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MHCTPYKLUUA

no npuMeHeHuto Habopa peareHToB Ans BoissneHus PHK Bupycos rpunna A (Influenza A virus)

n rpunna B (Influenza B virus) metogom OT-TLP B pexume peanbHOro BpeMeHwu

NpmnnKomMmnnekc

PerncrpaunoHHoe yaocTtoBepeHue:
Ne ®CP 2011/12014 ot 15 mnioHsa 2015 ropa

KaTanoxHble HoMepa:

Bupyc rpunna A (Influenza A virus):
R3-P409-23/4 (npobupkn)

R3-P409-S3/4 (cTpunsbl)

Bupyc rpunna B (Influenza B virus):
R3-P410-23/4 (npobupkn)

R3-P410-S3/4 (cTpunsbl)

Bupyc rpunna A n B (Influenza A&B virus):
R3-P431-23/4 (npobupkn)

R3-P431-S3/4 (cTpunbl)

BHNUMAHUWE! N3yuyuTe MHCTPYKUMIO nepes Hadyanom paboTbl
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MHCTPYKLUHMA
no npMMeHeHuto Habopa peareHToB ana BbiaBneHuss PHK supycos rpunna A (Influenza

A virus) v rpunna B (Influenza B virus) metogom OT-TLIP B pexxnme peasibHOro

BpeMeHu
rpunnKoMmnnekc
1 HA3HAYEHMUE
1.1 Habop peareHtoB NpunnKomnnekc npeaHasHayeH ansa sbisenenms PHK Bupycos rpunna A

(Influenza A virus) n rpunna B (Influenza B virus) B buonornyeckom matepumane yenoseka
(MaskuM M CMbIBbl M3 MOJIOCTM HOCA M POTOrAIOTKM) M MaTepuasne OT nagwunx n 60sbHbIX
XMBOTHbIX (Ma3Ku W CMbIBbl W3 Tpaxeu, MNOMOCTM HOCa, [NI0TKU, KNoaku; dekanuu;
BHYTPEHHME opraHbl) in vitro MeTogoM ob6paTHOM TpaHCKPUNUMN N NOSIMMEPA3HOW LLEMHON
peakunmn (OT-MLP) B pexuMe peanbHOro BpEMEHM.

1.2 DyYHKUMOHANbHOE Ha3HadeHue: Habop peareHToB NpegHa3Ha4yeH A8 WUCMOoSb30BaHUS in
vitro (BbisBneHne PHK Bupycos rpunna A (Influenza A virus) v rpunna B (Influenza B
virus) B 6monorMyeckoMm mMatepuase yesioBeka u XMBOTHbIX).

1.3 Habop MoxeT O6blTb MCNOAb30BaH B  KIAMHMKO-AMArHoCTU4eckmx JsabopaTtopmax

MEeAULIMHCKUX YUYPEXAEHUN U HayUYHO-MCCeA0BaTeNbCKOM NpaKTUKe.

1.4 MpuMmeHeHne Habopa peareHTOB HEe 3aBUCUT OT MOMYMSUMOHHBLIX U AeMorpaduyeckux
aCneKkToB.
1.5 MoTeHUManbHble NOAb30BaTENU: KBANUMOUUMPOBAHHbLIN MepcoHan, obydyeHHbln MeToAaMm

MONEKYNSIPHON  AMArHOCTUKW U npaBunam paboTbl B KIMHWUKO-AMArHOCTUYECKOWN
nabopatopuu.
1.6 MpuMeHATb Habop peareHToOB CTPOr0 MO Ha3HAYEHMIO COrNacHO AAHHOM MHCTPYKUMM MO

NPUMEHEHMUIO.
2 XAPAKTEPUCTUKA HABOPA

Habop peareHtoB [punnKomnnekc BbliNycKkaeTca B BapuaHTe wucnonHeHuna «MUP c
AeTeKUneN pe3ynbTaToB B peXxuMe peasibHOro BpeMeHu».

BapuaHT ucnonHeHus «[MLP c peTekumen pesynbTaTOB B peXuMe peanbHOro BpeMeHu»
(mapkupyeTtca «Real-time») - npepHasHadeH Aana petekuum pesynbtatos [UP BO Bpems
aMmnandukaymm ¢ NOMOLLbI aMNANGPUKATOPOB AETEKTUPYIOLWMX.

KomnnekTbl peareHTtoB «Influenza A virus» un <«Influenza B virus» npeaHasHa4veHbl 414
OeTEeKTMpYLWNX amnandunkatopos «AT-322», «ATnant», «OTnpanm» nan «4T-96» (OO0 «HMO
OHK-TexHonorus»).

KomnnekT peareHTtoB «Influenza A&B virus» npegHasHayeH TOMbKO A8 AETEKTUPYHOLWNX

amnnudukaTopos «ATnant», «ATnpanm» nnn «4T-96» (000 «HIMO AHK-TexHonornsa»).
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2.1 CoctaB Habopa
B coctaB Habopa [IpunnKomnnekc, B 3aBMCMMOCTU OT (HOpMbl KOMMNEKTALUKU, BXOAAT

cnegyrowme KOMNIEKTbI:

1. KoMnneKT peareHToB ANA BblAesNieHUs1 HYK/1eunHoBbIxX kucnot (MPOBA-HK)?

BKJIHOYaET:
o nusunpyowmin pacteop — 1 dnakoH (30 mn);

o peareHT ansa npeumnutaumm — 1 dnakoH (40 mn);
o NpombIiBOYHbIN pactBop N21 — 1 dnakoH (50 mn);
) NpoMbIBOYHbIN pacTBop N22 — 1 dnakoH (30 mn);

o 6ydep anda pacresopeHus — 4 npobupku (no 1,25 mn);

o oTpuuaTeNnbHbIN KOHTPOsbHLIM 0bpa3sel — 2 npobupku (no 1,5 mn);
o BHYTPEHHWMN KOHTpONbHbIN o6pasey (AHK-BK) - 1 npobupka (1,0 mn);
o BHYTPEHHUN KOHTpONbHbIN obpa3ey, (PHK-BK) — 1 npobupka (1,0 mn).

2. KoMneKT peareHToB Ansi 06paTHOM TPAHCKPUNLUMUM BKJIIOYAET:

o 6ydepHbli pacTtBop ans obpaTHoh TpaHckpunuum <«OT-6ydep» - 1 npobupka
(100 mkn);
o obpaTHyto TpaHckpunTaly — 1 npobupka (25 Mkn);

o Mpaiimepbl OT-RANDOM+gHT® - 1 npobupka (50 Mkn).

3. KomnnekT peareHtoB gnsa NMUP-amnandmkaumm kAHK BupycoB rpunna A, ¢

AeTekuuein B pexume peanbHoro BpeMmeHm (Influenza A virus), Bk/toyaerT:

o cMecb AN aMmnandukaummn, 3anedyataHHyo napadpuHom - 48 npobupok (no 20 Mkn)

nnn 6 ctpunos no 8 npobupok (no 20 MKn);
o Tag-nonumepasy — 1 npobupka (25 mMkn);

. MUP-6ydep - 1 npobupka (500 mkn);

o MUHepanbHoe Macno — 1 npobupka (1,0 mn);
o NONOXMUTENbHbIN KOHTPOJIbHbIM 06pa3sel — 1 npobupka (75 mkn).
. KpbIWKK® ana ctpunos? — 6 wr.

1 - gkoyaetcsa B Habop Mo 3anpocy.
2 - B C/y4ae MCMNosib30BaHUSA CTPUNOBAHHbIX MPOBGUPOK.

5
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4. KomnnekT peareHtos ansa NuUP-amnanpukaumn kAHK Bnpycos rpunna B, ¢

AeTekuuein B pexxuMme peanbHoro speMmenun (Influenza B virus), Bkaro4vaer:

o CMecCb Ansa aMnandukaummn, 3anedyataHHyo napadpuHom - 48 npobupok (no 20 Mkn)

wnn 6 ctpunos no 8 npobumpok (no 20 mMkn);
o Tag-nonumepasy - 1 npobupka (25 mMkn);

o MNUP-6ydep — 1 npobumpka (500 Mkn);

o MUHepanbHoe Macno — 1 npobupka (1,0 mn);
o MOOXMUTENbHbIN KOHTPOJIbHbIN 06pa3eul — 1 npobupka (75 mkn).
o KpbIlWKN ANS CTpUNoB? — 6 WT.

5. KomnnekT peareHTroB ansa NUP-amnandukaumnm kAHK Bupycos rpunna A m B,

C AeTtekumein B pexxume peanbHoro spemenu (Influenza A&B virus), Bkitovaert:

o cMecb ansa amnnamdukaumm, 3anedyaTtaHHyro napadmHom — 48 npobupok (rno 20 mki)

nnu 6 ctpunos no 8 npobupok (no 20 mMkn);
o Tag-nonumepasy — 1 npobupka (25 mkn);
. MNuP-6ydep - 1 npobupka (500 mMkn);
. MWHepanbHoe Macno — 1 npobupka (1,0 mn);

) NOMOXUTENbHbIA KOHTPONbHbIN o6paseu — 1 npobupka (75 mkn).

KpblWwkK ans ctpunos? — 6 wr.

2.2 Konnyectso aHanmampyembix npob
Habop punnKomnnekc npegHasHadeH 4719 OAHOPA30BOr0 MPUMEHEHUS W paccynTaH Ha
nposegeHue 48 onpepeneHnn, BKAKOYaAs aHaAM3 HeU3BeCTHbIX 06pa3uoB, MONOXUTENbHbIX

KOHTPOJIbHbIX O6pa3LLOB M oTpuuaTe/bHbIX KOHTPOJIbHbIX o6pa3u,os.

2.3 MpuHUMN MeTOoAa

MeTtoa: Ob6paTHasa TpaHCKpunumsa C nocneayrowen MnoMMepasHOn LEenHOW peakunen c
AeTeKUnen pe3ynbTaToB B PeXUMe peasibHOro BpEMEeHU; KaueCTBEHHbIM aHanms.

MpuHuMN MeToAa OCHOBAH Ha MCMNONb30BaHWMKW Mnpouecca obpaTHoM TpaHckpunumm PHK u
nocneaywouwen amnanbukaummn kAHK, 3aknovamoLwencs B NOBTOPSAIOLWNXCS LMKIaxX TeMnepaTypHOM
AeHaTypaumn [OHK, omxura npaiMepoB C KOMMJIEMEHTApHbIMWU MNOCAEA0BATENbHOCTAMU WU
nocneaywwen 4OCTPONKM NOANHYKIEOTUAHbIX Lenen ¢ 3Tux npariMepos Tagq-nonmMMepasoi.

B peakuuoHHYyl cMmecb ans amnauvdukaunm BBeaeHbl AHK-30HAbI, KaxAblh M3 KOTOPbIX
HeceT dnyopecueHTHYI0 MeTKy W racutenbs dnyopecueHuunun. MNpu obpasoBaHun cneuyndUYHOro
npoaykta [AHK-3oHA pa3spywaetcsa, Aencreue racutens Ha o DAyopecueHTHy  MeTKy
npekpawaeTcs, 4YTo BeAET K BO3pacTaHMIO YPOBHS dyopecueHunn. KonmyecTso paspyLUEHHbIX
30HO0B (@, cnepoBaTenbHO, W YypOBeHb (yopecueHUnn) yBennyMBaeTCs MponopLUOHANbHO
Konuyectsy 06pas3oBaBLIMXCA CNEUMPUUYECKUX aMMIMKOHOB W WM3MEpSeTCS Ha KaxAOoM Uuuknie

amnnmdumkaumm.

3-8 cnydae ncnosib3oBaHmUA CTpUnoBaHHbIX I'Ip06MpOK.
6
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Ona  noBbllWeHMs YyBCTBUTENBLHOCTM M CcleunduyHOCTM peakumu npeaycMoTPEHO
NMpUMeEHeHMe <«ropsiyero» crapta, KoTopbln obecneymBaeTcs METOAMKON MNpPUroTOBJIEHMUS
pEeaKLUMOHHOM CMecKu, COCTOsIlWeN W3 ABYX CNOEB, pas3fesiéHHbIX MPOC/IoONKOW u3 napaduHa.
CMeweHne cnoéB M npeBpalleHne MX B aMnaMdUKauMOHHYIO CMeCb MPOMCXOAUT TOMbKO nocne
nnasneHns napaduHa, 4YTo UCK/OYaeT Hecneunduuyecknin omxur npainmepos Ha AHK-Muwenn npun
Ha4yanbHOM nporpese Npobupku.

B coctaB cMecu ana amnnamdukaumm BKAKOYEH BHYTpPeHHWIA KOHTponb (BK), koTopbiit
npegHasHadeH A8 OUEHKW KayecTBa MPOXOXAEHMS MoJSIMMepas’HoM LenHoOW peakuun. B cocTtas
OHK-30HA0B, WCMNOMb3YHOWMXCA ANsS AeTEKUUMWU NpOAYKTOB amnnudukaumm wmnckomon kAHK n
BHYTPEHHEro KOHTPOJIbHOrO ob6pasua, BKOYEHbl (ayopecueHTHble MeTkn Fam, Rox m Hex
COOTBETCTBEHHO, YTO MO3BOJISET pa3fefibHO perncrpumpoBaTtb pe3ynbTatbl amnandbukaumm kAHK

BUPYCOB rpunna u BHYTPEHHEro KOHTpPOosibHOro obpasua (tabnuua 1).

Tabnuuya 1 - KaHanbl getekunm NnpoayKToB amMmnandukaumm

Kanan perekunmn
KoMnnekT peareHToB
Fam Hex Rox
Influenza A virus Bupyc rpunna A BK _
Influenza B virus Bupyc rpunna B BK _
Influenza A&B virus Bupyc rpunna A BK Bupyc rpunna B

Ncnonb3oBaHne HeCKONbKMX  (yopecueHTHbIX KpacuTenen no3BONSeT COKpaTUTb
KONMMYeCcTBO NpobMpoOK, MNOCKONbKY MNOSIBASIETCS BO3MOXHOCTb OAHOBPEMEHHO PerucTpmpoBaTtb
pe3ynbTaTbl pa3HbiX peakunn amnnmdukaumm, Npoxoasawmx B ogHoOM npobupke.

WUccnepoBaHne c wucnonb3oBaHMeM Habopa peareHtoB [punnKomnnekc coctout w3
cnegywowmnx 3sTanoB: BbigeneHne PHK (npobonoarotoBka), peakumss o6paTHOW TpaHCKpUMuuu,
NnuP-amnandumnkaumsa kAHK B pexxnme peanbHOro BpEMEHMU.

Onsa nposegeHus MUP ncnonb3yoT amnnndukaTopbl AeTEKTUPYOLWNeE.

2.4 Bpemsa npoBeaeHus aHanusa (c yyétom npobonoarotoBkn): 5 yacos.
3 AHAJTUTUYECKUE XAPAKTEPUCTUKHA
3.1 CneundunyHoCcTb aHanmsa

B obpasuyax 6buonornyeckoro matepuana, cogepxawmnx PHK BbissBassemoro smpyca rpunna,
BO BpeMs MpoBeaeHus aMnnmdukaumm, aeTekTupyowmin amnamdukaTop A0XEH perncTtpuposaTb
MONOXMUTENbHbIE pe3yfbTaThl amnnmdunkaumnm cneundunyecknx dparmeHTOB kOQHK
(3KCNoHeHUWanbHbIA POCT KpMBOM dyopecueHumMn no kaHanaMm Fam n/vunun Rox).

B obpasuax 6uonormyeckoro MaTepumana, He cogepxawux PHK BbissBnsemoro Bupyca
rpynna, npu nNpoBeaeHun amMnandukaumm, perncTtpupyeTcs MoNOXUTENbHbIM  pe3ynbTaT
amnnmdumKaumm BHYTpPEHHEro KOHTpons (3KCMOHeHUMasnbHbIA POCT KpuBOW dJyopecueHuun no
KaHany Hex) u oTpuuaTenbHblt pe3ynbtaT amnandukaunmm cneundundeckmnx dparmeHtoB kAHK

(OTCyTCTBME 3KCMOHEHUMANBHOIO PoCcTa KpMBOW dyopecLueHUumM no KaHanam Fam u Rox).

3.2 AHanuTMyecKkas 4yBCTBUTENbHOCTb Ha 1,0 mn obpasua:

He 6onee 500 reHom-3kBMBaneHToB PHK Bupycos rpunna A vnn B.
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4 MEPbI MPEAOCTOPOXXXHOCTH

Obwme TpeboBaHMs 6e3omacHOCTM K Habopam peareHToB Ans in vitro anarHoctukm B
cootBeTcTBUM € TOCT ISO 14971-2011.

OpraHusauma pabotbl [LP-nabopatopun, o6opyaoBaHne u MaTepuanbl  AOXKHbI
cooTBeTcTBOBaTh TpeboBaHuaM [OCT P 52905-2007, MeTtoanmyeckux ykaszaHui MY 1.3.2569-09
«OpraHusaumns paboTbl nabopaTopuii, MUCMOAb3YHOWKMX MeToAbl aMnAMdUKaUNM HYKITEMHOBbIX
KMUCNOT, Npn paboTe ¢ MaTepuanoMm, coaepxawmm MMkpoopraHmambl I-IV rpynn naToreHHocTmu», C
cobnogeHneM caHmTapHo-anungeMmunonormyeckmx npasmn CIM 1.3.2322-08 «be3sonacHocTb paboTbl C
MUKpoopraHuamamm III-IV rpynn naTtoreHHocTu (omacHoCTM) M BO36yauMTEeNnsiMM napasmTapHbIX
6onesHen».

Nccnepyemble obpasubl pacCMaTpMBAOTCS KaK NOTEHLUWaNbHO-0OMNAaCHbIE.

Mpn pabote c MukpoopraHmamamm I-IV rpynn natoreHHocTM Bbi6Op TunNa 3aWMUTHOrO
KocTioMa (pabouen opexabl M CPeAcTB MHAMBMAYANbHOW 3alinTbl) MNpPOBOAUTCA B CTPOrom
cootBetctBMM Cc CM 1.3.2322-08 wn onpegensietcas BuaoM Bo3b6yauTtens, pabouyein 30HON,
OoCHaweHneM eé 6okcamm bnonornyeckor 6esonacHocCTu.

K pabote c HabopoM peareHTOB AOMYyCKaeTCs TOJSIbKO MNepcoHan, Oby4YeHHbIn MeTodaM
MOJIEKYASIPHOW AMArHOCTUKW U NpaBuaaM paboTbl B KIIMHUKO-AMarHocTuyeckon nabopartopuu.

Boigenenne PHK cnegyeTt npoBoAnTb B NTaMUMHApPHbIX WKadax C BKAKOYEHHbLIM TaMUHAPHbIM
rnotokoM. MoarotoBky k [MUP c ncnonb3zoBaHmeM Habopa peareHToB cneayeTt npoBoauTtb B [LIP-
6okcax.

Bce nabopaTtopHoe obopyaoBaHue, B TOM 4uCne [03aTopbl, LWTaTWBbI, JabopaTopHas
nocypa, xanaTbl, rofoBHble yb6opbl M MNp., @ TakXe pacTBOPbl peareHTOB AO/MKHbl 6bITb CTPOro
CTauMoHapHbIMW. 3anpeLlaeTcs X nepeMeLleHme n3 ogqHOro NnoMeLLeHns B gpyroe.

[o3aTopbl AOMXHbI 6bITb COOTBETCTBYHOWMM 06pa3oM noBepeHbl (B aKKpeauTOBaHHbIX
nabopatopusx) n npoMapKmMpoBaHbl.

Ypanate oTtxogbl € npogyktamum TLUP HeobxogMMo TOAbLKO B 3aKpbiITOM Buge. He
AOMyCcKaeTcsa OTKpbIBaTb Npobupku nocne amnnmdukaunm (MY 1.3.2569-09).

Bce noeepxHoctn B nabopatopum (paboume cTonbl, WTaTMBbLI, 0bopyAoBaHMe W Ap.)
eXXegHEeBHO MoaBepratT BfaxHoh ybopke ¢ npuMeHeHneM Ae3NHMULMPYLWMX/MOLWNX CPEACTB,
pernaMeHTUpPOBaHHbIX CaHUTapHbIMU npasunamn CI1 1.3.2322-08.

Mpu wncnonb3oBaHum Habopa B KAMHUKO-AMArHOCTMYECKOW nabopatopum obpa3sylTcs
oTxogbl knaccoB A u b, KOTOopble KAaCCUM@UUMPYIOTCS W YTUAU3UPYKOTCS B COOTBETCTBUM C
TpeboBaHmammn CaHluH 2.1.7.2790-10.

He ponyckaeTtca ucnonb3osaTb Habop peareHToB:

— TPV HapyLWeHUM YCNOBUIA TPAHCMOPTUPOBAHNUS U XpPaHEHUS;

—  MpV HECOOTBETCTBUM BHELLHErO BMAa peareHToB, YKa3aHHOro B nacnopre K Habopy;

— MNPV HapyLWeHUM BHYTPEHHEN YNaKOBKU KOMIMOHEHTOB Habopa;

— 10 UCTEYEHUIO CpoKa FroAHOCTU.
MpuMeuyaHune - Habop peareHTOB He COAEPXKMUT MaTepuasbl BMONOrMUECKOrO NMPOUCXOXAEHNS, BELLECTE,
o6/1aalolWmnX KaHLEPOreHHbIM, MyTareHHbIM AEACTBMEM, @ TaKXe BVSIOWMX Ha PErnpoAyKTUBHYIO (MYHKUMIO
yenoseka. lpU WCMOMb30BAHUM MO HA3HAYEHUIO W COG/IOAEHWM Mep MPEeAOCTOPOXHOCTU SABJIAETCS

6e30nacHbIM.
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5 OBOPYAOBAHUE N MATEPWUAIJDbI

Mpu pabote c Habopom peareHToB punnKomnnekc TpebytoTca cnepyowme obopygoBaHune

W MaTepwuanbi:
. MLUP-60kc;

o amnnudukatop aetektupyowmin («AT-322», «ATnant»*4, «ATnpanM»> unn «AT-96»
(000 «HMO OHK-TexHonorus));

o ueHTpudyra  ans npobupok  o6bEMOM 1,5 MJT C RCF He HMXe

16 200 x g (cooTBeTcTBYeT 13 000 06/MMH Ha ueHTpudyre Heraeus Pico 17);

. MUKpOLEeHTpUdyra-sopTekc;

. X0N0ANNBbHUK 6bITOBOW C MOPO3MIBHON KaMepon;

o TepMocTaT TBEPAOTENbHbIN, NoaaepXxuneatowmi Temnepatypy ot 50 °C no 95 °C;

. wraTtme «paboyee mecTo» Ansa npobupok obvémom 1,5 mn;

o wTaTne «pabouee mecto» ana npobmpok o6vémom 0,5 mMn;

o wTaTne «paboyee mecto» Ana npobmpok o6vémom 0,2 Mn;

o npobupkun nnactmkoBble 06bLEMOM 1,5 Mn;

o npobupkun nnactmkoBble 06bLEMom 0,5 Mn;

o [03aTopbl  MeXaHW4YeCKne WAM 3SNEeKTPOHHble OAHOKaHasibHble C MepeMeHHbIM

o6béMoM, nosBonsowme otbupatb 06LEM xuagkoctm 0,5-10 mkn, 2,0-20 mkn, 20 -
200 mkn, 100-1000 MkJ;

. OoAHOpa30Bble HAKOHEeYHUKU C d)VIJ'IprOM Ana  nonyaBToMaTUHeECKMX [03aTOpoB,

cBoboaHble oT PHKa3 n [1HKa3, o6bémom 20 Mk, 200 mkn, 1000 Mkn;
o OAHOpa30Bble NepyaTKn MeauLUmMHcKne, 6e3 Tanbka, TEKCTYPUPOBAHHbIE;

. éMKOCTb C  Ae3uHdUUMpYOLWKUM  pacTBopoM Ana  cbpoca  MCMOMb30BaHHbIX

HaKOHEYHWKOB, NPO6MPOK M APYrnX PacXoAHbIX MaTepuanos;

o TpaHcnopTHasa cpepa gns 6uonpob wn/mnmn dusmonornvecknin pacrtsop (0,9% NaCl)

CTEPUSIbHbLIN;

. KoMMmiekT ans BbigeneHns HK wm3 6uonormdeckoro Matepuana (pekoMmeHpyeTcs
MPOBA-HK (000 «HIMO AHK-TexHonornsa»).

4 - Tonbko Mogenun 4S1; 4S2; 551; 552; 6S1; 6S2.
5 — Tonbko Moaenun 4M1; 4M3; 4M6; 5M1; 5M3; 5M6; 6M1; 6M3; 6M6.
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MporpammHoe obecrnedyeHne Ansa aMnIndUKaTopoB AeTekTupywwnx «AT-322», «OTnant»,
«OTnpaim» n «AT-96>»:

o Bepcusa MO He Huxe 7.3°.

o dannbl ¢ napameTpamu aHanmsa «Influenza_A.ini», «Influenza_B.ini», «InflAB.ini».

6 AHAJINBUPYEMbBIE OBPA3LbI

6.1 MaTtepwan ans nccnenoBaHum

Onsa vnccnenosBaHMs MCNOAb3YHOT buonornmyecknii matepman 4denoseka (MaskuM M CMbiBbl U3
MOSOCTN HOCA M POTOI/IOTKN) U MaTepuan oT naawunx u 60nbHbIX XUBOTHbLIX (Ma3KM U CMbIBbl U3
Tpaxeu, MosoCTU HOCA, MOTKKU, KNoakn; dekannu; BHYTPeHHWE opraHbl).

B3atne, npenobpaboTky M xpaHeHne mMaTepmana rnpoBOASAT B COOTBETCTBMU C MHCTPyKUMENR
K KOMMJIEKTY peareHToB Ans Bbigenenms PHK 3 6uonornyeckoro matepmana.

PeweHne o BbiGOpe MecTa B3ATUS MaTepuana Ans UCCrefoBaHUs NpMHUMaeT Bpay.

6.2 O6wme TpeboBaHmA

ONna nonyyeHuns KOPPEKTHbIX pe3ynbTaToB 60/bliOe 3HavYeHune MMeeT KayvyecCTBO B3ATus
obpasua 6uomaTepmana AnNa  MCCAeoBaHUA, €ro  XpaHeHwe, TpaHCnopTUpoBaHuUe U
npeaBapuTenbHas obpaboTka.

Nccneposanme metoaoM MNLP oTHOCKMTCS K NpssMbIM MeToAam NnabopaTopHOro nccriegoBaHus,
nosToMy B3aTMe 6uonorvyeckoro martepumana Heob6xoAMMO MpPOBOAUTbL M3 MecCTa JloKanusauuu

WHPEKLMOHHOIro npouecca.

6.3 B3daTtue obpasuoB 6uonormyeckoro matepuana
6.3.1 B3agatue obpasuos 6MoN0OrM4YecKoro Mmatepumana 4yenoseka
6.3.1.1 Ma3sku 13 NoNOCTU HoCa

Ma3kun 6epyT CyxmM CTEpPWUSIbHbIM O4HOPa30BbIM 30HAOM B MNACTUKOBble NPOo6UpPKM 06BLEMOM
1,5 Mn ¢ 300 MK CcTepunbHOrO U3MONIOTMYECKOro pacTBOpa WM TPaHCMOPTHOW cpeaown Aans
6nonpob.

30HA4 BBOASAT NNIEMKMM ABMXEHMEM MO HAPYXXHOW CTEHKE HOCa Ha rybuHy 2-3 CM A0 HUMXHeN
paKoOBWHbI. 3aTeM 30HA C/fierka OnycKalT KHU3Y, BBOAAT B HMXHWIA HOCOBOW XO4 MOA4 HWXHIOH
HOCOBYIO paKOBWHY, AeNaloT BpawaTe/bHOe ABMXEHME U yAANaT BAOSb HAPYXXHOM CTEHKM HOca.
30HA Cc buomaTepuanoMm NEepeHocHaT B NMpobupKy € GM3MONOrMYecKnM pacTBOPOM CTEPUISIbHBIM UK
TpaHCNOPTHOM cpenoit ansa 6uonpob, BpawarT 30HA B TedeHue 10-15 ¢, nsberas pasbpbi3arnBaHums
XXNOKOCTU. 3aTeM M3BMeKaloT 30HA M3 pacTBopa W, BpallaTeNbHbIM ABUMXEHWEM MpMXKMMasa ero K
CTeHKke NpobupKK Bbille YPOBHSA pacTBOpa, OTXKMMAOT U3ObITOK XMAKOCTU. NCNOMb30BaHHbIA 30HA,

YTUNU3UPYIOT, NPOB6MPKY 3aKpbIBAOT U MapKUpPYIOT.

6 - npousBOAUTENb pPEKOMEHAYET CBOEBPEMEHHO OBHOBMATL MporpaMMHoe obecrneveHne ans
OETEKTUPYOWMX aMnamdukaTopoB. AKTyasibHYlO BEPCUMIO MNpPOrpaMMHOro obecrneyeHumss MOXHO
cKauyaTb Ha canTte komnaHum «JHK-TexHonorusa»:
https://www.dna-technology.ru/poequip/po-dlya-oborudovaniya
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6.3.1.2 Masku 13 poTornoTku

Ma3ku 6epyT CyxXuMM CTepu/ibHbiIM OAHOPA30BbIM 30HAOM BpalwaTesibHbiIM ABUXEHUEM C
MOBEPXHOCTM MWUHAANWNH, HEOHbLIX AYy)XEeK W 3a4Heh CTeHKW T[0TKM. 30HA4 MoMewalT B
NnJacTMKoBytd npobumpky o6bémom 1,5 Mn C GU3MONOrMYECKMM PpacTBOPOM CTEPW/IbHbLIM WN
TPaHCNOPTHOM cpepon ansa 6monpob, BpawatoT 30HA B TedeHne 10-15 ¢, nsberasa pa3bpbisarnBaHums
XXMOKOCTU. 3aTeM M3BMeKalT 30HA M3 pacTBopa W, BpallaTenbHbIM ABMXEHWEM MpPUMXUMMas ero K
CTeHKe NpobupKK Bbille YPOBHSA pacTBOpa, OTXKMMAOT M36bITOK XMAKOCTU. NCNOMb30BaHHbIA 30HA

YTUNN3UPYIOT, NPO6MPKY 3aKpbiBaOT U MAapKUPYIOT.

6.3.1.3 CMbIBbl U3 pOTOrOTKMK

Mepen B3ATMEM CMbIBOB W3 pOTOrA0TKM HeobxoauMMO npeaBapuTesibHOE MNOJSI0OCKaHue
noaocTn pta Boaoun. lNocne 3Toro NpoBOAAT TLWATeNbHOE MOMOCKAaHWE pPOTOrIoTKU (B TeyeHue 10-
15 ¢) 8,0-10 M mM3N0NOrMyYeckoro pacTeopa CTepusibHOro. XXnakoctb cobupatoT yepes BOPOHKY
B CTepu/bHyO npobupky. He ponyckaeTcsa MOBTOPHOE WCMNOSb30BaHWE BOPOHKM 6e3
npeaBapuTesibHOro asToknaBMpoBaHuMs. CMbiBbl M3 poTtornotkun (300 mMkn) nepeHocaT B

NnacTukoBble NPo6bupkn 06bEMOM 1,5 M, NpobUpPKM 3aKpbIBalOT KPbIWKaMMU U MapKUPYIOT.

6.3.1.4 CMbIBbI U3 MOSIOCTM HOCA

B3aTtne mMartepmana npou3BOAST B TMOJIOXEHUM 60AbHOMO cmasi C OTK/IOHEHHOM Hasapg,
rosioBon. [ns nony4vyeHms CMbiBa M3 MNOJIOCTM HOCa B 06a@a HOCOBbLIX XO04a MOOYepeaHO C MOMOLLbHO
30HAa WM OAHOPAas30BOro wnpuua eBeoasaT no 3,0-5,0 M Tennoro M3nonorM4eckoro pacreopa
CTEPUIIBHOr0. MNpPOMbIBHYIO XMAKOCTb M3 060MX HOCOBbIX XOA0B COBUpaloT Yepe3 BOPOHKY B OAHY
CTEPW/IBHYO  Npobupky. He pgonyckaeTca  NOBTOPHOE  MCNOAb30OBaHWE  BOPOHKM  6e3
npeaBapuTenbHOro aBToknaBupoBaHus. CMbiBbl (300 MKA) MeEpPeHOCAT B MAACTMKOBbIE MPobUpKU

06bEMOM 1,5 MN, NPo6UPKM 3aKpbIBAIOT KPbILWKAMNU U MapKUpPYoT.

6.3.2 B3gatne obpasuos 6MONOrMUYECKOro MaTepmasna XXMBOTHbIX
6.3.2.1 Ma3sku 13 Tpaxeu, nosoCTn Hoca, FMOTKN, KNOoaKu

Ma3kun 6epyT CyxXMM CTEpWU/ibHbIM O4HOPa30BbIM 30HAOM B MNacTMKOBble NpobMpknu 06bEMOM
1,5 Mn ¢ 300 MKk CcTepunibHOrO U3MONIOTMYECKOro pacTBOpa WM TPaHCMOPTHOW cpeaown Aans
6nonpob.

Mocne B3aTMA Ma3ka (M3 Tpaxewn, NOMOCTM HOCA, FOTKU, KNoaku), 30H4 ¢ 6BMomaTepmanom
nepeHocaT B Npobupky ¢ HU3NMONOrMYeCcKMM pacTBOPOM CTEPUIIbHBIM MM TPaHCMOPTHOM cpeaomn
ans 6uonpo6, BpawalT 30H4 B TedeHume 10-15 ¢, mnsberas pasbpbi3arMBaHUS XUAKOCTU. 3aTeMm
M3BNEKAlOT 30HA4 M3 pacTBOpa W, BpallaTeNbHbIM ABMXEHUEM MPUXUMas ero K CTeHke npobupku
Bbllle YPOBHS pacTBOpa, OTXMMAOT M3ObITOK >XWUAKOCTU. MCNONb30BaHHbIA 30HA YTUIU3UPYIOT,

Npo6MpPKY 3aKpbIBAOT U MapKUPYIOT.

6.3.2.2 BHyTpeHHUe opraHsbl
BHyTpeHHMe opraHbl (dparMeHTbl Tpaxeu W Nerkux, cesie3eHka, MO3r, MneyeHb U A4p.)

NMoMeLLaoT B CTEPUJIbHYIO CYyXYH MOCYyAy, KOTOPYH MJIOTHO 3aKPbIBAOT KPbILWKON U MapKUpPYHOT.
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.3.2.3

dekanumn

Mpobbl cdekanuin (4-5r1) NEpeHOCAT B CTEPUNBbHYIO CYXYyl Mocydy, KOTOPYl MJIOTHO

3aKpbIBalOT KPbILWKOMA U MapKUpYIOT.

6.4

TpaHCNopTMpPOBaHME M XpaHEHME UCCNIeAyeMOro MaTepuana

BHMUMAHME! Bpems oT B34TUSA MaTepuasna A0 Hayasna MccneaoBaHUs He LO/MKHO npeBbiwaTb 24

4acos.

TpaHCcnopTMpoBaTb M XpaHUTb 06pasubl A0 Hayana UccienoBaHWUs Mpu TemnepaTtype oT
2 °C po 8 °C.

B cnyyae HeBO3MOXHOCTM [OCTaBKM MaTepumana B na60paTopmo B Te4YeHUeE CYTOK

AONYCKaeTCcd OAHOKPAaTHOE 3aMOopa>xXnBaHmne MmatTepmana.

7

7.

N

NMPOBEAEHUE AHAJIU3A

1

MoaroTtoBka MaTepunana K BbigeneHuo PHK

.1.1 Ma3ku n cMbIBbI

1.1.1

Mpobupky, coaepxalwyl aHaaM3MpyeMmblii MaTepuan, ueHTpudyrupymnte npm 13 000

06/MuH B TeueHme 10 MUH Npu KOMHaTHoM TemnepaTtype (oT 18 °C go 25 °C).

MpunmeuaHne - Wcnonb3ynte ueHTpudyry ans npobmpok obbéMoMm 1,5 mn ¢ RCF He Huxe

1.1.2

16 200 x g (cooTtBeTcTBYeT 13 000 06/MMH Ha ueHTpudyre Heraeus Pico 17).

YaanuTe HaAo0CaZAo4YHYH XUAKOCTb, OCTaBMB B Npobupke npuMepHo 100 Mkn (ocagok +

Xuakas gpakuyms).

.1.2 ®dekanuun

1.2.1

1.2.2

.1.2.3

.1.2.4

MepeHecnte ~250 mr (Mkn) dekannn B naacTMkoBykd npobupky obvémom 1,5 mMn c
1,0 Mn pmsmonornyeckoro pactesopa CTepuiibHOro. BCTpsAXHUTE NpobMpKy Ha BOpTeKCE B

TeyeHune 5-10 c.

LeHTpudyrmpyiite npobupky npm 1000 06/MMH B TeyeHMe 2-3 MMH NpPU KOMHATHOWM

TemMnepaType.

MepeHecnte 800-1000 MK HaAOCAAOYHOM XUAKOCTM B HOBYH Mpobupky O6bEMOM
1,5 mn, ueHTpudyrupynte npu 13 000 06/MnH B TedeHme 10 MMH NpU KOMHATHOM

TeMmnepaType.

Ypanute HagOCaAOYHYO XUAKOCTb, oCcTaBuMB B nNpobupke npumepHo 100 mkn (ocagok +

xXnakasa dpakumns).

.1.3 BHyTpeHHMe opraHbl XMBOTHbIX

.1.3.1

Momectute ~250 Mr uccneayemoro martepuana B MAACTUKOBYH Mpobupky o06bEéMOM
1,5 mn.
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7.1.3.2 [ob6asbTe 1,0 Mn $u13MOMOrM4YeCcKoro pacteopa CTepu/ibHOro. BCcTpsaxHuTe npobupky Ha
BOpTekce B TedeHne 3-5c¢, ueHTpudyrnpymnte npobupky Ha MUKpoUeHTpudyre-

BopTekce npu 1000 06/MMH B TeuyeHne 3-5 c Nnpu KOMHaATHOW TeMnepaType.

7.1.3.3 Ypanute HaA0CaAouYHYO XUAKOCTb, OCTaBuMB B Npobupke npumepHo 100 mMkn (ocagok +

Xnaokas ppakums).

7.2 BbigenenHmne PHK ns 6nonornyeckoro Mmatepuana
BHUMAHME! KomnnekTt ansa BbiaeneHns PHK 13 6unonornyeckoro Matepuasa He BXOAUT B COCTaB
Habopa MNpunnKomnnekc.

BoigenenHmne PHK npoBoasiT B COOTBETCTBMM C MHCTPYKUMEN K WUCMOJIb3YEMOMY KOMMNEKTY
peareHToB. PeKoMeHAYyeMblA KOMMNEKT ANS BblAENEHUS HYKIEMHOBbLIX KUCOT M3 6M0N0orM4eckoro
maTepumana: NMPOBA-HK.

O BO3MOXHOCTU WMCMONb30BaHMUSA APYrMX KOMMIEKTOB peareHToB Ansa BblgeneHns PHK w3
6uonornyeckoro matepuasna COBMECTHO C KOMMJeKTamMu ans obpaTHoil TpaHckpunuum un TLP-
amnnmdmKaumm MOXHO y3HaTb Yy npeacTaBuTens KOMnaHuu.

BHMUMAHME! HezaBucMMO OT MCNOAb3YeMOro KOMMAeKTa Ans BblAeNeHUss OAHOBPEMEHHO C
BblaeneHmem w3 buonorndyeckoro matepumana PHK Heobxogmmo npoBecTn 4epe3 BCe 3Tambl
npobonoaroToBKM OTpMUATENbHbLIN KOHTPObHLIN obpa3ey (B ero Ka4yecTtBe MOXHO MCMNO/Ab30BaTb
dunsnonornyecknin pacteop B 06bEMe, yKa3zaHHOM B MHCTPYKUMM K KOMMJEKTY peareHToB AJis

BblaeneHms PHK).
7.2.1 BblgeneHue PHK ¢ ucnonb3oBaHnem komnnekTta peareHToB NMPOBA-HK

MpuMeyvaHns«

1. Mepen HauvanoMm paboTbl HEOH6XOAMMO MNPOKOHTPONIMPOBATL OTCYTCTBME OCadka B JIN3MPYIOLLEM
pacteope (MPOBA-HK). B cnyuyae BbinageHus ocaaka NM3MpyoWKUi pacteop nporpetb npu 65 °C
[0 MOSIHOrO pacTBOPEHUS OcCagka. 3aTeM nepeMelwaTtb M3UPYIOLWNIA pacTBOp NepeBopayMBaHUEM

¢dnakoHa BeBepx gHoM 5-10 pas, nsberas neHoobpasoBaHus.

2. Ha paHHOM 3Tane ucnonb3ynTe TONbKO OAHOPA30Bble HAaKOHEYHWKU C puabTpoM, cBoboaHble OT

PHKa3 n [1HKas.

3. OgHoBpeMeHHO C BblgeneHnem PHK un3 6uonormyeckoro matepuana HeobxoauMMo noAroTOBUTb
oTpuuaTenbHblA KOHTPONbHbIN obpasey (K-). [And 3Toro B OTAENbHYK MNAACTUKOBYKO MNpobupky
o6bémom 1,5 mn BHecute 100 MKA OTpULATENIBHOINO KOHTPOSbHOrO obpasua v BbINOAHUTE .M.
7.2.1.1 -7.2.1.14.

7.2.1.1 [JobasbTe B Npobupkun ¢ nccnegyemoiMm obpasuamMmm n «K-» no 300 Mk Ausupytowero

pacTBOpa, HE KaCadCb Kpas I'IpO6MpOK.

7.2.1.2 TINOTHO 3aKpOWTE KPpbIWKKM MNPOBUPOK, BCTPAXHUTE Ha BOpPTEKCE B TedeHwe 3-5¢C u

LEeHTpUdYrupyinTe B TedeHne 3-5 ¢ Ha MUKpOLIEHTpUdYyre-BopTeKce.

7.2.1.3 TepMmoctaTtupyihte npobupku npm 65 °C B TeuyeHnme 15 MUH, ocaguTe KoOHAEHcaT
ueHTpudyrnposaHmem npm 13 000 o06/MmMH B TeuyeHume 30 C nMNpu  KOMHATHOM

Temnepartype.
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BHUMAHME! NMpu BbigeneHnn PHK Bupyca rpunna A v3 TKaHen BHYTPEHHUX OPraHoOB >XXMBOTHbIX
TepMocTaTMpymte npobupkm npn  65°C B TeuyeHnme 30 MWH, ocaauTe  KOHAeHcaT
ueHTpudyrmposaHmem npu 1000 06/MuH B TeueHne 3-5 C U NepeHecnTe HaA0CaAO0UYHYH XNAKOCTb

B HOBYIO MNACTUKOBYO NMpobumpky obvémom 1,5 mn.

7.2.1.4 [JobasbTe B Kaxayt npobupky no 400 Mk peareHTa Ass npeunnutaumm n BCTPAXHUTE

npobupkun Ha BOpTEKCE B TeyeHune 3-5 c.

7.2.1.5 UeHTpudyrmpyiite npobupkm npu 13 000 06/MMH B TedeHne 15 MWUH NpuM KOMHaATHOM

TeMnepaType.

7.2.1.6 He 3ageBas 0cafoK, NOJAHOCTbIO YAaJAUTE HAAOCAAOUYHYIO XUAKOCTb (OTAENbHbIM

HaKOHEYHMKOM M3 Kaxaon npobupku).

7.2.1.7 [obasbTe Kk ocagky 500 Mk npoMbiBOYHOro pactsopa N1, 3aKponTe KpbIWKN NpobMpoK

n nepemewanTe, 3—-5 pa3 akKypaTHO nepeBepHyB Npobupku.

7.2.1.8 UeHTpudyrupyinte npobupkm npm 13 000 06/MMH B TeyeHue 5 MWH nNpu KOMHATHOWM

Temneparype.

7.2.1.9 He 3apgeBass 0CagoOK, MNOJHOCTbK YyAa/lNTE HAAOCAAOYHYI XMAKOCTb (OTAENbHbIM

HaKOHEUYHMKOM M3 Kaxxaom Npobupkn).

7.2.1.10 [obasbTe Kk ocaaky 300 MK/ NpoMbIBOYHOro pacteopa N°2, 3aKponTe KpbIWKN Npobmpok

M nepeMewante, 3—-5 pa3 akKypaTHO NepeBepHyB Npobupku.

7.2.1.11 UenTtpudyrmnpynte npobupkm npm 13 000 06/MnH B TeuyeHMe 5 MUH Npu KOMHATHOM

TemnepaType.

7.2.1.12 He 3apeBass 0CagoOK, MNOJHOCTbK YyAa/lNTE HAAOCaAO4YHYI XMAKOCTb (OTAENbHbIM

HaKOHEUYHMKOM M3 KaXxaoMm Npobupkn).
7.2.1.13 OTkpoWTe KpbiWKK NPpO6MPOK M BbICYlIUTE 0canok npu 65 °C B TeueHue 5 MUH.

7.2.1.14 [obasbTe k ocaaky 50 Mkn 6ydepa Ansa pacTBOPEHMUS, 3aKpOWTE KpbIWKN NpobMpoOK K

nporpenTte npobupku npm 65 °C B TeyeHne 10 MUH.

7.2.1.15 Ocagute koHaeHcaT ueHTpudyrmposaHuem npu 13 000 06/MuH B TeueHme 30 ¢ npwu
KOMHaTHOW TeMnepaType.
MpenapaT PHK roToB Ans npoBeaeHns peakunm obpaTtHOM TpaHCKpUNLUUN.
Mony4yeHHbIn npenapaT PHK pekoMeHayeTcs cpa3y MCNOAb30BaTh A1 MOCTAHOBKKW peakuum

obpaTHON TpaHCKpUnumu.
7.3 MpoBeneHwe peakumn o6paTHOM TPaAHCKPUMLUK

7.3.1 TlpoMapkupyinTe HeobxoAMMOe KONMYECTBO HOBbIX MNACTUKOBbIX Npobupok o6bémom 0,5 Mn

C Y4éTOM Npobupkn Ang oTpuuaTeNbHOro KOHTposbHOro obpasua (K-).

7.3.2 Pa3mopo3bTe coaepxumoe npobupok «OT-6ydep» n «Mpanmepol OT-RANDOM+aHTO» un3
KOMMJIeKTa peareHToB ANns obpaTHOM TpaHCKpUNUMM MNpM KOMHATHOW TemnepaTtype OT
18 °C po 25 °C, 3ateM BCTpSXHUTE NMpPobMpKM Ha BOpTekce B TeyeHume 3-5c m ocagurte

Kannm ueHtpudyrnposaHmem npm 1000-3000 06/MMH B TeyeHme 3-5cC npm KOMHaATHOM
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Temneparype.

MpumeyaHne - B cnydyae BbiNnageHus ocagka B 6ydepHoM pacTtBope «OT-6ydep» npobupky crneayer
OCTaBUTb MpU KOMHATHOW TeMmnepaType A0 MOJIHOMO PAcTBOPEHUSI Ocagka, MepuoavMyecky BCTPsiXvMBas Ha

BOpTEKCE.

7.3.3 B otmenbHoli nnactukoBon npobupke npurotoBbTe OT-cMecb NyTEM CMewuBaHUS
6ydepHoro pacrtBopa «OT-6ydep», npanmepoB «[lpaniMepbl OT-RANDOM+gHTO» n

obpaTHOW TpaHCKpuUNTasbi:

o 2,0 x (N+1) mkn OT-6ydepa;

o 1,0 x (N+1) mkn «lMpanmepbl OT-RANDOM+aHT®>»;

o 0,5 x (N+1) mkn obpaTHOI TpaHCKpuMNTa3bl,

raoe N — KonmyecTtBo aHanmn3npyembix 06pasuoB € YY4ETOM «K—»,
Mpumep: Heobxognmo npoaHanuaupoBaTb 5 o6pasuoB u oanH «K-». [poMapKupoBaHHbIX
npobupok — 6. HyxHo npurotoButb cMecb OT-6ydepa, npanmepoB n obpaTHOM TpaHCKpUNTa3bl
ana 7 (6+1) npobupok, T.e. 14 mkn OT-6ydepa + 7 mkn npainmepoB + 3,5 Mkn obpaTHoi

TPaHCKPUNTasbl.

BHUMAHME! O6paTHyl0 TpaHCKpuMNTa3ly >enaTenbHOo AepXXaTb BHE MOPO3UJIbLHOM KaMepbl Kak

MOXHO MeHblle.

7.3.4 BcrpsaxHute npobupky ¢ OT-cMecbio Ha BOpPTEKCE M O0CaguTe Karn LUeHTPU@YrmpoBaHNEM

npu 1000-3000 06/MnH B TeyeHne 3-5 c Npm KOMHaTHOM TemnepaTtype.
7.3.5 BHecute no 3,5 mkn OT-cMecu BO BCe NMPOMapKUpoBaHHbIE MPO6UpPKY.

7.3.6 BHecute B npobupkn c OT-cMmecbio (KpoMme npobupkun, npoMapkmpoBaHHoON «K-») no
16,5 Mkn cootBeTcTBYtowero obpasua PHK (oTaenbHbIM HakKOHEYHMKOM U3 KaXaom

npoéunpkn).

7.3.7 B npobupky, npoMapknpoBaHHy0 «K-», BHecuTe OTpuuaTesbHbI KOHTPONbHbIN 0bpa3seu,

npoweawunin atan soigeneHmsa PHK.

MpumeyaHune - Bo usbexaHne KOHTaMMHaUMKN peKoMeHAyeTCcs BHOcUTb o6pasubl PHK HakoHeuHukamu c

punbTpOM.

7.3.8 Tlpobupkn BCTPAXHUTE Ha BOpTekce B TeyeHnme 3-5¢c wu ocagute Kanau
ueHtpudyrnposaHmem npu 1000-3000 06/MMH B TedyeHume 3-5 C npu KOMHaTHOM

TeMmnepaType.

7.3.9 [Mpobupku nomectute B TepMoCTaT U UHKYbupynte npu Temnepatype 40 °C B TeueHne 30

MUH, 3aTeM nNpu TemnepaTtype 95 °C B TeyeHue 5 MUH.

MpuMeyaHuUe - PeKOMEHAYETCS MCMONb30BaTb MPOrpaMMuMpyeMble TEPMOCTaTbl C MPMXXMMHOMN KPbILIKOM

(HanpumMep, «FHoM» (OO0 «HIMO AHK-TexHonorus»)).

7.3.10 OcagnTte KoHAeHcaT ueHTpudyrnposaHmem npu 13 000 06/MnuH B TeueHme 30 c npwu

KOMHaTHOW TeMnepartype.

Mony4yeHHbin npenapat kAHK rotos ans nposeaeHus MLP.
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MpuMmeyvaHun4:

7.4

7.4.1

7.4.2

7.4.3

7.4.4

7.4.5

7.4.6

7.4.7

1. Mpenapat kKAHK ponyckaeTcsi XpaHWTb npu Temnepatype OT MUHyC 18 °C o MuHyc 22 °C He

6onee ogHOro mMecsaua.

2. Ons noctaHoBku MUP o6pa3ubl kAHK, xpaHuBwMecs npu TemnepaType OT MUHYC 18 °C 0 MUHYC
22 °C, HeobxoanMO pa3MopoO3uUTb MpPU KOMHATHOW TeMmrnepaType wanm npu temnepartype ot 2 °C go
8 °C.

MpoBeaeHne NOAMMEPA3HOM LEeNHOW peakumm

MpoMapkunpyinTe HeobxoanMoe KomyecTBo Npobmpok € 3anedyaTaHHOM napadUHOM CMeCbio
Ana amnaugukauuMm: No OAHOW ANS KaXAoro uccrneayemoro obpasua, oTpuuaTenbHOro
KOHTpOsibHOr0 o6pasua (K-) 1 nonoXuTenbHOro KOHTpoabHoro obpasua (K+).

Mpumep: Heobxoaumo npoaHanm3nposaTb 5 o6pasuoB. HyxHO npoMapkuposatb 5
npobupok ans wuccnepyembix o06pasuoB, oaHy ans «K-» un ogHy ana «K+». O6bwee

KOJIMYeCTBO Npobupok — 7.

BcTpsaxHute npobupku ¢ MUP-6ydepom n Tag-nonnmepason Ha BOpTEKCE M OCaauTe Kanau
ueHTpudyrmposaHmemM npu 1000-3000 06/MMH B TedyeHme 3-5 C nNpu  KOMHATHOM

TemnepaTtype.
MpurotoebTe cMech MNLP-6ydepa c Tag-nonumepasoi. CMewanTe B 0TAENbHON npobupke:

e 10 x (N+1) mkn NUP-6ydepa;
e 0,5 x (N+1) mkn Tag-nonumepassl,

roe N — KoMyecTBO aHanmM3npyembix 06pasuoB € YY4ETOM «K—» n «K+».
Mpumep: HeobxoanMo npoaHanusmpoBatb 5 o6pa3uoB, oanH <«K-» u oauH <«K+>».

MpoMapknpoBaHHbIX Npobupok - 7. HyxHO npurotoButb cMmecb [UP-6bydepa n Tag-
nonmMmepasbl ana 8 (7+1) npobupok, T.e. 80 mkn MUP-6ydepa + 4 mMkn Taqg-

nosanMepasbl.

MepeMewanTe NpurotoBneHHy cMmecb [NLP-6ydepa ¢ Tag-nonumepasor Ha BOpTEKCe WU
ocaaute kanaum ueHTpudyrmpoBaHuem npum 1000-3000 06/MuH B TeuyeHme 3-5 c npwu
KOMHaTHOM TeMnepaTtype.

CMecb MOXHO XpaHuUTb Npu KOMHaTHOW TemnepaTtype (oT 18 °C go 25 °C) He 6onee oaHoro

yaca.

Bo Bce npoMapkupoBaHHble Npobupku, He noBpexaas cnoii napaduHa, AobaBbTe Mo

10 Mkn nepemewaHHol cMecun MNLUP-6ydepa c Tag-nonmmepasoi.

B kaxpay npobupky pobaeBbTe no ogHoi kannae (okono 20 MKA) MUHepanbHOro Macna,

NJOTHO 3aKpoliTe Npobupku.

Ona npenoTBpalleHna KOHTaMUHauuu cregyet neped BHeceHneM K[HK oTKpbiBaTb KpbILWKY
TONIbKO TOW Mpobupku, B KOTOpyt 6yaeT BHOCUTbCS AaHHbIM obpaseu, u 3akpbiBaTb ee
nepen BHeceHueM cneaywouwero. lNpenapatol kKAHK cneayetr BHOCUTb HaKOHEYHMKaMU C
dunbTpoMm.

BHecuTe B COOTBETCTBYHOLWME MNpOMapKMpoBaHHble nNpobupku, He noBpexaasa Cron

napaduHa, 5,0 mkn cooTBeTcTBYlOWeEro npenapata KAHK (kpome npobupok «K—», «K+»).
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7.4.8 B npobupky, npomMapkupoBaHHytl «K-», He moBpexgas cioi napadpwuHa, BHecuTe 5,0 MK

OoTpULUATENIbHOIO KOHTPOJIbHOIO o6pa3u.a, npoweauero stansl BblaeneHna PHK un 06paTHOl7I

TpaHCKpUNumu.

7.4.9 B npobupky, npoMapkmpoBaHHYylo «K+», He noBpexaas cnon napaduHa, BHecute 5,0 Mkn

MOJTOXXUTENTIbHOIO KOHTPOJIbHOIO o6pa3u.a.

7.4.10 Bce npobupku ueHTpudyrmpymnte npu 1000-3000 06/MnH (Mnn Ha MUKpOLEHTpUdyre-

BopTeKkce) B TedyeHne 3-5 c Npu KOMHATHOM TeMnepaType.

7.4.11 YcTaHoBUTE BCe NpobMPKKN B 6/10K AETEKTUPYIOLLLEro aMnnndukaTopa.

7.4.12 3anyctute nporpamMMHoe obecneyeHne RealTime_PCR B pexume «Pabota c npubopom».

Mpn nepBoM npoBeaeHnn [P 3arpy3ute cOOTBeTCTBYyWOLWMUNA Habopy ini dann:
«Influenza_A.ini», «Influenza_B.ini» nnn «InflAB.ini». MNpn nocneaywwmx nocTaHOBKax
nobaBbTe B npoTokon Heobxoaumble TecTbl (Influenza_A, Influenza_B wnn InflAB), ykaxuTte
KONIMYECTBO N MAEHTUdUKaATOpbl 06pa3LoB, OTMETLTE PACMnosIoXeHNE NPobMpoK Ha MaTpuue
TepMob/loKa B COOTBETCTBMM C UX yCTaHOBKOM W nposeaute [LP. MNpn Bbibope TecToB
(Influenza_A, Influenza_B wnu InflAB) B oOkHe «3anyck nporpamMmbl amnamdunkaymm»
AO0JKHa oTobpaXaTbCst MporpaMMa, npuBeaéHHas B Tabnuue 2.

Tabnuuya 2 - lporpamma amnandukaumm Ansa AETEKTUPYOWKNX aMmnandukatopos «AT-
322», «ATnant», «ATnpanm» n «4T-96»

Ul e Pexunm
N° 6noka Temnepatypa, °C |MuH | C ONTUYECKNX Twvn 6n10ka
LMKI0B o
N3MepeHui
80,0 0 |30
1 94.0 1 130 1 Lk
94,0 0 |30
2 64,0 0 |15 > v Huien
94,0 0 |10
3 64,0 0o 15| * v Hukn
4 | 94,0 | 0 | 5 | 1 | | Lnkn
5 ‘ 10,0 ‘ ‘ ‘XpaHeHme‘ ‘ XpaHeHune
8 PETNCTPALNA PE3SYJIbTATOB AMINJTIMOUKALIUU
8.1 Pernctpauma pesynbTaTtoB amnamdukaumm npu UCNOSb30BaHWUM KOMMJIEKTOB peareHToB
Influenza A virus u Influenza B virus
8.1.1 [etekumsa n y4yéT pe3ynbTaToOB OCYLLECTBASETCA Ha AeTekTupywweM amnnudukatope «4T-
322», <«[OTnant», <«ATnpanm» wunan <«OT-96» (000 «HMNO [OHK-TexHonorus») B
COOTBETCTBUM C MHCTPYKUMen K npubopy.
8.1.2 Peructpauusa curHana dnyopecueHuun nposoanTca npubopoM asBTOMaTUYeCcKuM BO BpeMms

amnambounkauum. OdopmMmneHMe nNpoToKona W aHanM3  pe3ynbTaToB MpoBOAMTCA B
COOTBETCTBMW C MHCTpyKuMen K npubopy. AHK-30HAbI, ucnonb3ywowmecs Ans AeTeKuun
NpoAyKTOB aMnandukauum dparmMeHTa reHoMa BWpyca rpunna W BHYTPEHHero
KOHTpOJIbHOro o6pasua, MeyeHbl hlyopecueHTHbIMM MeTkaMu Fam 1 Hex COOTBETCTBEHHO.

Mo pe3ynbTaTaM aHann3a MoXHO chOpMMPOBaATL M pacneyaTaTb OTYET.
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Onsa coznaHua nabopaTopHOro oTUYéTa c/ieayeT BbibpaTbh «OTUYET» (KHOMKA
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Pesaw  Hacrpoden  Mossougs
& Nporoxan -ﬂ 33 GrmeeC LaMeRerAR | &) ReaTine_PCR
Orepamap: Dama: Pesymetaml | Cramcmee
Keapiermapun Fam | Hex |Havscrmeson| -
Vasmemecarop. | Ce A
Tecmi sz 8 - SvdRBP BEBD =% @ 7 K} 208 | x=s N
i 7| Ofpasew_ifn.) 325 s [
Mg Teomemmec (0} - [*] @ fm ~ 7 Ko} 06 -
1400
1300 i
1 108 .__.f;?
e £ /
” T
g = /
10 i
; 0 i )
a0 f
= ! .K
L
- )
/
i
o8
. I,
i,
103 4
08
e 15 b o n i “© « u
Howep wars
o | [Rmmfon] wa64y-1252 Log Y - M Muwep | M Peoomas npockapa g

Perucrtpaumnsa pesynbTtaTtoB aMI'IJ'IM(bMKaLI,MM npn mnCnosib3oBaHMn KOMMJIEKTA PpPeEAreHToB

Influenza A&B virus

Jetekums wn y4yéT pe3ynbTaTOB OCYLUECTBASETCS Ha JAeTekTupyrwuwem amnaudukaTope
«OTnant», «OTnpaim» nam «AT-96» (000 «HIMO AHK-TexHonorus») B COOTBETCTBMU C

WHCTpyKUumMen K npnbopy.

Pernctpaums curHana cnyopecueHuMn npoBoAUTCA NpUBOPOM aBTOMATUYECKM BO BpeMs

amnamoukauum. OdopMieHMe npoToKona W aHanM3 pe3yfbTaToB MpOBOAMTCS B
COOTBETCTBMWU C MHCTpyKUMen K npubopy. AHK-30HAbI, UCnonb3ylowuecs ANs AeTeKuun
npoayKToB aMmnnudukaunm dparMeHTa reHoMa Bupyca rpunna A, Bupyca rpunna B wu
BHYTPEHHEr0 KOHTPO/IbHOro o6pasua, MedeHbl NyopecueHTHbIMKM MeTkaMn Fam, Rox u

Hex cooTBEeTCTBEHHO.

Mo pe3ynbTaTaM aHannsa MoXHO chOpMMPOBATL M pacneyaTaTb OTYET.
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Onsa cospaHusa nabopatopHoro oTyérta cneayet BblbpaTbh «OTUET» (KHOMKa .')

Ona co3paHna cneuuanusmMpoBaHHOro OTYéTa creayer Bbl6paTb «bnaHk oTBeTa» (KHOI'IKa
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HE BLIABMEHD

2 Influenza B

OBHAPYXXEHO
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9.1.1

9.1.2

9.1.3

9.2

9.2.1

9.2.2

9.2.3

9.3

9.3.1

9.3.2

9.3.3

9.4

YYET PE3YJ/IbTATOB PEAKLIUMN

YUéT pe3ynbTaToB peakumm Npm UCMNosib30BaHMM KoMmnaekTa peareHTtoB Influenza A virus

YYET 1M UHTepnpeTaums pesysbTaToB peakumn OCYLLECTBAAIOTCA aBTOMATUYECKM C MOMOLLbHO

nporpamMMHoro o6ecrneyeHusi, NOCTaBASEMOro C AeTEKTUPYIOWMM aMNAMdUKaATOPOM.

B 6uonornyeckmx obpasuax, cogepxawux PHK BupycoB rpunna A, AETEKTUPYHOLWMUN
aMnanduKaTop permcTpupyeT 3KCNOHEHUWAsNbHbIN POCT YPOBHS (/lyopecUeHLMn No KaHany

Fam.

B 6uonornyeckmnx obpasuax, He cogepxawmx PHK Bupycos rpunna A, 1 B oTpuLaTeNIbHOM
KOHTPOSIbHOM ob6pa3ue AeTEKTUPYOWMA aMnanduKkaTop permcTtpmpyet 3KCNOHEHUMANbHbIN
pOCT YypoBHS dayopecueHunMn no kaHany Hex (BHYTpeHHMI KOHTpPONbHbIN 06paseul),
3KCMOHEHUMaNbHbIA pPOCT ypoBHSA dnyopecueHumm no KaHany Fam oTcyTtctByeT

(MpunoxeHne A).
Y4YéT pe3ynbTaToOB peakumn nNpu UCNob30BaHUM KoMnekTa peareHToB Influenza B virus

YUYéT 1 uHTepnpeTaums pesynbTaToB peakuun OCYLLeCTBASIOTCS aBTOMAaTUUYECKN C MOMOLLbIO

nporpamMMHoro obecrneyeHusi, NOCTaBASIEMOro C AETEKTUPYIOWNM aMnanbuKaTopomM.

B 6uonormyeckux obpasuax, coaepxawmux PHK BupycoB rpunna B, apeTekTupytowmin
aMnAnduKaTop perncTpmpyeT 3KCNOHEHUMANbHbIN POCT YPOBHS pyiyopecueHUnm No KaHany

Fam.

B 6unonornyecknx obpasuax, He cogepxawmnx PHK Bupycos rpunna B, n B oTpuuaTenbHOM
KOHTPONbHOM obpasue AETEKTUPYIOWMA aMnanduKaTop perncTtpupyeT 3KCMOHEHUManbHbIN
pOCT YpOBHSA ayopecueHUnMn no KaHany Hex (BHYTPeHHWI KOHTPOSbHLIA obpasey),
3KCMOHEHUManbHbIM  pOCT YpOBHA drnyopecueHumn no kaHany Fam oTcyTtcTByeT

(MpunoxeHue B).
YUéT pe3ynbTaToB peakunm Npu UCNosb30BaHMM KoMnnekTa peareHtoB Influenza A&B virus

YUéT N HTepnpeTaumns pesysbTaToB peakunn OCyLLEeCTBSTCS aBTOMaTUYECKN C NMOMOLLbIO

nporpaMMHOro obecneyeHunst, NOCTaBNSAEMOro C AETEKTUPYHOLWNM aMI'IJ'IVICbVIKaTOpOM.

B 6uonornyeckux  obpasuax, coaepxawmx PHK  Bupycos rpunna A u/vnu B,
AEeTeKTUPYOWUA  amnamdukaTop perucTtpupyer  3KCNOHEeHUWanbHbIA  pOCT  YPOBHA

dnyopecueHunn no kaHany Fam mn/mnum Rox.

B 6uonormyeckmnx obpasuax, He coaepxawmx PHK Bupycos rpunna A m B, u B
oTpuuaTesibHOM KOHTpPO/IbHOM ob6pa3ue getekTupyowmii amMnandukaTop perncTpuvpyert
3KCMOHEeHUManbHbIM  poOCT YypoBHSA dnyopecueHuMn no KaHany Hex (BHYTpeHHUN
KOHTPONbHbIA 0b6pa3sel), 3KCMOHEeHUMaNbHbIN POCT YPOBHS (yopecueHuMmn No KaHanam

Fam n Rox otcytcrByeT (MpunoxeHune B).

PesynbTaT oueHMBaEeTCs NpOrpaMMoii KakK HeAoCTOBEpPHbIM (HA) B Ciyyae OTCYTCTBUS
SKCMOHEHLMANbHOro pocTta YpoBHS dayopecueHuumn ana cneumduyeckoro npoaykra (no

kaHanam Fam, Rox) n gnsa BHyTpeHHEero KOHTposibHOro obpasua (no kaHany Hex).
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HeznocToBepHbIi pe3yibTaT MOXET 6biTb CBSI3aH C NMPUCYTCTBMEM MHIMGUMTOPOB B MpenapaTte
PHK, nony4YeHHOM M3 KJIMHWYECKOro MaTepuana; HeBepHbIM BbIMOJSIHEHMEM MPOTOKOMA aHanusa;
HecobnoeHNEM TeMMNepaTypHOro pexuma amnandukaumm n ap. B atom cnydae Tpebyerca nunbo
NoBTOpHas MocTaHoBKa aMnaudukaumnm npenapata kAHK, nM6o noBTOpHOE BbiAENEHME NpenapaTa

PHK, nn60o NoBTOpHOE B3ATUE KIIMHUYECKOrO MaTepuana (BbINOMHAETCA NoCcnenoBaTesbHO).

9.5 [lpM OTCYTCTBUM MOJIOXKUTENBHOrO pe3yfbTaTa (3KCNOHEeHUManbHbI POCT  YpPOBHS
dnyopecueHumMn no kaHanam Fam, RoOX) B MOJIOXUTENBHOM KOHTPO/SIbHOM o06pasle,
pe3y/ibTaTbl BCEM MOCTAHOBOYHOM cepun 6pakyloT. B 3ToM cnydyae TpebyeTcsa noBTOpHas

MnocTaHoBKa aMnnindukauum Bcen naptmm obpasuos.

9.6 [py nNONy4YeHUU MONOXUTENbHOrO pe3ynbTata (3KCMOHEHUManbHbIM  POCT  YPOBHSA
¢bnyopecueHumn no kaHanam Fam, Rox) B oOTpuuaTenbHOM KOHTPOJSIbHOM o06pasue,
pe3ynbTaTbl BCEM MOCTAaHOBOYHOMN cepun 6pakytoT. B aToM cnyyae Heo6xoaMMo npoBeaeHne

cneunanbHbIX MEpOI'IpVIFITVIVI Ana yCrpaHeHna KOHTaMUHauunun.

10 ycnoBunda TPAHCNOPTUPOBAHUA, XPAHEHNUA N DKCNJZTYATALNN HABOPA

10.1 TpaHcnopTMpoBaHue

10.1.1 TpaHcnopTMpoBaHMe Habopa peareHTOB OCYLLEeCTBASKT B TEPMOKOHTeMHepax C
X/1af03/1eMEHTaMu BCEMU BMAAMMU KpbITOro  TpaHcropTa npu TemnepaTtype,

COOTBeTCTBy}OU.leVI YCNoBUAM XpaHEHNA KOMMJIEKTOB, BXOAALWMX B COCTaB Ha6opa.

10.1.2 Habopbl peareHTOB, TpPaHCNOPTMPOBAHHbIE C HapyweHMeM TemrnepaTypHOro pexuma,

NPUMEHEHMUIO He noaJsiexar.
10.2 XpaHeHue

10.2.1 KomnnekTbl peareHToB Ansa obpaTHon TpaHckpunumu u TUP-amnnaudukaumm, Kpome
npobupok c 3anedyataHHOW MapadMHOM CMecCcbl ANs aMInduKaunm M NOAOXKUTENbHOrO
KOHTpoNbHOro obpasua, cnegyet XpaHuUTb B MOpPO3MIbLHON Kamepe npu Temnepatype oOT
MUHyc 18 °C go MuHycC 22 °C B TeyeHue BCero cCpoka rogHoctu Habopa. [onyckaetcs
xpaHeHue TMLP-6ydepa n MuHepanbHOro macna npu Temnepatype ot 2 °C po 8 °C.
JlonyckaeTca MHOrokpaTHoe 3aMoOpaxuBaHue-oTTamBaHue [LP-6ydepa n MmHepanbHOro

Macna.

10.2.2 NMpobupkn co cMmecblo Ansg amnnmdukaumm, 3anevyaTtaHHOM nMapaduHOM M MOSIOXUTENbHbIN
KOHTPONbHbIN obpasel creayeT XpaHUTb B XOJIOAWBHUKE WAWN XONOAMNBHOW KaMmepe npwu
Temnepatype ot 2 °C go 8 °C B 3alWMWEHHOM OT CBETa MecTe B TedeHue BCero cpoka
rogHocTu Habopa.

10.2.1 Habopbl peareHTOB, XpaHWBLUMECS C HapyLeHWEeM pernaMeHTUMpPOBAHHOIO peXxuma,

NMPUMEHEHUNIO HE NOoANIEXaT.

10.3 YkazaHuda no akcnayataumu
10.3.1 Habop po/mkKeH NpUMEHSATbLCS COrNacHO AENCTBYHOLEN BEPCUM YTBEPXKAEHHOW MHCTPYKUUMU
No NMPUMEHEHUIO.

10.3.2 Habopbl C UCTEKLINM CPOKOM rOAHOCTM MPUMEHEHUIO HE nogaexar.
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11
11.1

11.2

11.3

YKA3AHUA MO YTUIIN3ALUNU

MNpu ucnonb3oBaHuuM Habopa B KIMHUKO-AMArHocTuyeckom nabopaTtopum o6pasyroTcs
0oTXoAbl knaccoe A n b, KOTOpble KNAaCCUPULUNPYIOTCA U YTUIU3UPYIOTCS B COOTBETCTBUM C
TpeboBaHmaMM CaHluH 2.1.7.2790-10 «CaHuTapHo-anuaeMmonornyeckme tpeboBaHusa K

06pau.teHmo C MEANUNHCKNUMU OTXO4aMU>.

Habopbl, npuweawmne B HENpUMrogHoCTb, B TOM 4uCne, B CBSA3M C WUCTEYEHMEM CpokKa
roAHOCTM M HEeUCNosib30BaHHbIE peaKTMBbl, OTHOCATCS K Knaccy b n noanexar yTunusauumm
B cooTtBeTcTBMM C TpeboBaHmsamm CaHllnH 2.1.7.2790-10 n MY 1.3.2569-09.

YnakoBka Habopa peareHTtoB (KOpob6KkM, rpunnepbli) MOCA€ WCMONb30BaHUA MO

Ha3Ha4YeHMD, OTHOCUTCS K OTXo4aM Knacca A N yTUIU3NPYeETCs C 6bITOBBIMM OTXO4AMM.

BHUMAHME! B cnyuyae BCckpbiTMS ynakoBku Habopa B 60okce oHa OTHOCUTCS K OTXoZaM kKnacca b

M NOANEXWUT yTUIM3aumMmnm B COOTBETCTBMU C TpeboBaHusamu CaHlnH 2.1.7.2790-10 n MY 1.3.2569-

09.

12
12.1

12.2

13

FAPAHTUUN N3TOTOBUTENA
MNpeanpusTUe-n3roToBUTENb rapaHTMpyeT  COOTBETCTBME Habopa  TpeboBaHuAM
TEXHUYECKMX YCNOBWUIA Npu COBMIOAEHUN YCIOBUA TPAHCMOPTUPOBAHUSA, XPaHEHUS W

3KCnyaTaunn, yCtTaHOBNEHHbIX TEXHNYECKNMU YCITOBUAMN.
Cpok rogHocTn Habopa - 9 MecsaueB Npu cobnOAeHMN BCEX YCNOBUA TPAHCNOPTUPOBAHMKS,

XpaHeHUAa n aKcnayatauunun.

PEMOHT U TEXHUYECKOE OBCJ/TY)XKXUBAHMUE
Habop peareHToB MpeAHa3HayeH A7 OAHOPA30BOr0 WCMOMb30BAHUA U HEe MOASEXUT

TEXHUYECKOMY 06CNYXMBaAHUIO N TEKYLLEMY PEMOHTY.

14

CNMBO/J1bl, NCNOJIb3YEMbIE NP MAPKNPOBKE HABOPA

Tonbko Ang in vitro AnarHoCTUKn

TemnepaTypHbIN Anana3oH

Konunuectso Oﬂpe,CI,EJ'IEHMﬁ

[oaeH oo

Cepus Habopa

[aTa npounsBoacTea

CoaepXMUT UHCTPYKLUMIO MO NMPUMEHEHWUIO

KaTanoxHbIin HoMep

Anpec npoussoanTens

1,
v

| A= R () SRS

He gonyckaeTcs BO34eNCTBME CONTHEYHOrO CBETa

!
)
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15 NMEPEYEHb MNPUMEHAEMbIX HALULMOHAJIbHbIX CTAHOAPTOB

FOCT 2.105-95 O6wue TpeboBaHMS K TEKCTOBbLIM AOKYMEHTaM.

FOCT ISO 14971-2011 N3penuna MeavuMHCKMe. T[IpUMeHeHMe MeHe)XMeHTa pucka K

MeANUNHCKUM U3AENNAM.

FOCT P 15.309-98 Cuctema pa3paboTkm M NOCTAHOBKK MPOAYKUMM Ha MpoOM3BOACTBO.

McnbiTaHusa n npMéMKa BbiMycKaeMon npoayKunmn. OCHOBHbIE MOSTOXEHMS.

FOCT P 51088-2013 MegnumHckne wusgenusa Ansg AWMarHOCTUKM WMH  BUTPO. PeareHThbl,
Habopbl peareHToB, TeCT-CUCTEMbl, KOHTPOJIbHble MaTepuvasbl, NuTaTenbHble Cpeabl.

TpeboBaHWS K U34eNNSM U MOAAEPXKMBAIOLLENA AOKYMEHTALMUN.

FOCT P 51352-2013 MegnumHcKkne wusgenusa And AUArHoCTMKM  WH  BUTpO. MeToabl

MUCNbITaHUMN.

FOCT P 53022.3-2008 TpeboBaHus K KayecTBy KIIMHNYECKNX nabopaTopHbIX
nccnepgosaHnin. 4Y.3. TlpaBuna OUEHKM KIAWHWUYECKOW WHQOPMATUBHOCTM NabopaTOpHbIX

TECTOB.

FOCT P NCO 18113-1-2015 MeamumHckme  msgenusa AN ANArHOCTUKMU in  vitro.
WHdpopMmaunsa, npepoctaensemas usrotosuteneMm (Mapkuposka). Yactb 1. TepMUHBbI,

onpeaeneHunsa n obwme TpeboBaHms.

FOCT P NCO 18113-2-2015 MeanumHckme  msgenusa  Ansg  ANArHOCTUKMU in  vitro.
WHdopMmaunsa, npepoctasnsemas umsrotosuteneMm (Mapkuposka). YacTb 2. PeareHTbl Ans

ANarHocTukuy in vitro gna npodeccMoHanbHOro NPUMEHEHMS.

FOCT P NCO 23640-2015 N3pgenua MeaMUMHCKUE Ans AWMarHocTukm in  vitro. OueHka

CTabUNbHOCTM peareHToB A5 AMarHOCTUKKM in vitro.

FOCT P NCO 15223-1-2014 N3penua  MeamumHckune. CUMBOMbI,  MNpUMEHseMble  Mpu
MapKMpPOBaHUM Ha MeOUUMHCKUX U3[ennax, 3STUKeTKax W B CONpOBOAUTENBbHOWN

AokyMeHTauuu. Y.1. OcHoBHble TpeboBaHus.

FOCT P 52905-2007 (MCO 15190:2003) JlabopaTopuu MeaAULMHCKUE. TpeboBaHus

6e3omnacHoCTH.

MpuMeyaHue - YKasaHHble Bblle CTaHAAPTbl 6blM AEACTBYIOLWMMN HA MOMEHT YTBEPXAEHWUS MHCTPYKLMK
Nno npuMeHeHWo. B panbHelweM, NpuM MNoOMb30BaHWKM [AOKYMEHTOM, LenecoobpasHo MpoBepuTb AeicTBue
CCbINIOYHbIX HOPMATMBHbLIX AOKYMEHTOB Ha TEKyLMIA MOMEHT. ECAM CCbIOYHbIM AOKYMEHT 3aMEHEH WK
M3MEHEH, TO MPU NPUMEHEHUWN HACTOSILLEro AOKYMEHTa CiefyeT Mosib30BaTbCs 3aMEHEHHbLIM (M3MEHEHHbLIM)

IOKYMEHTOM.
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16 AOPEC ONA OBPALLEHNA
MNpon3BOACTBO HAbOpPOB peareHToB WMMeeT CepTUMOULMPOBAHHYID CUCTEMY MEHeIXMEHTa

KayectBa W cooTBeTCTByeT TpeboBaHMSAM CcTaHAapTa CUCTEM MeHeAXMeHTa  KadecTBa
IS0 9001:2015 B obnactn paspaboTka, Npomn3BoacTBO M npogaxa IVD peareHToB n npnbopos ans
MeANLMNHCKON MONEKYNSPHO-FeHETUYECKON ANArHOCTMKN M Apyroro nabopaTtopHOro npuMeHeHus um
EN ISO 13485:2016 B obnactu pa3paboTka, Npon3BOACTBO M npoaaxa IVD peareHToB 1 npnbopos
ANs MeANLUMHCKON MOJIEKYIIPHO-FEHETUYECKON ANArHOCTUKMN.

MpousBoauTenb: O6WECTBO C OrpaHMYeHHOM OTBETCTBEHHOCTbIO «HayuHo-IMpomnssoacTBeHHOE
O6beamHenne JHK-TexHonorus», 000 «HIMO AHK-TexHonorusa», Poccus.

Appec npousBogutena: OO0 «HMO OHK-TexHonorusa», 142281, Mockosckas 06:a., r. MpoTBuHO,
yn. XenesHonopoxHas, 4. 20.

MecTto npousBoAacTBa:
Koa narotoeutens ykasaH Ha 3TukeTKe (CM. nocnegHoto undpy B cepuun Habopa):

1) OO0 «HMNO [AHK-TexHonorus»: Poccusa, 142281, MockoBckast 06n. r. [MpoTBUHO,
yn. XenesHogopoxxHas, 4. 20.
2) 000 «OHK-TexHonormsa TC»: Poccusa, 117246, r. Mockea, Hay4Hbili npoe3a, 4. 20, ctp.4.

PeknamMauum no Bonpocam kadectsa Habopa peareHToB punnKoMmnnekc cneayeT HanpasasATb Mo
agpecy: 00O «[HK-TexHonorusa», 117587, r. MockeBa, Bapwasckoe w., A4.125X, kopnyc 6,
3Tax 5, KoMH.14.

Ten./dakc +7 (495) 640-17-71

Cnyx6a KNMEHTCKOW MoAAEPKKU:

8-800-200-75-15 (3BOoHOK 1o Poccmu 6ecnnaTHblin),

+7(495) 640-16-93 (pna ctpaH CHI 1 3apybexbs, 3BOHOK MAaTHbIN),

E-mail: hotline@dna-technology.ru, www.dna-technology.ru

Homep: 195-3
2019-03-03
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MpunoxeHune A

Tabnuua Al - WNHTepnpeTauusa pesynbTatoB [LUP npy vMcnonb30BaHMM KOMMJIEKTA peareHToB
Influenza A virus

KaHan getekunmn
PesynbTaTr WHTepnpeTauusa pesynbraTta
Fam Hex
AHanusnpyemble o6pa3ubl
Cp ykasaH Cp zigzg:me + ObHapyxeHa PHK Bupyca rpunna A (Influenza A)
Cp He ykasaH Cp ykasaH - PHK Bupyca rpunna A (Influenza A) He o6HapyxeHa
Cp He yKasaH Cp He ykasaH HAO Pe3ynbTaT HeA0CTOBEPHbI
MonoXXuTenbHbIA KOHTPOJIbHLIA 06pasel
Cp ykasaH Cp yKasan/ne + Pe3ynbTaT NoN0XUTENbHbIN
yKasaH
OTpuuaTenbHbIi KOHTPOJbHbLIN 06pasey,
Cp He yKasaH Cp ykasaH - Pe3ynbTaT oTpuuUaTenbHbIN

MpumeyvaHune - Oonyctumbln pa3zbpoc no Cp Ans BHYTPEHHEro KOHTPONsA B OoTpuuaTesibHbiX obpasuax < 2
umknam. na nonoxuTenbHblx o6pasuos pe3synbtaT amnandukaumm BK He yunTbiBaeTcs.

MpunoxeHne b

Tabnuua bl - WNHTepnpeTtaums pesynbrtatosB [LP npu Mcnonb3oBaHMM KOMMEKTa peareHToB
Influenza B virus

KaHan getekuumn
PesynbtaT MHTepnpeTaumsa pesynbtaTa
Fam Hex
AHanusunpyemble ob6pasupl
Cp ykasaH Cp z‘;ggg:me + O6HapyxeHa PHK Bupyca rpunna B (Influenza B)
Cp He ykasaH Cp ykasaH - PHK Bupyca rpunna B (Influenza B) He obHapy>xeHa
Cp He ykasaH Cp He ykasaH HA Pe3ynbTaT HEAOCTOBEPHbIii®
MonoXXuTenbHbIA KOHTPOJIbHLIN 06pasel
Cp ykasaH Cp yKasaH/ne + Pe3ynbTaT NoN0XUTENbHbIN
yKasaH
OTpuuaTenbHbIA KOHTPOJIbHbLIN 06pasel
Cp He ykasaH Cp ykasaH - Pe3ynbTaT oTpmuaTenbHbIn

MpumeuvaHune - Oonyctumbln pa3zbpoc no Cp Ans BHYTPEHHEro KOHTPONsa B OTpuuaTesnbHbiX obpasuax < 2
umknam. ina nonoxutenbHbix 06pasuos pesynbtaT amnandukaumm BK He yunTbiBaeTcs.

7 - Tpebyetca nepectaHoBka [lLP unn noBTopHoe BblaeneHve PHK ans gaHHoro obpasua, nmbo
MOBTOPHOE B3SITUE KIMHMYECKOro MaTtepunana (BbINONHAETCA NOC/ef0BaTENbHO).
8 - Tpebyetca nepectaHoBka [MUP mnn nosTtopHoe BblaeneHne PHK ana gaHHoro obpasua, nvbo
MOBTOPHOE B3STUE KIMHMYECKOrO MaTepuasna (BbINONMHAETCA NOCeA0BaTENbHO).
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MpunoxeHune B

Tabnuua Bl - WNHTepnpeTaums pesynbrtatos [LP npu Mcnonb3oBaHMM KOMMEKTa peareHToB
Influenza A&B virus

KaHan getekuumn
PesynbTaT NHTepnpeTauunsa pesynbTaTa
Fam Hex Rox
AHanusunpyemble obpasupl
Cp He Cp He _ o
yKasaH Cp ykasaH yKasaH PHK Bo36yauTtenen He obHapyxeHa
Cp ykasaH | He yunTbiBaeTcs yC|<Fa)13HaeH + O6HapyxeHa PHK Bupyca rpunna A (Influenza A)
y(|:<r;3HaeH He yuuTtbiBaetcs | Cp ykasaH + O6HapyxeHa PHK Bupyca rpunna B (Influenza B)
Cp ykasaH | He yuutsiBaeTcs | Cp ykasaH + O6HapyxeHa PHK Bmp;:o;)rpmnna A, B (Influenza
Cp He Cp He ykasaH Cp He HA Pe3ynbTaT HEAOCTOBEPHbIN®
yKasaH yKasaH

[MonoXXuTenbHbIA KOHTPOJIbHLIN 06pasel

Cp yka3aH | He yuntbiBaetca | Cp yka3saH + Pe3ynbTaT NonoXunTenbHbIN
OTpuuaTenbHbIA KOHTPOJIbHBLIN 06pasel
Cp He Cp He N
Cp ykasaH - Pe3ynbTaT OoTpULaTENbHbIN
yKasaH yKasaH

9 - Tpebyetca nepecrtaHoBka [MUP mnn nosTtopHoe BblaeneHne PHK ana gaHHoro obpasua, nvbo
MOBTOPHOE B3STUE KIMHMYECKOrO MaTepuasna (BbINONMHAETCA NOC/eA0BaTENbHO).
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OHK-TexHonorus
117587, MockBa, Bapwasckoe wWw., 4.125x, kopn.6, aTax 5, KoMH.14.
Ten./dakc +7 (495) 640-17-71
Cnyx6a KNMEHTCKOW MOAAEPXKKU:
8-800-200-75-15 (ana Poccum, 3BOHOK 6ecnnaTHbIN)
+7 (495) 640-16-93 (anga ctpaH CHI v 3apyb6exbsi, 3BOHOK MAATHbLIN)
E-mail: hotline@dna-technology.ru
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