAbl, MEKOHMI1, 6uonTaThbl

MukobakTepus Ty6epkynesa — MukobakTepus
6oBuc komnnekc (M.tuberculosis — M. bovis)

MokpoTa, 6poHXx0anbBeoNApHbIA naBax,
XUpypruyeckuii Matepuan (coaepxumoe
Ty6epKynomsbl)

®CP 2008/03849

Tokconnasma roHaunu (Toxoplasma gondii)

®CP 2008/03944 JNuksop, 6uonTaTtsl 1 Ap.

Ypeannasma napsym (Ureaplasma parvum)

Ypeanna3sma ypeanutukym (T-960) n
ypeanna3sma napeyM (Ureaplasma urealyticum+
Ureaplasma parvum)

Cocko6bl U3 YpeTpbl, LlepBUKaNbHOrO KaHana,

®CP 2009/04072 3ajiHero ceBoja Bnaranuiua

Ypeannasma ypeanutukym(T-960) (Ureaplasma

urealyticum)
NMpoBeaeHne aHanusa

1 MoaroToBKa M NpoBeAeHME NOIMMEPA3HON LIENHOW peakuum

1.1 MpomapkupyiiTe No 0AHON Npobupke CO CMecbio Ans aMnanduKaumMn Ans Kaxaoro uccneayemoro obpasua,
OTpULATENBHOrO KOHTpPONbHOrO o6pasua (K-), nonoXxutenbHoOro KOHTponbHoro obpasua (K+) u ase
HOPMMUPOBOYHbIE NPOBMPKM ANst KOHTpPons doHa dpnyopecueHumnm (POH).

1.2 BcTpsaxHUTe Npobupky ¢ pacTBopoM Tag-nonuMmepasbl B TedeHue 3-5 ¢ 1 LeHTpudyrupyiite B TeueHne 1-
3 € Ha MUKpOLIeHTpUdyre-sopTeKkce.

1.3 [JobaBbTe B Kaxayl npobupky (3a ucknwouveHneM npobupok «®OH»), He noeBpexaas cnoit napadwuHa, no
10 mkn pactBopa Tag-nonuMepasbl. B npobupku, MapkupoBaHHble «®OH», pobaBbTe no 10 Mkn
MuUP-6ydepa (doH).

1.4 [JobaBbTe B KaxAay Npobupky no oaHoi kanne (okono 20 MKA) MUHepanbHOro mMacna. 3akponTe KpbILKK
npo6upok.

1.5 Ana npepoTspalleHns KOHTamuHauuwn cnegyet nepef BHeceHneM [JHK oTKpbiBaTb KpbIWKW TOMLKO TeX
npobupok, B KoTopble 6yAeT BHOCUTLCS AaHHbIA obpasel, U 3aKkpbliBaTb UX Nepej BHECEHWeM CrnefyioLero.
Mpenapatbl AHK cneayeT BHOCUTb HaKOHEYHUKaAMK C PUNLTPOM.

BHecuTe, He noBpexpaas cnoii napacdwuHa, no 5,0 MKN BblaeneHHoro u3 obpasuyos npenapata AHK B
COOTBETCTBYIOLWME MPOBUPKM And uccnesyembix obpasuos. B npobupkm «K-», «K+» n «®OH» AHK He
BHOCUTCS.

1.6 BHecuTe, He noepexaas cnoi napadwuHa, 5,0 MKA OTpMLATENBHOrO KOHTPONbLHOro obpasua, npollejliero
BCe 3Tanbl NpobonoAroToBkn, B NpobUpkn, MapknpoBaHHble «K-» n «®OH». BHecuTe, He noBpexaas cnon
napaduHa, 5,0 MK/ NOMOXUTENbHOro KOHTPOSIbHOMO 06pasua B NpobupKy, MapKUpoBaHHY «K+».

1.7 LleHTpudyrupyiite Npobupku Ha MUKpPOLEHTpUdYyre-BopTekce B TeueHue 1-3 c.

1.8 YcTaHoBUTe BCe NpobupKM B amnandumkaTop Uan TepMocTaT nporpamMMmupyemslit u nposeaute MLP ¢ yuétom

obbéMa peakLMOHHOW cMmecu, paBHoro 35 mMkn (Tabnuubl 1, 2). CooTBeTCcTBME Mporpamm amnaundukauuu
KOMMNNEKTaM peareHToB npuseseHo B Tabnuue 3.

MpumeyvyaHue - lMpu ucnonb3oBaHuM <«TepunK» HeobxoAWMO BbIGpaTb anropuTM perynvpoBaHus
«TOYHbBIN».

FoToBble HOPMMPOBOYHblE MNpobupkn «®OH» ponyckaeTcs MCMNONb30BaTb MHOFMOKPATHO NpWU  KaXAou
AeTtekummn pesynbtaTtoB MMLP ¢ peakUMOHHbIMM NpobuvpkaMu M3 TOW Xe Cepun KOMMeKTa peareHToB ANs
nuP-amnnudukaumm [JHK. T[oToBble HOPMUPOBOYHblEe NpobUpkn «DOH» HeobXoAMMO XpaHWTb B
3almMWEHHOM OT cBeTa MecTe npu Temnepatype oT 2 °C go 8 °C He 6onee ogHoro mecsua. Mpu npoBeaeHUU
AeTeKuMn NpobupKM JOMXHbI UMEeTb KOMHaTHYto Temnepatypy (oT 18 °C go 25 °C), ans yero 3a oAMH Yac
A0 NpoBeAeHUs AeTeKUUn nx HeobxoanMMo A0CTaTb U3 XONOAUSbHUKA.

MOHOHYK/1IeapHas dpakums KneTok nepudepuyeckomn




Tabnuua 1 -Pexum amnnubpukaumm 1

[na aMnamMbrKaTopoB C aKTUBHbLIM [na aMnnmduKaTopos 6e3 akTUBHOMO
N© perynvpoBaHuem perynvposaHus Konunuectso
n.n. o Bpemsa o Bpemsa LnKnoB
TemnepaTtypa, °C T = TemnepaTtypa, °C G | =
1 94,0 1 00 94,0 1 [ 00 1
94,0 0 5 94,0 0 50
2 64,0 0 5 64,0 0 50 5
67,0 0 5 67,0 0 50
94,0 0 1 94,0 0 50
3 64,0 0 5 64,0 0 50 40
67,0 0 5 67,0 0 50
4 10,0 10,0 .| . XpaHeHue
Tabnuua 2 -Pexum amnnudukaumm 2
[na aMnanMbrKaTopoB C aKTUBHbLIM [na aMnnudukaTopos 6e3 akTUBHOMO
N© perynvpoBaHuem perynvmposaHus Konuuectso
n.n. 8 Bpewms 8 Bpewms uuknos
Temnepatypa, °C S = Temnepatypa, °C G | =
1 94,0 1 00 94,0 1 | 00 1
5 94,0 0 5 94,0 0 ‘ 50 s
67,0 0 15 67,0 0 50
3 94,0 0 1 94,0 0 ‘ 50 40
67,0 0 15 67,0 0 50
4 10,0 10,0 ] . XpaHeHue
Tabnuua 3 - Pexumbl amnnudbukauumn
BbiSiIBNSIEMbIi MUKPOOPraHU3M Pe>knm amnangpmkaymm
Boppenwus 6ypraopdepw (Borrelia burgdorferi)
Bupyc Bapuuenna 3octep (VZV)
Bupyc repneca yenoseka tun 6 (HHV6)
Bupyc repneca 4yenoseka tun 8 (HHV8)
Bupyc SnwreiHa-bapp (EBV) 1
Jluctepus MoHouuToreHec (Listeria monocytogenes)?
Tokconnasma roHaunu (Toxoplasma gondii)
Ypeannasma napsym (Ureaplasma parvum)
Ypeannasma ypeanutukym (T-960) (Ureaplasma urealyticum)
Bupyc nanunnomsl Tvn 16 (HPV16)
Bupyc nanunnomsl Tvn 18 (HPV18)
MukobakTepus Tybepkynesa — MukobakTepusi 60BUC KOMMIEKC >
(M.tuberculosis — M. bovis)
Ypeannasma ypeanutukym (T-960) n ypeannasma napsym (Ureaplasma
urealyticum + Ureaplasma parvum)

2 Perncrpaumsa mn yuér pesynbratos MNLUP

[etekuns n yyét pesynbraTtoB MNLUP-amnnundwmkauumn AHK nposoasTcs ¢ nomouwbio MLUP-aeTekTopa «[XUH»>
mnn «[XnH-4» COrnacHo MHCTPYKUMWM K npubopy (Moporosble 3HauyeHus Ans cneundurnyeckoro npoaykra
coctaenstoT 1,75-2,10, Ans BHyTpeHHero KoHTpons - 2,50).

2 - npoaykTbl amnaudukaumm cneunduuHoin AHK (Listeria monocytogenes) He AETEKTUPYKOTCA B CTaHAapTHbIX 1,5%

araposHbIX rensax.



Ycnosus TPAHCNOPTUPOBaAHUA, XPaHEHUSA U SKCNJZlyaTaumum
KoMnnekTbl cneayeT xpaHuTb npu TemnepaType oT 2 °C o 8 °C B Te4yeHne BCEro cpoka rogHocTu.
NMpumeyaHune - MNpobupkn co cMecblo AN amnaudukaumm, 3anedvataHHol napaduHoMm, cneayer
XpaHuTb B 3alUMWEHHOM OT CBeTa MecTe npu TemnepaType oT 2 °C go 8 °C B TeyeHue Bcero Cpoka
roAHOCTU.
TpaHcnopTUpoBaHMWe KOMIMIEKTOB OCYLUEeCTBMSIOT BCEMU BUAAMW KPbITOrO TpaHCrnopTa nNpu TemnepaTtype oT
2 °C po 8 °C B TeveHMe BCEro Cpoka rofHOCTU KOMMIEKTOB.
CpoKk rofHOCTVM KOMMNeKToB — 12 MecsueB npu cobntofeHUn BCeX YCNOBUIA TPaAHCMOPTUPOBaHUSA, XpaHeHus
M 3KCnnyaTauuu.
Mo BonpocaM, KacaloLWmMMca KayecTBa KOMMaekToB peareHToB Anst MUP-amnnudukauun OHK ana dnyopecueHTHoM
AeTeKLUMM No KOHeYHOW Touke, cneayeT obpallaTbcs K odpuumanbHOMy NpeacTaBUTeNto NPoU3BoAUTENs NO aapecy:
000 «[HK-TexHonorusa», 117587, Mocksa, Baplwasckoe wocce, A.125x, kopn.6, Ten./dakc +7 (495) 640-17-71.

Cnyx6a knuneHTckoi nopaepxku: 8-800-200-75-15 (ana Poccmm, 3BOHOK 6ecnnaTHbiit),
+7 (495) 640-16-93 (ans ctpaH CHI 1 3apy6exbsi, 3BOHOK MnaTHbIN).
E-mail: hotline@dna-technology.ru, www.dna-technology.ru

AHKeTa ANs oCyLlecTBIeHWUs 06paTHOM CBA3M HaXOAUTCA Ha caiTe koMnaHun «HK-TexHonorms»:
http://www.dna-technology.ru/customer_support/
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