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CMUCOK COKPALLEHMI N OBO3HAYEHUIA

B HacTosLwel MHCTPYKUMN UCMOb3YIOTCS Creayowmne CoKpaleHns n 0603HavYeHmns:

BK - BHYTPEHHUI KOHTPO/1b

OHK - €30KCUPNBOHYKIENHOBAs KNC0Ta

K- - oTpuuUaTebHbI KOHTPOJIbHbLIN 0bpasel

KOAHK - KOMNNeMeHTapHas Ae30KCnpnboHykenHoBast KUcioTa
JIKO - nabopaTopHbI KOHTPOsbHbLIA 0bpa3el

HK - HYKJ/IeMHOBble KMUCNOTbI

oT - ob6paTHas TpaHCcKpunums

rnup - NoiMMepasHaga uenHaa peakumsa

PHK - puboHykKIeMHoBas KMUCIoTa
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H1N1pdmO09/H3N2
1 NPEAHASHAYEHHOE NPUMEHEHMUE
1.1 MonHoe HamMmeHoBaHMe Habopa peareHToB: Habop peareHToB Ans BbisBneHums PHK

cybtnnos supyca rpynna A (Influenza A(HLIN1)pdmO09 u Influenza A(H3N2)) metogom OT-TILIP B
pexume peanbHoro speMenn (Mpunn A Komnnekc HIN1pdmO09/H3N2), ganee no tekcty — Habop

peareHToB.

1.2 HasHauyeHne: Habop peareHTOB npegHasHayveH ans BbiasneHus PHK cyb6tunos Bupyca
ropunna A (Influenza A(H1N1)pdmO09 u Influenza A(H3N2)) B 6uonornyeckom matepuane
yenoseka (Ma3oK M3 HOCOM/IOTKM, POTOrNOTKN, 6POHX0anbBEONSAPHbIN NaBax, sHAOTPpaxeanbHbIR,
Ha3odapuHreanbHbIl acnupaT, MOKpOTa) MeToAOM 06paTHOM TpaHCKPUMNUMK U NONMMeEpPa3HOM

LEenHON peakunn B pexunume peasibHOro BpeEMeHM!.
1.3 ®DYyHKUMOHaNbHOE Ha3HayeHWe: AuarHocTuka in vitro.

1.4 lMokasaHna K NpoBeAeHU0 nccneaoBaHus:

- HaAn4ynme CUMMNTOMOB M KOHTAKT C 60NbHbIMW FPUMNTOM;

- npebbiBaHMe B ouyarax uWHbekunmm (C Uenbld paHHero BbISAB/EHUS BO3MOXHOMO
MHOULMPOBAHUA U NMpeaoTBpalleHns AasibHENLWEro pacnpocTtpaHeHns);

- anddepeHumnanbHas gmarHoctuka rpunna.

MpoTUBOMOKA3aHU K MPUMEHEHUIO HET.

1.5 MonynsaumMoHHble K aemorpadumyeckme acnekTbl: MpuMeHeHne Habopa peareHToB

He 3aBUCUT OT NONYNALUMOHHbLIX N ,D,eMOI'paCbVILIeCKVIX aCrneKkToB.

1.6 O6bnacte nNpuMeHeHusi: Habop peareHTOB MOXeT ObiTb MCNOAb30BaH B KJIAMHUKO-

AMarHoctTmyeckmnx nabopaTopmsaix MEANLMHCKUX YUPEXAEHUN.

1.7 MoTeHuManbHble NOMb30BATENN: KBAaNMPULMPOBAHHbLIN NepcoHan, oby4yeHHbIn MeToaaM

MOEKYASAPHON ANArHOCTUKK M NpaBuiaM paboTbl B KIMHUKO-AMArHoCTU4eckon nabopatopuu.

1.8 MpuMmeHATb Habop peareHTOB CTPOro MO Ha3Ha4YeHWKo COrjlacHO AAHHOW WMHCTPYKUMU

no NpUMEHEHNIO.
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2.1 CocrtaB Habopa peareHToB
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R3-P433-S3/9, chacoBka S, cTpunbl

HoMuHanbHbIN

o6pasel!

XNOAKOCTb

o Konunuectso .
HanmeHoBaHMe KOMMOHEHTOB BHewHnn Bng 06BbEM
npobmpok
KOMMOHEHTA
CMecb ana amnaudukaumu, Npo3spauHas GecLiseTHan unu 12 cTpunos
po30Bas XMAKOCTb NoA no 15 mkn
3aneyaTaHHas napaguHoOM no 8 npobupok
BOCKOO6pasHbIM 6enbiM cnoem
Mpo3payHas 6ecuBeTHas
OT-MNuUP-6ydep KUAKOCT 1 npobupka 1,62 mn
®epmeHT Taq/RT Mpo3pauHasa 6ecuBeTHas BA3Kas 1 npo6upka 55 MKn
XNAKOCTb
BHYTpPEeHHWI1 KOHTPONbHbIN Mpo3payHas 6ecuseTHas
o6paszel, PHK-BK "A"! XUAKOCTb 1 npobupka 1,0 mn
MonoXnTenbHbI KOHTPOSbHbLIM | [po3payvHasa 6ecuseTHas 1 Npo6upka 130 MKn

KpbIlWwKK Ana cTpurnos

12 wr.

R3-P433-23/9, chacoBka S, npobupkmu

HoMMHanbHbIN

o6paszeu!

XNAKOCTb

o Konunuectso .
HanMeHoBaHMe KOMMOHEHTOB BHewHMn Bna 06BEM
npobunpok
KOMMOHEHTa
MNpo3payHasa 6ecuBeTHas wUn
Cmecb ansa aMmnandukaumm,
po30Bas XUAKOCTb Mo 96 npobupok rno 15 mkn
3anevaTaHHas napaduHOM
BOCKOO6pasHbIM 6enbiM cnoem
MNpo3payHas 6ecuBeTHas
OT-NuP-6ydep KUAKOCTD 1 npobupka 1,62 mn
®epmenT Tag/RT MNpo3payHasa b6ecuBeTHas Bs3Kas 1 npo6upka 55 mkn
XUAKOCTb
BHYTpEHHWUI KOHTPO/bHbIN Mpo3pauHasn 6ecuseTHas
o6pa3zel PHK-BK "A"t XUAKOCTb 1 npobupka 1,0 mn
MonoXuTenbHbIM KOHTPONbHLIN | MNpo3payHasn becuBeTHas 1 npo6upka 130 MK

Bce KOMMNOHEHTHI

Habopa

peareHToB TroOTOBbI

AONOHUTENbHOM NOAroTOBKU K paboTe.

2.2
Habop peareHTOB

12 nocTtaHoBOK),

paccuuTaH Ha

KonuuecTBo aHanM3npyeMmbix 06pasuos

nposeaeHune

BK/KO4YaaA aHa/In3 HeU3BEeCTHbIX o6pa3u,os,

06pa3LoB U OTpuLAaTeNbHbIX KOHTPOJbHbLIX 06pa3LoB.

2.3 MpuHUMN MeTOoAa

Metopa: ob6paTHas

TpaHckpunuma PHK ¢

96

MONMOXUTENTbHbLIX KOHTPOJIbHbIX

K MNpUMEHEHN U

nocnegyoLlen

onpeaeneHui

He TpebytoT

(He 6onee

amnnundurkaumen

CMHTe3MpoBaHHbIX ¢parmMeHToB kAHK MeTogoM nonuMmepasHon uenHow peaxkummn (OT-MLP)

B peXXuMe peasibHOro BpEMEHU;

KauyecTBEHHbIN aHanus.

MpuHUMN MeToAa OCHOBAH Ha MCMOb30BaHMKM NpoLiecca 0bpaTHOM TpaHckpunuum PHK

n nocneaytowen

TemMnepaTypHOW

amnnmdpukaumm

JeHaTypaunu

KIHK,

OHK, OTXUra

3aKyatoLencsa

npanmMepos  C

B MOBTOPAKOLWNXCA

KOMMNJ1IEMEHTAPHbIMA

1 - Ha 3TMKeTKe KOMMOHEeHTa ANs Bcex (hacoBoK «[MONOXUTENbHbIN KOHTPO/bHbIN 06paseu» ykasblBaeTcs
Kak «K+», «BHYTpeHHWI KOHTPONbHbIN o06pa3eu PHK-BK "A"» ykasbiBaeTcs kak «PHK-BK "A"»

LMKnax
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nocneAoBaTENIbHOCTAMM M Mocnefylowen [OCTPOMKM  MOJSIMHYKAEOTUAHbIX Ueneri €  3Tux
npammepos Tag-noinMepason.

OT1anbl obpaTHoM TpaHckpunuum PHK u MUP-amnandukaumm kAHK nposoasT B ogHoOM
npobupke, 4TO NOBbLILWAET YYBCTBUTE/IbHOCTb METOAA, YMEHbLUAET BEPOATHOCTb KOHTaMUHaUNU U
CHMXXaeT BpeMs NpoBeaeHUs nccnenoBaHus.

Ons NOBbIWEHUSA UYYBCTBUTENIbBHOCTU U CMNeuuMdUYHOCTM peakuum npeaycMoTpeHo
npUMeHeHne «ropsa4vero» crapta. [opauui ctapT obecneunmsBaeTcsa MeTOAMKOM MPUrOTOBNEHUS
peaKkLMOHHON CMeCKu, COCTOSALWEN U3 ABYX COEB, pa3fefieHHbIX NPOCAONKON U3 napaduHa nnu
ncnonb3oBaHnsa Taq-nonuvmepasbl, 6J10KMPOBaHHOM aHTUTenamm. CtapT NOAUMMEpPasHoOM LenHOoMm
peakumn NpoucxoauT TOIbKO Mpu pacniabnieHun napaduHa nan TemnepaTypHOM Auccoumnannm
KoMmnnekca Tag-nonumepasbl U aHTUTEN, YTO UCKIOYAEeT Hecneunduyeckmin OTXUr npariMepos
Ha JHK-MuLWweHn Npy HavyanbHOM Nporpese Npobupku.

B coctaB Habopa peareHTOB BK/IHOYEH BHYTPEHHWI KOHTPONbHbLIA 06pa3sey PHK-BK "A"
KOTOPpbI NpefHa3Ha4vyeH 414 oueHKM 3Tana BblaeneHus PHK 1 kauectsa npoxoxaeHnsa obpaTtHol
TPAHCKPUNUMKN U MOSIMMepasHon uenHoi peakunn (OT-MLUP).

B peakumoHHYl0 cMecb Ansd amnnndukaumm seegeHbl [JHK-30HAbI, KaXablil N3 KOTOPbIX
cooepXut (GAyopecueHTHY MeTKy W racutenb dnyopecueHumn. [lpn obpasoBaHum
cneumnduyHoro npoaykta AHK-30HA pa3pywaertcs, AencrBme racutenst Ha (payopecueHTHYIO
MEeTKy npekpawaeTcs, 4To BeAéT K BO3pacTaHuMio ypoBHA dyopecueHumn. Konuudectso
pa3pylweHHbiX 30HAOB (&, cCnenoBaTesibHO, W YypoBeHb diyopecueHumm) BoO3pacTaeTr
NponopumoHanbHO KonnyecTsy obpasoBaBlwnXca cneundurnyeckux ammniankKoHoOB. YpPOBEHb
dnyopecueHUnn N3MepseTca Ha KaXxaoM UMKIe aMinduKaunum B pexnme peasbHOro BpeMeHMu.

B coctas AHK-30HAOB, MCMNONb3yOWUXCA AN AETeKUuMM MpoAyKTa amnnmdukaunm
nckomont kAHK Bupycos Influenza virus A(H1N1)pdmQ9, BkntoueHa dhnyopecueHTHas MeTka Fam.

B coctas AHK-30HAOB, MCNONb3YyOWUXCA AN9 AeTeKuMu MpoAyKTa aMmnamdukauum
nckomon kAHK Bupycos Influenza virus A(H3N2), BkntoveHa ¢pnyopecueHTHass Metka Cy5.

B coctraB [AHK-30HAOB, wuCnONb3ywWUXCA A8 [eTeKuuMnm npoAyKTa BHYTPEHHEero
KOHTpONbHOro obpasua, BxoauT dnyopecueHTHbln Kpacutens Hex. B Tabnuue 1 npuseaeHsbl

KaHalibl AETEKUNN NPOAYKTOB aMI'U'IVI(bVIKaLI,VIVI.

Tabnuua 1 - KaHanbl AeTeKumMn NpoayKToB aMnandukaumm

Fam Hex Rox Cy5 Cy5.5
Influenza virus BK* _ Influenza virus B
A(H1N1)pdmO09 A(H3N2)

* — BHYTPEHHWI KOHTPONbHbINM obpasey PHK-BK "A"

NccnegoBaHme cocTtouT U3 criegylowmx atanos: BblaeneHne PHK (npobonogrotoBka),
peakums obpartHoir TpaHckpunuum PHK wn [MUP-amnandwukaumsa kAHK ¢ oaHoBpeMeHHOM
OEeTeKkunmen pesynbtaToB C WUCnonb3oBaHMeM Habopa peareHtoB [punn A Komnnekc
H1IN1pdmOQ9/H3N2.

2.4 Bpemsi npoBeaeHns aHanmsa (Bkawoyas npobonoarotoBky) — OT 2-X YacoB.
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H1N1pdmO09/H3N2
3 AHAJTIMTUYECKUE U QUATHOCTUYECKUE XAPAKTEPUCTUKMA
3.1 AHanuTnyeckas cneundunyHoCTb

B obpa3suax 6uonornyeckoro matepuana, cogepxawmnx PHK BbissBasieMbiX BUPYCOB, BO
BpeMS npoBefeHus amMnandukauum AeTEKTUPYIOWWA aMnNandukKaTtop A0/KEH perncTtpmpoBaTtb
3KCNOHEHUWaNbHbIM POCT YPOBHSA piyopecLeHUnmn No 3a8B/eHHbIM KaHanaMm AeTekumu.

B obpa3suyax 6uonornyeckoro matepuana, He cogepxawmx PHK BbisiBNsieMbIX BUPYCOB,
npu npoBegeHMM aMnanduKaumum 3SKCMOHEeHUManbHbIN POCT YPOBHSA dnyopecueHumMn no
3asiBfIeHHbIM KaHanaM geTeKunn OoTCYyTCTBYET.

Moka3aHo OTCYTCTBME MEepPEeKpPEeCTHbIX Hecneunduyeckmx peakumnin Kaxgom u3 CUctem
OJIMFOHYKNEOTNAOB, BXOASWMX B COCTaB Habopa peareHTOB, MO OTHOWEHWIO K BUpycCaM,
onpeaensieMbiM APYrmMMm CUCTEMAMMU.

MokasaHo OTCYTCTBME Hecneumdmnuyecknx noaoXnTenbHbiX pe3ynbTaToB aMmnnmdunkaunm
npy Hanmuum B obpasue PHK Influenza virus A(H7N9), Influenza B virus, Human
Coronavirus 229E, Human Coronavirus HKU-1, Human Coronavirus NL-63, Human Coronavirus
0C-43, Human Metapneumovirus, Human Parainfluenza virus type 1, Human Parainfluenza virus
type 2, Human Parainfluenza virus type 3, Human Parainfluenza virus type 4, Human Rhinovirus,
MERS-CoV, Respiratory syncytial virus, SARS-CoV-2, AHK Human Adenovirus, Human
Bocavirus, Bordetella parapertussis, Bordetella pertussis, Chlamydophila pneumoniae,
Haemophilus influenzae, Klebsiella pneumoniae, Legionella pneumophila, Moraxella catarrhalis,
Mycoplasma pneumoniae, Staphylococcus aureus (methicillin-resistant), Streptococcus
pneumoniae, a Takxe [HK yenoseka B KOHLEHTpauuu ao 108 konuit/mn ob6pasua.

B xone npoBeneHWs BanMOAUMOHHBIX UCMbITAHMIM NOKas3aHO Haauuune crneymduyeckmnx
pe3ynbTaToB amnamdukaumm npu Hanmuum B ob6pasue PHK, BbligeneHHon m3 17 wTamMmoB

rpunna A cybtmnos A(HIN1)pdmO09 n A(H3N2) pasnmuHbiX aNMaeMUYEeCcKnX CE30HOB.

3.2 NHTepdepupyroine BelecTsa

Hannune B o06pasuax 6uonornyeckoro mmatepuana wuHTepdepupyowmnx BeLlecTs,
KOTOpble MOryT MHrmbuposaTb lNLP, MOXET ABNATLCA NPUUYMHON COMHUTENBHbIX (HeonpeaenéHHbIX)
pe3ynbTaToB. [pM3HAKOM MOSIHOrO MHrMbmupoBaHusa TMLP aBnseTcas ogHOBpeMEHHOE OTCYTCTBME
aMnandunKaumm BHYTPEHHEr0 KOHTPOAA U crneundundecknx npoaykKTos.

K nHtepdepupyrowmm sewecrtsam, MHriMbupyowmm MNLP, oTHeCeHbI:

- 3HAOreHHble BelwlecTBa (LenbHas KpoBb, IeMKOUNTbI, CNn3b);

- 3K30reHHble (BewecTBa, nAobasnsemble B o06pa3ubl 6uomatepmana B npouecce
npo6onoarotoBkn (M30MpPOMUIOBLIA CNMPT UM MEeTUMaueTaT), MEeCTHble JIeKapCTBEHHbIe
npenapatbl).

MakcuMasnbHble KOHLEHTpaUumM nHTephepmpyomMx BELLECTB, NPU KOTOPbIX He Habnoaanocb
BNMSIHME Ha npoBeaeHue amnamdukaunm, coCcTaBnsaoT: remornobmH — 0,35 mr/mn obpasua PHK,
nsonponunosbin cnupT — 100 Mkn/Mn obpasua PHK, metunauertat - 100 mkn/mn obpasua PHK.

NHTepdepupylowee BAMSHME TaKMX BeLLeCTB, KaK JIeMKOUUTbl, Cn3b, MeCTHble
nekapcTBeHHble npenapaTbl, KOTopble MOryT coaepxatbCcid B obpasuax 6uomaTtepuana

B KJIMHNYECKN 3HAYUMbIX KOHUEHTpaUnAX, He Habnoganocs.
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ONna  CHMXEeHUA KonnyectBa WHTepdepupyrowmx BewecTB, WHrnbupywowmnx MMLP,
Heobxognmo cobnogatb npasuia B3aTUS buonornyeckoro matepuana. Npu NOAO3pEeHUU Ha
Hanuume B obpasue 6onblioro konnyecrtesa nHrnbutopos lMNLP pekoMmeHgyeTcs BbibMpaTb MeETOAbI
BblAENEHNS HYKNEMHOBbLIX KUCNOT, MO3BONSOWME MPOM3BECTU UX MAKCUMasibHOE yaaneHue us

06pa3L|.a, HE PEKOMEHAYETCA UCMNO/b30BaATb 3KCMPECC-METOAbl BblAENEHNA HYK/TENHOBbLIX KNCNOT.

3.3 Mpenen obHapyxeHus
Mpenen obHapyxeHus: 10 KONUIA HYKIEMHOBOW KUCOTbl HA aMMIMUKALMOHHYO NPOBMpKY.

Mpenen obHapy>XeHUs YCTAHOB/IEH MYyTEM aHanM3a CEpUMHbIX pa3BeAeHU ABYX Cepuit

nabopaTopHoro KoHTponsbHoro obpasua (JIKO).

Mpepen

obHapyxeHus

PHK B

obpasue

bnomaTtepuana

3aBUCUT

OT ME€ToAa

npobonoarotoBkn obpasua n KoHeyHoro o6véma BbigeneHHon PHK (o6béma antounn).

Mpenen o6HapyxeHus 10 KOMMIA HYKNENHOBOW KUCAOTbI

Ha aMNAMPUKALNOHHYIO

npobupky COOTBETCTBYET ClieAyWMM 3HA4YeHUssM KoHueHTpauunm PHK B o6pa3sue npwu

MCnoJsib30BaHMn HaﬁopOB/KOMI'I}'IeKTOB peareHToB Angd BblAENEHUA HYKNTENHOBbIX KUCNOT.

O6bem Mpenen
Komnnekrt/Habop noJiyMeHHOro | o6Hapy>xeHus,
BbunomaTtepuman -
ANA BblaeneHus npenapara, kKonun/mn
MK o6pasua
MPOBA-HK 50 1000
MasoK 13 HOCOrNMOTKKU, POTOIIOTKMU MPOBA-HK-S 50 1000
B 500 mkn TpaHCHOpTHOVI cpeabl, MPOBA-MY-HK-S 100 2000
NMPOBA-MY DWP 100 2000
BpoHx0anbBeONApHbIN NaBax,
3HAOTpaxeasnbHbI, Ha3ogapuHreasnbHbI MPOBA-HK 50 1000
acnupart
MokpoTa (npepobpaboTka ¢ NazPO4) MPOBA-HK 50 2000
MokpoTa (npeaobpaboTka C MyKOSIM3NHOM) MPOBA-HK 50 5000
3.4 [uarHocTtnyeckne xapakTepmucTmku
AnarHocrnyeckas AnarHocrnyeckas
4YYBCTBUTEJIbHOCTb cneuyndpmnyHOCTb
Bup 6uomartepuana MaToreH
UccnepoBaHo | 3HaueHue, UccnepoBaHo | 3HaueHue,
ob6pasuos (95% AN) o6pasyos (95% An)
Influenza virus 25 100%
Maski 13 HOCOMOTKM A(H1N1)pdmO09 (86,28 - 100) 25 100%
Influenza virus 25 100% (86,28 - 100)
A(H3N2) (86,28 - 100)
Influenza virus 25 100%
Maskit 13 poTornoTKi A(H1N1)pdmO09 (86,28 - 100) 25 100%
Influenza virus 25 100% (86,28 - 100)
A(H3N2) (86,28 - 100)
Acnupar Influenza virus 35 100%
Ha3odapuHreanbHbIi 1 A(H1N1)pdm09 (90,00 - 100) 35 100%
SHAOTPaxeanbHbIii Influenza virus 35 100% (90,00 - 100)
A(H3N2) (90,00 - 100)
Influenza virus 25 100%
BbpoHxoanbBeonspHbIN A(H1N1)pdmO09 (86,28 - 100) 25 100%
naesax Influenza virus 25 100% (86,28 - 100)
A(H3N2) (86,28 - 100)
Influenza virus 25 100%
MokpoTa A(H1N1)pdmO09 (86,28 - 100) 25 100%
Influenza virus 25 100% (86,28 - 100)
A(H3N2) (86,28 - 100)
100% 100%
Wtoro 270 (98,64 - 100) 135 (97,30 - 100)
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4 MEPbI MPEAOCTOPOXXHOCTH

OpraHmuzaumns pabotbl [LUP-nabopatopun, obopyaoBaHue W MaTepuasnbl AOSKHbI
cooTBeTcTBOBaTb TpeboBaHusam OCT P 52905-2007, meTtoamyeckux ykasanHumn MY 1.3.2569-09
«Opranmnsaumsa pabotel nabopatopuii, MCNOAb3YKOWMX MeToAbl aMInduKaunum HYKNENHOBbIX
KucnoT, npu paboTte ¢ MaTepuanoM, cogep>xalmnmmMm MMKpoopraHmsmel I-IV rpynn natoreHHoCTn»,
c cobnogeHneM  caHuTapHblx npaBun  un HopM  CaHlumH 3.3686-21  «CaHuTapHo-
anunaeMmnonornyeckue TpebosaHusa no npodunakTuke MHOEKUNOHHbIX bonesHen».

Nccnepyemble obpa3subl paccMaTpuMBalOTCs Kak NOTeHUManbHO-onacHele. Mpu pabote ¢
HabopoM peareHTOB CrieAyeT HajeBaTb OAHOpPa30Bble NepyaTku 6e3 Tanbka.

Mpun pabote ¢ MukpoopraHuamamu I-IV rpynn naToreHHoCTVM BbI6GOp TMMNa 3aLLUTHOrO
KocTioMa (pabouert oaexabl U CpPeACTB MHAMBWUAYANbHOW 3alUuMTbl) NPOBOAUTCH B CTPOrom
COOTBETCTBUM C CaHUTapHbIMU NpaBuiaMn u HopMamu CanluH 3.3686-21 n onpeagenseTca BUAOM
B0o36yauTensa, paboyen 30HOM, oCHaweHneM ee 6okcamm bnonornyeckor 6e3onacHoOCTu.

CnepyeT ncnonb3oBaTb TO/IbKO O4HOPA30Bble HAKOHEYHMKN U NPobmpKu.

He ponyckaeTcs wCNosb30BaHWME OAHMX W TexX e HaKoHe4YHMKOB npu obpaboTtke
pasnnyHbix 06pa3uoB buonormyeckoro Matepuana.

K pabote ¢ HabopoM peareHToB AOMNYyCKAeTCs MepcoHan, ob6y4yeHHbIn MeToAdam
MONEKYSPHON ANArHOCTUKU M NpaBuiaM paboTbl B KIIMHUKO-AMArHoCTu4eckon nabopatopum.

Boigenenne PHK cnegyet npoBoantb B 60kcax 6buonornyeckon 6esonacHoctu II knacca.
MogrotoBky K MLUP ¢ ncnonb3osaHnem Habopa peareHTOB BO3MOXHO nposoanTb B lMNMLP-60kcax.

3anpelwaeTca nepemelweHne nabopatopHoro obopyaosaHus, B TOM 4ucie A03aTOPOB,
wTaTtneoB, nabopaTopHOM Mnocyabl, XanaTtoB, roOAOBHbIX ybopoB W Np., a TakXe pacTBOpPOB
peareHToB M3 04HOr0 NMOMELLEHNS B APYroe.

Jo3aTopbl AOMKHbI 6bITb COOTBETCTBYOLWMM 06pa3oM noBepeHbl (B aKKpeAUTOBAHHbIX
nabopaTtopusax) n NpoMapKMpOBaHbI.

Ncnonb3oBaHHble O4HOPA30Bble MNPUHAAMEXHOCTU (NPO6MPKU, HAKOHEYHUMKW W Ap.)
[OMKHbI  cbpacbiBaTbCsi B KOHTeWMHep A9  MeAMUMHCKMX  OTXOAO0B,  COAepXaluni
Ae3nHduumpyowuin pacteop (Npn HeobxoamMMoCTH).

MoBepxHOCTM pabounx CTONOB, @ TaKXe NoMeLeHnsl, B KOTOPbIX NMPOBOAUTCS BblAeNeHne
HYK/EMHOBbIX KUCNOT 1 noctaHoBka MUP, cneayet o6a3atencHO, A0 M NOCAe npoBeaeHus paborT,
06ny4yaTb Cc noMoLbo 6akTepnUMAHbIX YCTAHOBOK B TedeHne 30 MUHYT.

Bce noBepxHocTn B nabopatopum (paboume cTtonbl, wTaTuBbl, 0bopyaoBaHuMe u A4p.)
e)XXegHEeBHO roABepralT BaxHoh ybopke C MNpUMEHEHMEM Ae3nHPUUUPYOLWMX/MOKLWMX

CpeacTB, pernaMeHTUPOBaHHbIX CaHUTApPHbIMK rMpasunamm U Hopmamm CaHlnH 3.3686-21.

BHUMAHME! YTunmnanposaTb oTxoabl ¢ npoayktamu MNLUP HeobxoaMMo TONLKO B 3aKpbITOM BUAE.

He ponyckaetcs oTKpbiBaTb Npobupku nocne amnandukaumm (MY 1.3.2569-09).
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H1N1pdm09/H3N2

Mpn wncnonb3oBaHuM Habopa peareHTOB B KJMHWKO-AMArHoCTU4yeckown nabopaTtopum
obpas3ylTcs 0TX0oAbl Knacca B, KOTopble YTUAM3MPYKOTCA B COOTBETCTBMM C TpeboBaHMSMMU
CaHuTapHbix npasmn wu  HopMm CaHluH 2.1.3684-21 «CaHunTapHO-3nMaeMmnonornyeckme
TpeboBaHMA K coaep>XaHUo TEPPUTOPUN FOPOACKUX N CENBbCKUX MOCENEeHNN, K BOAHbIM O6beKTaM,
NUTbEBOM BOAE M MNUTbEBOMY BOAOCHabXeHW, aTMOChEepHOMY BO34yXY, MOYBaM, XWJbIM
noMeweHnam, akcnayataunmm npon3BoaCTBEHHbBIX, O6LI.|,eCTBeHHbIX I'IOMGLLI,EHI/IVI, opraHmaunmn m

NnpoBeAEeHUNI0 CAHUTapHO-NPOTMBOINMAEMUYECKNX (NPpOodUIAKTUHECKNX) MEPONPUATUIN».

OnacHble KOMMNOHEHTHI B Ha6ope peareHToB

KoMnoHeHT Habopa Hanunumne/otcyrcrBue
peareHToB OMacHbIX KOMMNOHEHTOB
CMecb ansa amnnamdukaumm flBnsetcsa 6e3onacHbIM
A ¢ Hnn, A3up HaTpus MeHee 0,1%
3anevyaTaHHas napaduHoOM AN KOHEeYHOro noJsib3oBartens
flBnsetcsa 6e3onacHbIM

YkazaHue Ha pUCKM

OT-NuP-6yde A3unp HaTpua MmeHee 0,1%
LP-6ydep A P ! A/ KOHEYHOro nosab3oBaTens
®epmeHT Taq/RT HeT onacHbIX BewecTs -
BHYTpEHHUN KOHTPObHbIN o Asnsietca 6e3onacHbIM

" Am A3np Hatpua MmeHee 0,1%
o6pasey PHK-BK "A ANg KOHeYHOoro noJjib3oBartens
MoNOXNTENbHbIA KOHTPOJIbHbIN AABnsieTca 6e3onacHbIM

P A3unpa HaTtpusa MmeHee 0,1%

obpasey A9 KOHEYHOro nosib3oBartens

Mpn pabote ¢ HabopoM peareHTOB MCMNOJSIb30BaTb CpeaCTBa WMHAMBUAYANBbHOMN 3aWmThl
ANa NpefoTBpaLLleHns KOHTaKTa C OpraHM3MoM yesioBeka. lNocne okoH4YaHus paboTbl TWwaTebHO
BbIMbITb pyku. WM3beraTb KOHTaKTa C KOXEW, rnasamMnm wm CAM3ucTbiMm obonoukamu. [pu
aBapUMHbIX CUTYyaUMsX BO3MOXHO CrieAylollee: pasgpaxXeHne KoxXu n cnmsmcton obonodku rnas
Y UYYBCTBUTE/bHbIX NuL,. MNpu KOHTakTe NPOMbITb MOpPa)X€eHHOe MeCcTo BOAOW W obpaTuTbCs 3a
MeaNLMHCKOM MOMOLLbIO.

Mpn Mcnonb3oBaHMK MO HA3HAYEHUIO U COBMOAEHMN Mep NPEeAOCTOPOXHOCTU KOHTAKT C
OpraHM3MOM YyesioBeKa UCKJIIOYEH.

He ncnonb3oBatb Habop peareHTOB:
- nMpw HapyLleHnn YCI0BMIN TPAHCNOPTUPOBAHMS N XPaHEHUS;
- MpM HEeCOOTBETCTBMM BHELWIHEro BMAA peareHToB, YyKasaHHOro B nacrnopte K Habopy

peareHToB;

- npyv HapyLleHUn BHYTPEHHEN YNaKOBKM KOMMNOHEHTOB Habopa peareHToB;
- Mo UCTEYEHUIO CpoKa rogHOCTM Habopa peareHToB.
MpnmeuyaHune - Habop peareHToB He coOAEpPXXUT MaTepuasioB 6MONOrMYECKOro MNpPoOUCXOXAEHMUS,
BeWweCTB B KOHUEHTpaUunax, o6na,qarou.|,1/|x KaHUEPOreHHbIM, MyTareHHbIM AeVICTBMeM, a TaKXe Banarnwmnx

Ha penpoayKTUBHYI GYHKUMIO YenoBeka. MpM MCMONb30BaHMM MO Ha3HAYEeHUIO W COGMAEHUM Mep

NPeaoCTOPOXHOCTUN ABNAETCA 6e3onacHbIM.
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5 OBOPYANOBAHUE U MATEPUAJIDbI

Mpun paboTte c HabopoM peareHToB TpebytoTcs cnegywowmne obopygosaHme n MaTepuansi:

- MUP-60kc;

- amnaundukatop «ATnpanm» (Mogndukaums *M*), OO0 «HMO AHK-TexHonorus», Poccus,
PY N° ®CP 2011/10229
unu amnnudukaTtop «ATnant» (Moandukauma *S*), OO0 «HMNO AHK-TexHonorus»,
Poccus, PY N2 ®CP 2011/10228
nnn amnnmdpunkatop CFX96, Bio-Rad, CLLUA, PY N° ®C3 2008/03399;

- MUKpPOLEeHTpUdYyra-BopTeKc;

- poTOp A8 MUKPOLEHTpUdyrn-soptekca Ana CTpMnoBaHHbIX nNpobupok obvémom 0,2 Mn
(Tonbko ans acoBkn S, CTpuUnebl);

- X0N0AUbHUK C MOPO3U/TIbHOW KaMepow;

- wTaTmB «pabouee mecto» ansa npobupok o6vémom 1,5 mn;

- wraTtne «paboyvee mecto» Ansa npobmpok o6vémMom 0,2 MA UNm AN CTPMNOBaHHbIX NPOBGUPOK
06bémom 0,2 Mn;

- [03aTOpbl MeXaHW4YecKne WUAn 3SNEeKTPOHHble nepeMeHHOro o6béMa OAHOKaHasbHbIE,
nossonsowme otbmupaTtb 06bEM xmakoctn 2,0-20 mkn, 20-200 Mk, 200-1000 MKkn;

- OAHOPa30Bble HAKOHEYHUKMN C DUNBTPOM AN NOSyaBTOMAaTUYECKUX A03aTOPOB, CBO6OAHbIE
oT PHKa3 u [JHKa3, 06bémom 20 mkn, 200 mMkn, 1000 mkn;

- WTaTMB ANa A03aTOPOB;

- npobupkn MnMKpoueHTpudyxHbie 06bEMOM 1,5 Mn ¢ KpbiwKamy;

- OAHOpa30Bble NepyaTkn MegunumHckue, 6e3 Tanbka, TEKCTYPUPOBaHHbIE;

- KOHTenHep Anga cbpoca Mcnosib30BaHHbIX HAKOHEYHUKOB, NMPOBMPOK M APYTrMX pacxoAHbIX
MaTepuasnos;

- Habop/KOMNNEKT peareHTOB AN BblAENEHUS HYKIEMHOBbIX KUCIOT M3  6MOI0rnyeckoro

MaTtepuana.

PekomeHpytoTCA:

- KomnnekTt peareHtoB NMPOBA-HK, OO0 «HINMO OHK-TexHonorus», Poccus,
PY N° ®CP 2010/08867;

- Habop peareHTtoB NMPOBA-HK-S, 000 «[HK-TexHonoruns TC», Poccus,
PY N2 P3H 2020/11296;

- Habop peareHTtoB NMPOBA-MY-HK-S, OO0 «[HK-TexHonornsa TC», Poccus,
PY N2 P3H 2021/15267;

- Habop peareHtos NMPOBA-MY DWP, OO0 «HK-TexHonoruns TC», Poccus,
PY N° P3H 2021/15090.
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H1N1pdmO09/H3N2
6 AHAJTIUBNPYEMBbIE OBPA3LbI
6.1 MaTepuan gns nccnenoBaHus

Ona wvccneposBaHMsa UCNONb3YyT 6uonormdeckun mmatepuan denoeeka (Masok w3
HOCOrNOTKM, POTOrNOTKM, 6poHX0anbLBEONSPHbIN naeax, 3HAOTpaxeasibHbINn,

HaszodapuHreanbHbIn acnupaT, MOKpoTa).

MpumeyaHune - B3aATMe, npeaBapuTenbHyl0 06paboTKy, XpaHeHue W MNepeBo3Ky, nepeaayvy
nuccriegyemMoro MaTepuana B Apyrve opraHusaumy OCyLLEeCTBASIIOT COMIaCHO MHCTPYKTUBHO-METOAMYECKUM
[OKYMEHTaM, pernaMeHTUpYyLWmMM BbIMONHEHUE WCCNEAOBaHMA B  COOTBETCTBMM C TpebGoBaHUSAMMU
MY 1.3.2569-09, CanllunH 3.3686-21.

OrpaHuueHme MeTopa: MeCTHOe MNpUMEeHeHMe NeKapCTBEeHHbIX MnpenapaToB (cnpew,
Kanjn, KpeMbl U Ma3n) MeHee, YeM 3a 24 yaca Ao mccnegoBaHus. Npun ncnonb3oBaHMM aspo30/en
n Apyrmx opM fieKapCTBEHHbIX NpenapaToB A8 MHFanaumm npyn nedeHnm 6poHXmManbHON acTMbl

MaTepuan ans UccrenoBaHuin cneayeT 6paTb HE paHee, YeM Yepes Tpu Yaca Nnocne MHransuum.

6.2 Ob6uwme TpeboBaHus

6.2.1 Ha sTanax noaroTtoBku 6uomaTtepuana un BblaeneHun m3 Hero PHK, 3a mncknoyeHmem
3Tana oTbopa HaA0CaAOYHOM XMAKOCTU C MCMNOSIb30OBAaHWEM acnupartopa, UCMNosb3ynTe
OAAHOpa30Bble HaKOHeYHNKU C hunbTpoM, cesoboaHble oT PHKa3 1 [IHKas.

6.2.2 Mpn pobaBneHmn pacTtBopa B NpobupKy, coaepxallyto 6uonormvyeckuii martepwuan,
AKKypaTHO BHOCMKTE XMAKOCTU, He KacasCb CTEHOK Mpobupok. MNMpu KacaHMu K CTEHKe
NpobMpKM CMEeHUTE HaKOHEYHMK. HakOHEYHUK crieayeT MeHATb MpU KaxaoM yAaneHum
pacTtBopa 13 obpasua.

6.2.3 [Ons npeaoTBpalleHUs KOHTaMUHaLUMW OTKPbIBAWTE KPbIWKY TOMIbKO TOW MNpobupku,
B KOTOpYyl0 6yaete BHOCUTb obpaseu/peareHT uanM u3 KoTopon 6yaeTte 3abupaTtb

XXWAKOCTb, M 3aKpbiBanTe ee nepen paboToi co cnepytowen Nnpobnpkon.

6.3 B3atne matepuana Ha uccnegosaHue

6.3.1 MokpoTa
B3gaTne wMaTepmana OCYyLeCTBAAT B OAHOpPasoBble rpafyupoBaHHbIE CTepUSbHbIE
(NAKOHbI C LWMPOKUM FOp/IOM M 3aBMHYMBAKOLWIMMUCS KpbllKaMu OO6bEMOM He MeHee
50 mn B Konn4yectse He MeHee 1,0 Mn.

Mocne cbopa maTepuana ¢nakoH MJIOTHO 3aKPbIBAKOT M MapKUPYIOT.

MpumeuyaHune - MokpoTa noanexut npenobpabotke. Mpoueaypa NnpenobpaboTkn MOKpPOTbHI pacTBOPOM
Tpéx3amelleHHoOro gocdopHokucnoro Hatpusa (NasPOs) Manm MyKONU3WHOM, MpuUBeAEeHa B MHCTPYKUWMM K
KOMMMNEKTY peareHToB <«KOMMNMeKT peareHToB A8 BblAeNeHus HykaenHoBbix kucnot (MPOBA-HK/
MPOBA-HK-MJIKOC)», npomussoactea 000 «HMO [AHK-TexHonorus», Poccus, PY N2 ®CP 2010/08867,

pasgen «B3aTne n nogrotoeka KanHuM4eckoro matepmana» (Mokpota (cnocob 1 u cnocob 2)).

6.3.2 DbpoHXx0anbBeONSAPHbIN NaBaXx, 3HAOTPaxeasibHbiN, Ha3odapuHreanbHbIM acnupaT
B3sATne MaTepmana npousBOAUTCS B MyCTble O4HOPA30Bbie MJIOTHO 3aBUHYMBAlOLLMECS
npobupku ob6vémom o 50 mn. Mocne B3aTUA MaTepuana npobupky NAOTHO 3aKpbIBAKOT

N MapKUpYHOT.
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Ma30K M3 HOCOr/I0TKN, POTOr/I0TKM

B3ATne Matepmana OCyLEeCTBASIOT C MOMOLLbIO CreuuasnbHbiX MeAUUWHCKUX U34eNnui,
UMELWMX  perucTpaumoHHble yAOCTOBEpPEeHMs, B  3aBUMCUMMOCTM OT  WCTOYHMKA
éuonornyeckoro martepuana corjacHo ycCTaHoBNeHHOW npoueaype (Hanpumep, 30HA
MeANLMHCKMIM 0AHOPa30BbIf cTepunbHbin PY N2 P3H 2021/13989).

Mocne B3aTUS MaTepuana nepeHecuTe 30H4 B NpobMpKy C TpaHCNOPTHOW cCpenown,
npefHa3Ha4yeHHOM MpoU3BOAUTENEM AN TPaHCMOPTUPOBaHUA W XpaHeHus obpa3uos
6uonornyeckoro matepmana ans MNUP-nccnepoBaHuin, u TwaTenbHO NPOMOKMTE ero B
XNAKOCTM B TedeHue 10-15 ¢, nsberasa pasbpbi3armBaHus XUAKOCTH.

N3Bneknte 30HA4 M3 pacTBOpa W, BpawaTeNbHbIM [ABMXEHUEM TMNpUXMMAs ero K
BHYTPEHHEN CTeHKe npobupKn Bbille YPOBHSA pacTBOpPa, OTOXMUTE MU36bLITOK XUAKOCTU.
MonHOCTbIO yaanuTe 30HA4 U3 NpObUPKU U YTUNN3UPYHTE.

MNOTHO 3aKpoMTe KPbIWKY NMPOBUPKK U NpoMapKuUpymnTe npobupky.

Mpn HeobxoammocTn B3ATUS 6uMoMaTepmana U3 HECKONbKUX O6MOTOMOB MOBTOPUTE

npoueaypy, Kaxabin pa3 3abupas matepman HOBbIM 30HAOM B HOBYO NMpobupky.

TpaHcnopTUpoBaHMeE N XpaHeHue nccnegyemolx o6pasuos

MokpoTa

O6pa3subl MOKPOTbI 4ONYCKAETCH XPaHUTb:

— npwu KoMHaTHOM TemnepaTtype (o1 18 °C go 25 °C) - He 6onee 6 4acos;

— npu Temnepatype oT 2 °C go 8 °C - He 6onee 3 cyToK.

BpoHX0anbBeoNSAPHbLIAN NaBax, aHAOTpaxeanbHbl, Ha3oMapuHreanbHbIM acnupart
BpoHX0anbBeONSAPHbLIA  NaBax, 3SHAOTPaxeanbHbIA, Ha3odgapuHreanbHblin acnupart
[OMNyCKaeTCs XpaHUTb:

— npwu Temnepatype oT 2 °C go 8 °C - He 6osee ogHUX CYTOK;

— npwu Temnepatype oT MMHyC 18 °C go MmnHyc 20 °C - He 6onee ogHOM Heaenu

BHUMAHME! [lonyckaeTcs nu1lb 04HOKpATHOE 3aMopaXnBaHMe-oTTanBaHme Mmatepuana.

6.4.3

Ma30K 13 HOCOrNOTKW, POTOrNOTKMU

YcnoBuga TpaHCNOPTUPOBAHUA U  XPAHEHUA Ma3KOB W3 HOCOrNOTKW, POTOrNOTKU
onpeaensarnTcsa MHCTPYKUUAMKU NO NPUMEHEHUIO PEKOMEHAYEMbIX TPaHCMOPTHbLIX Cpea U
HabopoB/KOMMNNEKTOB peareHToB A5 BblaesneHns PHK.

JanbHelwasa o6paboTka yKasaHHbIX Bblwe BuaoB 6uonorMyeckoro MaTtepuana
OCyLLeCcTBNAETCS cornacHo UHCTPYKUUSM rno NMpUMEHEeHUIo MUCMNoJsib3yeMbIX

HabopoB/KOMMNIEKTOB peareHToB A4 BbiaeneHnsa PHK.
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7 NMPOBEAEHUE AHAJIU3A

BHMUMAHME! [nana3oH BMPYCHOW Harpysku Aas BUPYCOB rpunmna MOXET BapbupoBaTb B
WNPOKMUX npefenax. B cBA3WM C 3TUM Npu BbINOSHEHUU WCCNEAOBAaHWA B KIWMHWYECKOM
nabopatopum Cepbe3Hyld OMacHOCTb MNpeacTaBAseT pPUCK KPOCC-KOHTaMMHaUMW  MexAay
obpasuamMm Ha Bcex 3Tanax paboTbl, 0CO6EHHO MpM aNUKBOTMPOBaAHUM W BbigeneHnn PHK.
I'IepereCTHaﬂ KOHTaMUHauunsa BbICOKOKOMUMNHbIM 6I/IOMaTepVIaJ'IOM MOXET npuBOAUTb K

noABNEHUNIO CcCnopaanydeCcKmnX TOXHOMOJTOXNTENTIbHbIX PE3YyNbTaTOB.

Ona npegynpexaeHns  KPOCC-KOHTaMuHaumu 6HuomaTtepmanom B nabopatopum
pPEKOMEHAYETCS BbIMOSIHEHME CneayrLWwmMx NpaBu:
1. Heobxoanmo npoBoAMTb BM3YasibHYH OLLEHKY MOCTynuMBLIEro bnomatepuana n BbibpakoBKy
Bcex 06pa3LoB, ecnm cpean HMX eCTb NPOBUPKN C HapYLWWEHHOW repMeTUYHOCTLIO.
2. Mo BO3MOXHOCTM BblAeNsSATb B OTAE/bHbIM NOTOK 06pa3ubl OT NAaUMEHTOB M3 CTauuoHapa C
CUMNTOMAMM OCTPON WHMEKUMM M aHanM3MpoBaTb WX OTAENIbHO OT OCTalbHbIX 06pa3uoBs
(buomaTtepman ANns CKPUHUHraA KOHTaKTUPOBaBLUMX WL WU MNALMEHTOB C JIEFKUM TeYyeHUeM
3aboneBaHus). PaboTy ¢ npeanonaraeMbiMM BbICOKOKOMUWHBbIMKM Ob6pa3uaMm XenatesibHO
BbIMOSIHATL B OTAE/bHOM 60Kce unm nocne paboTbl C NpeanonaraemMbiMM HU3KOKOMUNHBbIMU
obpasuamu.
3. O643aTesibHO BbIMOSHATL NOCTAHOBKY OTpULATEbHbIX KOHTPObHbIX 06pa3uoB, Ha4YnHas c
aTana eblgeneHmna PHK, B KaXxaoM rnpoTokone.
4, Ncnonb3oBaTb Ha BCexX 3Tanax MccnefoBaHMs HAKOHEYHUKW C @3p030JibHbIMU DUIbTpaMu.
5. YeTko cobnogatb MeTOAMKY BbINOJIHEHUA UCCAeAOoBaHUSA, OTKpbiBaTb Npobupku Tuna
2nneHgopd npu noMowm nuHueTa (He AONYyCKaTb KacaHUM pyKW B nepyaTke BHYTPEHHEN 4acTu
KPbILWKN NPpO6UPKKN); NPU BHECEHUN peareHTOB He KacaTbCqd HAaKOHEYHMKOM npobupku (ecnm ato

MpomM3oLWso, Cpasy 3aMeHNUTb HAKOHEYHUK).

7.1 Bbigenenne PHK

Onsa Bbigenenns PHK M3 Ma3koB M3 HOCOMIOTKU, POTOrA0TKM, 6pOHX0anbBEeOASIPHOro
NaBaxa, 2JHAOoTpaxeaNnbHOro, HasodapuHreasnbHOro acnupaTta, MOKPOTbl  WMCMOMb3YIOT
Habopbl/KOMNNEKTbl peareHToB Aana BblgeneHns PHK, 3apeructpupoBaHHble B PO B
YCTaAHOBJIEHHOM MopsaAKe.

BoigeneHne PHK npoBoasaT B COOTBETCTBUM C  MHCTPYKUMEA MO MNPUMEHEHUIO

Ncnonb3yemMoro Habopa/KoMMnieKTa peareHToB.

BHUMAHME!
1. Habopbl peareHtoB MMPOBA-HK-S, MPOBA-M4Y-HK-S; MPOBA-MY DWP npeaHa3HauyeHbl
TOJIbKO /151 BblAe/IeHUS HYK/TEMHOBbBIX KUC/IOT U3 Ma3K0B U3 HOCOM/10TKKU, pOTOrnoTKu!

2. O6bémM nonydyeHHoro npenapata PHK gomxeH coctaBnaTtb He 6onee 50 M.

B cnyuyae npumMmeHeHus ans BbligeneHns PHK Habopos pearentoB MPOBA-MY-HK-S u

MPOBA-MY DWP B03MOXHO yBenndeHne ob6bvéma go 100 mkn.
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BHUMAHME! lNonydyeHHbln npenapaT PHK Heob6xoaMMo B TeueHMe ABYX 4YacOB MCMOJIb30BaTb
AN MNOCTaHOBKKM peakuum o6paTHOM TpaHCKPUNUMM W MOJIMMEPA3HON LEenHOM peakuuu.
JonyckaeTca OAHOKpaTHOe 3aMopaXkmBaHue M XxXpaHeHume npenapata PHK npu TemnepaTtype

He Bblwe MMHYC 18 °C He 6onee 7 cyToOK.

Tabnuuya 2 - Habopbl/KOMNAEKTbl peareHToB, BanuauMpoBaHHble ANns BbigeneHnsa PHK ans

AanbHenwero nccnegosaHusa Habopom peareHtos punn A Komniekc HIN1pdmO09/H3N2

Hab6op/koMnnekT peareHToB, PY KoMmnnekrauus BuomaTtepuan

Mas3ku 13 HocornoTku,

pPOTOrNOTKM,
MPOBA-HK 6p0HXOaJ‘IbBeOJ'I$I|3HbIVI naBax,
KoMnnekT peareHToB ANS1 BblAENEHUSA 3HAOTpaxeasbHbliA,
HYKJ/TEMHOBbIX KNCMOT Ha3odapuHreanbHbIli acnupar,
(MPOBA-HK/TMPOBA-HK-MJIIOC), MOKpOTa
000 «HMO AHK-TexHonorusa», Poccus, MPOBA-HK
PY N2 ®CP 2010/08867 (cokpauweHHasn
Masku 13 HOCOrnoTKu,
mMeroaMka

TOMNMOTKU
B COOTBETCTBUU poTorno

c MpunoxxeHunem A)

Habop peareHTOB AN BblAeNeHUs
HyknenHoBbix kncnoT (MPOBA-HK-S), WK Masku 13 HOCOrnoTKM,
000 «OHK-TexHonormnsa TC», Poccus, MPOBA-HK-S pOTOr/I0TKMN
PY N2 P3H 2020/11296
Habop peareHTOB A4N1S BblAENEHUS
HyknenHoBbiX kncnoT (MPOBA-MY-HK-S), CMU-HIC- Maskun M3 HOCOrnoTKM,
000 «[HK-TexHonorna TC», Poccus, MPOBA-MY-HK-S pPOTOrNOTKMN
PY N2 P3H 2021/15267
Habop peareHTOB AN BblAeNeHns
HyKenHoBbix kncnot (MPOBA-MY DWP), _ Mas3kun 13 HocornoTku,
000 «[HK-TexHonornsa TC», Poccus, MPOBA-MY DWP pPOTOrNOTKMN
PY N2 P3H 2021/15090

7.1.1 OcobeHHOCTM NpenobpaboTkm 6uomaTepuana ANs MOCAEAYIOLEro WCCNefoBaHus C

npuMeHeHnem Habopa peareHtoB punn A Komnnekc HIN1pdmOQ9/H3N2

BHMUMAHME! B xoze nNoaroTOBKWM Ma3KOB M3 HOCOMIOTKM M POTOrNOTKM, B3SATbIX B NpoO6MpKY
C TPAQHCNOPTHOM cpenon, o06pa3uoB 6OpoHX0aNbBEONSIPHOrO JlaBaxa, 3SHAOTPaxeasibHoro,

Ha3ogapuHreasbHOro acnuparta npeapapuTenbHoe LeHTpudyrmposaHue He Tpebyercs.
Onsa Bbiaenenmns ucnonbsyetcs 100 mxkn o6pasua.

7.1.2  Vcnonb3oBaHme KOHTPOJIbHbIX 06pa3uoB Ha 3Tane BblAeNeHUss HYKNENHOBbIX KUCIOT
BHYTpeHHMIA KOHTPOJIbHbIN 06pasel
Ona  MCKAUYEeHUs NOXHOOTpUUATENbHbIX pe3ynbTaTOB MCCAef0BaHUS UM KOHTPONS
KayecTBa wuccnegosaHma obssaTenbHO fobaBneHne BHYTPEHHEro KOHTPOJIbHOIo
o6pasuya B HemsBecTHble 06pasubl Ha 3Tane BblAeNEHNS HYK/IEeMHOBbIX KUCNOT.
B kayecTBe BHYTpPEHHEro KOHTpoJsibHOro obpasua npu BbigeneHmn PHK Heobxogmmo
MCMoJIb30BaTb BHYTPEHHUM KOHTPOJIbHbIM o6pasey PHK-BK "A" un3 Habopa
pearenToB 'punn A Komnsaekc HIN1pdmO09/H3N2,

PHK-BK "A" cneagyet ucnonb3oBatb B o6beme 10 Mkn Ha o6paseu.

MpnMmeyaHune - BHYTPEHHMI KOHTPOSbHbIA 06pa3ey (PHK-BK) 1 BHYTpeHHUIA KOHTPONbHbLIA 0b6pa3el,

(AHK-BK) n3 komnnekta peareHtoB NPOBA-HK npu BbiaeneHnn PHK He ncnonb3yoT.
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OTpuuaTenbHbIW KOHTPOJ/IbHbIW O6pa3eLl

Ona  NCKAYEeHUs NOXXHOMOMOXUTENbHbIX pe3y/ibTaTOB MCCNeA0BaHUS W KOHTPOAs
KayecTBa nccnenoBaHus obs3aTenbHO MCNosb30BaHme oTpMUaTesIbHOro
KOHTPOJIbHOro obpasua c atana Bblae/NIeHNs HYKIeNHOBbIX KUCOT.

Ha oTane  BblgeneHUMs  HYKJIEMHOBbLIX  KMCNOT  0b6s3aTenbHO  MNOArOTOBUTb
oTpuuaTesibHbii KOHTPOJIbHbIK oO6pa3sey ¥ NpoBecTM €ero 4yepes BCe 3Tanbl
BblAeNIeHNs 0a4HOBPEMEHHO C BblaesieHneM PHK 13 HensBecTHbIX 06pa3Los.

B kaudecTBe OTpMUATENIbHONO KOHTPOSILHONO oObpa3ua peKoMeHAYyeTCs MCNosib30BaTb
dunsnonornyeckmn pacTeop, Wam oTpuuaTenbHbll KOHTPOSIbHbIM 06pasel, BXoasLWwmMi B
COCTaB COOTBETCTBYylOWeEro Habopa/KoMmnnekTa peareHToB, B 06bEéMe, yKa3aHHOM B
MHCTPYKUMM MO MNpMMeHeHuto Habopa/koMnjekTa peareHToB ANs  BblAENEHUS

HYKNENHOBbLIX KNCNOT.

7.2 MogroTtoBka M nNpoBeaeHMe peakumm obpaTHOM TPaHCKPUNLUM U NOSIMMEPA3HOM LIEMHOWM
peakumu

BHMUMAHME!

1. Mpn npoBeAeHUN BCeEX MOCienylwmnx AeNcTBun cnenyet niberatb BO3AENCTBUS MPSMbIX

COJTHEYHbIX Ty4en Ha Npobupkmn co cMmecbto Ansa amnamdunkauymm!
2. Mpn ncnonb3oBaHUM Habopa peareHTOB B BapuMaHTe MCMNoNHeHus «®dPacoBka S, CTpuUMbI»
cnepyeT CTporo cobaaath KOMMAEKTHOCTb CTPUMOB M Kpbllek K HAM. He ncnonb3oBaTb KPbILWKK

K cTpunam us gpyrux Habopos peareHToB!

7.2.1 T[lpoMapkupyinTe no ofHON npobupke/CTpUNoOBaHHOM npobupke CO CMecbl AN
amnnmdukaunm, 3anedvataHHolW napaduMHOM, ANA KaXaoro HemsBecTHoro obpasua,
OTpULATENbHOrO KOHTpoJsibHOro obpasua (K-) M MNONOXMTENbHOr0 KOHTPOSIBHOMO
obpasua (K+).

Mpumep: Heob6xoanMo NpoaHanu3npoBaTb 6 HEUM3BECTHbLIX 06pa3LoB. Hy>XHO NpoMapkMpoBaTb

6 Npobmpok Ansa Hem3BeCTHbIX 06pa3LoB; 04HY NPobupKy ans «K—» n ogHy Npobupky ans «K+».

O6lwee konnyecTso npobmpok — 8.

7.2.2 TwaTtenbHo nepemellanTe cogepxmmoe npobumpok «OT-MNUP-6ydep» "
«PepMeHT Taq/RT» Ha  MukpoueHTpudyre-soptekce W  UeHTpudyrmpymte Ha

MUKPOLEHTpUdYre-BopTeEKCE B TeyeHne 3-5 c.

BHMUMAHMUE! O®epMenTt Taq/RT HeobxognMMo poctaBaTb M3 MOPO3WSILHOWM  Kamepbl

HenocpeacTBeHHO nepea Mcnosib30BaHNEM.

KonnyecTtBo peareHTOB paccynmtaHo He 6osee yeM Ha 12 NOCTAHOBOK MpWU YCOBUMU
BapuabenbHOro KonmM4yecTtsa HeM3BECTHbIX 06pa3uoB, 1 OTPMUATENBHOIMO KOHTPOSIBHOMO
obpasua 1 1 NoNoXMUTENbHOro KOHTPOIbHOrO 06pa3ua B KaXkAol NocTaHOBKe.

7.2.3 MpuroTtoBbTe cMecb OT-MLUP-6ydepa c dpepmeHTtomM Taq/RT. [na 3TOro cMmewanTe B
oTaenbHon npobupke:
— 15 x (N+1) mkn OT-NUP-6ydepa,
- 0,5 x (N+1) Mmkn ¢depmeHTa Taq/RT,

roe N — KonnM4ecTBo NPOMapKUpPOBaHHbIX MPO6UPOK C ydeTOM «K—» n «K+».
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Mpumep: Heobxoanmo npoaHanu3npoBaTb 6 HEU3BECTHbIX 06pa3uoB. [MpoMapKMpoOBaHHbIX
npobupok — 8. HyxHo npurotoButb cMmecb OT-MUP-6ydepa c ¢pepmeHToM Taqg/RT ansa 9 (8+1)
npobupok, T.e. 135 mkn OT-NMUP-6ydepa + 4,5 mkn dpepmeHTa Taq/RT.

BHUMAHME! MNpwu B3aTum pepmeHTa Taq/RT HeobXxoaMMO NorpyxaTb HaKOHeYHMK He 6onee yeM
Ha 1,0 MM n cobnopgaTe NpaBuia AO3MPOBAHUA BA3KMX XMAKOCTEN. TwaTenbHO CMbITb OCTaTKU

depmeHTa Taq/RT € HaKOHEYHMKA NUNETUPOBAHMEM HE MeHee 5 pas.

7.2.4 TwaTtenbHO nepeMewanTte cogepxmmoe npobmMpkn ¢ NpurotToBsieHHon cmecbto OT-TLP-
6ydepa n depmeHTa Taq/RT Ha MUKpoUeHTpUdyre-sopTekce U LEHTPUPYrupymnte Ha
MUKpoueHTpudyre-soptekce B TeyeHme 1-3 c. CMeCcb MOXHO XpaHUTb NMpu TeMnepaType
oT 2 °C po 8 °C He 6onee ogHoro yaca.

7.2.5 [dobaBbTe B Kaxayw npobupky, He nospexaas cnon napadwuHa, no 15 mkn cmecu
OT-NuP-6ydepa c depmeHtom Taq/RT.

7.2.6  BcTpsAxHuUTe npobupkun ¢ npenapatoM PHK, oTpuuatenbHbIM KOHTPOsSbHbIM 06pa3Lom
W NONOXUTENbHbIM KOHTPOJIbHbIM 06pa3LOoM Ha MUKpPOLEHTpUdyre-sopTekce B TeyeHune

3-5 c 1 UeHTpUdyrupynTe Ha MUKpOLIEHTpUdyre-sopTekce B TeueHme 1-3 c.

BHUMAHME! [1na npeaoTtepalleHns KOHTaMMHauuu cnepyet nepen sHeceHneM PHK oTkpbiBaTb
KPbIWKWN TOMbKO Tex Npobupok/CTpunoB, B KOTopble 6yaeT BHOCUTLCA AaHHbI obpaseun, u
3aKpbiBaTb WX nNepea BHeECeHMEM chnegytowero. 3akpbiBaTe MpPobUPKKU/CTpUNbI  MSIOTHO.

MpenapaTtbl PHK 1 KOHTpO/bHbIE o6pa3ub| cneayeTtr BHOCUTb HAKOHEYHUMKAMM C CbMJ'IprOM.

7.2.7 BHecuTe, He noBpexaas cnon napaduHa, B COOTBETCTBYKWOLWME Npobupkn Ang
HensBeCTHbIXx o0b6pa3uyoB no 10 Mk nosydeHHOro w3 obpasuoB npenapata PHK.
B npobupkun, npoMapkmpoBaHHble «K-» n «K+», PHK He BHOCUKTCA.
BHecuTe, He noBpexaas cion napaduHa, B NpobUpKy, NPOMapKMpoBaHHYH «K-—»,
10 MKkn oTpuuUaTENbHOro KOHTPOSIbHOro obpasua, npowealwero stan BblaeneHmnsa PHK.

7.2.8 BHecuTe, He nospexaas cionm napadwHa, B NpobupKy, NMpoMapkuMpoBaHHYyk «K+»,
10 MK MONOXUTENBHONO KOHTPOJIbHOIrO obpasua.

7.2.9 UeHTpudyrmupyinte npobupku/cTpunsl Ha MUKpoLIEHTpUdyre-sopTekce B TedyeHme 3-5 c.

7.2.10 YcraHoBuTe Bce nNpobupkun/cTpunel B 610K geTekTupyowero amnandukaTtopa.

7.2.11 [Ons npunbopos cepumn [AT: 3anyctute nporpammHoe obecnedeHune AeTeKTUPYHOLLEro
amnnndukatopa. Mpu nepsom nposeaeHnn OT-MLP 3arpy3nTe cOOTBETCTBYOLWNIA TecT?.
Janee n npu nocneaylwmnx MNOCTaHOBKAxX CO34alTe COOTBETCTBYHOWMIA MPOTOKON
NCCneaoBaHMS: YKaXuTe KOMMYecTBO WM uaeHTudukaTopbl obpasuos, B TOM 4ucne
OTpULATENBHOIO U MOJSIOXUTENbHbBIX KOHTPOJSIbHbLIX 06pa3LoB, OTMETLTE PaACrONIOXeHUEe
npobupok/cTpnnos Ha ™MaTpuue TepMobioka B COOTBETCTBMM C MX YCTAHOBKOW U
nposeante OT-MLP c yyeTtoMm ob6béMa peakUMOHHOM cMmecu, paBHOro 40 Mk. B OkHe
«3anyck nporpamMmbl aMmnnmdbukaunm» aomkHa otobpaxaTbca nporpamMMa, npuseaéHHas

B Tabnuue 3.

1 — TecT Ans AeTeKTUpYOLWMX aMnandukaTopos cepum AT co3aaércs nyTéM BBoAa NapameTpos (NapameTpbl
TecTa ykasaHbl B MNpunoxeHun B) unu npegocrasnseTcsa npomssoantenem Habopa peareHToB
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7.2.12 [Ona npubopa CFX96: nposeaute OT-MUP c yuyeTom ob6bEMa peakuUMOHHOW cCMecw,

paBHoro 40 Mk, No nporpamme amnandukaummn, npusenéHHomn B Tabnunue 4.

Tabnuuya 3 -TMporpamma aMmnanduKkaumm ans AeTeKTupyowmx amnamdukatopos «ATnpanm»,

«ATnant»
N©° Pexxnm
6no-|<a Temnepartypa, °C MWH c YuCno UMKNOB | ONTUYECKUX Twun 6noka
n3MmepeHunin
1 35 15 0 1 LUunkn
2 92 0 30 1 Lunkn
92 0 10
3 8 Lnkn
64 0 15 4
90 0 5
4 40 LUwvkn
64 0 15 4
5 64 0 5 1 Lnkn
6 101 XpaHeHue XpaHeHue
V — pexuM ONTUYECKMX U3MEPEHM
Tabnunuya 4 - lMNporpamma amnandbukaunm ansa npnbéopa CFX96
Bpemsa Konunyecreo umknos
o o /4
N2 6noka (Step) TeMmnepartypa, °C MUH:CEK (noBTopoB)
1 35 20:00 1
2 95 5:00 1
3 94 0:15
50
4 64 Vv 0:20
V - pexuM onTuyeckmx nsMepenmnin (Plate Read), ycTaHoBUTb U3MepeHue dhyopecueHLmMmn Nno KaHanam
Fam, Hex n Cy5 npu 64 °C

8 PEFMCTPALNA PE3YJIbTATOB AMITJINOUKALIUN

Perncrpauma curHana d)nyopecu,eHu,MM npoBoAnNTCA I'IpM60pOM dBTOMATU4YECKHN BO BpeEMA
aMI'IJ'Il/ICbMKaLI,MM. OCIJOpMJ'IeHMe MPOTOKOJIa U aHa/IN3 pe3yNnbTaToOB NMPOBOAATCA B COOTBETCTBUU

C MHCTpyKUMen K npubopy.

1 — ponyckaeTcs XxpaHeHue npu TemnepaTtype 25 °C
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9 YYET U UHTEPNPETALUA PE3Y/IbTATOB PEAKLIUU
9.1 YueT pe3ynbTaToB peakumn OCyLEeCTBISEeTCS aBTOMaTUUYECKM C MOMOLLbIO MPOrpaMMHOro

obecneyeHuns, MOCTaBASAEMOro C JAEeTEeKTUMPYHLWMM  aMnaMdukaTopoM. MHTepnpeTaums
pe3ynbTaToB NPOBOAUTCS B COOTBETCTBUM C Tabnmuel 5. Pe3ynbTaTbl MOCTAHOBKM BannAHbl, €Cnn

BbIMO/HAKTCS YCNIOBUS MHTEPpeTaLumn pesybTaToB, NOSyYEeHHbIX A1 KOHTPONbHbIX 06pasLoB.

BHUMAHME! T[lpn wuvcnonb3oBaHunM petektupylowmnx amnaudpukatopos CFX96 cnepyet
MCNonb30BaTb perpeccmoHHblI Tun aHanmnsa (Cq Determination Mode: Regression), Bo Bknagke

«Baseline Subtraction» Heobxoanmo BbibpaTb «Baseline Subtraction Curve Fit».

Tabnuuya 5 - VHTepnpetaunsa pesynbtaTtos lMLP

KaHan gerekuunu

Fam, Hex, Cys5, MHTepnpetauua pesynbrarta

Cp nnu Cq Cp nnu Cq Cp nnu Cq

HeunsBecTHble 06pa3ubl

O6Hapy>eHa PHK

YkasaH He yuynTbiBaeTcs He ykasaH Influenza virus A(H1N1)pdm09
He ykasaH He yunTbiBaeTcs YkasaH O6Hapyena PHK
Influenza virus A(H3N2)
O6Hapy»xeHa PHK Influenza virus
YkasaH He yunTbiBaeTcs YKasaH A(H1N1)pdmO09
o6Hapy»xeHa PHK Influenza virus A(H3N2)
He ykasaH Yka3aH He ykasaH He o6bHapyxeHa PHK BbisiBfiieMbIX BUPYyCOB

HepocTtoBepHbii pesynbTar.
TpebyeTcs nnbo NOBTOpPHOE BbiaeneHue
He ykasaH He ykasaH He ykasaH npenapata PHK, nn6o noeBTopHoe B3sTNE

6uonornyeckoro matepuana
(BbINONHSIETCSA NOCNeA0BaTENbHO)

OTpuuUaTenbHbI KOHTPO/bHbIN 06pa3sel

OTpuuaTenbHbli pesynbTaT
Pe3ynbTaThl NOCTAaHOBKW BasMAHbI

He ykazsaH Yka3aH He ykasaH

Mono)xuTenbHbIN KOHTPOJIbHbIW O6pasel

MonoXuUTeNbHbIA pesyabTaT

Yka3saH He ykasaH Yka3saH
Pe3yanaTb| NMOCTaHOBKW BaanAHbI

9.2 HenoctoBepHbIt pe3ynbTaT MOXET ObiTb Bbi3BaH MPUCYTCTBUEM MHIMEGUTOPOB B
npenapaTte HYKIEWUHOBbLIX KWCIOT, MOJIyYEHHOM W3 6MOJIOFMYECKOro MaTtepuana; owubkammu
npeaHanmMTUYecKoro 3Tarna, HEBEPHbIM BbINOJIHEHMEM MpPOTOKOS@ aHanmsa, HecobnoaeHUeEM
TEMMEPATYPHOro pexuMma aMmnnudukaunm n gp. B atom cnydyae Tpebyetcs nnbo NOBTOPHOE
BblAeNIEHNE npenapata HYKJIEWHOBbIX KWUCNOT, SM60 MOBTOPHOE B3SiTUE 6MONOrMYECKOro

MaTepuarna (BbIMOMHAETCA NocaeaoBaTeNbHO).

9.3 Mpyn nony4YeHUM MOMOXUTENBHOIO pe3ynbTata A4S OTPULATeNIbHOr0 KOHTPOJIbHOIO
obpasua pesynbTaTbl BCEM MOCTAHOBOYHOM CEPUN CUYMTAOT HEeAOCTOBepHbIMU. B aToM cnyuae
HeobxoaAMMO NMpoBeAeHMe CNneLnanbHbIX MEPOMPUATUIA AN BbISBNEHNS U YCTPAHEHMS BO3MOXHOM

KOHTaMUnHauunun.
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9.4 Mpyn nony4yeHUM OTPULATENBHOIO pe3ynbTaTta AJS MNOSIOXKUTENbHOIO KOHTPOJIbHOIO
obpasua pesynbTaTbl BCEM MOCTAaHOBOYHOM CEpUU CUYMTAOT HeAOoCTOBepHbIMKU. B aToMm cnyudae

TpebyeTca noBTOpHas NocrtaHoBka amnandumkaunum Bcen naptum obpasuos.

MpeaynpexxaeHun

EAVMHMYHBINA OoTpUUaTenbHbI pe3ynbTaT ncciegoBaHuns, ocobeHHo ecnu ato obpasey m3
BEPXHUX AbIXaTeNbHbIX NyTen, HE UCKNYAET UHPEKUMHN.

OTpuuaTenbHble pe3ynbTaTbl HE AOMKHbI UCNOAb30BaTbCA B KayecTBe eAUMHCTBEHHOWN
OCHOBbI AN NPUHATUSA PELUEHUs O IeYEHUN NaLUEHTOB.

OTpuuaTenbHble pe3ynbTaTbl HE WCKAOYAKT BO3MOXHOCTU MHMUUUPOBAHUSA APYrUMuU
cybtnnamu Bupyca rpunna A (Influenza virus A) n He [OMXKHbI UCNOMb30BaTbCs B KadecTBe
€AVHCTBEHHOM OCHOBbI AN MPUHATUS PELUEHUS O JIeYEHUM NaLUeHTOB.

Ecnu gnsa 6monornyeckoro obpasua nonydeHbl 3HayeHus Cp/Cq meHee 25 Ha kaHanax
petekumm Fam wmnu Cy5, TO 3TO roBOpUT O BbICOKOW MNepBOHayanbHOM KOHUeHTpauuu PHK
COOTBETCTBYHOLEro Bo3byauTtens. B AaHHOM cnydae BO3MOXHO rnony4vyeHue
JIOXXHOOTpMLUATENbHOIO pe3yabTaTta Npu MUKCT-UHdMUmnpoBaHn ans so3byauntensa, PHK kotoporo

NPUCYTCTBYET B HU3KOM KOHLEHTpaLuu.
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10 TPAHCNMOPTUPOBAHUE, XPAHEHUE N SKCIJIYATALUA

10.1 TpaHcnopTupoBaHue

10.1.1 TpaHcnopTupoBaHme Habopa peareHTOB OCYLECTBAAWT B TEPMOKOHTEMHepax
C X/1ago3N1eMeHTaMM BCEMU BMAAMU KPbITOFO TpaHcnopTa MNpu TemnepaType BHYTpU
TEPMOKOHTENHEpPA, COOTBETCTBYHOWEN YCNOBUAM XpaHEHUS KOMMOHEHTOB, BXOASALNX B
coctaB Habopa peareHTOB, B TeYeHMe BCEro cpoka roaHocTn Habopa peareHToB.

10.1.2 [onyckaeTcs TpaHCnopTupoBaHme Habopa peareHTOB, 3a MWCKOYeHMeM depMeHTa
Taqg/RT, B TepMOKOHTEMHEpPAX C X/1af03/IEMEHTAMU BCEMU BUAAMU KPbITOro TpaHCNopTa
npu TemnepaType BHYTpU TeEPMOKOHTeHepa oT 2 °C go 25 °C He 6onee 5 cyToK.

10.1.3 [JonyckaeTcs  TpaHCcnopTupoBaHue d¢epmeHTa Taq/RT B  TepMOKOHTEMHepax
C XNago31eMeHTaMM BCEMW BUAAMW KpbITOro TpaHCNopTa MNpu TemnepaType BHYTpU
TEepMOKOHTeNHepa ao 25 °C He 6onee 5 cyToK.

10.1.4 Habopbl peareHTOB, TPaAHCMNOPTUPOBAHHbLIE C HApyLUEHMEM TeMMepaTypHOro pexuma,

NMPUMEHEHUNIO HE NMoANeEXaT.

10.2 XpaHeHue

10.2.1 Bce koMnoHeHTbl Habopa peareHTOB, 3a Wcko4veHneMm depmeHTa Taq/RT, cneayet
XPaHWUTb B XONOAWbHUKE UM XON0AWIbHOM Kamepe npu TemnepaTtype ot 2 °C go 8 °C
B Te4YeHme BCero cpoka rogHocTn Habopa peareHToB. [MpobupKn/CcTpunbl CO CMECbo aAns
amnnndukaummn, 3anevyataHHoh napaduHOM, crieqyeT XpaHUTb B 3alUMLWLEHHOM OT CBETa
MecTe.

10.2.2 ®epmeHT Taq/RT cnegyeTr XpaHuUTb B MOPO3WIbHOM KaMmMepe npu TeMmnepaTtype
OoT MuHyc 18 °C go MmnHyc 22 °C B TeuyeHMe BCero cpoka rogHoctn Habopa peareHToB.

10.2.3 Habopbl peareHTOB, XpaHMBLUMECS C HaApYLUEHWEM periaaMeHTUPOBAHHOIMo pexmnma,

NMPpUMEHEHUNIO HE nMoAaNneXxar.

10.3 YkasaHusa no akcrsyaTtaumm
10.3.1 Habop peareHTOB A0NXXEH NPUMEHSTLCS COrMIaCHO AEMACTBYOLWEN BEPCUM YTBEPXKAEHHOMN
WHCTPYKUNM MO NPUMEHEHMUIO.
10.3.2 [Ona nony4yeHMs [A[OCTOBEPHbLIX pe3ynbTaToB HeobxoaAuMMO CTporoe cobnwaeHue
WHCTPYKLMKM MO NPMMEHEHUI0 Habopa peareHToB.
10.3.3 MMocne BCKpbITUS YMaKOBKM KOMMOHEHTbl Habopa peareHTOB c/eayeT XpaHuTb npwu
cneaywwmx ycnoBusax:
- BCe KOMMOHeHTbl Habopa peareHToB, 3a UCKO4YeHMeM depmeHTa Taq/RT, cneayet
XPaHUTb B XOJIOAWJIbHMKE WM XONOAWSbHOM Kamepe npu TemnepaTtype oT 2 °C
Ao 8 °C B TeueHme BCero cpoka rogHoctn Habopa peareHToB. Mpobupku/cTpunbl co
cMecblo Ans aMmnandukauum, 3anedaTtaHHoW napadwuHoOM, cneayeT XpaHuTb B
3aWULLEHHOM OT CBETA MECTe;
- depMmeHT Taq/RT cneayetr xpaHuTb B MOPO3WJILHOM KaMepe npu TemrnepaTtype
OT MMHYC 18 °C go MnHyc 22 °C B Te4eHMe BCero cpoka rogHocTn Habopa peareHTOB.

10.3.4 Habopbl peareHToOB C UCTEKLIMM CPOKOM rOAHOCTU MPUMEHEHUIO HE NMoaJsiexar.

21



’ AHK-TEXHONOrusa

F'punn A Komnnekc

HiN1pdm09/H3N2 WHCTpyKuMa no npuMmeHeHmtro | 516-1 ot 22 anpens 2024 roaa

11 YKA3AHUA NO YTUWIN3ALNUN

11.1 Mpn wmcnonb3oBaHuM Habopa peareHTOB B KAMHWKO-AMArHoctundyeckown nabopatopum
obpas3ylTcs 0oTXoAbl Kjacca B, KoTopbie YTWUIM3MPYIOTCS B COOTBETCTBMWM C TpeboBaHMSMMU
CaHluH 2.1.3684-21 n MY 1.3.2569-09.

11.2 Habopbl peareHToB, Npuweawme B HENPUro4HOCTb, B TOM UYMC/ie B CBA3M C UCTEYEHUEM
CpoKka TroAHOCTW, MOBpeXAEeHWEeM YMNakoBKW, nMoasexaTr yTwinsaumum B COOTBETCTBUM C
TpebosaHmammn CanlluH 2.1.3684-21.

12 FAPAHTUN N3TOTOBUTENA

12.1 [peanpuaTne-usroToBUTENb  FapaHTUpPYeT  COOTBETCTBME  Habopa  peareHToB
TpeboBaHMSAM TEXHUUYECKUX YCNOBUIA Npn COBMIOAEHUN YCNOBUIA TPaHCNOPTUPOBAHMUS, XpaHEeHUs

M 3KCcnayatTaunn, yCtaHOBJIEHHbIX TEXHNYECKUMU YCNTOBUAMN.

12.2 Cpok rogHoctM Habopa peareHToB - 12 MecaueB npu CoO6AOAEHMM BCEX YCNOBUI

TPAHCMNOPTUPOBAHUA, XPaHEHNA N SKCNJ1yaTaunn.

13 PEMOHT U TEXHUYECKOE OBCJ1Y>)KXUBAHMUE

Ha60p peareHToB npeaHa3sHa4deH And OAHOKPAaTHOro npuMMEHEHUA U HE NOANEXUT

TEXHUYECKOMY 06CNYXMBAHUIO N TEKYLLEMY PEMOHTY.

14 CNMBO/JIbl, UCNOJIb3YEMBbIE NP MAPKNPOBKE HABOPA PEATEHTOB

MeaunumnHckoe nspgenue
ANS ANarHoCTUKW in Vvitro

O6paTtuTechb K MHCTPYKLUUN
Nno NPUMEHEHUIO

Mpepen TemnepaTypbl HomMep no kaTtanory

i =

Coaoep>XxXmMoro AoCTaTo4vyHo
AN NpoBeAeHUs N TecToB

Mn3rotoButenb

E

3

[ & He ponyckaTb
Wcnonb3oBaTth 40 ’7|‘\‘ Aorly
4 BO3AENCTBUS COTHEYHOIrO CBETa

5 0| < |3

Koa naptum (cepumn)

HecTepunbHoO

B>

&,

[aTta narotossieHns
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15 NMNEPEYEHb NPUMEHAEMbIX HALUMOHAJIbHbIX CTAHAAPTOB

FOCT ISO 14971-2021 W3genus MeauumHckme. TlpuMeHeHuMe MeHem)XMeHTa pucka K
MeANLMHCKUM n3aennsam

FOCT P 2.105-2019 EaunHasa cucteMa KOHCTPYKTOPCKOM AokyMmeHTauun. Obwme TpeboBaHus
K TEKCTOBbIM AOKYMeHTaM

FOCT P 15.013-2016 Cucrtema pas3paboTku M MNOCTaHOBKWM MNpOAYKUMM Ha NpOU3BOACTBO.
MeanunHckune nagenunsa

FOCT P 51088-2013 MeauuuHCKUe u3nenmsa AN AWMArHOCTUKU UH BUTPO. PeareHTbl, Habopsbl
peareHTOB, TECT-CUCTEMbl, KOHTPOJIbHble MaTepuanbl, NuTaTenbHble cpeabl. TpeboBaHus K
n3genvsam u NnoaaepXxuBarollent 4OKYMeHTaunm

FOCT P 51352-2013 MeanumHcKme nsnenmsa Ans AMarHoOCTUKM MH BUTPO. MeToabl NCMbITaHUM
FOCT P 52905-2007 (NCO 15190:2003) JlabopaTtopumu MeauunHCKue. TpeboBaHus
6e3onacHocTH

FOCT P NCO 15223-1-2020 U3penusa MeanLUUHCKHe. CumMBonbI, NnpUMeHseMble npm
MapKMpoOBaHUN MeAUMLMHCKUX U3LEeNui, Ha 3TUKETKax U B COMpPOBOAMTENbHOW AOKYMeHTauuu.
YacTtb 1. OcHoBHble TpeboBaHus

FOCT P NCO 18113-1-2015 MeauumHckume wmsgenusa ana AMarHOCTUKM in vitro. WMHdopmaums,
npegocrasnsieMas usrotoeutenem (MapkupoBka). Yactb 1. TepMuHbI, onpeaeneHus n obuwme
TpeboBaHus

FOCT P MCO 18113-2-2015 MeguumHckmne usgenus pnst gunarHoctuku in vitro. UHdpopmauus,
npeanocraenseMas nsrotosuteneMm (MapkmpoBka). Hactb 2. PeareHTbl ANns AMArHOCTUKK in vitro
Ans npodeccnoHanbHOro NpUMeHeHns

FOCT P NCO 23640-2015 Vspenusa  MeAMUMHCKME  ANS  AMArHOCTMKKM  in vitro.  OueHka

CTAabubHOCTM peareHToB AN AMArHOCTUKMK in vitro

MpuMeyaHne - YKasaHHble Bbllle CTaHAAPTbl 6blM  AEWCTBYHOWMMW Ha MOMEHT YTBEpPXAEHUS
WMHCTPYKLMM NO MNPUMEHEHUIO. B AanbHelLweM, Npy nofb30BaHUU AOKYMEHTOM, Liefecoobpa3Ho NpoBepuThb
[NENCTBUE CCbITOYHbIX HOPMATUBHbIX IOKYMEHTOB Ha TEKYLLMIA MOMEHT. ECIN CCbIIOUYHbIN AOKYMEHT 3aMEHEH
WA WU3MEHEH, TO MNpU MNPUMEHEHWM HACTOALWEro AOKYMEHTa CnefAyeT Mofb30BaTbCA 3aMeHEHHbIM

(M3MEHEHHBLIM) AOKYMEHTOM.
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16 ALOPEC AN OBPALLEHUA

MpouseoacTBo HAboOpoB peareHToB MMeeT cepTUdULMPOBAHHYIO CUCTEMY MEHeXMeHTa
KayecTBa M CoOTBETCTBYeT TpeboBaHMAM CTaHgapTa cMCTeM MeHea)kMeHTa kadectsa ISO 9001 B
obnactn paspabotku, NnponssoacTea u npogaxu IVD peareHToB 1 npnbopoB A/ MONEKYASPHO-
reHeTMYeCcKoOn AMarHOCTUKKM, N apyroro nabopatopHoro npuMeHeHns n ISO 13485 B obnactu
pa3paboTku, npoussoacTBa M npopaxu IVD peareHtoB un npubopoB 418 MegUUMHCKOM

MOJIEKYNAPHO-TEHETUYECKON AMArHOCTUKM.

MpousBoanTenb: O6WeCTBO C OrpaHUYEeHHOMW OTBETCTBEHHOCTbO <«[HK-TexHonorms TC»
(000 «OHK-TexHonorus TC»), Poccus.

Appec npousBoauTens:

117246, Poccus, r. MockBa, npoesg HayuHbin, . 20, cTpoeHue 4.

MecTo npousBoacTBa:
000 «OHK-TexHonorus TC», 117246, Poccus, r. MockBa, npoe3g HayuHbili, 4. 20, cTpoeHue 4.

Mo BompocaM, KacawwuMmcsa kadectBa Habopa peareHToB, cneayeT obpawlatbcs B
CcNyx6y KINMEeHTCKOMN NoAAEPKKW.
Cnyx6a KNMEeHTCKOM NoanepXKu:
8-800-200-75-15 (ansa Poccum 3BOHOK 6ecnnaTHbIi),
+7(495) 640-16-93 (ansa crpan CHI n 3apybexbsi, 3BOHOK MJIaTHbIN).
E-mail: hotline@dna-technology.ru

www.dna-technology.ru

Homep 516-1
2024-04-22
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MpunoxxeHune A

CokpauweHHass MeToauka Bbiaeneina PHK
U3 uccneayemoro matepmana (Maskm U3 HOCOIMJIOTKU U POTOIJIOTKM)

C ucnosibsoBaHmem koMmruiekta peareHtos NMPOBA-HK

MpumeyaHue - B cnydyae BbiNaAeHMs ocCagka B NuMsupyloweM pactBope ¢dfiakoH Mporpetb npu

TemnepaType 65 °C Ao NosHOro pacTBOpeHMs ocagka.

1. Mpomapkupyiite He06X0AMMOE KOMYECTBO OAHOPA30BbIX MIACTMKOBbIX NPOBGUPOK 06 LEMOM
1,5 Mn (c 3alWénKmMBaWmMMnNCS KpblWKaMK, ecnnm HeobxoamMMo) C yyeToM npobupkm ans
OTpULATENbHOIro KOHTpPONbHOro obpasua (K-).

2. BHecute B kKaxayi npobupky no 10 Mkn npeaBapuUTENbHO MEpeMeLllaHHOro Ha
MUKPOLIEHTpUdYyre-BopTeKCe BHYTPEHHEro KOHTposibHOro obpasua PHK-BK "A" n3 Habopa
peareHToB Npunn A Komnnekc HIN1pdm09/H3N2.

3. [dobaBbTe B Kaxayt npobupky no 300 MKI nM3MpyloLWero pacrtBopa, He KacasCb Kpas
npoSupKu.

4. BHecuTe B Npobupku Ans Hem3BecCTHbIX obpasuos no 100 Mkn nccnegyemMoro matepuana.
BHecuTe B Npobupky, npoMapKnpoBaHHyto «K—», 100 MK OTpMUATENIbHOIO KOHTPOJIbHOIO
obpasua.

5. MNOTHO 3aKponTe KpblWKKM NpPOBUPOK, BCTPSAXHUTE Ha MUKPOLEHTpUdyre-sopTekce B
TeyeHue 3-5 c.

TepmocTaTupymnTe npobupku npm temnepartype 65 °C B TeueHme 5 MuH.
LleHTpndyrnpynite npobupku Ha MUKpoueHTpudyre-sopTekce B TeyeHne 3-5 c.

8. JobaBbTe B Kaxay npobupky no 400 Mk peareHTa Ans npeunnuTaummn, BCTPAXHUTE Ha
MUKpOLEeHTpudyre-sopTekce B TeyeHue 3-5 c.

9. LlenTpudyrmnpynte npobmupkn npu RCF(g) 12000-16000 B TeyeHmne 10 MUH Npu KOMHATHOWN
TemnepaTtype (o1 18 °C go 25 °C).

10. He 3ageBas o0cagok, MOMHOCTbIO YyaanuTe HAA0CAAOYHYI >KMAKOCTb (OTAENbHbIM
HaKOHEYHMKOM M3 Kaxaowm npobupku).

11. [dobaBbTe K ocaaky no 500 MkA npoMbiBoYHOro pacteopa N21, 3akpoiiTe KpbllKK NpobUpok
n nepeMewanTe, 3-5 pa3 akkypaTHO NepeBepHYB NpobUpPKM.

12. UeHtpudyrupynte npobupkm npm RCF(g) 12000-16000 B TeyeHMe 1 MUH NMpM KOMHATHOWN
TemnepaTtype (oT 18 °C no 25 °C).

13. He 3ageBass 0cagoK, MOMHOCTbK YyAanuTe HaA0CAAOYHYI >XMAKOCTb (OTAEsNbHbIM
HaKOHEYHUKOM U3 KaxAaolh npobupkn),

14. [JobasbTe K ocagky no 300 MK/ NpoMbIBOYHOrO pactBopa N22, 3akpoiTe KpbllWwKM Npobupok
M nepemewanTe, 3-5 pa3 akKypaTHO nepeBepHyB NpobupKM.

15. UeHtpudyrupyiite npobmupkm npm RCF(g) 12000-16000 B TedeHne 1 MMH NpY KOMHATHOWN
TemnepaTtype (ot 18 °C go 25 °C).
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16. He 3ageBas 0cafdoK, MNOJIHOCTbIO yJdanuTe HaAO0CaAOYHYK XUAKOCTb (OTAENbHbIM
HaKOHEYHUKOM M3 Kaxaon npobupkun). [lonyckaeTcsa OCTaBUTb XUAKOCTb, MOKPbIBAOLLYIO
0canok, obbemom He 6onee 20-30 MK,

17. OTkponTe KpbiWKN NpObUPOK M BbICYLIUTE 0CafoK Npu TeMnepaTtype 65 °C B TedeHne 5 MuH.

18. [obaBbTe K ocagky 50 Mkn 6ydepa ona pacTtBOpeHUs, 3aKpomTe KpblWwkK Npobupok,
BCTPAXHUTE NMPObUPKM Ha MUKPOLEHTpUdYyre-BopTekce B TedeHne 3-5 ¢ n ocagmte Kanau
LeHTpudyrnposaHmem npobupok B TeyeHme 3-5 c.

19. T[porpeiite Nnpobupkn nNpm Temnepartype 65 °C B TeyeHne 5 MUH. BCTpsxHMTe Npobupkn Ha
MUKpOLEHTpUdyre-sopTekce B TeyeHmne 3-5 c.

20. OcaauTe KoHaeHcaT ueHTpudyrmposaHnem npm RCF(g) 12000-16000 B TeyeHue 30 c npu
KoMHaTHoM TemnepaTtype (ot 18 °C go 25 °C).

MpenapaT PHK rotoB ana noctaHoBKU peakumu o6paTHOM TpaHCKPUNUMM N NOTMMEPA3HOM
LLenHOM peakunu.

MonydeHHbin npenapat PHK HeobxoauMmMo B TeyeHMe [ABYX 4acoB MCNOAb30OBaTb AN
MOCTAHOBKM peakumm ob6bpaTHOM TPaHCKPUMUMM U MOJIMMEPA3HOM LEMHOM  peaKuuu.
[nsi BOSMOXHOCTM NpoBeaeHnsa NOBTOPHOro uccnenosaHusa ocraswytoca PHK cnepyet cpasy xe
MOMEeCTUTb B MOPO3M/IbHYIO KaMepy M XpaHUTb Npu TemnepaType He Bbilwe MUHYC 18 °C He 6onee

7 CYyTOK, HE pa3Mopa)mBasi 40 MOCTAHOBKMU.
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MpunoxeHune b

MapamMeTpbl TeCcTa, KOTOpble HE06X0AMMO BHECTU B NporpaMMHoe obecneueHne

aertektupyrwero amnandpukaropa «ATnpainm», «ATnant»

1) «Tun aHanusa» — BblbpaTb «MynbTUNNekc_q+»
2) YkasaTb Konu4yectBo npobupok B Tecte - 1;
3) YkasaTtb 06bEM peakumoHHOM cMmecn — 40 MKN;

4) B okHe «[1porpamMma amnindukaunm» BBeCTU cneaytowme napameTpb:

N©° Pe>xnm
6no-|(a TemnepaTtypa, °C MUWH C YuCno UMKIIOB | ONTUYECKUX Tun 6noka
n3MmepeHun
1 35 15 0 1 Umkn
2 92 0 30 1 Umkn
92 0 10
3 8 LUwnkn
64 0 15 %
90 0 5
4 40 Uwnkn
64 0 15 \
5 64 0 5 1 LUwnkn
6 101 XpaHeHue XpaHeHue
V - pexuM ONTUYECKNX U3MepeHui
5) «KaHanbl getekummn», BHECTU cnenytowime napameTpbl
Fam Hex Rox Cy5 Cy5.5
Influenza virus BK _ Influenza virus _
A(H1N1)pdmOQ09 A(H3N2)

1 — ponyckaeTcs XxpaHeHue npu TemnepaTtype 25 °C
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