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cnucok COKPALLEHWA N OBO3HAUYEHWIA

B HacTosiLeli MHCTPYKLMM UCMONb3YTCS CeaytoLle COKpaLlleHNs 1 0603HaYeHmns:

RCF -OT aHrn, relative centrifugal force, oTHoCMTeNbHOE YCKOPEHME
LeHTpupyrm

BK - BHYTPEHHWI KOHTPONb

an - I0BEPUTENbHBIN NHTEpBas
JHK___  pesokeupubonyknenHosas kucnota

AHKasbl - e30KCUPUBOHYKNeasbl

B - UHTepdepmMpyoLL e BeLlecTBa

K- - 0TpuLATeNbHbIA KOHTPOJIbHbI 06pasel|,

K+ - NONIOXKNTENbHbIA KOHTPO/bHbIA 06pasel,

KAHK - KOMMN/IeMeHTapHas [1e30KCMPUBOHYKEMHOBas KMUC/I0Ta
KO - Nna6opaTopHbIli KOHTPONMbHBIV 06paseLy

HK - HYK/enHoBble Knucnotel (PHK n AHKO

OoPBU - OCTPbIe PECNMPATOPHbIE BUPYCHbIe MHBEKLIMK

oT - 06paTHaa TpaHCKPUNLUS

MupP - NofIMMepasHas LienHas peakLms

PHK - PUBOHYKNENHOBAs KUCIOTa

PHKas3bl - pMGOHYKNeasbl
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Bupyc 'punna B NucTos 41

1 NMPEAHA3SHAYEHHOE NMPMEHEHUE

MonHoe HaumeHoBaHWe Habopa peareHToB; Habop peareHToB Ans BbisiBNeHus PHK
Bupyca rpunna B (Influenza B virus) metogom OT-IMLP B pexume peasnibHOro BpPeMeHU
(Bupyc Npunna B), ganee no TeKCTy - Habop peareHToB.
HasHauyeHuve: Habop peareHTOB npefHasHayeH [An4 BbisBneHMs PHK Bupyca rpunna B
(Influenza B virus) B 6MonorMyeckom matepuane 4esoBeka (MasoK W3 HOCOINOTKM,
pPOTOrM0TKU, OPOHX0aNbBEONAPHbIA flaBaX, 3JHAOTPaxeasnbHbI, HasohapuHreanbHbIn
acnupart, MOKpoTa) MeTO40M 06paTHOM TpaHCKPUNUMU U NONMePa3HOW LLenHOM peakuuun B
pexvme peasibHOro BPeMEHN.
P YHKUMOHaNIbHOe Ha3HaUYeHWNe: anarHocTmnka in vitro.
NokasaHA K NpoBedeHUIO NCCNEL0BaHNA:

HaMume CUMNTOMOB N KOHTAKT € 60/1bHbIMKU OPBU;

npebbiBaHMe B o4arax WHMekumm (C UeIb pPaHHEro BbISABAEHUS BO3MOXKHOIO
NHULNPOBAHNA 1 NPeAoTBpaLLeHNs faibHeLwero pacnpocTpaHeHns).
MpoTuBONOKa3aHU K NPUMEHEHUIO HET.
MonynAaunoHHbIE W [emorpauyeckue acnekTbl: MPUMeHeHMe Habopa peareHToB
He 3aBMCUT OT NONYNALUOHHBIX U AeMOorpayeckux acrneKTos.
O6nactb MNpPUMEHeHUA: Habop peareHTOB MOXET OblTb MCNO/Mb30BaH B  KJ/IMHMWKO-
AMarHoCTU4YecKMX nabopaTopmsax MeauLUHCKUX YUPeAeHUA.
MoTeHUMaNnbHbIe MOJIbL30BATENN; KBAIMPUUNPOBAHHbLIA NepcoHas, 06y4YeHHbIA MeTofam
MOJSIEKYNIAPHON  ANMArHOCTUKM W MpaBuiaMm paboTbl B KAWHWMKO-AMArHOCTUYECKOWA
nabopatopun.
MpumeHATbL Habop peareHTOB CTPOro MO Ha3HAYeHWUK COrNacHoO [aHHOW WHCTPYKLUN

no NPUMEHEHNIO.
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2. XAPAKTEPUCTUKA HABOPA PEATEHTOB

2.1 CocTaB Habopa peareHToB

M3 R3-P453-S3/9, thacoBKa S, cTpunbl

HoMWHanbHbI

HanmeHoBaHMe KOMMNOHEHTOB BHewHnit BuAg Konnectso 06bEM
npo6unpok
KOMMOHeHTa
CMech ans amnandnKaymy, Mpo3payHas b6ecuBeTHas um 12 crpunos
p030Bas XWAKOCTb MOJ, no 15 MKn
3anevyaraHHas napagmHOM
Py BOCKOOOpPa3HbIM 6efbIM CNOEM no 8 npo6upok
OT-MLUP-6ythep Mpo3payHaa 6ecuBeTHas XULKOCTb 1 npo6upka 1,62 mn
Mpo3payHasn 6ecuBeTHas BA3Kas

®epmeHT Tag/RT

p q KMUIKOCTb 1 npobupka 55 mMKn
BHYTpPEHHWIA KOHTPO/bHbIN
o6pazel, PHK-BK "A™ MpospayHas 6ecLBeTHas XXMAKOCTb 1 npo6upka 1,0 Mn
MONOXNTENbHBIA KOHTPOJbHBIN
o6pasey’ MpospayHas 6ecuBeTHas XUAKOCTb 1 npo6upka 130 MKN
Kpbiwku ana Ctpunos 12 wrT.

MNER3-P453-23/9, thacoBka S, npobunpku
HoMuHanbHbI
HavmeHoBaHne KOMMNOHEHTOB BHewHun Bug Konusectso 00bEM
npo6upok

KOMMNOHEHTa

Mpo3payHas becuBeTHas Un
po3oBas XUAKOCTb MO, 96 Npobupok no 15 mkn
BOCKOO6pasHbIM 6efbiM crioeM

Cwmecb 4na amnangukauum,
3aneyataHHas napaguHom

OT-MLP-6ydep Mpo3payHas 6ecuBeTHas XNLKOCTb 1 npo6upka 1,62 mn
®epwenT Tag/RT Qﬁzizi::aﬂ 6ecliBeTHas BsizKas 1 npo6upka 55 MK
BHYTpPEHHWIA KOHTPO/bHBbII
o6pasel PHK-BK "A™ Mpo3payHasn 6ecuBeTHaNA XXNUAKOCTb 1 npo6upka 1,0 mn
MONOXNTENbHBIA KOHTPO/bHbI

Mpo3payHas 6ecuBeTHAA XUAKOCTb 1 npo6upka 130 MK

obpasey’

- Ha 3TMKETKe KOMMOHEHTa 4/19 BCeX (pacoBOK «[0M0XMTENbHbIA KOHTPO/bHBIA 06paseL» yKasbIBaeTCs Kak
«K+», «BHYTPeHHWUIN KOHTPO/bHbIN 0bpasey, PHK-BK "A"» yka3biBaeTcs kak «<PHK-BK "A"»
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R3-P453-UA/9, thacoBka U

HoOMWHanbHbIA
Konnyectso

HanmeHoBaHMEe KOMMOHEHTOB BHeLwHNR BUg, 06bEM
npo6upok
KOMMOHEHTa
Mpo3payHas 6ecuBeTHas uan
Cmecb ans aMmnandukaymm
i hukau 0030525 KIAKOCTH 1 npo6upka 600 MKN
OT-MLUP-6ythep «n» Mpo3payHas 6ecuBeTHasA XUAKOCTb 1 npobupka 600 MKn
Mpo3payHaa 6ecLBeTHas BA3Kas
®epmeHT Tag/RT
p q KUAKOCTb 1 npobupka 30 mMKn
BHYTPEHHUI KOHTPO/bHbI
o6pasey PHK-BK "A™ Mpo3payHas b6ecLBeTHas XNUAKOCTb 1 npo6upka 1,0 Mn
MoN0XUTeNbHbIA KOHTPONbHbI
Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npo6upka 130 MKn

obpazey”

Bce KOMMOHEHTbI Habopa peareHTOB rOTOBbI K MPUMEHEHUIO 1 He TPebyT LONONHUTENIbHOWN
NOAroTOBKW K paboTe.

KoMMNeKTHOCTb:
- Habop peareHTOB B 04HOM M3 BapWaHTOB UCMO/IHEHUSA - 1 WIT.;
- WMHCTPYKUKNA MO NPUMEHEHUIO - 1 3K3.;

Bknagbiw -1 3K3.;

- Macnopt - 13ks.

2.2. KonunyectBo aHanuanpyembix 06pa3uyoB

Habop peareHTOB B (hacoBKe S paccumTaH Ha nposefeHune 96 onpegeneHuin (He 6onee
12 nocTaHOBOK), BK/IKOYasi aHa/IM3 HEM3BECTHbLIX 00pa3L0B, OTpULaTe/IbHbIX KOHTPO/bHbIX 06pa3y,oB
N NONOXUTENbHbIX KOHTPO/IbHbIX 06pa3L0B.

Habop peareHToB B (hacoBke U paccumTaH Ha npoBefdeHne 96 onpeaesieHnin npu ycnoBum
NMoCcTaHOBKWN He MeHee 5 06pa3L,0B B 04HOM MccneaoBaHnmM (3 HEM3BECTHbIX 00pasLa, 0TpuLaTe/bHbIN

M NOM0XMNTENbHbIN KOHTPO/IbHbIE 06pasLbl).™

*- Ha 3TUKETKe KOMMOHEHTA /19 BCeX hacoBoK «IM0M0XKMUTeNbHbI KOHTPO/bHbIA 06paseL» YKasbIBAeTCA Kak
«K+», «BHYTPEHHWUI KOHTPOsbHbIA 06pasel, PHK-BK "A'» ykasbiBaeTcsl Kak «PHK-BK "A'"»

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



N ,U,HK TEXHONOIM4A VIHCTPYKLUUA MO NPUMEHEHUIO NncT 6
Bupyc I'punna B Nuctos 41

2.3. MpuHUMN MeToga

MeTog: obpaTHaa TpaHckpunuma PHK ¢ nocnegytouweii amnnngurkaumeli CMHTe3MPOBaHHbIX
thparmeHToB KAHK MeTofoM nonumepasHoii uenHoih peakumm (OT-MLP) B pexume peanbHOro
BPEMEHM; KayeCTBEHHbIN aHaun3.

MpuHUMN MeToda OCHOBaH Ha MCNOMb30BaHUM npolecca 06paTHOl TpaHckpunuum PHK n
nocnegyoein amnangpmkaymm KAHK, 3akniyatoLenca B NOBTOPSIOLWMNXCA LMKax TemnepaTypHOi
feHaTypaumn OHK, omkura npaimMepoB € KOMMJIEMEHTapHbIMW NOCAeA0BaTE/IbHOCTAMN U
nocnefyoLWen OCTPOKM NONMHYKNEOTUAHbIX Lenei ¢ 3TUX npaimepoB Tag-nonnmepasoi.

JTanbl o6paTHOl TpaHckpunuun PHK u MUP-amnangmnkaunmn kAHK npoBogAaT B O4HOM
NpobupKe, YTO MOBbLIWAET YYBCTBUTENILHOCTL MeTOAa, YMEHbLUAET BEPOATHOCTb KOHTaMUHaUUW ©
CHWKAEeT BPemMs NPOBELEHUSA UCC/ef0BaHUA.

Ona  noBblWeHNA 4YyBCTBUTE/IBHOCTU W CNELUUMPUYHOCTM peakuun npesycMOTPEHO
NPUMEHEHNE «ropaYero» crapTa. [opaunii  cTapT ob6ecnevymBaeTca ucnonb3oBaHWeM Tag-
nonvmepasbl, 6/10KNPOBAHHOW aHTUTenamu. CTapT MNOAMMEPasHOM LenHoW peakuuy NPOUCXOAUT
TO/IbKO NpW TemMnepaTypHOW guccoumauunm komnnaekca Tag-nonvMmepasbl U aHTUTeN, YTO UCKOYaeT
Hecneungpunyecknii oHKUT npamepos Ha AHK-MULLEeHW Npy HavyanbHOM Nporpese NPo6UPKMU.

B cocTaB Habopa peareHTOB BK/HOYEH BHYTPEHHWUI KOHTPONbHbIA o06pasey PHK-BK "A'",
KOTOpbI fobaBnseTcs B aHan3npyemble obpasubl Ha cTaguun BblgeneHna PHK n npegHasHayeH ans
OLLeHKM aTana BblgeneHna PHK 1 KayecTBa NpoxoXaeHUs o6paTHOM TPaHCKPUNLUM U NOMMEPA3HOIA
uenHon peakuun (OT-MLLP).

B peakuuoHHyK cmecb Ans amnanukaumn eefeHbl AHK-30HAbI, KaXXAbli N3 KOTOPbIX
COAEPXUT (hNYOPECLLEHTHYIO METKY U racutenb nyopecueHumn. Mpu obpasoBaHMn cneynruyHoOro
npoaykta AHK-30H4 paspyluaeTtcs, AeicTBMe racutens Ha pyopecUeHTHY0 MeTKY NpekpalliaeTcs,
YTO Bef&T K BO3pacTaHWIO YPOBHA QyopecueHumn. KonmyecTBo paspylUeHHbIX 30HAOB
(a, cnegoBaTenlbHO, M ypOBeHb (h/iyopecueHLMN) BO3pacTaeT MPOMNOPLUUOHANIBHO KOJINYeCTBY
obpa3oBaBLUMXCA CNELUPUUECKNX aMN/IMKOHOB. YPOBEHb (0/IyOpeCcLeHLNN N3MEPSAETCH Ha KaXAoMm
LUMKNe aMnanurKaLnumn B pexxmme peanbHOro BpeMeHN.

B coctaB JHK-30HA0B, NCNONb3YIOLWNXCA ANS AeTEKLMN NPOAYKTa aMNanguKaLnm NCKoMo
kAHK Bupycos rpunna B (Influenza B virus), Bkno4veHa iyopecueHTHaa metka Cy5.

B coctaB [HK-30H40B, MWCNONb3yOLWNUXCA ANA  LeTEKUUMW NPOAYKTA BHYTPEHHEro
KOHTPO/IbHOro 06pa3ua, BXOAUT (h/1yopecLeHTHbI KpacuTenb Hex. B Tabnuue 1 npuBefeHbl KaHasbl

AeTeKUMM NPoAyKTOB amnanduKauun.
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Tabnunuya 1- KaHanbl geTeKunm NpoayKToB aMnamgmKaumnum

Fam/Green HexA”ic/Yellow Rox/Orange Cy5/Red Cy5.5/Crimson
BK* Influenza B virus -

ViccnegoBaHue cocToMT M3 chefylowmx 3Ttanos: BblgeneHve PHK (mpo6onogroTtoBka),
peakunsa obpaTHoli TpaHckpunumm PHK n MUP-amnangmkauna kAHK ¢ ogHOBpeMeHHOI aeTeKLMe

pe3ynbTaToB C MUCNOJSIb30BaHMEM Habopa peareHToB Bupyc Mpunna B.

2.4. Bpemsi npoBefeHMa aHanmsa (BKIKOYasi Npo6onoaroToBKy): oT 2 4yacoB (B 3aBMCMMOCTM OT

Konn4yecTBa 06pasLoB M MCMOMb3YeMOro HaGopa/KOMMeKTa peareHTOB ANA BblaeNeHUs

PHK).
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3. AHANNTUYHECKUWE N JUATHOCTUUYECKWME XAPAKTEPUCTUKN
3.1. AHanuTuyeckasa cneympunyHocTb

B o6pasuax 6uonornyeckoro matepumana 4venoseka, cogepxawmx PHK Influenza B virus,
nporpammHoe obecneveHne [eTEKTUPYIOLWEro  aMmnauukaTopa [LO/HKHO — PerucTtpupoBatb
NONOXUTENbHbIV pe3ynbTaT amnavukaymMm cneyugmnyeckoro npogykta (dgpparmeHTa reHoma
Influenza B virus) no 3asABfieHHbIM KaHa/lam [eTeKLUn.

B o6pa3syax 6uonormyveckoro Matepumana, He cogepxawmx PHK Influenza B virus,
nporpaMmmHoe ob6ecnevyeHne [eTEKTUPYIOLWEro  aMmnaupukaTopa [LO/DKHO  PerucTpupoBaThb
oTpULaTeNbHbIA pe3ynbTaT aMnanukaumm crneunduyeckoro npojgykra (parmMeHTa reHoma
Influenza B virus) 1 N0N0XWTeNbHbIM pe3ynbTaT aMNANUKaLM BHYTPEHHENO KOHTPO/IS.

lMoka3aHO OTCYTCTBMe MepeKPeCcTHbIX HecneunmpuyeckKnx peakunini Kaxkaoh w3 CUCTEM
O/INFOHYKNeoTUA0B, BXOAALWMX B COCTaB Habopa peareHToOB, MO OTHOLIEHUIO K BUpycam,
onpegensemMbIM JpYrMMn cUCTEMaMW.

NMoka3aHO OTCYTCTBME HecneLnUUeCKUX NONOXKNTENbHBLIX Pe3y/IbTaToB amnanguKaunum npm
Hanuumu B obpasuye PHK Influenza A virus. Human Coronavirus 229E, Human Coronavirus HKU-1,
Human Coronavirus NL-63, Human Coronavirus OC-43, Human Metapneumovirus, Human
Parainfluenza virus type 2, Human Parainfluenza virus type 3, Human Parainfluenza virus type 4,
Human Parainfluenza virus type 1, 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). Streptococcuspneumoniae, a Takxe JHK uenoBeka B KoHLeHTpauuu go 1,0 x 10" konuii/mn
obpasua.

B xope npoBeAeHMS BaMAAUMOHHBLIX WUCMbITaHWU/A MOKas3aHO Hanuyune creunguyecknx
pe3ynbTaToB aMnAudukaumm npyn Hannuum B obpasue PHK, BbigeneHHol n3 11 wtammoB rpunna B
pasNMyHbIX 3NNLEMNYECKUX CE30HOB.

3.2. MHTephepunpylowme BeLecTsa

Hanunune B obpasyax 6M0MOrMYecKoro marepuana MHTephepupyoLnX BeLLecTB, KOTOpble
MOryT NHrnbmposaTtb nup, MOXeT ABNATbCA NPUYNHON COMHUTE/bHbIX
(HeonpeaenéHHbIX/HeAOCTOBEPHbIX) pe3ynbTaToB. [1puM3HAKOM MNOMHOro uHrnébuposaHusa [LP
ABNAETCA OLHOBPEMEHHOE OTCYTCTBME aMNIU(uUKauMy BHYTPEHHEro KOHTPONA U crneundmnmyeckux
NpOLYKTOB.

K nHTepthepupyrowinm Bewectsam, MHrMoupytowmm MLP, oTHeceHbI:

- 3HAOreHHble BewlecTBa (LeNIbHaA KPOBb, ENKOLUTDI, C/N3b);
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- 9K30reHHble (BewecTBa, fJobaBnsemble B o00pasubl 6uomaTtepuana BO Bpems
Npo6onoAroToBKW (M30NPONUMOBBLIA CNNPT U MeTUNALETAT), MECTHbIE SIeKApPCTBEHHbIE MpenapaThl).

MakcuMMasibHble  KOHLUeHTpauun WnHTepMepupyowmx BewecTB, MpPU  KOTOPbIX He
Habnwganocb BAMSAHME Ha MPOBeAeHMe amnandukaunu, cocTaBnAalT: remornobuH - 0,35 mr/mn
o6bpasua PHK, mnsonponunoBblii cnupT - 100 mkn/mn obpasya PHK, metmnauetatr - 100 mkn/mn
o6pasya PHK.

WHTepdepupytolwee BAUAHWE TaKuUX BewlecTB, KaK NelikounTbl, CAU3b, MeCTHble
NeKapCcTBEHHbIE NpenapaTbl, KOTOPble MOTYT cofepXXaTbCcsA B obpasyax bromatepuana B KIMHUYECKN
3HAYMMbIX KOHLEHTpauunax, He Habnoganocs.

ONs  CHMXEeHUs KoNu4yecTBa WHTepepupyowmnx BewecTs, WHrnoupywwmnx MLP,
HeobxoaMmo cobnfaTb Npasuia B3ATUA 6Monornyeckoro matepmana. Npu nogo3peHnmn Ha Hannuue
B 06pasue 60/1bLOro KonmyecTsa MHrMonTopos MNMLLP pekoMeHayeTcA BbloUpaTb MeTOAbI BblAe/IeHNs
H3/1C/IEMHOBLIX KWUC/O0T, MO3BOMASAKOLWME MPOU3BECTU MX MaKCMMasibHOe ypaneHue u3 obpasua, He
peKOMeHyeTCH UCNOMNb30BaTb 3KCNPeCcC-MEeTOAbl BblLENEHNA HYK/TEMHOBbLIX KUC/OT.

3.3. Mpepen obHapyXXeHUA

Mpegen obHap3”eHnA: 10 KONUA HYKIEMHOBOW KUCOTbI HA aMNIMPUKALMOHH3TO NMPobUpKYy.

Mpegen ob6HapyXeHWS YCTaHOBMEH MNYTEM aHanusa CepuiiHbIX pasBefeHUii ABYX Cepuin
nabopaTopHOro KOHTPO/bHOro obpasua (JIKO).

Mpepen o6HapyxeHna PHK B obpasue 6uomaTtepmana 3aBUCUT OT MeToAa NpobonoAroToBKU
obpasua 1 KoHe4yHoro o6véma BblgeneHHo PHK (06béma anouunn).

Mpegen o6Hapy>keHUs 10 KOMWA HYKIEMHOBOW KWUCNOTbl HA aMMANGUKALNOHHYI0 NPO6UPKY
COOTBETCTBYeT Cflef3/I0WNM 3HaYeHNAM KoOHueHTpauum PHK B o6pasue npu mncnonb3oBaHUu

HabopPOB/KOMM/IEKTOB pPeareHToB A/151 BblAeNIeHNs HYKNeNHOBbLIX KUC/OT:

HanmeHoBaHve O6bEM Mpeaen
Buomatepnan HabopayYKoMr/ieKTa s MoJsTy4eHHOrro o6Hapy>1<eHv|$-|,
BblgeneHna PHK npenapaTa, MK KO/
obpasua
MPOBA-HK 50 1000
Ma30K 13 HOCOrNI0TKW, POTOr/IOTKN B MPOBA-HK-S 50 1000
500 MKn TpaHCNOPTHOW cpeabl MPOBA-MY-HK-S 100 2000
MPOBA-MY DWP 100 2000

BpoHX0anbBEONAPHbIN NaBadx,
3HAOTpaxeasbHbIi, MPOBA-HK 50 1000
HazohapyiHreanbHbIN acnmpaT
MokpoTa (npegobpaboTka ¢

MYKO/IM3NHOM) MPOBA-HK 50 5000
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N OHK-TEXHOMOT A

3.4, [VarHocTnyeckKre XxapakTepucTuKm

p,I/IaFHOCTI/ILIeCKaFI HYBCTBUTE/NIbHOCTb

Bupg 6uomartepunana

Maskn 13 HOCOrnoTKK

MasKkun U3 poTorioTku

Acnupat
HasoapuHreanbHblii 1
3HJO0TpaxeanbHbli

BpoHX0anbBeONAPHbINA
naBax

MokpoTa

MnToro
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MccnepoBaHo
obpasuyos

25

25

35

25

25

135

WHCTPYKLUUS MO NMPUMEHEHUIO
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3HaueHue,
(95% 4AWN)
100%
(86,28- 100)
100 %
(86,28-100)

100 %
(90,00-100)

100%
(86,28- 100)
100 %
(86,28-100)
100 %
(97,30-100)
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OvarHocTunyeckasa cneyn<bwn4yHOCTb

WccnepoBsaHo
ob6pasyos

25

25

35

25

25

135

3HaueHue,
(95 % W)
100%
(86,28- 100)
100 %
(86,28- 100)

100 %
(90,00- 100)

100%
(86,28-100)
100 %
(86,28-100)
100%
(97,30-100)
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4. MEPbLI MPEOOCTOPOXHOCTWU

OpraHusauus pabotbl [L|P-nabopatopuun, o6opygoBaHMe U  MaTepuasnbl  LO/DKHbI
cooTBeTcTBOBaTb TpeboBaHuaM FOCT P 52905-2007, meToaMuyecKux ykasaHuin MY 1.3.2569-09
«OpraHusauns paboTbl NabopaTopuii, MCNONb3YKLWNUX METOAbI aMiAMPUKauMN HYKIENHOBbIX
KUC/OT, Npu paboTe ¢ mMartepuasom, cogepxawmm MuUKpoopraHmambl I-1V rpynn natoreHHoCTU»,
C cobnojeHnem caHuTapHbIx npasun v HopMm CaHlMunH 3.3686-21 «CaHUTapHO-3aNNAeMNoNornyecKkme
TpeboBaHUA MO NPOPUIAKTUKE MHNEKLMOHHbIX 601e3HER.

HensBecTHble o06pasubl paccMaTpuMBalOTCs Kak MNOTeHUMWanbHo-onacHble. [pu paboTe
C HabopoMm peareHTOB C/iefyeT HafleBaTb O4HOPa30Bble NepyaTKy 6e3 TanbKa.

Mpn pabote ¢ mMukpoopraHuamamu I-1V rp3wn natoreHHOCTU BbI6OP TUNa 3aWUTHOrO
KocTioma (paboueii ofexibl W CPeACcTB WHAMBUAYaSIbHON 3alWuTbl) MNPOBOAUTCA B CTPOrom
COOTBETCTBUN C CaHUTapPHbIMU npasBunamu n Hopmamu CaHlnH 3.3686-21 n onpepenserca BUAOM
B0O30yanTensi, paboyeii 30HOI, ocHalleHMeM ee 6oKcaMn 6MOIOrMYecKo 6e30NacHOCTHU.

CnepyeT UCMosb3oBaTb TO/IbKO 04HOPa30Bble HAKOHEYHUKN U NPOBUPKNA.

He ponyckaeTcsa ncnonb3oBaHMe O4HMX N TEX Xe HAKOHEYHMKOB Npu 06paboTKe pasnnyHbIX
06pasyoB 6M0NOrMYECcKOro MaTepuana.

K paboTe ¢ HabopoM peareHTOB [0OMyCKaeTcs MepcoHasn, O00y4YeHHbIA MeTodaM
MOMEKYNAPHOIA AMArHOCTUKN W NpaBuiam paboTbl B KNTMHUKO-AMArHOCTUYECKOW nabopaTopum.

BbigeneHne PHK cnegyeT npoBoanTb B 60Kcax 6uonorm4deckoli 6esonacHoctu Il Knacca.
MoarotoBky K OT-MLP ¢ ncnonb3oBaHnem Habopa peareHTOB BO3MOXHO npoBognTb B ML P-60Kcax.

3anpeliaetca nepemelleHne nabopaTopHOro ob6opyfoBaHWsA, B TOM 4uUC/e [03aTOpPOB,
LITaTMBOB, NabopaTopHO NOCyAbl, XanaToB, roN0BHbLIX YB6OPOB 1 Mp., a TaKXXe pacTBOPOB peareHToB
M3 04HOr0 MOMELLLEHUS B APYTrOe.

[osaTopbl JO/MKHbI ObITb COOTBETCTBYHOLWMM 06pa3oM MoBepeHbl (B aKKPegMTOBaHHbIX
nabopaTtopusax) 1 NPOMapKMUpPOBaHbI.

Mcnonb3oBaHHble 04HOPA30Bble MPUHAANEXHOCTU (NPOOUPKN, HAKOHEUHUKU U AP.) LO/DKHbI
cbpacblBaTbCA B KOHTeHep 418 MeAULUMHCKUX 0TX0A0B, COAepXKalnii Ae3NHONLNPYOLW NI pacTBop
(Npn HeobXxogMMOCTK).

MoBepxHOCTU paboumx CTOMOB, a TakXe MOMELLEeHUs, B KOTOPbIX NPOBOAUTCS BblAeneHme
HYK/IEMHOBbIX KNC0T K noctaHoBKa OT-TMLUP, cnegyeT 06583aTenbHO, 40 M Noc/ie NpoBeaeHUst pabor,
06/1y4aTb C MOMOLLLbI 6aKTEPULMAHBIX YCTAHOBOK B TedeHMe 30 MUHYT.

Bce noBepxHocTU B nabopatopum (paboyme cTOMbIl, LWITATUBLI, 06OopygoBaHuWe U A4p.)
eXef[HeBHO noaBeprarT BAAXKHON YO60pKe C NMpUMEHEHNEM AE3NHHULNPYIOLWNX/MOKLWNX CPeLCcTB,

pernamMeHTUpPoOBaHHbIX CaHUTapHbIMKW NpasunamMmn n Hopmamu CaHlNlNmH 3.3686-21.
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Nnct 12
JlucTtos 41

N OHK-TEXHOMOT A

BHVMAHWE! YTunusnposaTb 0TxoAabl ¢ npogykTamun OT-TLP Heo6X0AMMO TOMIbKO B 3aKpbITOM
Buze. He gonyckaetcsa OTKpPbIBaTb NPo6UpPKK nocne amnampukauymm (MY 1.3.2569-09).

Mpu wncnonb3oBaHUM Habopa peareHTOB B K/AMHUKO-AMArHOCTUYECKOW nabopaTopuun
obpasyoTcAa 0TXo4bl Knacca B, KoTopble YTUAM3UPYIOTCA B COOTBETCTBUM C TpeboBaHUAMU
caHUTapHbIX NpaBun n Hopm CaHlMuH 2.1.3684-21 «CaHUTapHO-3aNNAEMNONIOTNYECKME TPeboBaHUS K
COLep>KaHNI0 TepPUTOPUIL FOPOLACKUX N CeNIbCKUX MOCENEHN, K BOAHbIM 06beKTaM, NUTLEBON BOLE U
NUTbLEBOMY BOLOCHA0XKeHMIO, aTMOCEPHOMY BO34YyXY, NOUYBaM, XXWU/bIM NOMELLEHUAM, 3KCRyaTaumm
NPOW3BOACTBEHHbIX, OOLLECTBEHHbIX MOMELLeHWA, opraHuMsaumMn © TMPOBeAEHUID CaHWTapHO-
NPOTUBO3NUAEMUYECKUX (NPOPUNAKTNYUECKUX) MEPOMPUATUA.

OnacHble KOMMOHEHTbI B HA6ope peareHToB

Hannuue/oTcyTcTBUE
0NacHOro KOMMNOHEHTa

KoMnoHeHT Habopa peareHToB Y KasaHue Ha puUcku

Cmecb 4ns amnandukauum,
3anevyataHHasa napaguHoOM
Cwmecb gna amnangukaymm

OT-MNUP-6ydep
OT-MNUP-6ydep «n»

®PepmeHT Tag/RT
BHYTPEHHU KOHTPO/bHbI

As3ng Hatpua meHee 0,1%
A3ng HaTpua meHee 0,1%
As3npg HaTpusa meHee 0,1%
As3ng HaTpus meHee 0,1%

HeT onacHbIX BeLlecTs
As3ng HaTpua meHee 0,1®o

ABnsieTcs 6e30NacHbIM AN KOHEYHOTO
nonb3oBaTesns

SABnsieTcs 6e30MaCHbIM AN KOHEYHOTO
nonb3oBatens

ABnsetcs 6e30NacHbLIM AN KOHEUHOTO
noNb3oBaTesNs

SAABnsieTcs 6€30MaCHbIM AN KOHEYHOTO
nonb30BaTens

ABnsetca 6e3onacHbIM ANA KOHEYHOrOo

obpasey PHK-BK "A" nosib3oBartens
M0M0XMTENbHBIA KOHTPO/bHBbIN A3ng HaTpus meHee 0,1®o f1BnseTcs 6e30MacHbIM 4151 KOHEYHOTO
obpasel, nosib3oBartesns

I'Ipl/l pa60Te C Ha60pOM peareHToB C/ieqyeT UCNoJsib30BaThb CpeacTBea VIH,U,VIBI/I,D,yaﬂbHOF/'I 3allnTbl
ANA npegoTBpalleHNUsA KOHTaKTa C OpraHusmMom 4esioBeka. [locsie OKOHYaHUA pa60TbI TUWaTebHO
BbIMbITb PYKW. M3b6eraTb KOHTaKTa C KOXEWN, rnasamMmm n CAnM3nNcTbiMu 060/104KaMU.

Mpn ncnonb3oBaHUW MO HasHAYeHUIO0 U CO6]'IPO,EI,€HI/II/I MeEP nNpeaocTOPOXHOCTUN KOHTaKT C
OpraHU3MoM 4esioBeKa UCKITHOYEH.

He ncnonb3oBaTb Ha60p peareHToB:

NPV HapyLLEHNN YCNOBUIA TPAHCMOPTUPOBAHMA U XPaHEHUS;

- NpPU HecoOTBETCTBMM BHELLHEro BWAa peareHTOB, YKasaHHOro B nacrnopTe K Habopy
peareHToB;
- NPV HapyLIeHUN BHYTPEHHel YyNaKoBKM KOMMOHEHTOB Habopa peareHToB;

- 10 UCTEYEHUI0 CPOKa rofHOCTM Habopa peareHToB.

MpumeyaHue - Habop peareHTOB He COAEPXXUT MATepPUasioB 61OMOTMYECKOrO NMPOVICXOXKAEHMS], BELLIECTB
B KOHLEHTpaumsix, 06M1afalolimX KaHLEPOreHHbIM, MyTareHHbIM [eACTBMEM, a TaKke BAMSIOWMX Ha
PENPOAYKTMBHOIO (DYHKUMIO 4YenoBeka. [py  MCMOMb30BaHWM MO Ha3HAYeHW W COGMIOAEHUN  Mep
MPeA0CTOPOXKHOCTU SIBNSETCA Ge30MacHbIM.
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5. OBOPYLOBAHVE N MATEPUNATDbI
Mpu paboTe ¢ Ha6opoM peareHTOB TpebyrTca creayloline 060pyfoBaHue, peareHTbl U

pacxogHble maTepunasnbl:

O6opynoBaHWe, peareHTbl U PacxXoHble dacoBKa S dacoBKa U, A031poBaHme
MaTtepuansl

Crpunbl npobrpkn  p3”Hoe aBTOMaTM3MpPoBa

NHoe
rlLl'P-6OKC ja na aa fa
aMnIngrKaTop ¢ AeTeKUMein B pexume
peasibHOro BpeMeHn™ Aa Aa Aa Aa
MUKPOLEHTPUYra-BopTeKC fa aa fa na
poTOp ANS MUKPOLIEHTPUM3TU-BOPTEKCA /1A
na HeT HeT HeT

CTPMNOBaHHbIX MPO6UPOK 06bEMOM 0,2 M
X0N04NbHNK C MOPO3U/IbHOM Kamepoii aa aa na na
LUTaTUB «paboyee MeCTO» A48 NPOoOGMPOK
06bEMOM 0,2 Mn

LUTaTUB «paboyee MeCcTo» A/1s CTPUMOBaHHbIX
Npo6mpok 06bEMOM 0,2 M

LUTaTNB «paboyee MeCTO» A4/151 MPOOMPOK
06bEMOM 1,5 Mn Aa
[,03aTOpbl MEXaHNYECKWE WU 3/IeKTPOHHbIE
nepemMeHHOro 06béma 0ffHOKaHa/IbHbIe,

No3BOSSAIOLLME OTOUPATbL 06BEM XKUAKOCTM OT Ja fa aa na
2,0 go 20 mkn, ot 20 o 200 mkn, ot 200 go

1000 mKkn

0[JHOpa30Bble HAKOHEYHWKW C (IUNbTPOM 4/1A

NnosyaBTOMaTUYeCKUX ,03aTOPOB, CBOOOAHbIE

oT PHKa3 1 IHKa3, 06bémMoM 20 MKs, 200 Aa Aa ite} fa
MK#, 1000 mMKn

LITaTUB /19 03aTOPOB fa 1a na na
NPOBUPKN MUKPOLEHTPUGYXKHBbIE 00BEMOM

1,5 Mn ¢ Kpbllkamu, cBo60HbIe 0T PHKa3 1 na na fa na
JHKa3
NPOGUPKU aMMINPUKALNOHHBLIE 0OBEMOM
0,2 M1 ¢ KpbILWKamu, cBo6oaHble 0T PHKa3 n
OHKa3

nnn mmkponaHweT MNUP 96 nyHok
0fHOpa30Bble NepyaTKN MeauLMHCKNE, 6e3
Ta/lbKa, TEKCTYPUPOBaHHbIE Aa Aa Aa fa
EMKOCTb 41151 c6pOoca MCroNb30BaHHbIX

HaKOHEUHMKOB, NPOBUPOK 1 APYrnX aa na na na
pacxofHbIX MaTepnasnioB

YCTpoiicTBO gosupytollee ATcTpum B
BapuaHTe ncnonHeHus 12M1 wnn 15M1,
000 «HINO AHK-TexHonorms», Poccus,
PYNeP3H 2015/2982

0[JHOPa30Bble HAKOHEUYHWKN C (OUNbTPOM NS
[03UpyloLLLero ycTpoinctea A TcTpum B
KoMnnekTaumm *M1, csobogHble oT PHKa3 1
OHKa3z, 06bémom 200 MK nnm

HeT Ja iz HeT

ha HET HET HeT

ha fa aa

HeT HeT aa HeT

HET HeT HET Jaa

HET HEeT HeT a

-Aasee No TEKCTY  AeTEKTUPYHOLLMIA aMnMgmKaTop; Tpebyemble NapaMeTpbl AeTEKTUPYHOLLNX
amnIMMUKaTopPOB YKasaHbl HUDKe
- TO/IbKO MPW UCMO/b30BaHNM NPOBUPOK
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N ﬂHK-TEXHOﬂorMﬂ MHCTpYKLUUA MO NPUMEHEHNIO NucT 14

Bupyc N'punna B Nunctos 41
O6opypfoBaHue, peareHTbl N pacxogHble dacoBka S ®dacoska U, fo3npoBaHune
MaTepuasnbl
CTpUMbI NpooupKN  py4yHoe aBTOMaTuM3MpoBa
MHoe

[peKoMeHAO0BaHHbIe 411 aHaU10rMYHOro
NCMO/b3yeMOrro A031PYHOLLIErO YCTPOIACTBA
YCTPOWCTBO AN 3aneyvaTbIBaHNs N1aHLLETOB

HeT HeT i aa
ATnak (OO0 «HIMO AHK-TexHonorms»)

eHTpudyra ¢ RCF(g) He Hmke 100, ¢

LeHTpudy ) Her et - 1
ajanTepoM /i MUKPOM/1aHLLETOB
nosMepHasi TepmoniéHka ans

HeT HeT na’' na

3arneyaTbIiBaHVA MUKPOM/IaHLLIETOB
MUKponaaHLWeT 384 nyHKK HeT HeT HeT na
thmsmonorudeckumii pacteop (0,9% NaCl) ctepunbHbIii (ecnmn HE0OX0AMMO) 418 NOATOTOBKM OTPULIATENBHOIO
KOHTPO/IbHOr0 06pasya
Habop/KOMMNeKT peareHToB [A71A BblUEMEHUSA HYK/IENHOBLIX KUCMOT U3 6MOMOMMYECcKOro Marepuanan,
PeKoOMeHayHoTCA:

KomneKT peareHToB 4151 BbLLeeHWS HyKAenHoBbIX KUCIoT (MPOBA-HK/TTPOBA-HK-IMJTKOC) no TY 9398-
035-46482062-2009 B komnnekTauum NMPOBA-HK, npomssogctea OO0 «HIMO AHK-TexHonorus», Poccus,
PYNedCP 2010/08867

nnm Habop peareHTOB 415 BbLUe/IeHNA HYKenHoBbIX KUcoT (MPOBA-HK-S) no TY 21.20.23-117-46482062-
2020, npomnssogctea OO0 «AHK-TexHonornsa TC», Poccus, PY Ne P3H 2020/11296

nnn Habop peareHToB ANS BblUeNeHMSA HYKNeMHoBbIX KucaoT (MPOBA-MY-HK-S) no TY 21.20.23-118-
46482062-2020, npoussoactea OO0 «HK-TexHonorusa TCx», Poccns, PY Ne p3H 2021/15267

nnm Habop peareHTOB 15 BblieNieHUs HYyKIeUMHOBbIX KucnoT (MPOBA-MY DWP) no TY 21.20.23-062-
46482062-2020, npomnssoactea OO0 «[JHK-TexHonorns TC», Poccus, PY Ne P3H 2021/15090
JononHNTeNbLHO /19 Ma3KoB M3 HOCOM/IOTKM, POTOr/IOTKU:

TpaHCnopTHaa cpefa, npefHa3sHadeHHas 15 TPaHCMOPTUPOBAHUA M XpaHeHWA 06pasLoB GMO/I0rMYecKoro
MaTepunana gnsa TLP-uccnegoBaHuii, pekomeHayeTcs TpaHcrnopTHas cpega: CTOP-& (OO0 «AHK-
TexHosormns TC»)

Habop peareHTOB NpPUMEHSETCA C AeTEKTUPYOLWUMU aMnanpukaTopaMn MNNaHLeTHOro u
pPOTOPHOrO TUNa ¢ CUCTeMO feTeKunn (hyOpPecLEeHTHOr0 CUrHaNna B peXXumMe peanibHOro BPeMeHuU,
3aperucTpupoBaHHbLIMM B YCTAaHOB/IEHHOM nopsfke B P® © COOTBETCTB)/OWMMU CNeayoLwnum
TpeboBaHUAM:

- obecneymBaeTca paboTa ¢ 06beMOM peaKuMOHHON cmecn 40 mkn (acoBka S) mam 18 MKn
(dpacoBka U);

- obecneumBaeTcsa pabota ¢ hnyopodopamun: Hex (Vic), Cy5;

- nojorpeBaemasl KpbilKa ¢ Temnepatypoi 6onee 100 °C;

- CKOpPOCTb Harpesa He MeHee 2 °C/cek;

- CKOpPOCTb OXNnaxaeHnsa He meHee 1 ®C/cek;

- TOYHOCTb NojaepXXaHus U 04HOPOAHOCTb TeMnepaTypbl He 6onee £ 0,4 °C.

- TO/IbKO NP UCMONb30BaHUM MUKPOMIaHLLETOB

- BO3MOXHOCTb MUCMO/Ib30BaHNS Habopa/KoMI/ieKTa peareHToB 41 BblgeneHna PHK Influenza B virus
onpesenseTca BUAOM BU0MI0MMYeCKOro Matepuana
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[ns Habopa peareHTOB Ba/IMAMPOBaHbI CreaytoLLme AeTEKTMPYOLW e amnanguKaTopsbl:
- «OTnpanm» (Mogndunkaumsa «OATnpanm *M*»), OO0 «HMO [AHK-TexHonorus», Poccus,
PYNed CP 2011/10229;
- «ATnpaim» (Mogudukauma «ATnpaiim *X*») OO0 «HIMO [AHK-TexHonorusa», Poccus,
PY Ne ®CP 2011/10229 (Tonbko ana Habopa peareHToB B (hacoBke U ana aBTOMaTU3MpPOBaHHOIO
[031pOBaHNA);
- «ATnaint» (mognmkaumsa «OTnaidt *S*»), OO0 «HMNO AHK-TexHonorusa», Poccus,
PY Ne ®CP 2011/10228 (Tonbko fns Habopa peareHToB B (hacoBKe S; B (pacoBke U ans pyyHoro
[031POBaHMSA NPU NCNOb30BaHMM NPOBUPOK);
- Rotor-Gene Q, QIAGEN GmbH, MepmaHus, PY Ne ®@C3 2010/07595 (Tonbko s Habopa
peareHTOB B (pacoBKe S, Npobupku; B hacoBke U AN pyyHOro f03MpoBaHMA Npu UCNOb30BaHNM
NpPo6MpPoK);
- CFX96, bno-Pag Nabopatopues, VHK; CLUA, PY Ne ®C3 2008/03399;
- Applied Biosystems QuantStudio 5, «Jlaindg TekHonomkuc Xonguure Mte. JITa.», CuHransd,
PYNeP3H 2019/8446.

Mo BompocaM MNpPUMMEHEHUST LETEKTUPYHOLWMX aMnangrnKaTopoB, He YKasaHHbIX BbILLE,

TpebyeTcsi cornacoBaHue ¢ NPon3BoAMTEeNIeM Habopa peareHToB.
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6. AHANN3NPYEMBbIE OBPA3LbI
6.1. MaTepuan ona nccnegoBaHums
[na nccnefoBaHUs MCNOAb3YKOT Ma30K U3 HOCOM/IOTKMW, POTOrI0TKW, 6POHX0aIbBEONAPHbIN
naBax, aHAOTpaxeasbHblii, Ha30(hapuHreanbHbIA acnmMpaTt, MOKPOTY.

MpumeuaHue - B3aTue, NpeaBapuTeNbHY0 06PaboTKY, XpaHeHVe 1 NepeBo3Ky, nepeaady 1cciesyemoro
maTepvasia B Ap>TWe OpraHu3auuy OCYLLECTB/SIKOT COT/TACHO WMHCTPYKTUBHO-METOAMUYECKMM [OKYMEHTaM,

pernaMeHTUpYOLWNMM  BbINOSTHEHWE WCCNEeA0BaHUA B COOTBETCTBMM C  TpeboBaHusMuM MY 1.3.2569-09,
CaHl'nH 3.3686-21.

OrpaHunyeHne MeToAa’ : MecTHOe MPMMEHEHME NIEKAPCTBEHHbIX MpenapaToB (Cnpeun, Kanau,
KpeMbl U Ma3n) MeHee 4eM 3a 24 yaca [0 mccnegoBaHus. MNMpu ncnonb3oBaHWMM aspo3onei N apyrux
(hopM NleKapCTBEHHbIX NPenapaToB ANA UHransaunin npyn nev4eHnn 6POHXManbHOM acTMbl MaTepuan ans
nuccnefoBaHuii cnegyeT 6paTb He paHee, YeM Yepe3 TPU Yaca Noc/e UHranaymnm.

6.2. O6uime TpeboBaHUA

WccnegosaHne wmetogoMm OT-IMLP oTHocuTcs K npsiMbiM - MeTogam flabopaTopHOro
nccnegoBaHmns, NO3TOMY B3SATUE OMOMONMYECKOro martepuana 4venoBeka HEO6XO0AUMO NPOBOAUTL U3
MecTa sioKanusaumm MHMeKLMOHHOro npouecca. PelleHne 0 Heo6XOAUMOCTU UCCNEf0BATb Ty WU
WHYI0 NOKanM3aLnio NpUHMMAaET fevalliunii Bpay Ha 0CHOBaHWN COOPaHHOro aHamMmHesa Y KIIMHWUYEeCKOW
KapTUHbI 3a601eBaHnA.

[na nonyyeHMA KOPPEKTHLIX pe3y/ibTaToB 00/blIOe 3HAYeHVWe MMeeT KauyecTBO B3ATUA
obpasua buomaTepunana Ang uccnefoBaHus, ero XpaHeHue, TpaHCNOPTUPOBaHWE N NpeABapuUTe/ibHas
obpaboTKa.

HenpaBunbHoe B3ATWe 6GuomaTepuana MOXeT MPUBECTU K MOSIYYEHUK HeAOCTOBEPHbIX
pe3ynbLTaToB W, BC/eACTBUE 3TOr0, HEO6XOAMMOCTMW €ro NOBTOPHOI0 B3ATUS.

Ha sTanax nogrotosbcu 6MoMaTepuana n BblgeneHnn m3 Hero PHK, 3a ucka4veHnem atana
oTbopa HafoCaf04YHON XMAKOCTM C WCMAO/b30BaHWEM acnupatopa, MCMoab3yliTe O0LHOpa30Bble
HaKOHEYHUKN ¢ DuIbTPoMm, cBobogHble oT PHKa3 n AHKas.

Mpn pobaBneHUM pacTtBopa B NPOGMPKY, codepyKallytd OMONOrMYEcKUini  MaTepuan,
aKKypaTHO BHOCUTE >XUAKOCTW, He KacasCb CTEHOK MpobupokK. lMpu KacaHMM K CTeHKe MpobupKM
CMEeHNTEe HaKOHEeYHUK. HaKOoHeUYHMK cnegyeT MeHATb NPU KaXAoM yaasieHUn pacTeopa U3 obpasua.

[nsa npefoTBpaLleHnsa KOHTaMHaL MK BCerja OTKPbIBaiTe KPbILLKY TO/IbKO TOW NPo6upKu, ¢
KOTOpoA wnaéT paboTa (BHeceHMe ob6pasua/peakTuBa, ygasieHMe Hag0CafOo4YHON XWAKOCTW), U

3aKpbliBaiiTe eé nocse aToro. He fonyckaetcsa pa6oTaTb 04HOBPEMEHHO C HECKONIbKMMU NPO6UPKaMm

€C/IN 3TO He MPOTUBOPEUNT TPEGOBAHUAM K UCMO/b3YeMbIM HabopaM/KOMMNIEKTaM peareHToB As1 BbLUENEHMS
HK
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C OTKPbITbIMUM KpbILLIKaMMU.
6.3. B3saTue maTtepuana Ha uccrefoBaHue

BHMUMAHWME! Mepeg BbigeneHnem PHK MoxeT noTpeboBaTbca npefBapuTenibHas 06paboTka
obpasuoB 6uonormnyeckoro matepuana (6.5).

6.3.1. MokpoTa

B3siTMe mMaTepuana ocyLecTBASIOT B O4HOPa30Bble rpagynpoBaHHble CTepUbHbIe (1aKOoHbI
C WWMPOKUM FOPMOM N 3aBUHUYMBAIOLLMMUCA KPbIWKamMy 06bEMOM He MeHee 50 M1 B KONIMYECTBE He
MeHee 1,0 mn.

Mocne cb6opa MaTepmnana GhakoH NIOTHO 3aKPbIBaOT U MapKUPYIOT.

6.3.2. BpoHX0anbBeONSPHbIA NaBaX, 3HAOTPaxeasbHbI, Ha3ohapuHreanbHbIn acnupaT

B3saTue mateprana Npou3BOAMTCS B OAHOPA30Bble MJIOTHO 3aBMHYMBAKLLMECH MPOBUMPKHU
o6bEémMom go 50 mn. Mocne B3ATUA MaTepmasia NPOOGUPKY NAOTHO 3aKPbIBaOT Y MapKUPYIOT.
6.3.3. Ma30K 13 HOCOT/I0TKW, POTOM/IOTKN

B3siTMe maTepuana OCYLLECTBASAKT C MOMOLLbK cneynasnibHbIX MEeAULUHCKUX W3Lenuii,
UMEIOLWNX PerncTpaLnoHHbie YAOCTOBEPEHMWS, COracHO YCTAHOBMIEHHOW B 3aBUCUMOCTM OT
NCTOYHMKA BMOI0rMYecKoro martepuana npouegype (Hanpumep, 30HA MeAUUUHCKUIA OQHOPA30BbIii
cTepubHbI PY Ne P3H 2021/13989).

Mocne B3ATUA 6MONOrMYECKOro MaTepuana nepeHecuTe 30HA B NPO6UPKY C TPaHCMOPTHO
cpefoii, npefHasHayYeHHOW MPOU3BOAUTENEM [/ TPaHCNOPTUPOBaHMA W XpaHeHus o06pasLoB
6nonornyeckoro matepuana gns MLP-uccnegoBaHuii, n TwaTe/lbHO NMPOMOITE €ro B XUAKOCTU B
TedeHue 10-15 ¢, nsberas pasdbpbl3arnBaHNSA XXNULKOCTH.

M3BNeknTe 30HA M3 pacTBopa W, BpallaTeNlbHbIM ABVKEHWEM MPMKUMaAsA ero K BHYTPeHHe
CTEHKE MPOBMPKM BbiLLle YPOBHSA PacTBOpa, 0TOXMUTE U30bITOK XXUAKOCTW. MONHOCTLIO yaannuTe 30HS
N3 NPoGUPKN N YTUIN3UPYITE.

MNoTHO 3aKpoiiTe KPbIWKY NPOGUPKN 1 NPOMapKUpyiTe NPo6UpPKY.

Mpn HeobxogMMOCTU B3ATMA 6MOMaTepuMana W3 HECKObKWX 6MOTOMOB MOBTOPUTE
npoueasdy, Kaxablii pas 3abmpas MaTepman HOBbIM 30H40M B HOBYHO NPOOUPKY.

6.4. TpaHcnopTUpoBaHWe U XpaHeHWe 06pa3y,0B 6MOI0rMUYECKOro MaTeprana
6.4.1. MokpoTa

YCcnoBus TPaHCMOPTUPOBAHUSA W XPaHEHWS MOKPOTbl ONPeAenstTcsd MHCTPYKUUAMMK MO

NPUMEHEHNIO UCMNOMb3yeMbIX HabopoB/KOMMNEKTOB peareHToB A8 BblgeneHuns HK (7.1) waum

NCMONb3yeMbIX 4151 TPAHCMOPTMPOBAHUS N XpaHeHUst 06pa3L,0B TPAHCMNOPTHbIX CPeA.
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O6pa3sLbl MOKPOThI JONYCKaeTCA TPaHCNOPTUPOBATb U XPaHUTL
- npu KoMHaTHoW TemnepaType (oT 18 °C go 25 °C) - He 60/1ee 6 4acos;
- npwu Temnepatype oT 2 °C go 8 °C - He 60see 3 CYTOK.
6.4.2. BpoHX0anbBeONSAPHbIA NaBaX, 3HAOTPaxeasbHbI, Ha3ohapuHreanbHbIn acnupaT

Ycnosus TPaHCMopTUPOBaHUA U XpaHeHuns 6pOoHX0aNbBe0IAPHOI0 naBaxa,
3HAO0TpaxeanbHOro, Ha3oapmHreanbHOro acnupaTa onpeaensatoTca UHCTPINCLUUAMU MO NPUMEHEHNIO
NCNoNb3yemMblX HabopPOB/KOMMNEKTOB peareHToB Anda BbigeneHna HK (7.1) nau ucnonb3yemblix ans
TPaHCMNOPTUPOBAHUA U XPaHeHWS 06pa3LL0B TPAHCNOPTHbLIX CPef.

BpoHXx0anbBeONApHbLIA  naBax, 3HAOTpaxeanbHbI,  HasoapuHreanbHbIl  acnupat
[OMyCKaeTCA TPaHCMOPTUPOBATb U XPaHUTBL:

- npwu Temnepatype oT 2 °C go 8 °C - He 60/s1ee O4HUX CYTOK;

- Npu TemnepaType oT MMUHYC 18 °C go MuHyc 20 °C - He 60si1ee OAHON HeAenNn.
BHUMAHWE! CnepyeT nsberaTb NOBTOPHOI0 3aMOPaXXMBaHUA U OTTauBaHUsA 06pasLLoB.
6.4.3. Mas3oK 13 HOCOTI0TKW, POTOrNOTKMU

YCcnoBnA  TPaHCNOPTUPOBaHUA U XPaHEHWA MaskKoB W3  HOCOM/JI0OTKU, POTOrNOTKM
onpeaensoTcs NHCTPYKLUUAMU N0 NMPUMEHEHUIO NCMOJb3YeMbIX HA60POB/KOMMNEKTOB peareHToB AN1s
BblgeneHna HK (7.1) wam wncnonb3yembiX [ TPaHCNOPTUPOBaHUA UM XpaHeHUs 06pasLoB
TPaHCMNOPTHbIX Cpep.

6.5. MoaroToBKa 61M00rMYECKOro MaTepmana venoBseka 404 BblgeneHms PHK

MoarotoBka 6uonormvyeckoro matepmnana (npu  HeobXogMMOCTWM) NPOBOANTCA B
COOTBETCTBUW C UHCTPYKLMUAMU MO MPUMEHEHWNIO UCMOb3YEMbIX HAO0POB/KOMIMNEKTOB peareHToB A1
BblgeneHns HK (7.1).

Mpu ncnons3oBaHnu gna sblgeneHna PHK 13 MokpoTbl kKomniekTa peareHToB NMPOBA-HK
npefo6paboTKy MOKPOThI CefyeT NPOBOAUTL C MUCMOb30BAHUEM MYKOM3UHA (CM. MHCTPYKLUIO N0
npuMeHeEHNIO KomniekTa peareHToB NMPOBA-HK, cnoco6 2).

BHUMMAHWE! B xoje NOAroTOBKU Ma3KOB M3 HOCOM/IOTKW M POTOrIOTKU, B3SATbIX B MPOBUPKY C
TpaHCropTHO  cpefoi,  06pa3yoB  6POHX0aNbBEONIAPHOrO  NaBaxa,  3HAOTpaxeanbHOro,

HasoapuHreanbHOro acnupata npeaBapuTeNbHOE LIEHTPUGYrnpoBaHue He TpebyeTcs >

*-eC/IN 3TO He MPOTUBOPEYNT TPe6OBAHUAM K UCNONMb3yeMbIM Ha6OpaM/KOMNIEKTAM PeareHToB A5 Bbl4eNeHus
HK nnn ucnonb3yemblM A1 TPAHCNOPTUPOBAHUSA U XpaHeHUs 06pa3LoB TPAHCMOPTHLIM CpeAam
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7. NMPOBEJEHVE AHANN3A
BHUNMAHWE! [nanasoH BUPYCHOW Harpysku Ans BUPYCOB Fpunna MOXeT BapbupoBaTb B
LWNPOKNX Npefenax. B ¢BA3nM ¢ 3TUM Npu BbINONHEHUN UCCef0BaHNIA B KIMHMYECKOW nabopaTopumn
Cepbe3HY O0NacHOCTb MNPeACTaB/ISAET PUCK KPOCC-KOHTaMMHaLMN MexXay obpasuamu Ha Bcex atanax
paboTbl, 0CO6EHHO MNpW anuMKBOTUPOBaHMW U BblgeneHun PHK. TlMepekpecTHasa KOHTamuHaLus
BbICOKOKOMUINHbIM  6MOMaTepuanom  MOXET MNpPUBOAUTL K  MNOSABMEHUID  CAOPajgMvyecKux
NOXKHOMONOXKNTENbHbIX Pe3ynbLTaToB.
Ana npefynpexaeHna Kpocc-KoOHTaMnHaumm 6ruomatepuanomM B 1abopaTopum peKoMmeHayeTcs

BbIMOJIHEHME CNEAYIOLLLUX NPaBU:
1) Heo6xoaMmMo NpoBOAMTb BU3yasibHYIO OLLEHKY MOCTYNUBLLEFO GnomMaTepmana 1 Bbl6pakoBKy
BCex 00pa3uoB, ec/in cpein HUX eCTb NPOBUPKU C HAPYLLUEHHOW FrepMeTUYHOCTLIO.
2) Mo BO3MOXHOCTW BbLUENATb B OTAE/bHbLIA NOTOK 06pasubl OT NauMeHTOB M3 cTaumoHapa ¢
CMMMTOMaMM OCTPOMA WHMEKUMM W aHaIM3npoBaTb WX OTAE/IbHO OT OcTajbHbIX 006pa3yoB
(buomaTepmnan [AnA CKPUHWHra KOHTAKTUPOBAaBLUMX NUL, W MNAUWEHTOB C JIErKUM TeYeHUEM
3aboneBaHus). PaboTy c npegnonaraeMbiMW BbICOKOKONMWAHbIMK  06pasyamMn  >XenaTesibHo
BbINOMHATL B OTAe/IbHOM 60Kce waM nocfe paboTbl C MpeanosaraeMbiMiU HU3KOKOMUAHBIMM
obpasyamu.
3) O653aTe/IbHO BbIMNO/HATL NOCTAHOBKY OTPULATENbHBIX KOHTPOJIbHbLIX 06pasLoB, Ha4YnHasa ¢
atana BbigeneHnsa PHK, B KaXg0M NpoToKone.
4) Vicnonb3oBaTb Ha BCex aTanax UCC/ef0BaHUA HAKOHEYHUKN C a3p030/iIbHbIMU PUILTPaMM.
5) UeTko cob6ntofjaTb METOAUKY BbIMOSHEHUA WCCNefoBaHUsA, OTKPbIBaTb MPOOMPKU Tuna
3nneHgopd nNpv NOMOLWM MUHUETa (He JONYCKaTb KacaHW pyKU B MepyaTKe BHYTPeEHHel 4actu
KPbIWKA NPOOGUPKN); NPU BHECEHUMW peareHTOB He KacaTbCA HAaKOHEYHMKOM MpPOoOUPKK (ecnn 3To
NpoM30LLUJIO, Cpasy 3aMeHUTb HAKOHEUYHUK).
7.1. BbigeneHne PHK

Ona BbigeneHns PHK pekomeHgyeTcs MCNoNb30BaTb Ha60pPbI/KOMMNNEKTbI peareHToB,
NMeloLLLMe pPerucTpauMoHHble YLOCTOBEPEHUA Ha MeAWLMHCKOe U3feNnne W npegHasHayeHHble AN
COOTBETCTBYHOLLMX BNAOB bUoMaTeprana c Lenbko nocneaytowero nccnegosaHna PHK metogom OT-
nupP, Hanpumep, MPOBA-HK, MPOBA-HK-S, MPOBA-MUY-HK-S, MPOBA-MY DWP (Tabnuua 2).

BbigeneHne PHK npoBogAT B COOTBETCTBMM C  MHCTPYKUMENH K WUCNONb3yeMOMY
Habopy/KOMMN/EKTY peareHToB.

[na sbigeneHnsa ncnonbdyetca 100 mka o6pasya.
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BHUMAHWME!

1 O6bEM nonydveHHoro npenapata PHK pgonkeH coctaBnATb He 6onee 50 mkn. B cnyuvae
npumeHeHus ans BbigeneHna PHK HabopoB peareHToB NMPOBA-MUY-HK-S n MPOBA-MY DWP
BO3MOXXHO yBenun4veHne o6béma o 100 mK.

2. MonydeHHblin npenapaT PHK Heobxognmo B TeyeHMe [BYX 4acoB WCM0Mb30BaTb A1
NOCTAHOBKWU peakuun 06paTHOW TpaHCKpUNUMW KU NoanMmMepasHol LenHon peakuuu. [onyckaetcs
O[HOKpaTHOe 3aMopaXkmBaHne N xpaHeHue npenapata PHK npu Temnepatype He Bbiwe MUHYyC 18 °C
He 60/iee 7 CYTOK.

Tabnnuya 2 -Habopbl/KOMMNIEKTbI peareHTOB, BaJuAMpoBaHHble ANA BblgeneHna PHK ans
JanbHelwero nccnefoBaHnsa ¢ UCNob3oBaHMEM Habopa peareHToB Bupyc Mpunna B

Ha6bop/kKoMnnekT peareHTos, PY Komnnektaymns BuomaTtepuan

Ma3Kun 13 HOCOTNOTKKM, POTOMNOTKM,
6GpPOHX0aNbBEONIAPHbINA NaBax,

Komnnekr peareHToB ans BblfleNneHnn MPOBA-HK 3HfOTpaxeanbHbIi,
HyknenHosbix kucnot (MPOBA-HK/MPOBA-HK- HasoapuHreanbHbIi acnmpar,
MnakocC), MOKpOTa

000 «HMO AHK-TexHonorusa», Poccus, MPOBA-HK

PYNed CP 2010/08867 (cokpalu,eHHas MeToAnKa

Mas3ku 13 HoCornoTKH, POTOrNOTKN
B COOTBETCTBUN C

MpunoxeHuem A)
Habop peareHToB AN5 BblAeNeHUA HYKNEUHOBbIX
kucnot (MPOBA-HK-S),
000 «AHK-TexHonorusa TC», Poccus,
PY XeP3H 2020/11296
Habop peareHTOB ANA BblAeNeHNA HYKIENHOBbIX
kucnot (MPOBA-MUY-HK-S),
000 «HK-TexHonorua TCx», Poccus,
PYNeP3H 2021/15267
Habop peareHTOB A5 BblAeNeHNA HYKNEUHOBbIX
kucnot (MPOBA-MY DWP),
000 «HK-TexHonorus TCx», Poccus,
PY NeP3H 2021/15090

MPOBA-HK-S MasKu 13 HOCOTIOTKU, POTOFNIOTKM

MPOBA-MY-HK-S MasKun 13 HOCOrIOTKK, POTOT/IOTKU

MPOBA-MY DWP Ma3ku U3 HOCOr10TKU, POTOT/IOTKK

Vicnonb3oBaHWe KOHTPO/IbHbIX 06pa3L0oB Ha aTane BblAeNeHNA HYKIEMHOBbIX KUCNOT

BHYTpPeHHM KOHTPO/IbHbIN 06paseL,

ANa NCKNIYEHNS NOXHOOTPULATENbHbIX Pe3ybTaToB MCCMeA0BaHUSA U KOHTPONA KadecTBa
nccneaoBaHnst 06a3aTenbHO fo6aBneHNne BHYTPEHHEr0 KOHTPO/IbHOI0 obpasya B aHanM3npyemble
o6paslbl Ha 3Tane BblAeNeHUss HYKNENHOBbIX KUCMOT.

B KauyecTBe BHYTPEHHEro KOHTPONbLHOr0 o6pasya npu BbigeneHun PHK Heo6xogumo
Ncnosb3oBaTb BHYTPEHHUI KOHTPONbHbIN o6pasey PHK-BK "A"™ n3 Habopa peareHToB Bupyc
Mpunna B.

PHK-BK "A" cnegyeT ncnonb3oBaTb B 06bEMe 10 MK Ha obpased,.

BHVUNMAHWE! BHYTpeHHWUIA KOHTPONbHbIA o6pasel (PHK-BK) M BHYTPEHHWIA KOHTPONbHbIN
ob6pasey, (QHK-BK) 13 komnnekTa peareHToB NMPOBA-HK npu BbigeneHnn PHK He ucnonesyioT.
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OTpuuaTenbHbIN KOHTPONbHbIN 06pa3seL

[Nna NcKNoveHns NOXXHOMONOXKNTENbHbIX Pe3y/ibTaToB UCCNeA0BaHNSA N KOHTPONSA KadecTBa
nccnefgoBaHnst 06s3aTelbHO MCNOMb30BaHME OTPULATENIbHOrO0 KOHTPO/SIbHOro obpasua c atana
BbleNeHNs HYKNeMHOBbIX KUCOT.

Ha aTane BblfeneHNs HYK/IEMHOBbIX KUCNOT 0653aTe/lbHO MOArOTOBUTL OTPULATE bHbIN
KOHTPO/IbHbI 06paseL, n NPoBECTM ero Yepes Bce 3Tanbl BbljeNIeHNst 0HOBPEMEHHO C BblAeNEHNEM
PHK 13 KAMHM4YecKux o06pasuoB. NS 3TOro peKoMeHAyeTCs WCMosb3oBaTb (IU3NOM0TMYECKUIA
pacTBop WM OTpuuaTeNbHbIi KOHTPOSbHBLIA 06pasel, BXOAAWMA B cocTaB Habopa/KoMMieKTa
peareHTOB [N BbIJeNEHNSA HYK/ENHOBbLIX KWUCMOT B 00bEME, YKa3aHHOM B MWHCTPYKLUW 1O
NPUMEHEHNIO COOTBETCTBYHOLWEro Habopa/KOMMN/IeKTa peareHToB.

7.2. MoarotoBka W MNpoBefeHMe peaKuMn 06pPaTHON TPaHCKPUNUUM U NONAMMEPa3HOM
LenHon peakuunun. dacoska S

BHNVMAHWNE!

1 Mpu npoBefeHUN Bcex MocAeayoLWMX AeNCTBUI cnegyeT unsberaTb BO3AeNCTBUSA NPAMbIX

COJIHEYHbIX Slyyell Ha NPOBMPKK CO CMeCblo Ans amnangpmkaymm!

2. Mpu ucnonb3oBaHMM Habopa peareHTOB B BapuaHTe MCNOAHeHMs «dacoBka S, CTpuUnbI»

cnefyeT CTPOro co6/04aTb KOMMNEKTHOCTb CTPUMOB U KPbILWEK K HUM. He ncnonb3oBaTh KPbIWKA K

cTpmnam 13 gpyrmx Habopos peareHToB!

7.2.1. TlpomapKupyiTe no OAHOW NPOOUPKe/CTPUNOBAHHOA NPOGMPKE CO CMecbk AN
amnnudrkaumy, 3anedyaTtaHHOW napauHOM, [ANA  KaXK[Oro Heus3BecTHOro o6pasua,
0TpuLaTeNIbHOr0 KOHTpPONbHOro obpasua (K-) v gna nonoXutesnbHOro KOHTPO/IbHOIO
obpasua (K+).

BHUMAHWME! KonuuecTBo peareHTOB paccuUMTaHo He 60s1ee YeM Ha 12 NOCTaHOBOK Npu YCNoBUNA

BapnabenbHOro KosmM4yecTBa HEM3BECTHbIX 06pasuoB, 1 oTpuuaTeNIbHOr0 KOHTPONLHOro obpasua u

1 NONOXKNTENBHOIN0 KOHTPOILHOIO 06pasua B KaXaoi nocTaHOBKe.

Mpumep:

Heobxoanmo npoaHam3mpoBaTb 6 00pas3uLoB. Hy)XHO MpomapKuMpoBaTb 6 MPOBMPOK AN HEU3BECTHbIX

06pasLoB, 04HY NPo6MPKY Ans «K-» 1 ogHy NPobupKy ana «K+». O6LLee KOIMYeCcTBO NpooupoK —8.

7.2.2. TuwaTte/nbHO NepeMeLLIainTe cogep>Xxnmoe Npooupok «OT-MLP-6ydep» n «PepmeHT Taq/RT»
Ha MUKPOLEHTPUYre-BopTeKce M LEeHTPUGPYrupynTe Ha MUKPOLEHTpUdyre-sopTekce B
TeyeHue 3-5 c.

BHUMAHWE! depmeHT Tag/RT HeobxoamMmo gocTaBaTb W3  MOPO3WU/IbHOIA  Kamepbl

HernocpeAcTBEHHO Nepes UCMNOoNb30BaHUEM,

7.2.3. TlpurotoBbTe cmecb OT-IMLP-6ydepa ¢ ¢epmeHToM Tag/RT. Ana 3T0ro cmewwante B
0TAeNbHOW 04HOPA30BO NPOOUPKE:
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- 15 X(N+1) mkn OT-MLUP-6ydepa;
- 0,5 X(N+1) mkn hepmeHTa Tag/RT,
rge N - Ko/iM4yecTBO MPOMapKMPOBaHHbLIX MPOO6UPOK € yHeTOM «K-» N «K+»,
Mpumep:
Heobxoanmo npoaHan3vnpoBaTh 6 06pasuoB. MNpoMapKnpoBaHHbLIX MPOGUPOK - 8. Hy>KHO NpUroTOBUTL CMECh
OT-MLUP-6ytdepa ¢ hepmeHTom Tag/RT gna 9 (8+1) npobupok, T.e. 135 mkn OT-MNLP-6ytepa + 4,5 MKn
thepmeHTa Tag/RT.

BHUMAHWE! Tpu B3atuu thepmeHTa Tag/RT HEOO6X04MMO NOrpy>KaTb HAKOHEYHMK He 60s1ee YeM
Ha 10 Mm n cobnogatb NpaBuia AO03MPOBAHUA BA3KUX XUAKOCTeW. TuiaTeslbHO CMbITb OCTaTKMU
thepmeHTa Tag/RT ¢ HAKOHEYHUKaA NUMETUPOBAHNEM He MeHee 5 pas.

7.2.4. TuwaTenbHO MepemellariTe COAEPXMMOE NPOBMPKKU C MPUrOTOBAEHHOW cmecbto OT-TLIP-
oytepa u depmeHTa Tag/RT Ha MUKPOUEHTPUGYre-BOPTEKCE N LEHTpUDyrupyiite Ha
MWKPOLEHTPUPYre-BopTeKce B TeyeHne 1-3 c.

CMeCb MOXHO XpaHUTb Npu TemnepaType oT 2 °C fo 8 °C He 60/1ee OAHOIO Yaca.

7.2.5 [ob6aBbTe BO BCe NPOMapPKUpPOBaHHbIE NPOBMPKM, He NOBpeXxjasa c/oli napaduHa, no 15 mkn
cmecn OT-MLLP-6ydepa ¢ pepmeHToM Tag/RT. 3akpoiiTe NpobnpKu/cTprnb.

7.2.6.  BcTpAXHUTE NPOGUPKY C MOMOXKUTENIbHBIM KOHTPONbHLIM 06pa3sL0M Ha MUKPOLEHTpUd)Te-
BOpTeKce B TeueHue 3-5 ¢ U LeHTpUGyrupyinTe Ha MUKPOLLEHTpUGYre-BopTEKCE B TeHeHme 1-
3c.

BHUMAHWE!

1 Mepen BHeceHMEM B NPOGUPKK C peaKLMOHHOW cmecbio npenapata PHK u oTpuuatenbHOro

KOHTPOJ/IbHOro o6pasia Heo6xXo4MMO BbINOMHUTL PeKOMeHAaLMKM Mo ucnosib3oBaHuio npenapata PHK,

npuBeféHHbIe B UHCTPYKLMM NO MPUMEHEHUIO HAabopa/KOMNJ/EKTa peareHToB 414 BblgeneHns HK.

2. Mpu ucnonb3zoBaHun ansa BblgeneHns PHK komnnekta peareHToB NMPOBA-HK n Habopa

peareHToB [MPOBA-HK-S BCTpAxHUTe npobupku ¢ npenapatom PHK 1 oTpuuatensHbiM

KOHTPO/IbHbIM 06pa3L,0oM Ha MUKPOLEHTpUYyre-BopTeKce B TeveHne 3-5 ¢ 1 UueHTpudyrmnpyiite Ha

MUKPOLEHTpUGyre-eopTeKce B TedeHne 1-3 c.

3. Mpn wncnonb3oBaHun [Ana BblgeneHna PHK  Habopa peareHtos [MPOBA-MY DWP

LEeHTPUQYrupyiiTe 3akK/eeHHbIN NAEHKON rNy6OKOMYHOUYHbIA MnaHweT ¢ npenapatom PHK un

oTpuuaTeNlbHbIM KOHTPO/IbHbIM 06pasuom npu RCF(g) 100 B TeveHme 30 ¢ 4NA ocaxXAeHUsA KOHAeHcaTa

U CHUMWUTE NNEHKY.

4, [Ona npepotepalleHs KOHTaMmuUHauuu cnefyet nepef BHeceHMeM PHK OTKpbIBaTb KPbILLKK

TONIbKO Tex MpPo6WUpPOK, B KOTOpble OyAeT BHOCUTbCHA AaHHbIA o06pasel, M 3aKpbiBaTb WX MNepes

BHeceHMeM c/iefytoLlero. B crnyvae UCnonb3oBaHUA CTPUMOB CreflyeT 3aKpbiBaTb KPbIWKY CTpuna

nocne BHeceHMA B Hero o06pas3yoB rMepes WCNOMb30BaHMEM  CriefyloLlero. 3akpblBanTe
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npobupku/ctpunsl nnotHo. [penapatel PHK 1 KOHTpPO/NbHbIE 06pa3ubl crnefyeT BHOCUTb

HaKOHEYHNKaMU C PUIbLTPOM.

12.1. BHecuTe, He noBpexpgas cfoii napaduHa, B COOTBETCTBYHOLWME MNPOMapKUPOBaHHbIE
npobuvpku no 10 MK BblgefleHHOro wu3 o6pasuoB npenapata PHK. B npo6upkn,
npomMapkupoBaHHble «K-» 1 «K+», PHK He BHocuTCA.

7.2.8. BHecuTe, He noBpexgaas c/foit napaguHa, B NpodUpPKY, NPOMapKMpoBaHHy «K-», 10 MKn
0TpMLATEeNIbHOI0 KOHTPOMLHOI0 06pasya, npoweaLlero atan sblgeneHnsa PHK.

7.2.9. BHecuTe, He noBpexgasa cnol napaduHa, B Npo6UpPKY, NnpoMapKnpoBaHHy «K+», 10 MK
NOSIOXUTENbHOI0 KOHTPO/IbHOIro o6pasta.

7.2.10. LeHTpudyrupyiite NnpobMpKM/CTPUNbI HA MUKPOLLEHTPUPYre-BopTeKce B TedeHue 3-5 ¢ (npu
ncnonb3oBaHUK Ana nposefeHnsa OT-MNUP getekTupytowero amnangukaropa Rotor-Gene Q
LeHTpUdyrnposaHue He 0683aTesIbHO).

7.2.11. YcTaHOBMTE BCe NPOGUPKU/CTPUNDLI B AETEKTUPYHOLW NI amnandukaTop.

7.2.12. [OnA geTeKTUPYLOLWMX amnanpukaTopos cepun AT:
3anyctute nporpammMHoe obecrneyeHue AeTEKTUPYIOWEro amniavgukaropa. MNpu nepsom
npoBegeHnn OT-MLP 3arpysnTe cooTBeTCTBYHOWMNIA TecT’. Janee nm npu MNoCAeayLLNX
NnocTaHOBKax co3jaiiTe COOTBETCTBYIOLLMIA NPOTOKON UCCMEA0BAHNSA: YKaXUNTe KONYECTBO U
NAeHTUPUKaTOPbI 06pa3LoB, B TOM YMC/E OTPULLATENIbHOTO U NONIOKNTE/TbHbIX KOHTPOSIbHbIX
obpasuoB, OTMeTbTe pacnofioXXeHWe MPoOGUPOK/CTPUNOB Ha MaTpuue Tepmob/ioka B
COOTBETCTBUM C WX YycTaHOBKOW u npoBeguTe OT-TLP. Mpu Bbl6ope TecTa [AO/HKHA
oTobpaxkaTbCA NporpamMmma, npueeféHHas B Tabnuue 3.

7.2.13. Ana peTekTupylowmux amnangukatopos Rotor-Gene Q, CFX96, Applied Biosystems
QuantStudio 5;

Mposegute OT-MLUP ¢ yyeToM o06bEMa peakUWOHHOW cmecu, paBHoro 40 MK/, no

nporpammamM amnangukaymm, NnpuBeaéHHbIM B Tabnnuax 4 -6 cooTBETCTBEHHO.

'-TecT ANS AeTeKTUPYH W MX aMnningpukatopos cepun AT co3faétcsa nyTéM BBOAA NapaMeTpoB (napameTpbl
TecTa yKasaHbl B [TpunoXxeHuu B) unm npegoctaBnseTcs NpousBoanTenem Habopa peareHTOB.
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Ta6nuua 3 - MNporpamMma amnaMpuKaumMm 4ns AeTeKTUPYLWMUX aMnandukaTopoB «ATnpaim»,

«ATnaiT» (pacoBka S)

Ne 6/10ka Temnepatypa, °C MWH
1 35 15
2 1 92 0

92 0
3

64 0

90 0
4

64 0
5 1 64 0
6 1 10

Pexxnum
c Yncno UMKNOB  ONTUYECKMX Twvin 6nokKa
N3MepeHun
0 1 Lmkn
30 1 Lmkn
10
15 8 Lnkn
5
15 40 Lvkn
5 1 Unkn
XpaHeHwue XpaHeHue

Tabnnuya 4- Mporpamma amnaMpuKauum gna geTeKTupyrouwero amnandukaropa Rotor-Gene Q

(thacoBka S, npobmpkn; dacoska U npm MCNosib30BaHUN NPOOUPOK)

N‘—’_ TemnepaTtypa, °C Bpewms KonnuecTBo LMK/OB
/Cycling [Temperature /Hold Time, sec /Cycle Repeats
Cycling 32 deg 1200 1time
Cycling 2 95 deg 300 1time
. 94 deg 10
Cycling 3 :
ycling 60 deg V 15 50 times
petekumn Red (Cy5), n Yellow (Hex) npu 60 °C
Tab6bnnua 5 - T[lporpamma amnandukaumn Ans geTeKTuUpywwmnx amnandgukatopos CFX96
(thacoBku S, U)
Ne 6710ka (Step) Temnepatypa, °C Bpems KONN4ecTBO UMKII0B
MWH:CeK (noBTOPOB)
1 35 20:00 1
2 95 5:00 1
3 94 0:15
4 64 11 0:20 50

V- pexum onTuyecknx nsmepeHuii (Plate Reac) ycraHoBuTb M3MepeHye dnyopecLeHLMN Mo HeOBX0AUMbIM

KaHanam getekumn (Cy5,Hex) npn 64 °C
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Tabnunya 6 - [porpamma amnanukaumnm ANa  AeTEKTUPYIOLWMX  amMnanukKaTopos

Applied Biosystems QuantStudio 5 (pacoBku S, U)

No Bpems K
Cragys T ° p O/TNYECTBO LIMK/IOB
an Lwara emnepartypa, °C M- CoK (To8TOPOR)

epXKaHus
YAEP 2 95 5:00 1

Cragust % 0:15 “

MLP

H 2 64 11 0:20

c60p paHHbIX ons HeobxoaMMbIx hyopodopos (Cy5, Vic (Hex)) Bk/IHOYeH

7.3. MoarotoBka W NpoBefeHMe peaKuuu 06pPaTHON TPaHCKPUNUUM W NONMMePasHOW
LenHom peakumn. dacoska U, py4yHoe fo3MpoBaHune

BHNVMAHWNE!

L Ana amnandukaumm cnegyeT UCMNoNb30BaTb 0A4HOPA30Bble aMMAMPUKALNOHHBLIE MPOOUPKU

o6bémom 0,2 MA wunnM  MukponsaHweTbl MLP  96nyHOK”, TrepmMeTu3nMpyeMble TepMOMNJIEHKOIA.

He pekomeHayeTcAa  MCMNOMAb30BaTb  CTPUMOBaHHble  MPOGUPKM B CBA3M C  ONAcHOCTbHO

NoCcTaMnNANMPUKaLMOHHON KOHTaMUHaLNN.

2. Mpu npoBefeHMN BCexX MOCNeAyHOLWNX AeACTBUMIA crefyeT n3beraTb BO3LEACTBUSA MPAMbIX

COJTHEYHbIX y4el Ha NPoBUPKN CO CMeChIo s amnangurkaymm!

7.3.1. TpomapKupyiTe Heob6Xo4MMOe KONMYECTBO OLHOPA30BbIX aMNINGUKaLNOHHbBIX MPO6UPOK
06béEMOM 0,2 M1 MU MUKpoNAaHWweT 96 NYHOK A1 HEM3BECTHbIX 06pasLoB, OTPULLATE/IBHOIO
KOHTPObHOI0 o6pasua «K-» 1 NofoXKUTe/IbHOr0 KOHTPOLHOIo o6pasya «K+».

MpumeyvaHne - PekoMeHAyeTCs NOCTAHOBKA He MeHee 5 06pasLioB B 0HOM MCC/ef0BaHUM (3 HEU3BECTHbIX

obpasua, oTpULATeNbHbIA U MONOKUTENbHBIA KOHTPO/bHBbIE 06pasLbl).

Mpumep:

Heobxognmo npoaHanMamMpoBaTb 6 HeM3BECTHbIX 060pas3uoB. HyXHO npoMapkupoBaTb 6 npobupok/

3apesepBMpoBaTh 6 NIYHOK MUKPOrIaHLLIeTa A5 HeM3BECTHbIX 06pasLoB; O4HY NPoOUPKY/NyHKY ansa «K-» u

04HY NpodupKy/NyHKY ans «K+». ObLyee KOIMYECTBO NPOOUPOK/YHOK - 8.

7.3.2.  BcTpsaxHWUTe NPOBUPKY CO CMECLIO ANA aMNAMPUKaLMM Ha MUKPOLLEHTPUQYyre-BopTeKkce B
TeyeHue 3-5 ¢ N LEHTPUDYTNPYINTE HA MUKPOLLEHTPUYre-BopTeKce B TedeHue 1-3 ¢.

7.3.3. BHecuTe BO BCe MNPOMapKUPOBaHHbLIE MPOOUMPKU/HEOBXOLMMbIE NYHKU MWKpPOMNIaHLleTa

(Bkntovasa «K-» n «K+») no 6,0 Mk cmecu A4na amnangukaymu.

- ONA AeTeKTUPYOLWMX aMnandmkaTopoB «ATnaiit» n Rotor-Gene Q MUKpONIaHLLETbI 96 /TYHOK He
MCroMb3YTCA
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7.3.4. BcTpsAxHUTe npobumpkn ¢ OT-MLUP-6ydepom «U» un  depmeHTtoMm Tag/RT Ha
MUKPOLIEHTPUyre-BopTeKce B TeveHne 3-5 ¢ U LUEeHTPUGYrupyinTe Ha MUKpPOLEHTpUdyre-
BOpTeKce B TeyeHue 1-3 c.

BHUMAHWNE! d®epmeHT Tag/RT HeobxoguMmo jgocTaBaTb U3 MOPO3USIbLHOM  Kamepbl

HenocpeACcTBEHHO Nepef NCNo/b30BaHNEM.

7.3.5. TpurotoBbTe cmecb OT-MLP-6ydepa «U» ¢ hepmeHTom Tag/RT, Ana atoro cMmewalite B
0TAeNbHO 0HOPAa30BO NPOOUPKE:

- 6,0 x (N+1) mxn OT-MNUP-6ydepa «Uy;
- 0,3 x (N+1) mkn hepmeHTa Tag/RT,
rgoe N - KO/AIMYecTBO MPOMAapKMPOBaHHbIX MPO6MPOK/KOMNYECTBO HEOOXOAUMbIX YHOK
MUKpoONAaHLeTa ¢ y4eToMm «K-» 1 «K+»,
Mpumep:
Heobxognmo npoaHanuavpoBaTb 6 06pasuoB. [1poOMapKUpOBaHHbLIX MPOBMPOK/HEOOXOAUMBIX  IYHOK

MUKponiaHweTa - 8. Hy)XXHO npurotoButb cMecb 4na 9 (8+1) npobupok/nyHok, T.e. 54 mkn OT-MLP-

Oydepa «n» + 2,7 MK (pepmeHTa Tag/RT.

BHUMAHWE! MpwuB3atun epmeHTa Tag/RT HE06X0AMMO NOrpy>XXaTb HAKOHEYHWK He 6osiee Yem

Ha 1,0 MM © cobnogate npaeBuia LO3MPOBAHUSA BASKMX XMAKOCTel. TuiaTeNlbHO CMbITb OCTaTKU

thepmeHTa Tag/RT ¢ HAKOHEYHMKA NMUMEeTUPOBaHMEM He MeHee 5 pas.

7.3.6. BcTpsAXHUTe NpobupKy ¢ NpurotoBneHHon cmecbto OT-MLP-6ydepa «U» ¢ depMeHTOM
Tag/RT Ha MUKPOUEHTpUdyre-sopTekce B TeyeHMe 3-5 € U UEHTPUADYrnpyinTe Ha
MWKPOLLEHTPUYyre-sopTeKce B TeyeHue 1-3 c.

Cmecb MOXHO XpaHuUTb npu Temnepatype ot 2 °C go 8 He 60nee 04HOr 0 Yaca.

7.3.7. [lo6aBbTe B NMPOOGUPKU/NYHKN CO CMecblo A4 amnangukaumm no 6,0 mkn cmecu OT-MLP-
byhepa «u» ¢ pepmeHToM Taq/RT. 3aKkpoiTe NPoGUPKMN.

BHUMAHWME! Tocne pob6aBneHusa cmecu OT-TMLP-6ydepa «U» n depmeHta Tag/RT B

NPOGUPKU/NYHKN CO CMecbio ANA aMmnangukauum HeobxoAnMMO B TedeHWe OLHOro 4yaca BbINOMHUTL

7.3.8-7.3.14.

7.3.8. BCTpAXHUTE NPOOGUPKY C NOMOXUTENbHBIM KOHTPObHbLIM 06pasLoM Ha MUKPOLEHTPpUdyre-

BOpPTeKCe B TeueHue 3-5 ¢ U LeHTpUyrupylite Ha MUMKPOLEHTPUDYre-BopTeKce B TeHeHUe 1-

3c.
BHUMAHWME!
1 Mepes BHeceHMEM B MNPOBUPKU/NYHKW C peakuuoHHOl cMecblo rnpenapata PHK u
OTPULATENIbHOrO KOHTPOJIbHOr0 06pa3ua Heo6Xo0AMMO BbIMOMHUTL PEKOMEHALUM MO UCMOoNb30BaHUI0
npenapata PHK, npuBeféHHble B MHCTP3YCLMM MO MPUMEHEHMNIO Habopa/KOMMJ/eEKTa peareHToB AN
BblgeneHna HK.
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2. npu wncnonb3oBaHun Ana BblgeneHna PHK komnnekTta peareHToB NMPOBA-HK u Habopa
peareHToB [MPOBA-HK-S BCTpAXxHUTe npobupkn ¢ npenapatom PHK u© oTpuuatenbHbIM
KOHTPO/IbHbIM 06pa3y0M Ha MUKPOLEHTpUYyre-BopTeKce B TeueHue 3-5 ¢ 1 ueHTpudyrmnpyiite Ha
MUKPOLIEHTpUdyre-BopTeKce B TedyeHume 1-3 c,

3. Mpn wcnonb3oBaHun ansa  BblgeneHns PHK Habopa peareHtoB [MPOBA-MY  DWP

LEeHTPUQYrupyiTe 3akneeHHbli NAEHKON rNy60KOMYHOUYHbIA MnaHweT ¢ npenapatom PHK un

oTpuuaTeNbHbIM KOHTPO/IbHbIM 06pasuom npu RCF(g) 100 B TeveHwme 30 ¢ 4N ocaxAeHUs KOHAeHcaTa

U CHUMNTE NNEHKY.

4. [Ana npefoTBpalleHNA KOHTaMUHauuu cnefyet nepef sHeceHnem PHK OTKpbIBaTb KPbILWKU

TO/MIbKO Tex MpPoO6UPOK, B KOTOpble OyfeT BHOCUTLCHA AaHHbIA 06pasel, M 3aKpblBaTb UX MNepes

BHeceHMeM cnegywouwero. [penapatel PHK ©“  KOHTponbHble 06pasubl crefyeT BHOCUTb

HaKOHeYHMKamMu ¢ (PUAbTPOM.

7.3.9. BHecuTe B COOTBETCTBYHLLIME MNPOMapKMUpoBaHHble MNPOBUPKN/HEOOX0ANMbIE NIYHKU
MUKponaaHweTano 6,0 MK BblgesieHHOro 13 o6pasuos npenapata PHK. B npobupKu/nyHKu,
npoMmapkupoBaHHble «K-» n «K+», PHK He BHocuTcA.

7.3.10. BHecuTe B NPOOMPKY/NYHKY, NpOMapKuMpoBaHHy «K—», 6,0 MKI oTpuuaTenlbHOro
KOHTPO/IbHOT0 0bpasua, npoweguero atan BbigeneHmns PHK.

7.3.11. BHecuTe B MpPO6GUPKY/NYHKY, MNPOMapKMpoBaHHY «K+», 6,0 MKA M0A0KUTENbHOro
KOHTPONbLHOro obpasua.

7.3.12. B cnyyae ncnosib3oBaHMA MUKPoONaHLeToB 96 NyHOK:

7.3.12.1. MomecTnTe akKypaTHO, He BCTpsXMBasi, MUKPONaHLWeT B MNOANO0XKY YCTPOACTBa ANA

3aneyaTbiBaHWS NaaHweToB ATnak.

7.3.12.2. MpoBeanTe 3anedaTbiBaHMe MuUKponaaHweta [MLLP nonmmepHoin TepmonneHKoM

cornacHo pyKoBOACTBY N0 3KcnayaTauum npuoéopa ATnaxk.

7.3.12.3. LleHTpngyrmnpyinte mukponnaHweT MLUP npn RCF(g) 100 B TeveHune 30 c.

7.3.13. B cny4ae 1ucnonb3oBaHNA NMPoOUPOK:

LleHTpudyrupyiite Bce NpobUPKM Ha MUKPOLEHTPUGYre-BopTekce B TedeHume 3-5 ¢ (npwu
ncnonb3oBaHUM ana nposegeHna OT-TLUP geTekTupytowero amnangpukatopa Rotor-Gene Q
LeHTpUdyrmvposaHue He 0653aTesIbHO).

7.3.14. ¥YcTaHOBUTe BCe NPOOGUPKU/MUKpPONNAHLLET B AeTEKTUPYIOLWMIA aMNanmnKaTop u nposeguTe
OT-MUupP (7.3.15,7.3.16).

7.3.15. [nA geTeKTUpyroLWMX amnanpmkaropos cepun OT:

3anycTuTe NporpaMmHoe obecriedeHWe AeTEKTUPYHOLWEro amnivdukaTopa. Mpy nepeBom
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nposegeHnn OT-TLIP 3arpysuTe COOTBETCTBYHLWLIMIA TecT™ [Jasnee M NpuM MNOCNeayrLInX
nocTaHoBKax co3faliTe COOTBETCTBYIOLL NI NPOTOKON UCC/EA0BaHUA: YKaXKNTE KOSIUYECTBO U
NaeHTUPMKaTopbl 06pa3LoB, B TOM YNUCNE OTPULATENBHOIO U NONOXUTENIbHbIX KOHTPOJIbHbIX
06pa3yoB, 0TMeTbTE pacnosioxeHne 06pasL,0B Ha MaTpuLie TepMob6/10Ka B COOTBETCTBUM C UX
ycTaHoBKoWn n nposegnte OT-TMLP. Mpwn BbiGOpe TecTa f0/MKHA 0TO6paXkaTbCs Mporpamma,
npueeféHHan B Tabnnue 7.

7.3.16. Ana peTekTupytowunx amnangpukatopos Rotor-Gene Q, CFX96, Applied Biosystems
QuantStudio 5:
Mpoeeante OT-MLIP ¢ ydyeTom o06bEMa peakKLMOHHOW CMecW, paBHOro 18 MK, Mo

nporpammamM amnanpukaumm, NnpuBeaéHHbIM B Tabnnuax 4 -6 cooTBETCTBEHHO.

Ta6nuya 7 - MNporpamMmma aMnavduKauum ans 4eTeEKTUPYIOLWMX aMNIM@uKaTopoB «4Tnpaim»,

«ATnanT» (hacoska U)

Pexxnm
Ne 6/10Ka Temnepatypa, °C MWH c Uncio UMKIOB  ONTUYECKMX Twn 6n1oKa
N3MepeHNi
1 47 20 0 1 Linkn
2 95 5 0 1 Lpkn
94 0 10
3
64 0 15 50 Vv Linkn
4 80 0 1 1 Lpkn
° 1 10 XpaHeHvie XpaHeHve
\/- peXXMM OMTUYECKMX N3MEePEHNIA
7.4. MoarotoBka W NpoBefeHMe peaKuuyu 06paTHOM TpaHCKPUNUUW WU MOJUMepasHON

LenHon peakunm. dacoska U, ¢ NCNONb30BaHMEM A03MPYIOLLEro ycTponcTea ATcTpum
(TOoNbKO ANA AeTeKTUpPYOLLEro amnangukatopa ATnpaim B Mmognukaunn «4Tnpanm
X *3)

BHMMAHWE!

1 Ona  amnnudukauum  criefyeT  UCNOAb30BaTb  MUKponaaHweTbl [MLP 384  nyHKw,

repmMeTU3MpyeMble TePMOMNIEHKOIA.

- TECT ANA AETEKTUPYHOLLMX aMnndmKaTopoB cepum AT co3faétcs nyTém BBOAA NapaMeTpoB (MapameTpbl
TecTa yKasaHbl B MpunoxkeHnn B) nnm npefocTaBnsieTcs NpovM3BoaMTeNieM Habopa peareHToB.
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2. Mpy nNpoBefeHUM BCeX MOCMeAYOLWLMX AeHCTBUIA cneayeT m3beraTb BO3AENCTBUA MPSAMbIX

CO/THEUHbIX Ny4eit Ha NPOGMPKN CO CMechlo Ans amnandukauun!
MpumeyaHue -PekoMeHAyeTCs MOCTAaHOBKaA He MeHee 5 06pasLoB B OAHOM MCCNef0BaHMM (3 HEM3BECTHbIX

ob6pasua, oTpuLaTeNbHbIA U MNONOXUTENbHBLIA KOHTPO/bHbIE 06pasLibl).

7.4.1. BCTpAXHUTE MPOGUPKY CO CMECb AN amMnanuKaunum Ha MUKPOLEHTpUJYre-BopTeKce B
TedeHue 3-5 ¢ 1 LeHTPUGYrupyinTe Ha MUKPOLIEHTpUdYre-BopTeKce B TeueHne 1-3 c.

7.4.2. BcTpaxHute npobupkun ¢ OT-MUP-6ydepom «U» un  depmeHToM Tag/RT Ha
MUKPOLEHTpUyre-sopTekce B TedeHWe 3-5 ¢ U LeHTPUQYrupyiiTe Ha MUKPOLEHTpUGyre-
BOPTEKCe B TeyeHue 1-3 ¢

BHUMAHWE! depmeHT Taq/RT HeobxoguMmo focTaBaTb U3  MOPO3U/ILHON  Kamepbl

HenocpeAcTBEHHO Nepef NCN0/b30BaHNEM.

7.4.3. Cnegya ykasaHusm MO gosupylowiero ycrtpoiictea ATCTpumM, NPUroToBbTe B OTAENbHOMN
ofiHopa3oBoii Npobupke cmecb OT-MLP-6ydepa «U» ¢ thepmeHTOoM Tag/RT.

BHUMAHWME! Tlpwu B3atumn hepmeHTa Taqg/RT HE06X0ANMO MOrpy>aTb HAKOHEUYHUK He 60Mee Yem

Ha 1,0 MM n cobniogaTe npasuna LO3MPOBAHUA BA3KUX XUAKOCTel. TwaTeNlbHO CMbITb OCTaTKU

thepmeHTa Tag/RT ¢ HaKOHeUYHMKaA NMUNETUPOBaHNEM He MeHee 5 pas.

7.4.4. BCTpAXHUTe NpPoOMPKY C NPUroToBrieHHOl cMecbto OT-MLUP-6ydepa «U» ¢ hepmeHTOM
Tag/RT Ha MUKpoUeHTpudyre-eBopTekce B TeyeHMe 3-5 c U UeHTPUGYrnpyiite Ha
MUKPOLEHTPUGYyre-eopTeKce B TeyeHne 1-3 c.

7.45. BCTpAXHUTe NPOBUPKY C MNOMOXKUTENIbHLIM KOHTPOSIbHbIM 06pa3LoM Ha MUKPOLLEHTPpUyre-
BOpTeKCe B TeueHue 3-5 ¢ U LeHTPUGyrupyinTe Ha MUKpPOLEHTPUQYyre-BopTeKce B TeveHmne 1-
3c.

BHUMAHWME!

1 Mepes nposejeHWeM  A03MPOBAHUS  HeOBXOAMMO  BbIMOMHUTL  PeKOMeHjauuMm Mo

ncnonb3oBaHuMto npenapata PHK, npnBegéHHble B MHCTPYKLUUM MO NPUMEHEHUIO Habopa/KoMn/eKTa

peareHToB Ans BblueneHnsa HK.

2. Mpn ucnonb3oBaHun ansa BbigeneHns PHK komnnekta peareHToB NMPOBA-HK n Habopa

peareHToB [POBA-HK-S BCcTpssxHUTe npobupkn ¢ npenapatom PHK un  oTpuyatenbHbIM

KOHTPO/IbHbIM 06pa3y0M Ha MUKPOLLEHTPUQYre-BopTeKce B TedeHMe 3-5 ¢ U LUeHTPUQyrupyinTe Ha

MWKPOLLEHTpUyre-sopTeKce B TeveHue 1-3 c.

7.4.6. YcTaHOBMTEe NPOBGUPKMK CO CMecbto ansa amnandukaymm, co cmecbto OT-TMLIP-6ydepa «U» ¢
thepmeHTOM Tag/RT, ¢ npenapatamy PHK, oTpuuaTenbHbIM KOHTPO/NbHbLIM 06pasLoM U
NOMIOXUTENbHLIM KOHTPO/IbHBLIM 06pa3uom, a Takxe MukponniaHweT ana MLUP Ha pa6ouwnia
cton AOTcTpMM K NpoBeauTe [03MPOBaHME KOMMOHEHTOB COrNacHO PYKOBOACTBY MO

IKcnnyataunn.
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7.4.7.  MomecTUTe aKKypaTHO, He BCTPSXMBAs, MUKPOMAAHLET B MOA0XKKY YCTpoiicTBa A/
3aneyaTbiBaHUA naHWweToB [ATnakK nocne 3aBeplleHUs nporpamMmmMmbl Ha [O3UPYIOLLEM
ycTpoiicTBe ATcTpuMm.

7.4.8. MpoBefuTe 3anevaTbiBaHMe MUKponnaHweTa MLP nonuMepHon TepmMoOnaeHKON cornacHo
PYKOBOACTBY MO 3KcnayaTauuu npubopa ATnak.

7.49.  UenTpudyrupyiite mukponnaxwwet MLP npn RCF(g) 100 B TeueHue 30 c.

7.4.10. YcTaHoBMTe MUKponnaaHweT MLIP B 6/10K AeTeKTUPYIOLLLEr0 amnangmnkaTopa.

7.4.11. 3anycTuTe nporpamMmMHoe obecrneyveHume aeTeKTuUpylouwlero amnnaudmkaropa. MNMpu nepsom
nposeaeHnun OT-MLP 3arpysnTe COOTBETCTBYHOLW WA TecT”. [danee v nNpyM MNOCNeAyHOLLINX
NocTaHOBKax co3faliTe COOTBETCTBYHOLMNIA NPOTOKO/ UCCNEA0BAHNA: YKaXUTE KOSIMYECTBO 1
NAEHTUPMKATOPbI 06pas3LL0B, B TOM YMC/le OTPULATENBHOIO Y NONOXKNTENbHbBIX KOHTPOMbHbIX
06pa3uoB, OTMeTbTE pacnosioXeHne 06pasLoB Ha MaTpuLe Tepmob/I0Ka B COOTBETCTBUN C UX
ycTaHoBKoOW 1 npoeeante OT-MLP. Mpn BbIGOpE TecTa J0/HKHA 0TOOpaXKaTbCs MporpamMma,

npuBeaéHHas B Tabnuue 7.

8. PETMCTPALUNA PE3YJIbTATOB AMITNIMO®NKALLNI
Pernctpauma curHana ¢ayopecueHuMn MPOBOAUTCSA [eTEKTUPYHOLWUM aMnInpuKaTopom

aBToOMaTUn4eCKM BO BpeEMA aMI'Iﬂl/I(*)VIKaLWIVI.

*- TeCT 4151 leTEKTMPYIOLLMX amnnngmKaTopoB cepumn AT co3faéTca nyTém BBoAa NapameTpoB (NapameTpbl
TecTa yKasaHbl B [prnoxeHnn B) nnm npegoctaBnsieTcsi Npon3BoavTeNieM Habopa peareHToB.
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9. YUYET N UHTEPMPETALIMA PE3Y/IbTATOB
91 Y4y8T pe3ynbTaTtoB amnanukKaumm - OCYLLEeCTBIAETCA aBTOMATUYECKUM C  TMOMOLLbIO

nporpammMmHoro obecrneyeHuns, NOCTaBAAEMOro C AeTEKTUPYOLWNUM aMNInPUKaTOPOM.

9.2. Mpn mncnonb3oBaHUM fAeTeKTUpyWwKx amnnugukaropos CFX96 cnefgyeT MCNonb30BaThb
perpeccMoHHbIn TN aHanmsa (Cqg Determination Mode; Regression), Bo BKnagke «Baseline
Subtraction» Heo6xoanmo BblbpaTb «Baseline Subtraction Curve Fit».

9.3. VHTepnpeTauus pe3ynbTaToB MPOBOAMTCHA B COOTBETCTBMW C Tabnuuein 8. PesynbTatbl
MOCTAHOBKW BaJNAHbI, €CAN  BbIMNOMHAITCA YCNOBUA MWHTEpnpeTauun pesysbTaTos,
NOSIYYEHHbIX /11 KOHTPO/bHbIX 06Pa3LL0oB.

Tabnunua 8 - WHTepnpetayma pesynbtatos OT-MLP

KaHan geTtekuunmn

Hex/YellowA™ic /Red PHK MHTepnpeTaumnsa pesynbrarta
(BHyTpeHHuii konTpony),  CYS/Re C('jg(c;gaﬂ ). 4 y
Cp/Cq/Ct p/Ca/Ct
HewnsBecTHble o6pasLbl
He yuutbiBaeTtcq YKa3aH O6HapyxeHa PHK Influenza B virus
YKasaH He ykasaH He o6HapyxeHa PHK Influenza B virus
He ykasaH He ykasaH HefoCTOBEPHbII pe3ynbTaT.
OTpuuyaTenbHbIl KOHTPONbHbI 06pasey,
YkazaH He ykasaH OTpuuaTeNbHbI pe3ynbTaT
Pe3ynbTaTbl NOCTAHOBKMW BanuHbl
MoNoOXMNTENbHbIA KOHTPONbHbLIN 06pasey
He ykasaH YkaszaH MonoXunTenbHblii pesynbtar
PesynbTaTbl NOCTAHOBKMW BasiUfHbI
9.4. HepocToBepHbIl pesyibTaT MOXeT ObITb CBA3aH C NPUCYTCTBMEM MHTMOUTOPOB B Npenapare

HK, nony4yeHHOM M3 GMOMOrMYECKOro MaTepuana; owWM6Kamu npeaHaMTUYeECKOro aTana,
HEeBEPHbIM BbIMOMIHEHVEM MPOTOKO/A aHanM3a; Heco6/eHeM TeMMepaTypHOro pexuma
aMmnangukaunm 1 gp. B atom cnyyae Heo6xo4MM0 NMOBTOPHO NpoBecTH 160 BblaeneHne HK
n noctaHoBky OT-MLP gns atoro o6pasuya, n1Mbo B3ATUE 6MOMOrMUYECKOro martepuana y
nauueHTa (BbINOMHSAETCS NOCNeA0BaTeIbHO).

9.5. MpY NoNyYeHUN MOSMOXKUTENBHOTO pe3ysibTaTa A1 0TPULATE/IbHOr0O KOHTPO/IbHOIO 06pasua
pe3ynbTaTbl BCeli MOCTAaHOBOYHOW CEpUM CUMTAKOT HeAoCTOBEPHbIMW. B 3ToM cns3”™ae
Heo6XoAMMO MpOBeAeHUe CrneuuasnbHbIX MepONpuUATUIA NS BbISBNEHWS W yCTPaHeHus
BO3MOXXHOI KOHTaMUHaLMUN.

9.6. Mpy NoNy4YeHMM oTpULLATENIBHOFO pesy/bTaTta /151 MON0XKUTENIbHOro KOHTPO/IbHOMO o6pasua
pe3ynbTaTbl BCeli MOCTAHOBOYHOW CepuM CUUTAKOT HEAOCTOBEPHbIMW. B 3ToM crydae

TpebyeTca NOBTOPHAs MOCTAaHOBKAa aMNiMmKaumum Bceid napTum o6pasL,oB.
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MpegynpexaeHus
EOVHWMYHBIA oTpuuaTeNbHbIA pe3ynbTar MUCCNefioBaHUA, 0CO6eHHO ecnu 3To obpasey, w3
BEPXHUX AblXaTeslbHbIX NYTel, He UCKNtoYaeT NHDEKLNN.

OTpuuartesibHble pe3ynbTaThl HE A0/XKHbI UCMO/1b30BaTLCA B KaYecTBe EAMHCTBEHHOVI OCHOBbI

anda NPUHATUA peleHna o 1e4eHnn naymeHToB.
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10. TPAHCITIOPTUPOBAHWE, XPAHEHWE N SKCIJTYATALUWNA

1. TpaHcnopTUpoBaHue

FOJ1/1,  TpaHcnopTupoBaHve Habopa peareHTOB OCYLECTBASAOT B TEPMOKOHTeliHepax ¢
XNafoaneMeHTaMy BCEMM BUAAMU KPbITOFO TpaHcropTa nNpu TemnepaType BHYTpU
TEPMOKOHTeliHepa, COOTBETCTBYIOLLEA YCMOBUAM XPaHEHUA KOMMOHEHTOB, BXOAALLUX B
cocTaB Habopa peareHToB.

10/1.2.  flonyckaeTcs TpaHcnopTMpoBaHue Habopa peareHToB, 3a UCKAYeHneM dhepmeHTa Tag/RT,
B TEPMOKOHTeliHepax C X/1af03/ieMeHTaMyi BCEMU BWAAMW KPbITOFO TpaHcropTa Mnpw
TemnepaType BHYTpPX TepMOKOHTeliHepa oT 2 °C go 25 °C He 60nee 5 CyTOK.

FON.3. fonyckaetcs  TpaHcnopTupoBaHue  tepmeHTa  Tag/RT B TepMOKOHTeliHepax  C
XNaf03/ieMeHTaMy  BCEMM BMAaMM  KPbITOrO TpaHcrnopTa npu TemnepaType BHYTpU
TepMOKOHTelHepa g0 25 °C He 6onee 5 cyTokK.

FO/TA  Ha6opbl peareHToB, TPaHCNOPTUPOBAHHbIE C HapyLUEHWEM TeMMepaTypHOro pexuma,
NPUMEHEHMIO He NoANexar.

102.  XpaHeHue

1021 Bce koMMOHEHTbI Ha6opa peareHTOB, 3a UCKMIOUYeHNeM (hepMeHTa Taq/RT, cregyeT XpaHnTb
B XONOAUNbHUKE WU XOMOAUIBHON Kamepe npu Temnepatype oT 2 °C go 8 °C B TeueHue
BCEro CpoKa roflHocT1 Habopa peareHTOB.

102.2. Cwmecb gns amMnauMuKauMu M cMecb AN aMnAUGUKALMW, 3anedaTaHHylo napadmvHoM,
cneayeT XpaHuTb B 3alULLEHHOM OT CBETA MECTE.

10.2.3. ®epmenT Tag/RT cnegyeT XpaHUTb B MOPO3UIbLHOWM Kamepe Npu TemnepaType 0T MUHYC
18 °C go mMmuHyc 22 °C B TeHeHMe BCEro CpoKa rogHoCcTU Habopa peareHTOoB.

10.2.4. Habopbl peareHTOB, XpaHMBLUMECA C HapyLUEHWEM Per1aMeHTUPOBAHHOIO pPeXuma,
MPUMEHEHMIO He NoA/siexar.

10.3.  YkasaHus no aKcnayaTaymm

10.3.1. Ha6op peareHTOB [O/MKEH MPUMEHATHLCA COFMACHO [eACTBYIOLEeli BEPCUN YTBEPXKAEHHOM
WHCTPYKLMK NO MPUMEHEHUIO.

10.3.2.  na nonyuyeHns JOCTOBEPHBIX Pe3yNbTaTOB HEOBXOANMO CTPOroe COB/I0AeHNE UHCTPYKLMN
Mo NpUMeHeHN0 Habopa peareHToB.

10.3.3. Mocne BCKpbITUS YNaKoOBKM KOMMOHEHTbI Habopa peareHToB C/efyeT XpaHuUTb npu
CNEAYIOLLUX YCNOBUAX;

- BCe KOMMOHEHTbI Habopa peareHToB, 3a UCK/OYeHneM hepMeHTa Taq/RT, crefyeT XpaHuTb
B XON0ANNbHUKE UNW XONOAUNbHOW KaMepe npu TemnepaType oT 2 °C go 8 °C B TeueHue

BCEro CpokKa rogHocTun Ha6opa peareHToB;
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- CMecb [N aMnaMukaumMm n CMecb ANA amnanukauuum, 3anedyaTtaHHy napaguHomMm,
c/eflyeT XpaHUTb B 3aWULEHHOM OT CBETa MeCTe;

- thepmeHT Taq/RT cnepyeT XpaHUTb B MOPO3W/bHOM Kamepe Npu TemnepaType OT MUHYC
18 °C go MuHyc 22 °C B TeHeHMNe BCEro cpoka rogHocTn Habopa peareHToB,

Ha6opb| peareHToB C UCTEKLWUNM CPOKOM FrogHOCTU NMPUMEHEHUNIO HE MnMoAnexxart.

11. YKASAHUNA MO YTUITNIALUNN
Mpu wncnonb3oBaHUM Habopa peareHTOB B K/AWHUKO-AMArHOCTUYECKOW sfabopatopum
06pasyloTcs 0TX0Abl Knacca B, KOTopble yTUAM3NPYIOTCSA B COOTBETCTBUM C TpeboBaHUSAMU
CaHlNMuH 2.1.3684-21 n MY 1.3.2569-09.
Habopbl peareHTOB, MpULleALme B HENPUTOAHOCTb, B TOM YUMC/e B CBSI3N C UCTEUYEHMEM CPOKaA
rOAHOCTW, TMOBPEXAEHWEM  YMNaKOBKW, MNognexar yTuav3auum B COOTBETCTBUU

¢ TpeboBaHusmm CaHlMuH 2.1.3684-21.

12. FTAPAHTUN N3rOTOBUTENA
MpeanpunaTne-M3roToBUTENb rapaHTUPYeT COOTBETCTBME Habopa peareHTOB TpeboBaHUSM
TEXHUYECKUX YCNOBWIA MNpu CcoBMNOAEHUM YCNOBUIA TPaHCNOPTUPOBAHMSA, XPaHeHUS W
aKcnyaTaymu, ycTaHOB/IEHHbIX TEXHUYECKUMM YCI0BUAMN.
CpokK rogHocTu Habopa peareHToB - 12 mecsiueB npu coO6/KOAEHUN BCEX YCOBUIA

TPaHCNOPTUPOBaHUA, XpaHEHUA N aKCN/1yaTaynn.

13. PEMOHT N TEXHUNYECKOE OBCJTY > XUBAHWE

HaGop peareHTOB npegHasHayeH [ OAHOKPATHOrO MPUMEHEHUS U He MNOANEeXMUT

TEXHNYECKOMY Oﬁcﬂy)KI/IBaHVHO N TEKYLLEMY PEMOHTY.
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14 CUMBO/IbI, MCMONB3YEMBIE MPU MAPKMPOBKE HABOPA PEAFEHTOB

MeanunHcKoe usgenve
ANS1 AMarHoCTMKM LW Vifro

I IMpenen Temnepatypbl

W Cofiep>KMMOro [0CTaTOUHO
AN NPOBE/EHWsI N TeCTOB

Vicrnonb3oBatb 40
[Tot] Kog naptum (cepun)

Jarta nsrotosneHuA
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15. NMEPEYEHb MPUMEHAEMbIX HAUMNOHAJ/TbHBIX CTAHOAPTOB
FOCT ISO 14971-2021 WN3pgenua meguumHckue. NMprMmeHeHWe MeHegKMeHTa pucka K MeguuMHCKUM
n3genunam
FOCT P 2.105-2019 EanHas cucTema KOHCTPYKTOPCKOM AoKymeHTauun. O6uime TpeboBaHUs
K TEKCTOBbIM JOKYMEHTaMm
FOCT P 15.013-2016 Cunctema pa3paboTKu WM MOCTAHOBKM MNPOAYKUMW Ha MNPOM3BOACTBO.
MefuumMHCKMeE n3genns
FOCT P 51088-2013 MeguunHckue wmsgenna pna AMarHOCTUKW WH BUTPO. PeareHTbl, Habopbl
peareHToB, TECT-CUCTEMbI, KOHTPO/IbHbIE MaTepuasbl, NUTaTeslbHble cpefbl. TpPeboBaHUA K U3AeTNAM
W MoALepXXMnBarLLLeli JOKYMeHTaLMM
TOCT P 51352-2013 MeauLMHCKNe U3aenuns ansa MarHoCTUKM UH BUTPO. MeToAbl UCNbITaHWU
FOCT P 52905-2007 (MCO 15190:2003) JlabopaTopuun meguumnHckue. TpeboBaHMA 6e30NacHOCTU
FOCT P NNCO 15223-1-2020 3penua megnumMHCKMe. CUMBOJIbI, NPUMEHAEMbIE NMPU MapKUPOBaHUN
MEAULUHCKNX N3NNI, HA STUKETKAX U B COMPOBOAMTENbHON goKyMeHTauuun. Yactb 1. OCHOBHbIe
TpeboBaHUSA
FOCT P NCO 18113-1-2015 MegnunHCKMe wu3genusa ana  guarHocTukm in vitro. WHdopmayms,
npefocTaBnsieMas M3rotoBmtenieMm (MapkuMpoBka). YacTb 1. TepMuHbI, onpegeneHnss u obuiue
TpeboBaHuA
FOCT P NCO 18113-2-2015 MeanumHCKMe u3genus [AAs AMarHocTUKKW in vitro. WHgopmauus,
npegocTassisieMas U3roToBuTenem (MapkmpoBka). Yactb 2. PeareHTbl Ans gMarHoCcTUKK in vitro ans
npoceccMoHanbHOro NPUMeHeHNs
FOCT P NCO 23640-2015 N3penua megnunHCKMe AN ANarHocTUKM in vitro. OueHKa cTabunbHOCTH
peareHToB ANA ANArHOCTUKM in Vitro

MpumeyaHMe - YKasaHHble Bbllle CTaHAAPTbl ObLIM AEACTBYHOLMMU Ha MOMEHT YTBEpPXAeHMS
VHCTPYKLMM MO MPUMEHEHVIO. B fanbHelillem, npy nofb3oBaHWN AOKYMEHTOM, Lies1ecoo6pasHo NpoBepuTh
AEVICTBUE CCbINIOYHbIX HOPMATMBHBIX JOKYMEHTOB Ha TEKYLLMI MOMEHT. EC/IN CCbINOYHBIN JOKYMEHT 3aMeHEH
WIN  M3MEHEH, TO MpVY MPUMEHEHUM HACTOALLEro [OKYMEeHTa C/edyeT Mo/b30BaTbCA  3aMeHEHHbIM

(M3MEeHEHHbIM) LOKYMEHTOM.
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16. ALPEC ond OBPALWLEHWNA

Mpon3BoACTBO HabOpOB peareHTOB MMeeT CEPTURULUPOBAHHYIO CUCTEMY MeHeIKMeHTa
KayecTBa M COOTBETCTBYeET TpeboBaHWAM CTaHAapTa cUcTeM MeHe[>XMeHTa KadectBa 1SO 9001 B
obnacTn paspaboTKu, npoussoacTBa U npojgaxu IVD peareHTOB M NpMO0OPOB A1 MOMEKYISAPHO-
reHeTMYEeCKOW AMarHoCTUKWU, M Apyroro nabopaTopHoro npumeHeHus, n 1SO 13485 B obnacTtu
pa3paboTKu, Npon3BoacTBa 1 npofaxu 1VD peareHTOB 1 NPMOGOPOB 415 MeAULMHCKON MONEKYSIPHO-
reHeTUYecKol ANarHoCTUKM.
MpoussoguTens: O6WECTBO € OrpaHUYeHHO OTBETCTBEHHOCTbO «[JHK-TexHonorms TCx»
(000 «AHK-TexHonorusa TC»), Poccus.
Afpec Npon3BOAUTENA:
117246, Poccus, r. MockBa, npoesg HayuHblii, g. 20, cTpoeHue 4.
MecTo npounsBogcTBa:
000 «[JHK-TexHonorusa TCx», 117246, Poccus, r. MockBa, npoes3g HayuHsblii, 4. 20, cTpoeHue 4

Mo Bonpocam, KacawlWKUMCA KayecTBa Habopa peareHToB, c/iefyeT obpallaTtbCa B CNYy>XOy
K/IMEHTCKOM NOA LePXXKN.
Cnyxb6a KNNMeHTCKOWN MOAAEPIKKN:
8-800-200-75-15 (gnsa Poccum, 3BOHOK 6ecnnaTHbIi),
+7 (495) 640-16-93 (gna ctpaH CHI™ 1 3apy6exbsl, 3BOHOK MAaTHbINR).

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

3amMecTuTeNnb reHepasibHOro AnpekKTopa no

HayKe
00O «HIM® AHK-TexHonormnsa»
KB.H. nr? AbpamoB
« N » 2023r.
37
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MPUNOXXEHUE A
CokpalweHHasa metogmka BblgeneHna PHK 13 nccrnegyemoro matepuana

(Ma3KKn 13 HOCOTNOTKM U POTOrI0TKK) C UCNOMIb30BaHUEM KommnekTa peareHToB NMPOBA-HK.
BHVNVMAHWE!
1 Mepeg HavyanoMm paboTbl HEOOXOAMMO LOCTaTb M3 XOMOAW/IbHUKA KOMMJIEKT peareHToB Afis
BbleNEHNA HYKNEUHOBbIX KWUCAOT W MNPOKOHTPONIMPOBATL OTCYTCTBME 0cCajkKa B JIN3UPYIOLLEM
pacTBope. B cny4yae BbiNafgeHWsA ocajgka NM3MPYHOLWMIA pacTBOpP cneayeT nporpeTb npu 65 °C go
MOJSIHOr0 PacTBOPEHMSA 0cafKa, 3aTeM MepemMeLlaTh NepeBopayMBaHneM iakoHa BBepx AHOM 5-10 pas,
n3beras neHoobpasoBaHUS.
2. Mpun nporpeBaHNn MNpPO6GMPOK BO3MOXHO OTKpbIBaHWe Kpblwek! CrefyeT WMCNOAb30BaTb
npobupkM c 3awénkumBarowmmMmncsa Kpbiwkamn (Hanpumep, Eppendorf Safe-Lock Tubes) wnu
nporpaMmMupyemMble TepMocTaTbl C MPVKUMHOM KPbIWKOWA (Hanpumep, TepMocTaT TBEpPAOTE/bHbIN
nporpaMmMmnpyemMblii - manorabaputHbli TT-1-«AHK-TexH.», npousBoacTBa OOO «HIMO AHK-
TexHonormnsa»).
1 MpomapkupyiiTe No OfHOV OAHOPA30BON MNIACTUKOBOW MNpobupke obbEMOM 1,5 mn ans

KaXloro Hem3BecTHOro obpasua 1 oTpuLaTelbHOro KOHTposbHoro o6pasua (K-).
2. BHecuTe B Kaxayl npobupky no 10 MKA npefBapuTelbHO MNepemMeLlaHHOro Ha

MWUKPOLEHTPUDYre-BOpTEKCE BHYTPEHHErO KOHTPO/IbHOIro obpasua PHK-BK "A™ n3 Habopa

peareHToB Bupyc N'punna B.

3. Jo6aBbTe B KAyt NpobupKy rno 300 MK/ IN3MPYIOLLLENO PacTBOPa, He KacasiCb Kpasi MpobupKu.
4. BHecuTe B NpobuUpKM AN HeM3BeCTHbIX 06pa3LoB no 100 MKN uccnefyeMoro Mmatepuana.
5. BHecnTe B Npo6MpPKY, NPOMapKUPOBaHHy «K-», 100 MKA OTPULATE/IbHOr0 KOHTPOJSIbHOIO

o6pasya. MNOTHO 3aKpoiiTe NPOGUPKKM, BCTPSAXHUTE NPOOGUPKM Ha MUKPOLEHTpUdyre-

BOPTeKce B TeyeHune 3-5 c.

6. TepmocTaTmpyiiTe NpobUpKN Npu TeMmnepaType 65 °C B TeueHUe 5 MUH.
7. LleHTpudyrmpyiite npobupKN Ha MUKPOLLEHTpudyre-BopTekce B TeveHne 3—5 c.
8. [ob6aBbTe B Kaxayto npobupky no 400 MK peareHTa Ansa npeumnuTannm, He Kacascb Kpas

NpPobMpPKK, 3aKPONTE MPOOUPKN U BCTPAXHUTE MPOOUPKN Ha MUKPOLIEHTPpUyre-BopTeEKCe B
TeyeHue 3-5 c.
LleHTpudyrmpynte npobupkm npn RCF(g) 12000-16000 B TeyeHne 10 MUH NpU KOMHATHOWA
Temnepatype (o1 18 °C go 25 °C).

10. He 3ageBas o0cajoK, MOMHOCTbI YyAanuTe HAJOCAf0UHYK XUAKOCTb (OTAENbHbIM
HaKOHEYHVKOM U3 KaXK0W Npobupku).

11. [ob6aBbTe K 0cagkKy no 500 MK NpomMbIBOYHOIO pacTBopa Nel, He Kacasicb Kpas Npobupku,
3aKpoiTe MPOOGMPKMN 1 aKKypaTHO NepeBepHUTE NPo6bUpKK 3-5 pas.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU 38



N |£||HK.'|'E)(HO_['|OF|/|§| |/|HCprKLI|I/IF| no NPUMEHEHNIO NncT 39

Bupyc Npunna B Nuctos 41
12. LleHTpudyrupyiite npobupkn npn RCF(g) 12000-16000 B TeyeHMe 1 MUH NPU KOMHATHOA
Temnepatype (oT 18 °C go 25 °C).
13 He 3ageBas ocafoK, MOMHOCTbIO YyAanuTe HaA0CaA0YHYH XUAKOCTb (0TAeNbHbIM
HaKOHEYHMKOM M3 KaXK0i Npobupkn).
14. JobaBbTe K ocagky rno 300 MK NpoMbIBOYHOIO pacTBopa Ne2, He Kacascb Kpas Npobupku,

3aKpoiTe NPOBMPKUN U aKKypaTHO NepeBepHUTE Npobupkm 3-5 pas.

15. UeHTpugyrupyiite npobupkn npn RCF(g) 12000-16000 B TeueHMe 1 MUH NpU KOMHAaTHOW
TemnepaTtype (oT 18 °C go 25 °C),

16. He 3ageBas 0cafoK, MOMHOCTbIO yjanuTe HAAOCAJOYHYIO >KMAKOCTb (OTAENbHbIM
HaKOHEYHVKOM M3 KaXKAon npobupku). JonyckaeTcs 0CTaBUThb XWUAKOCTb, MOKPbIBAKOLLYHO

ocafoK, 06bEMoM He 60nee 20-30 MKA.

17. OTKpoliTe NPO6GUPKKN 1 BbICYLLMTE 0CafoK Npu TemnepaType 65 °C B TeveHMe 5 MUH.
18. [ob6aBbTe K ocagKy no 50 MKn 6ydepa Ans pacTBOPEHUS, 3aKPOIiTe MPOOUPKMN.
19. BcTpaxHuTe NpobMpKKU Ha MUKPOLEHTPUGyre-sopTeKkce B TedeHne 3-5 ¢ 1 ocaguTe Kanam

LeHTpudyrnposaHnem npobmnpok B TeveHue 3-5 c.

20. TepmocTaTupyiite npobupku npm Temnepatype 65 °C B TeueHMe 5 MUH. BCTPAXHUTE NPOOUPKK

Ha MUKPOLLeHTPUyre-sopTeKce B TeveHue 3-5 C.

21. OcaanTte KoHAeHcaT ueHTpugyrnposaHnem npy RCF(g) 12000-16000 B TeveHne 30 ¢ npwu

KOMHaTHol Temnepatype (o1 18 °C go 25 °C).

Mpenapat PHK rotoB 418 NOCTaHOBKWU peakunu 06paTHOW TPaHCKPUMLUM U NOUMEPA3HOW
LenHoi peakymn.

Mony4yeHHblii npenapat PHK Heob6xoAMMO B Te4deHMe ABYX HacoB WCMNOAb30BaTb [Ans
NOCTaHOBKM peaKLum 06paTHOM TPaHCKPUNLUKU 1 NOIMMEPAa3HOoM LenHol peakymn. na BO3MOXHOCTH
NpoBefeHMs MOBTOPHOro wuccnegoBaHuMsa ocTaBwykca PHK cnegyeT cpasy e MNOMecTUTb B
MOPO3U/IbHYIO KaMepy U XpaHuUTb Npu TemnepaType He Bblille MUHYC 18 °C He 60see 7 CYTOK, He

pasMopaxuBasi 0 NOCTAHOBKM.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU 39



A AHK-TEXHOOI A

WHCTPYKUNA NO NPUMEHEHUIO
Bupyc punna B

MPNNOXEHWE B

Nunct 40
Nnctos 41

MapamMeTpbl TECTA, KOTOPble HEOGXOANUMO BHECTM B MPOrpaMmHoe o6ecneyeHue

feTeKTUpyLWKux amnnanpmnkatopos «ATnpanm», «4TnanT»

npuv ncnonb3oBaHUn Habopa peareHToB Bupyc Npunna B

B (pacoBke S
1) Konnyectso Nnpobupok B TecTe - 1;
2) O6bEM peaKLMOHHOWN cmecy - 40 MK
3) B okHe «[porpaMmma amnamdukauum» BBECTU CrefyloLiie napaMmeTpbl:
Pexxum
Ne 6noka  TemnepaTypa, °C MVH c YNCNo UMKMOB  ONTUMYECKUX
N3MepeHuni
1 35 15 0 1
2 1 92 0 30 1
92 0 10
3
64 0 15 8 \%
90 0 5
4
64 0 15 40
5 1 64 0 5 1
St 0 A Xpasiehue
4) BHecTun cnefyrouine napaMmeTpbl KaHas10B AeTEKLNN:
Fam Hex Rox Cy5
BK Influenza B virus
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A AHK-TEXHONIOT LS WHCTPYKUMSA NO NPUMEHEHUIO NucT 41
Bupyc Npunna B NucTos 41

MPUNNOXEHWE B
MapaMeTpbl TecTa, KOTOpPble HEO6XOAMMO BHECTM B MPOrpaMMHoe o6ecrieyeHne
AETEKTUPYIOLWMX aMNIMdUKaTopoB «4Tnpanm», «4TnanTt»

npu Ucnonb3oBaHUM Habopa peareHToB Bupyc Npunna B

B (hacoBke U
1 KonnyectBo Nnpobupok B TecTe - 1;
2) O61BbEM peaKLMOHHOW cMecn - 18 MK,
3) B okHe «[porpaMma amnangukaunum» BBECTU CreayloLL e NapameTpbil:
Pexxum
Ne 6/10Ka Temnepatypa, °C MWH c Yncno UMKNOB  ONTUYECKNX Twn 6/10Kka
N3MepeHnia
1 47 20 0 1 Unkn
2 95 5 0 1 Livkn
94 0 10
3
64 0 15 50 Y, Laian
4 80 0 1 1 Lmkn
5 10 XpaHeHwne XpaHeHne
£ peXknm ONTUYECKUX U3MEPEHUN
4) BHecTn cnegytolime napaMmeTpbl KaHa0B AeTeKLUN:
Fam Hex Rox Cy5 Cy 55
BK : Influenza B virus
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MpepynpexaeHns

EAVHUYHBINM oTpuLaTenbHbIl pe3ynbTaT uccnefoBaHusi, 0COGEHHO ec/in 3TO 06paseL, U3 BEPXHUX AblXaTeslbHbIX nyTel,
He MCK/oYaeT NHeKUUNn.

OTpuuatesibHble pe3ysbTaTbl He J0/DKHbI UCMOMb30BaTLCS B Ka4ecTBe eANHCTBEHHOM OCHOBbI A/1A MPUHATUA peLleHus
0 /leYeHVN MaLneHToB.

Tabnunya 6 - NHTepnpetauns pesynstatos OT-MLP
KaHan pgetekuun

Hex/Yellow/Vic Cy5/Red
(BHYTPEHHWUI KOHTPOSb), (nckomasn PHK),
Cp/Cq/Ct Cp/Cq/Ct

NHTepnpeTauma pesynsrarta

HeussecTHble o6pasbl

He yuuTbiBaetcsa Yka3zaH O6HapyxeHa PHK Influenza B virus
YkKasaH He ykasaH He o6Hapy»eHa PHK Influenza B virus
He ykasaH He ykasaH HepocToBepHbIli pesynbTar

OTpuyaTenbHbIl KOHTPONbHBINK 06pasey

OTpuuaTenbHblil pesynbTat

YkasaH He ykasaH Pe3y/bTaTbl NOCTAHOBKM Ba/MHbI

MoNoXUTEeNbHbLIA KOHTPONbHLI 06pasey

MonoXuTenbHblil pesynbTat

He ykasaH YxasaH Pe3ynbTaThl MOCTAHOBKY BasMAHbI

YcnoBusa TpaHCNOPTUPOBaHUA, XPaHEHUA U 3KCnyaTayuum

TpaHcnopTMpoBaHue HaGopa peareHTOB OCYLLECTBAAIT B TEPMOKOHTEMHepax C X/1afo3/ieMeHTaMy BCEMU BUAAMU
KPbITOro TpaHcnopTa npu TemnepaType BHYTPUW TEPMOKOHTEHepa, COOTBETCTBYIOLIEN YC/OBUSIM XpaHEHUS
KOMIMOHEHTOB, BXOASLMX B COCTaB Habopa peareHToB.

JonyckaeTcsi TpaHCNOPTMPOBaHMe Habopa peareHToB, 3a MCKIUYeHWeM cepmeHTa Tag/RT, B TEPMOKOHTeliHepax ¢
XNafi03/1eMeHTaMn BCeMM BUAAMU KpPbITOrO TpaHCropTa Mpu TemrnepaType BHYTPUM TepMOKOHTeliHepa oT 2 ®C ao
25 °C He 6onee 5 cyTokK.

JonyckaeTcsi TpaHcnopTupoBaHWe depmeHTa Tag/RT B TEPMOKOHTeliHepax C XnajoasieMeHTamu BcemMu Bugamun
KpbITOro TpaHcnopTa Npy Temnepatype BHYTPY TEPMOKOHTeWHepa Ao 25 ®C He 6onee 5 CyToK.

Bce KOMMOHEHTbI HaGopa peareHToB, 3a WCK/IoYeHveM epmeHTa Taq/RT, cnesyeT XpaHWUTb B XONOAUNbHUKE WM
XONoAUNbLHOW Kamepe npuv Temnepartype oT 2 ® o0 8 ®C B TeUeHMe BCEero cpoka rogHocTn Habopa peareHToB.

CMech Anst aMnanuKaumm, 3anedataHHyo napayHoM, cnefyert XpaHuTb B 3alMWEHHOM OT CBETA MecTe.

®epmeHT Tag/RT cnefyeT XpaHUTb B MOPO3WIbLHOW Kamepe npu Temnepatype oT MUHyc 18 ®C Ao MuHyc 22 B
TeyeHMe BCEro cpoka rofHOCTN Habopa peareHToB.

CpOK rofHOCTM HaGopa peareHToB - 12 MecsiueB Npu COGMOAEHUM BCEX YCN0BUIA TPAHCMOPTUPOBAHUS, XPaHEHUSI 1
aKcnyaraumn.

Mo Bonpocam, KacawLMMcs KadecTBa Habopa peareHToB, crefyeT o6pallaTbCsi B CyXOYy K/IMEHTCKOM NoaaepKu.
Cnyx6a KMeHTCKoW nogaepxku: 8-800-200-75-15 (ans Poccuum, 3BOHOK 6ecnnatHbli),

+7 (495) 640-16-93 (gna ctpaH CHI 1 3apy6exbsi, 3BOHOK M/IATHBbII).

E-mail: hotllne@dna-technology.ru, www.dna-technology.ru
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Cny6a KNNEeHTCKOW NoaaepXKu:
8-800-200-75-15 (ansa Poccuu, 3BOHOK GecrnnarHblii)

n ﬂ H K-T EXH O” O r|/| ﬂ +7 (495) 640-16-93 (ans cTpaH CHI 1 3apyGexus,

3BOHOK MNaTHbIA)
E-mail: hotline@dna-technology.ru
www.dna-technology.ru

PervcrpaunoHHoe ygocTtoBepeHne
Ne P3H oT. 202_r.

A B [laHHOM BK/agpllle npueegeHa vHgopmaumus Ans HaGopa peareHToB Bupyc Mpunna B B hacoBke S.
MNepes HayasioM paboTbl U3YUUTE UHCTPYKLMIO.

Habop peareHToB ana BbisABneHnAa PHK’
Bupyca rpunna B (Influenza B virus)
meTtogom OT-INUP B pexkume peasibHOro BpemMmeHun
(Bupyc Npunna B)

R3-P453-23/9 (PacoBka S, Nnpobupkmn)
R3-P453-S3/9 (dacoBka S, cTpunbl™®)

VMIHpopmauma o Habope peareHTOB

Ha3HauyeHune:

Habop peareHTOB npegHasHayeH ans BbisBneHus PHK Bupyca rpunna B (Influenza B virus) B 6rnonorunyeckom marepuane
yenoBeka (Ma3OK W3 HOCOM/MIOTKW, POTOI/IOTKWA, OGPOHXOa/IbBEONSAPHbI NaBadkK, 3HAOTPaxeaslbHbli, Ha3o(hapuHreasbHbI
acnuvpart, MoOKpoTa) MeToAoM 06GpaTHOl TPaHCKPUMLMKU 1 NOIMMEPa3HOl LienHoi peakuun B peXXUMe peasibHOro BPeMeHU.

Bboigenenne PHK":
PekomeHaytoTca Habopbl/KOMMNNEKTbl peareHToB Ansa BbigeneHns HK MPOBA-HK (OO0 «HMO AHK-TexHonorusa»), MPOBA-HK-
S, NMPOBA-MY-HK-S, NMPOBA-MY DWP (000 «[HK-TexHonorus TC»).

CneunanusnpoBaHHoe o6opyjoBaHue:

JeTekTupyowme amnaMrkaTopsl ¢ cucTeMoli AeTekuun yopecLeHTHOro curHasia B peXume peaslbHOro BpeMeHw,
3apernctTpupoBaHHble B Y(M-aHOBMEHHOM nopsiake B PO, Hanpumep, AeTeKTupytolme aMmnandukaTops! «ATnpaiv»”, «ATnaAr»
(000 «HMO [AHK-TexHonorusi»), CFX96 (Buo-Pag J/labopatopues, WHK), Applied Biosystems QuantStudio 5, «/lavid
TekHonomkuc XonauHre lMre. /ita), Rotor-Gene Q (QIAGEN GmbH).

Bpems npoBegeHus aHanusa (Bknw4vyasa Nnpo6oONoOATroTOBKY):
OT 2 yacoB (B 3aBUCUMOCTM OT Ko/iMyecTBa 06pasLoB 1 UCMOosb3yemMoro Habopa/komnnekra peareHToB Ans BblgeneHns PHK).
KonnyecTBo aHanm3npyembix 06pas3Los:

96 onpepeneHwii (He 6onee 12 MOCTAHOBOK), BK/OYasi aHa/M3 HEU3BECTHbIX 06pa3uUoB, OTPULATE/IbHbIX KOHTPOSIbHbLIX
o6pasyoB 1 NONOXKUTENBbHBIX KOHTPO/IbHbLIX 06pa3LIoB.

CocTaB Habopa peareHTOB:

HoMuHasbHBI
Konnuectso

HavimeHOBaHMe KOMMOHeHTa BHewHwit Bug, NPO6MPOK 06BbEM
KOMIMOHEHTa
c Mpo3payHan 6ecuBeTHas wm 96 Npobypok um
MECh ANA aumMpuKaLmL, po30Bas XUAKOCTb Nop, 12 Ctpunos no no 15 mkn
3anevaTaHHas napatuHom BOCKOOGpa3HbIM 6enbiM cnoem 8 npobupok
OT-MLUP-6ydep Mpo3payHasa 6ecuBeTHasn XNAKOCTb 1 npo6upka 1,62 mn
®depmeHT Tag/RT Mpo3payHas GecyseTHan BA3Kas 1 npobupka 55 mMkn
>KUAKOCTb
BHyTpeH:W!,M KOHTPONbHbIA 0Bpasel Mpo3payHan 6ecuBeTHas XUAKOCTb 1 npobupka 1,0 mn
PHK-BK "A"S
MoNoXUTenbHbI KOHTPO/IbHbIN
MpospayHas 6ecuBeTHas XNAKoCTb 1 npobupka 130 mkn
obpazel™ po3p. L Al poovp
Kpbiwkun gnsa Crpunos”™ 12 wr.

1- He ucnonb3yeTcsa AN AeTekTupyowero amnnandgukaropa Rotor-Gene Q

2 - BO3MOXHOCTb WCMO/b30BaHNA Habopa/KoMriekra peareHToB A5t BbigeneHusi PHK onpegensieTcss BUAOM 6M0/10MMYeCKOro
MaTepuana

A= mogndmkauma *M*

- mMogn(Puikauma *S*

* - Ha 93TMKETKe KOMMOHEHTa A/ BCeX (hacOBOK «[MONMOXMUTENbHBIA KOHTPO/bHBIA 06pasel» yKasbiBaeTCs Kak «K+»,
«BHYTPeHHUI KOHTPONbHbI o6pasel, PHK-BK "A"» ykasbiBaeTcsl Kak «PHK-BK "A"»

®- BXOAAT B cocTaB Habopa peareHToB Mpu pactacoBKe CMECU AN aMnandurkaumm, 3anevyaTaHHo napadvHoOM, B CTPUMbI



TaSAnLE 1 - KNDAL ACTEXUMY NDORYKTOD BMNANGMDUNN

Fam/Green Hex/Yallow/\Vic Rox/Orenge CyS/hed Cy5.5/Crimeon
BK* - Influenza B virus -
mem BK A"
fMposanene aHEANIN
b TIOAFOTORKE 1% NPOSARAHNE PEBpEe OOPETHEN TPESNCIKPININE 1 NORNMEPSINON Wennol pemapm
BHWNAHNE
1. TipK NPOPERLINN BCEX NOCAGRYIOUNDC AONCTENR CRORYET NIGOTSTE SOINGACTINA NPANMIX CORHEUHLIX Ayuoll 1o
NPOGHPIKN CO CRECHID AR SINTANGINGUNNS

13

1.2

1.3

Sk

17
1.8
1.9
1.10

2. Mipu NCNOALIOBDINGG HOOODS PERNEHTOR B BSIPHAHTE WCNOAHENNA «PacoSKE S, CTPNNMP, CRERYET CTPOMo
wummwmmnm Ha HOMOALIOSATH KPMRO! K CTDWIEN U3 APYTHX HaS0pos

W»Wmﬂwmmmmmmm SAneuATIeoN

NAPAPNHON, ARR KENROMD HEUIIECTHOTO 0GP3IUS, AAR OTHHNATRAMHOCD KONTPORLHONO 00pasus (K-) w san

NOROKNTRALHOTD KONTPOALHOND 05PA3US (K+).

BHMMAHMNE]D KOAMMECTRO PEISHTOR PACCUNTING WE GOACE UEN KA 12 AOCTANOROK NPK YCAORNN SAPURSAAHOND
OTPURETEALHOND KONTPORBHOTS OSPIALA N 1 NORIKNTEAMHOMD KONTPORMHOD

MMwnmmenWm

BHMMANMEL GeprenT Tag/RT HEOGXOANNO ROCTISHTE NI ROPOIMAMVHOR KANEPM HONOCPOACTEONNG TDAR
w@m-wcwmmmm-ww

e 15X (N+1) wxn OT-NUP-Gyibeps;

. 0,5 x (M+1) sucn Poparenrs Tay/RT,
?N-mmmmmumnmmcm«wu«w.
punep:

NPORHAAKINPORETE 5 NENISECTHHIX 06PEIN0S. FIPONBPKMPOBAHHMX NPOGHPOX = 8. HYXEND NPHITTOMTE
men-m’-ﬂ.ll’-maanan!Ml)Mmr&.ﬁSmOf-mw+4,5m
ﬂmnumuwmm—ommmm«uulpmu
COBMOARTS NPBONAD AOINPOSBHUA BATKNX MNAKOCTER. TISTEALHO CHUTE OCTATIKN GepuonTa TaQ/RT C HIONENING
AURETHPORIINEN HE NEHOS 5 DE3,

NepanawaliTe COARPIRNNOS NPOSHDKN C NPHrOTOBAEHHON CHeCHD OT-MLIP-Gydeps n
"0 NUKPOLEHTPHGYIE-BOPTEKCE N UBNTPHDYINDYRTE HB NIKDPORENTPIGYTE-SOpTEXCE &

Teuesse 1-3 ¢.
CHNECH NOXHO XPOMNTR PN TONNEPETYPS OF 2 °C 20 8 °C it Goaes OAHOND YACE.
e Haie WPOSHPKN, HE NOBPENSES CAON NaPadUHS, A0 15 MKA cnec OT-NILP-Gydeps
CTPHNL.

n Pepuenta Tog/RT, Saxpoiire npotupin/
BCTPAHNTE NPOBNPICY C NORDMMTEALHIN KONTDOW HA HUKPOLMTPNGYNE-S0PTEKCE B TEuRNNE 3-5 C
0 USHTPNDYIHDYRTE HO # Tevenne 1-3 ¢.

1. Nepen BHeceHNaM B NPOSHPKN C PAKUNOHHOR CHECHKO TIPENEPETE PHK N OTPHLATEMNONO XOHTPORMOID
oOpamd HOOGXOMMNO BLNGRHNTE DEXORSHABMN 1O HCNOALIOSEHNIO APERApaTa PHK, npweealnnme B
PHCTPYRLIM N0 NPINEHEHND HAGODA/IONIIEKTS POANSHTOS ARA EsifitatNA HIK.

2, TIpn NONOABIOBMHNN ANR BEARATHRA PHIK xowanexTa poareimos NPOBA-HK k Habopa pearentos MIPOBA-HK-S
SCTPRXHNTE NPObNpKK C npenapaTon PHK N ONYPONHNIN B cpousHTPRGYre-
SOPTEXCE § TAUGHNE 3-5 C 0 WEHTPHPYTHDYHTE HB NIKDOUSHTPHOYTE-ROpTEKCS

3. Mipi wenomaosdeinm Aan auasaetna PHK watiopa pearsutos NPOBA-MY-DWP
natHKoN NABHINET ¢ RPONAPSTON PHIC ¢ OTPHUATAARHMM KONTPONLHEM 05pRIHON NpH RCI(D)
100 8 Teuorne 30 C AAN OCHEROMER KOHASHCETE N CHHMHTE NaliNKy.

4, JARR NPEAOTROEAEHNA KOHTONNHDMM CAOKYET NEPOR SHOOMMEN PHIK OTROMBATE KPMUIKN TOARKD TEX NPOSHPOK,
8 XOTOPLIE GyAaT BHOCHTLCR ADHHGN O0PBICU, ¥ JMNPHSITE HX OEPEA PROCEHNON CRERYIMINY. B Chywe
WENOALIOABHNA CTPUROR CARAYET SRKPLISETH KDLWIIKY CTPINIE TIOCAE BHECEHKA B HETO OBPaIU0S NEPER HINAROM
Mueocnmn SaxpusaliTe nPOBRPKK/CTPUNL NAOTHO. Mpenaparst PHK N KoWTROALNME OUpaNUL

BUOCHTE HRKOHEUHINGANN C DUALTPON.

&m.wwnwnmﬂmnmwmumlo

BHREACHHONO K13 00paINS NPEnapara PHIK. B APOSUPKM, NPONEPKNPOSAHHWE «K-», «KK+», PHIC Ne BHOCHTCR.

BuacKTe 8 NPOGNDKY, NPONMMINIPOSIHIIG «i-», HE NOSPENAEA CAON NEPBdNHE, 10 MKA OTPHUATEALNON

KONTPOALNONO 00PE3UDR, NPOWOANMETO STAN BuAeneHNA PHK.

Buacwte 8 NPoBHDKY, TIPOMIPKMPOBINIYI0 «K+», HE NOBPEABA CROH NOPBdKHA, 10 WKKA NORGIKNTEAGHON

oSpasua.

LUanTpudyrnpyiite 20 NPOBHPKI/CTDIMNR HI SHKPOLSHYDNGYTE-BOPTEKCE B TEUENNE 3-5 € (NPK ICTIORLICEINNN ARR
nposeasHns OT-TILP AATEKTHDYIOMIZTO Serandenaopd Rotor-Gene Q WM #e O0NIITRALHO).
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Rotor-Gane Q, CFX96 n Applied Biosystems QuantStudio 5:
peRKupIoHHo

MWW
Nposearre OT-TIIP C© yweron ofnlsa CHECH, PEBHONO 40 MM, NO NPOTPENGEN BHNNHENCOLIN,
ApuoeAlunum

ovalauyax 3 -3
Tadanua 2 - Nporpdema aNANDUKIUNN AAR ABTOKTHPYIOMMX SNRAKGHKATOPOS «Tnpainr, «ATxdliv>
P
R Gaoxn | Tennepatypa, °C e c \MICAG LIUKAOD ORTIIOCING Ton Saoxs
npwgpaiwi
1 35 15 0 1 Lmcn
2 | 92 | ] P 30 | 31 | | Lsescn
| | [(] {
3 I_g I s —— |
| 90 | [] P 5 1 | | Usicn
4 1 64 o T 35 1 0 [ i I
[ | 4 | o 1| s 1 1 1 1 L
s 1| 10 L .. P .. 1 Xpowewwe | ] Xpawenue |
V- pesmmn onmenecion uswepgui
TaGANUE 3 ~ [POTPaNd SMRINPMIGRLIN ARN ASTOXTHEYIWING annandukaTops Rotor-Gene Q
L4 Tenneparypa, °C Bpans, ¢ KORNNECTEO IR0
foyding [Tomperatues [Hold Tiva, 3 fOydeRepents |
Cycing 32 deg 1200 1 tme
Svcing 2 95 deg 300 __ 1 time
Cyding 3 mm‘, }g 50 times
V‘MWWMWWMM)MMW

Tabauud 4 - NPOrPaMmd SMMANGUKILNN ARR ASTEXTHDYIONNX SHRANGHKETOPOS CFX95

M2 Gaoxa (Step) Tml_m'c m Kﬂ?mn“!”mm
35 2000 1
g 9_;:15 .
r g4y 0:20 o

V—mnmwmm,mmmwmm
|_Atvewspn (Hesx, CyS) now 64
Tabanus 5 - Nporpansa dNnAHENKIUNN AN ACTEKTIDYIONGOC SnmncaTopos Applied Blosysterns QuantStudio S

Cramea "'"“%’""c o e o —
Cranin yaspwonmn  |—= = Mm $
Cromen NP 24 L I 50

FIpN HCNONLIOSBHRN mMmMmmuunmnm
(qmmmwxnmmmmnmm
Subtraction Curve Mits,

HNTEPNPETAUNR PESYALTATOD NPOSOANTCR & COOTBATCTENN C TAGANUER 6. PESYRGTETIN NOCTENOMG! BARMANG, GCAK
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BHUMAHWE! Mpn B3aTun cepmeHTa Tag/RT HeobxoauMoO MorpyXartb HakoOHeYHWK He 6onee yem Ha 1,0 Mm un
cobnogartb nNpasuia A03UPOBaHUS BA3KUX XUAKOCTeN. TuaTeslbHO CMbITb OCTaTKM hepmeHTa Tag/RT ¢ HaKOHeYHMKa
nuneTupoBaHMeM He MeHee 5 pas.
2.4 BCTpAXHUTE MPOGUPKY C NPUrOTOB/IEHHOW cMecbio OT-MLUP-6ycepa «u» 1 epmeHTa Taq/RT Ha MUKpPOLEHTpUdyre-
BOpTeKce B TeyeHue 3-5 ¢ 1 LieHTpudyrnpyiTe Ha MUKpPOLEHTpUdlyre-BopTekce B TedeHne 1-3 c.
2.5 BcTpsixHUTE NPO6GMPKY C MOMOXUTENbHBIM KOHTPOJIbHLIM 06pa3L0M Ha MUKPOLEHTpUMYyre-BopTekce B TedyeHne 3-5 ¢
M LeHTpUdyrupyiite Ha MUKPOLIEHTPUAyre-BopTeKce B TeueHne 1-3 c.
BHVUMAHWE!
1 Mepep npoBeAeHVEM [03MPOBaHUA HEOGXOAMMO BbIMOSHUTL PeKOMeHZAuWM Mo MCMO/b30BaHUIO Mpenapara
PMK, npuBegéHHble B MHCTPYKLMN MO NPUMEHEHUI0 Habopa/KoMmniekTa peareHToB A5 BbigeneHus HK.
1. Mpwn ncnonb3oBaHuM AN BbligeneHns PHK komnnekta peareHToB NMPOBA-HK 1 Ha6opa peareHtoB MNPOBA-HK-5
BCTPSIXHUTE MPOGMPKK ¢ npenapatoMm PHK 1 oTpuuartesibHbIM KOHTPOJ/IbHBIM 06pa3LoM Ha MUKPOLEeHTpudyre-
BOpTEKCE B TeueHue 3-5 ¢ 1 LeHTPUGYyrmpyinTe Ha MUKpoLeHTpUdyre-BopTekce B TeyeHne 1-3 c.
2.6 YcTaHOBUTE MPOGUPKM: CO CMecbi Ans amnandukaumm, co cmecbto OT-MLP-6ydepa «u» n cepmeHTta Tag/RT, ¢
npenapatamm PHK, oTpuuatenbHbIM KOHTPO/IbHBIM 06pa3LoM 1 MOMOXUTENbHBIM KOHTPO/IbHBLIM 06pas3LoM, a Takke
MuKpornaHweT MLUP Ha pabounii cton ATcTpUM 1 NpoBeauTe A03UPOBaHNe KOMMOHEHTOB COr/IaCHO PYKOBO/ACTBY MO

aKcnayaTaumn.

2.7 MomecTuTe akKypaTHO, He BCTpsixvBasi, MUKponnaHLweT MLP B NoanoxkKy yCTpoicTBa 411 3aneyaTbiBaHWs NaHLeToB
[ATnak nocne 3aBepLUeHNs] NporpamMmmbl Ha JO3Mpytolwem ycTpolictee ATcTpum.

2.8 MpoBegnTe 3anevatbiBaHMe MukpornaHweTta [LP nosvvepHoli TepMOMIEHKOW COrlacHO PyKOBOACTBY MO
akcnnyataumn npubopa ATnax.

2.9 LleHTpudcpyrupyiite mmkponnaHiweT MNUP npu RCF(g) 100 B TeueHue 30 c.

2.10 YctaHoBUTE MuKponnaHweT MLP B 610K geTeKTupytowero amnandgukaropa.

2.11 3anyctute nporpammHoe obecrneyeHve fgeTekTupylowero awvnavgukaTopa. Mpu nepsom nposegeHun OT-TILIP

3arpysuTe coOTBeTCTBYOLWWI TecTN. [lasiee 1 Npu nocrefytoumx nocTaHoBKax co3janTe cooTBETCTBYIOLLMIA NPOTOKON
VCCrej0BaHNA: YKaXX1UTe KO/IMYECTBO U MAEHTU(MKATOPbI 06pa3LoB, B TOM YMC/le OTPULATE/IbHOTO U MOMIOXKUTEbHbIX
KOHTPO/IbHbIX 06pa3LoB, OTMETbTE pacrnosiokeHne o6pasLoB Ha MaTpuue Tepmo6/ioka B COOTBETCTBUM C UX
ycTaHoBKoli 1 npoBegute OT-MLP. Mpy BbiGOpe TecTa AO/MKHA 0TOGpaXaTbCs nporpammMa, NpuBeAéHHas B Tabnuue

3 Peructpauyna n y4yét pesynbtatos OT-MLP npoBogsaTca aBTOMATM4YECKM MPOrpaMMHbIM obGecrneveHvem Ans
AETEKTVPYIOLMX aMIMVKaTOpPOB.
Mpu ncnonb3oBaHUK AeTEKTUPYOWUX aMnindukaropos CFX96 crnefyeT MCnonb3oBaTh PerpecCUMOHHbIN TN aHamnsa
(Cq Determination Mode: Regression), BO BKlagke «Baseline Subtraction» Heob6xoanmo BblIbpaTh «Baseline
Subtraction Curve Fit».
WHTepripeTauusi pesynbTaToB MPOBOAUTCH B COOTBETCTBUMM C Tabnuuei 6. Pe3dynbTaTbl MOCTAHOBKM Ba/lMAHbl, €C/n
BbIMOJIHAIOTCA YC/IOBUSI MHTeprpeTaunmn pesysibTatoB, MOosyYeHHbIX A/1 KOHTPO/IbHbIX 06pa3LoB.
MpepynpexpeHus
EAVHUYHBIV OoTpuLaTeNbHbI pesynbTaT uccnefoBaHusi, 0COGEHHO ecnin 3To obpaseL, U3 BEPXHUX AblXaTesbHbIX NyTei,
He VCK/YaeT MHGeKUmn.
OTpuuaTesibHble pesy/bTaTbl He A0/DKHbI UCMOMb30BaThCA B KayecTBe eAVHCTBEHHOW OCHOBbI /151 MPUHATUA peLleHust
0 NleYeHnn NaumeHToB.

Ta6nuua 6 - VHTepnpetauusa pesynbtatos OT-TMLP
KaHan getekuyuu

Hex/Yellow/Vic Cy5/Red
(BHYTPEHHUI KOHTPOSb), (nckomas PHK),
Cp/Cq/Ct Cp/Cq/Ct

Hewn3BecTHble 06pasubl

WHTepnpeTauyns pesynbTtata

He yuunTbiBaetcsa Yka3aH O6HapyxeHa PHK Influenza B virus
Yka3aH He ykasaH He o6Hapy>eHa PHK Influenza B virus
He ykasaH He ykasaH HepocToBepHbIi pesynbTaT

OTpuuyaTenbHbii KOHTPONbHBIN 06pasey

OTpuyaTenbHblil pesynbTat

He ykasaH
YkaszaH y Pe3ynbTarbl NOCTAHOBKN BanuUiHbl

MonoXnTeNnbHbI KOHTPONbHLIN 06pasey

He ykasaH YkasaH MonoxXuTenbHblt pesynbTat
! Pe3ynbTarbl MOCTAHOBKM BaslMAHbI

Mo Bonpocam, KacawLluMmcs KavecTBa Habopa peareHToB, cnegyeT obpaliarbcs £ ‘o NOAAEPXKKN.
Cnyx6a KMeHTCKol noaaepxku: 8-800-200-75-15 (anss Poccmmn, 3BOHOK 61
+7 (495) 640-16-93 (ans cTpaH CHI 1 3apy6exbsi, 3BOHOK M/IaTHBbIA).

E-mail: hotline@dna-technology.ru, www.dna-technology.ru
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B AaHHOM BKagpllle npusBegeHa nHgopmaums ansa Habopa peareHToB Bupyc Mpynna B B chacoBke U.
Mepep HavasioM pa6oTbl U3yUnUTe MHCTPYKLMIO.

Habop peareHTOoB A1 BbiABeHNA PHK
Bupyca rpunna B (Influenza B virus)
meTogom OT-IMUP B pe>xkume peasibHOro BpemMmeHun
(Bupyc Npunna B)

REF R3-P453-UA/9 (dacoska U)

MHcopmaumsa o Habope peareHToB
HasHaueHue:
Habop peareHTOB npegHa3HadeH ans BbisBneHus PHK Bupyca rpuynna B (Influenza B virus) B 6uonorunyeckom marepuasne
yenoBeka (Ma30K W3 HOCOI/IOTKM, POTOr/IOTKW, GPOHXOAIbBEONAPHBIA NaBadK, 3IHAOTPaxeasibHbI, Ha30(hapuHreasbHbI
acnupar, MoKpoTa) MeTOAOM 06paTHOM TPaHCKPUMUMKU U NOMMEPas3Hol LieMnHOM peakumn B pexKuMe peasisHOro BpeMeHW.
Bboigenenne PHK”:
PekomeHAaytoTCs Habopbl/KOMMNEKTbI peareHToB ANns BbigeneHus HK MPOBA-HK (OO0 «HMO AHK-TexHonorus»), NMPOBA-HK-
S, MPOBA-MY-HK-S, MPOBA-MY DWP (OO0 «[HK-TexHonorusa TC»).
Bpemsa npoBefeHunsa aHanusa (BkaAw4yaa npobonoaroToBky):
OT 2 yacos (B 3aBMCMMOCTM OT KOnn4yecTsa 06pasLioB 1 UCMo/Ib3yemMoro Habopa/KoMmnieKTa peareHToB Ans BbigeneHns PHK).
KonnyectBo aHanusnpyembix 06pasLoB:
96 onpegeneHuii Npu ycnoBuM MOCTAHOBKM He MeHee 5 o6pasuoB B OAHOM uccrefoBaHuy (3 HEU3BECTHbIX 06pasua,
oTpuLaTesibHbIN 1 NONOXUTENbHBIA KOHTPOJIbHbIE 06pasLibl).

CocTaB Habopa peareHToB:

Konnuectso HoMuHasbHBbI
HaumeHoBaH1e KOMNOHEHTa BHeLHWit BuYg NpPO6UPOK 06bEM KOMMOHeHTa
Mpo3payHast 6ecLBeTHast M pososast

Cwmecb ana amnavukauum INAKOCTD 1 npobupka 600 mKn
OT-MNuUP-6ydep «un» Mpo3payHan 6ecuBeTHas XUAKOCTb 1 npobupka 600 mKn
PepmeHT Tag/RT Mpo3payHas 6ecuBeTHas BA3Kas XXUOKOCTb 1 npobupka 30 mkn
BHYTPEHHUA KOHTPOJIbHbI

o6oaseL, PHK-BK "A"~ Mpo3payHan 6ecLBeTHan XUAKOCTb 1 npobupka 1,0 mn
MoNOXKMTENbHBIN Mpo3payHasn GecuBeTHas XUAKOCTb 1 npobupka 130 mKn

KOHTPO/IbHbI 06pasey™
Ta6nunya 1- KaHaibl geTekunn NpoayKToB aMnavdukaumnm

Fam/Green Hex/Yellow/Vic Rox/Orange Cy5/Red
- BK* - Influenza B virus
* - BHYTPEHHWUI KOHTPO/bHbIA 06pasel, PHK-BK "A"

YcnoBus TpaHCNOPTUPOBaHUA, XpaHeHnsa 1 akcnayaraumm
TpaHcropTupoBaHve Habopa peareHTOB OCYLUIECTB/SOT B TEPMOKOHTEWHepax C X/1af03/leMeHTaMn BCEMM BUAMM KPbITOro
TpaHcrnopTa npu TemnepaType BHYTPU TEPMOKOHTeliHepa, COOTBETCTBYHOLLEN YC/NOBUAM XPaHEHWsi KOMMOHEHTOB, BXOASLIMX B
cocTaB Habopa peareHTOB.
JonyckaeTca TpaHCcNopTUpoBaHWe Habopa peareHToB, 3a WCKIoYeHWem epmeHTa Tag/RT, B TepMOKOHTeWHepax ¢
XM1afj03/1eMeHTaMn BCeMM BMAAMU KPbITOro TpaHcrnopTa npu Temnepartype B*|yTpy TepMOKOHTeliHepa oT 2 & a0 25 ®C He 6onee
5 cyTOK.
Jonyckaetcs TpaHcrnopTupoBaHue depmeHTa Tag/RT B TepMOKOHTeliHepax C X/1afo3/ieMeHTaMyM BCEMU BUAAMU  KPbITOrO
TpaHcnopTa npu TemMnepartype BHYTPU TEPMOKOHTeliHepa Ao 25 ®C He 6osee 5 cyTok.
Bce KOMMOHeHTbI Habopa peareHToB, 3a Uck/loveHveM epmeHTa Taq/RT, cnefyeT XpaHuUTb B XONOAUbHUKE WU XONTOANIIbHO
Kamepe npu Temnepartype ot 2 & o 8 °C B TeYeHMe BCEro Cpoka rogHoOCcTU Habopa peareHToB.
Cwmecb Anst aMmnandurKaumm cnegyet XpaHuTb B 3alMIEHHOM OT cBeTa MecTe.
®epmeHT Taq/RT cnegyeT XxpaHuUTb B MOPO3U/IbHOV Kamepe npu TemnepaTtype oT MyHyc 18 ®C 0 MUHyc 22 ®C B TEYEHUE BCETO
cpoka rogHocT! Habopa peareHToB.
CpoK rogHocTM HaGopa peareHToB - 12 MecsiueB Npu CcOGMIOAEHUN BCEX YC/OBWIA TPaHCMOPTUPOBAHUS, XPaHEHUS W
akcnayaraymn.

Cy5.5/Crlmson

/- BO3MOXXHOCTb MCMO/Ib30BaHMs Habopa/KoOMIIeKTa peareHToB A5 BblaeneHns PHK onpegensieTcs BUAOM GMOMOrMYECKOro
MaTepuana

2- Ha 3TMKeTKe KOMIMOHEeHTa [/11 BCceX (hacoBOK «[10/I0XUTE/bHbIA KOHTPO/IbHBIN 06pa3eL» yKasbiBaeTcst Kak «K+»,
«BHYTpeHHWII KOHTPO/bHbIA 06pasel, PHK-BK "A"» ykasbiBaeTcsi Kak «PHK-BK "A"»



Nposeaexnne ananusa

1 NoaroTosxs u NPoseaeNNe peaxunn oSpaTHoRi Tpanckp ] P ] # peaxumn, pyunoe
Hue
BHAMAHHWE!
1. inn aMNANPUKIUNK CNEAYET KCI T pa3oBbie aunangd e npobupku 06uémMom 0,2 Mn nau
mukponnanwerw MUP 96 nyHox!, repMeTmiupyemsie Tep W. He p {AYETCA MHCNOAb3OBATL
CTPHNOBAHHBIE NPOGHPKH B CBA3N C ONACHOCTLIO NOC ¢ A KOHT

o

2. Mpw nNposeaeHun BCEX NOCNLAYIOWMX AeHCTBMA cneayeT niberaTs
NPOGUPKK CO CMECHIO ANA aMnAndUKauun!

1.1 Npomapknpyitte 6 TBO OAHOP X duka X npo6upok o6uémoMm 0,2 MA wAn
MUKPONNAHIWET 96 NYHOK ANA HEH3BECTHbIX O6PaIUOB, ANA OTPHUATENLHOTO KOWTPOALHOro o6pa3ua (K-) w
NONOXMTENBHOrO KOMTPONbHOro o6pasua (K+).

TBHA NPAMBIX CO. X Nyveh «a

NpuMeuanue - PEKOMEHAYETCA NOCTAHOBKA He 5 o6pa3uos 8 oA MCC (3 Hen3seCTHbIX
06pa3ua, OTPURATENbHBIA W TeNbHLIR P e o6pasum).
Npumep
Heobxon p posate 6 THHIX  06p ANR  3ITOr0  HYXHO NpoMapkwposate 6
npobupok/3apesepsnp T™> 6 nyHok b wWera ANA HeW3BECTHLIX 06pa3uos, OAHY NPOGUPKY/AYHKY AnA «K-
» ¥ 0AHY NPOGMPKY/NyHKY ann «K+». Obuiee KOAKUECTBO NPoGupPoK/nyHOK ~ 8.

1.2 BCTPAXHUTE NPOGUPKY CO CMECHI0 ANA AMNANDHUKALWK HA MUKPOUEHTpHyre-soprexce B Teuewwe 3-5 € M
UeHTPHDYrupyRTE Ha MUKPOUEHTPUYre-BopTexce B Teuexue 1-3 C.

1.3 Bxecure BO 8ce np e NpobGupku/Heobxoanmeie NyHKN P Ta (BKNIOM3A «K-» W «K+») no

6,0 MK CHECH ANA AMNAKPUKAUNN.
1.4 BcTpaxHuTe npobupku ¢ OT-NLP-6ydepom «U» u depmenTon Taq/RT Ha MUKPOLEHTPUDYre-BoOpTEKCe B TeueHne 3-
5 € ¥ ueHTpHPYrupyiite Ha P Tpudyre-sop ee 1-3c
BHMMAHME! depment Taq/RT HeOGXOAWMO AOCTABATL W3 MOPO3MALHOA KAaMEpbi HENOCPEACTBEHHO nepea
MCNONBIOBAHUEM.
1.5 ng:srorowre cuecy OT-NUP-6ydepa «U» u depuenta Tagq/RT. Ann 370r0 C WTe B OT HOW OAHOP
npobupke:
. 6,0 x (N+1) mxn OT-NMUP-6ydepa «U»,
. 0,3 x (N+1) Mxn depmenTa Tag/RT,
rae N - TBO NP pPKUP 1X NPOGHPOK/KO. TBO HEOGXOAKMBIX IYHOK MHKPONAIHWETA C YudToM «K-
», «K+»,

nprnep:

-

™6 THbLIX 06 «K-», «K+». Mp

P p pKUp 1X NPOGMPOK/HEOE

IYHOK MMKpONNanuwera - 8.

HyxHO npurovosnTe cuecs OT-NUP-6ydepa «U» u depMenTa Taq/RT ann 9 (8+1) npobupok/nyHox, T.e. 54 mxn OT-
NUP-6ydepa «U» + 2,7 nkn pepmenta Taq/RT.

BHUMAHME! Mpy B3sTnn depMenta Taq/RT HEOOGX0AUMO NOrPYXaTb HAKOHEUHWK He Gonee uem Ha 1,0 MM W

co6 ars np AO03NP »uAKOCTeR. TWATeNbHO CMBLITL OCTATKK (hepMenTa Taq/RT C HAKOHEUHNKA
NUNETUP He 5 pas.
1.6 BCTpAXHKUTE NPOGMPKY € NPUro # cuecsio OT-NUP-6ydepa «U» u depuenta Taq/RT Ha MukpoueHTpudyre-

BOpTEKCE B TeueHne 3-5 C U UEHTPHDYIMpYiiTe HA MUKDOUCHTPHPYre-BOpTeKCe B Tedenke 1-3 C.
CMeCh MOXHO XPaHKTL NpK TeMmnepatype oT 2 °C a0 8 °C He Gonee 04HOrO 4aCca.
1.7 No6asuTe 8 NPOGHPKI/NYHKH CO CMECHIO AR aMnaudukauun no 6,0 M cuecu OT-NUP-Gydepa «U» u depuenTa
Taq/RT. 3axpoiiTe npoGupku.
BHWMAHME! Mocne aobasnenna cMecu OT-NUP-6ydepa «U» n erMenTa;raq/RT ®8 NPOGHPKH/NYHKY CO CHECHLIO ANA
.14,

Py

dnkaunwn 6 BT OAHOro 4aca BbINONHMTL 1.8 - 1

1.8 Berpaxuute npobupky C T {bIM KOHTD! M 06pa3UOM HA MUKPOUEHTPUDYre-sopTekce B Teuenne 3-5 ¢
# UEHTPUPYrupyiATe Ha MHKPOUEHTPHEYre-BopTeKce B Teuenne 1-3 C.
BHUMAHME!
1. Nepep srec 8 NPOGMPKMU/NYHKH C peaKy # CMecbio npenapata PHK n 0TPHUATENBHONO KOHTPONBHOMO
6p 6 1T P 1A3UMH N0 KC penapata PHK, npweeadnuuie 8
MHCTPYKUW® No np 6 /! Ta pearexHTos Ans suiaenenna HK.

2. Mpu Kuc anf PHK Ta pearexwTos NPOBA-HK n Habopa pearentos NPOBA-HK-S
BCTPAXHKTE NPOGMPKM € NpenapaToM PHK M OTPHUATENbHBIM KOHTPONLHLIM 06PA3LUOM HA MUKPOUEHTPhOyre-
BOpTeKCe B Tewenne 3-5 C u ueHTPHPYMPpYATE Ha MHUKpOUEHTPHGYre-sopTexce B Teuenue 1-3 C.

3. Npu ucnon ANA BbIA PHK HaGopa pearentos NPOBA-MY DWP ueHTpudyrupyitte 3akneenHuin
NNEHKOA rNYGOKONYHOUHBIA NAAHWET C NPEnapatoM PHK K OTPMUATENLHBIM KOHTPONbHbIM 05PA3LOM npu
RCF(g) 100 B Teuenne 30 C ANA OCAMACHNHA KOHACHCATA H CHUMWTE NNEHKY.

4. Ana NpeaoTBpPaWEHHUS KOHTAMHHAUWK cneayeT nepea sHecewnem PHK OTKpHIBATL KPHIWKW TOALKO TeX
npo6upoK, B KOTOpbie GyaeT BHOCUTLCA A3HHLIA 06palel, M 33KPHIBaTL WX NEpea BHECEHHEM Cheaylowero.
3akpsisaite npoSupku NNOTHO. Mpenapatel PHK # KOHTPONbHbIE 06pa3usl CNEAYET BHOCHTL HAKOHEYHHKAMK C

GUALTPOM.
1.9 BHECHTE B8 COOTBETCTBYIOWNE NPOMADKMD e npobupxu/Heob 1€ NYHKM (1 Ta no 6,0 Mkn
BuAGNEHHOro W3 06pa3yos npenaparta PHK. B npo6upkn/nyHkn, NpOMapKup e «K-» W «K+», PHK He BHOCHTCA.
1.10 Brecute B nposu.gxy/nynxy, NPOMApKHPOBaHHYI «K-», 6,0 MKN OTPHUATENBLHOrO KOHTPONLHOre 06pasua,
p 0 31an gha PHK.
1.11 BHecuTe B NpobupKy/nyHKy, np pKHp y10 «K+», 6,0 MKN NONOXHTENBHOrO KOHTPOALHOro obpasua.
1.12 B Cnyuae KCNONLIOBAHNA MHKPONNAHWETOB 96 NYHOK:
1.12.1. NomMecTuTe aKKypaTHO, He BCTP MUKD T B NOA Y YCTpOiCTEa AnA 3 T TO8
ATnax.
1.12.2. Nposeaure v MUKP! Ta NUP PHOR p A COrnacHo PyKOBOACTBY NO

3IKCANYaTaunn npubopa ATnax.
1.12.3. Uentpndyrupyirte mukponnarwer NUP npu RCF(g) 100 & Teuenune 30 c.
1.13 B cayuae nc 6 H

Uentpudyrupyire sce ," ,r- Ha p pudyre-soprexce 8 Teuenwe 3-5 C (NPU WCNONLIOBAHWK ANR
nposeaexnn OT-NLP aetexTupywero aunandukaropa Rotor-Gene Q uenTpudyrnp e o6a3a 0
1.14 YCTAHOBMTE BCE NPOGHPKI/MUKPONNIHILET B ACTEKTHPYIOWMA dHKaTop 1 Np OT-NUP (1.15, 1.16).

1.15 Ana aerexTpyoWnx aMnandukaropon cepun AT:

ne Q MHKPONNAHWETH 96 AYHOK HE MCNONB3YIOTCH
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cTHTE 0 OGECneyeHHe AETEKTHPYIOWEro aMnaudnkaropa. Npn nepsom nposeaewnn OT-NUP

Z:l"‘gy:me c:m:r:;"muﬁ tecT!. flanee w NpK NOCACAYIOWNX NOCTHOBKAX coafaiiTe COOTBETCTBYIOWMNA NPOTOKON

MCCNEN0BAHNA: YKANHTE KONHMECTBO W HACHTH(DUKATODM 06pa3yoB, B TOM YHCNE OTPHUATENLHOTO W NONOKUTENBHBIX

KOHTPONLHBIX OGPA3UOB, OTMETLTE PACNONOXKEHNE 06pa3yos Ha MarTpuue Tepmobnoxa s COOTBETCTBMN C MX
Awu

&

ycr p Te OT-MNUP. Mpn Bsibope TECTa RONXHA 0T06paxaTLCA NPOrpaMMa, np 8T
2.
1.16  [lnn aetextupyoumx amnaudukatopos Rotor-Gene Q, CFX96 n Applied Biosystems QuantStudio 5:
Mposeanve OT-NUP ¢ yuetom ob6bémMa p @ cuecH, p 0 18 MKA, N0 NPOTrPAMMaM aMNANDHKAUWM,
p &nHbim B Tab 3 - 5 COOTBETCTBEHHO.
Ta6nanuya 2 - Nporpanua amnnuduxayuu ANR AETEKTUDYIOWNX IMNANPUKATOPOS «ATnpadn», cﬁTnaﬁ'r»
Pexum
N? 6noxa | Temnepavypa, °C MHH c Yneno yuknos ONTHYECKHX Twun 6noka
nanepennit
1 47 20 0 1 Unkn
2 | 95 | 5 [ o 1 1 | ] Unkn
| 94 ] ) 10 |
31 64 o T 15 ] S0 | v l Uk
4 | 80 | 0 | I 1 | I Uukn
5 )| 10 [ | | Xpauenue | | Xpaneuune
V- pexum onTHYEcKuX uaMepenni
Ta6nuwuya 3 - nporpam{a aMnandukaunn Ans aeTexTupyouero amnandmkaropa Rotor-Gene Q
N2 Temneparypa, °C Bpems, ¢ KONUUECTBO UWKNOB
/Cyding /Temperature /Hold Time, s /Cycle Repeats
Cycling 32 deg 1200 1 time
Cycling 2 95 deq 300 1 time
94 deg 10
Cycling 3 60 deg v 15 50 times
V- PEXHM ONTHYECKHX WIMEPEHNH, YCTAHOBHTE H3MepeHue dnyopecuenuun (Acquiring) No KaHANaM AECTEKUHKH
Yellow (Hex) n Red (Cy5) npn 60 °C.

Ta6nwua 4 - Mporpamma aMnandUKaunn ANA AETEXKTUPYIOLMX aMnandukaTopos CFX96

Bpemn Konuuyecrso unknos
N2 Gnoxa (Step) Teunepatyps, °C MHH: CeK NOBTOPOB)
1 35 20:00 1
2 95 05:00 1
3 94 0:15
) 64y 0:20 50
V- pexumu onTHYeCcKux uamepennit (Plate Read), yCTaHOBHTbL U3MED dnyop no 6 L]

Aetexuun (Hex, Cy5) npu 64 °C
Tab6nuua S - Mporpamma aMNaudHUKaLNK Ans AETEKTHPYIOWHX aunnudukaTopos Applied Biosystems QuantStudio 5

N2 Bpenn Konnuecrso uwxnos
Craaua wara Teuneparypa, °C MUH: cex {nosTopos)
1 35 20:00 1
Craaun yaepxannwa 2 95 05:00 1
1 94 0:15
Craaus NUP 2 64 v 0:20 30

2.1
2.2

2.3

V- c60p aanHbIX gns Heobxoanmeix dayopodopos (Vic (Hex), CyS) exnouen

'

foar n nposen peaxunn oBpaTHON TPaHCKPpNNUXN # 1! # peaxunn ¢
WCIONLIOBAHNEM ROBNPYIOLEro YCTPOHCTSa ATCTPUM (TONBKO ANA AGTEXTHPYIOWErD AMANKPUKATOPE
ATnpaiim 8 mognduxann «ATnpakim *X*»)

BHUMAHME!

1. Ans annanduKauun cnegyer ue b MUKPON. Tol NP 384 nyHKK, repMETHINPYEMbIE TEPMONNEHKON.
2. Npwu nposeaeHumn BCeX NOCNEAYIOWMX AeACTBMA cneayeT n3berath BOIAEHCTBMA NPAMBIX COMHEVHBIX Nyued Ha
NPOGMPKN CO CHECHIO ANA AMNANDUKAUNK!

Npumevanue - P ARYETCA NOC He 5 06pa3uos B OAHOM WCCAEA0BAHMW (3 HEHIBECTHBIX
06pa3ua, OTPHUATENbHMIR K NONOXHTENLHBIA KOHTPONLHBIE 06pa3LbI).
BCTPAXHUTE NPOGHUPKY CO CMECLIO ANR ¢ Ha pouenNTpudyre-soprexce 8 teuewwe 3-5 ¢ u

UeHTPUDYrupyiTe Ha MIKPOUCHTPUDYTe-BOpTEeKCEe B TeueHne 1-3 C.

Berpaxuute npobupkmn ¢ OT-NUP-6ydepom «U» n pepmenToM Tag/RT HA MUKPOUEHTPHDYre-sopTexce B Teuenne 3-
5 ¢ # ueHTPNYrnpyiTe Ha MUKPOUEHTPHEYre-sopTexce B TeueHue 1-3 C.

BHMMAHMNE! Oep T Taq/RT 6. AOCTaBaTh W3 MOPO3NNLHOA KaMepul HENOCPEACTBEMHO Nnepea
HCNONLIOBAHNEM.

Cnepyn yxazanusam MO 203npyiowero ycrpoicrsa ATCTPpUM, NPUroToBLTE 8 OTAENLHOW OAHOPA30BOA NPOSUPKE CHECh
OT-NUP-6ydepa «U» n hepmuenta Taq/RT.

1 - TECT ANA AETEKTHDYIOWNX aMNANDHKATOPOB cepun AT CO3/a8TCA NyTEM 8BOAA NAPAMETPOBS (NAPAMETPH TECTa YKA3aHb! B
Npunoxennn B NHCTPYKUNK NO NP } nan T CA NPON3BOANTENEM HAGOPa peareHTos.




JHK-TEXHO/IOT A
000 «AHK-TexHonorua TC»

MacnopT KayectBa No X XXXXX
Hab6op peareHToB
ans sbiseneHuss PHK Bupyca rpynna B (Influenza B virus)
MeTogom OT-TLLP B pexxume peasibHOro BpeMeHU
(Bupyc Npunna B)

dacoska U
epus:

,aTa 3roTOB/EHMNA:
POK rogHOCTK:

XXXXX0-2M
XXX X-XX-XX
[0 XXXX-XX-XX*

PesynbTaT KOHTPONA
1poBepKa KOMIMIEKTHOCTH, YNAaKOBKN 1 MapKUPOBKN —COOTBETCTBYET
réosaHusam TY 21,20.23-156-46482062-2023.
3poBepKa cocTaBa Habopa 1 BHeLLHEro Buja KOMMOHEHTOB

Cepus

KomnoHeHT XapakTepuctika u Ycnosua
KOMMOHEHN Konunuectso Hopma PesynbTar
cb Anst XXX 1 npo6upka MpospayHasn
avmrKaLmun 600 MKn GecugetHas wm - or2@®Cpo8EC  CooTBeTCTBYET
PO30Bast XUAKOCTL
1 npobupka MpospauHas
TLP-Bycep «it» XXX posp: o
Lip-Bytpep 600 mKn 6ecLyBETHas KUGKOCTb 0T2°C a0 8®C  CooTBeTCTBYET
MpospayuHasn
1 npo6upka o
eHT Tag/RT XXX e Gecupervan  makan  OTMAWYCI8TC o e
KUAKOCTH A0 MUHYC 22
rpeHHui 1 6
30/1bHbIii 06paseH XXX npobupka MpospauHas ;
BK A" 1,0 mn 6ecLyBeTHan XIUAKOCTb 0T2°CA08@C  CoorsercTByeT
DKNTENbHBIN XXX 1 npo6upka Mpospautas
pPOnbHbIi 06pasel) 130 mMKn 6eci|BeTHAs KUAKOCTb 0T2°C 08 ®  CooTBeTcTBYeT
poBepKa O yuiKumMoHanbHbIX NoKasaTenel
NMeHoBaHue VlCrIDﬂththlJ/l
loKazaTens KOHTPONLHBIW XapakTepucTuka u Hopma PesynbTtat
obpaseu,
en o6Hapy»eHns
onui .
eNHOBO nastaTx[hH‘i'” MoNOXUTENbHBIN Pe3yNbTaT aMnINhUKaLumn (parmeHTa
OTbl Ha KOHTPOMBHBIN reHoMa CreynhuHOro NPoAyKTa Mo COOTBETCTBYIOUIEMY CooTseTcTByeT
NUKALMOHHYIO obpasel| KaHasy fleTeKuum
HPKY)
no”‘)*“—'e"bt‘bm 110N10XKUTeNbHBI Pe3yNbTaT aMnaMpuKaumumn dparmMeHTa
KOHTPO/IbHbIN reHoMa creyndUUHOro NPoAYKTa Mo COOTBETCTBYIOLIEMY
obpasel| KaHany feTeKumn
UMdUUHOCTL OTpuuaTenbHbIii pesynbTaT amnanguKaLm dhparmeHTa
OTpuuaTenbHbIit CooTBeTCcTBYET

reHoMa CcneunguUyHoro NpoAyKTa No COOTBETCTBYIOLIEMY
KaHaly IETeKLNM 11 NONOXMUTeNbHbIN pesynbTaT
amMNNGnKaLmn BHYTPEHHEro KOHTPO/IbHOro 06pastia no
KaHany aeTekuum Hex

KOHTPO/bHBbI
obpasely

B/ATpaHcnopTMpoBaHua:

3TOpPTMpOBaHNe Haﬁopa peareHTOB OCYLLECTBMAOT B TEpMOKOHTEVIHean C XNafo3anemMeHTamMu BCEMMU

M KPbITOrO TPaHCMOPTa MW TEMMEpaType BHYTPW TEPMOKOHTENHEPa, COOTBETCTBYHOLLEN YCNOBUSM
HISt KOMIMOHEHTOB, BXOAALLMX B COCTaB Habopa peareHToB.

'Kaercs TpaHCMoOpTWpOBaHMe Habopa peareHTOB, 3a WCK/OYeHWeM epmeHTa Tag/RT, B

» C_10afi03/1eMEHTaMy BCEMU BUAAMM KPbLITOTO TpaHCmopTa Mpu Temneparype BHyTpn
KOHTelHepa oT 2 C A0 25 “C He 6onee 5 CyTOK.

B ®epmeHTa Tag/RT B TepMOKOHTeliHepax ¢ XHa"S5*MeHTaVH Bcemu
KpbITOrO TPaHCNopTa Npu TeMMepaType BHYTPU TePMOKOHTeliHepa f1026>C He feoflegS cyTok.

YeHne OTK: cooTBeTCTBYeT TpeboBaHuAM TY 21.20.23-156-46482062-2023
waauH nacropra: XXXX-XX-XX [ ]

K FO4HOCTM B COOTBETCTBUM C TpeGoBaHusamMu TY 21.20.23-156:464826a-2023
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.~ OHK-TEXHO/10M1A

000 «[HK-TexHonoruns TC»

MacnopT KayecTBa X» XXXXXX
Hab6op peareHToB
ans BbisBneHuss PHK Bupyca rpunna B (Influenza B virus)
meTofom OT-MLP B pexvMe peanbHOro BpeMeHM
(Bupyc Npunna B)

dacoBka S, npobupku

XXXXXS-2M
XXXX-XX-XX
[0 XXXX-XX-XX*

Cepus:
Jlata N3roToBneHUA:
CpoK rofHocCTu:

Pe3ynbTaT KOHTPONA
1. MpoBepKa KOMMIEKTHOCTU, YNaKOBKN 1 MapKUPOBKM - COOTBETCTBYET
TpeboBaHusaM TY 21.20.23-156-46482062-2023.
2. MNMpoBepka cocTaBa Habopa 1 BHELLHEr0 BMAa KOMMNOHEHTOB

Ycnosus

XapaKTepucTuka u Pesynbrat
KOMMNoHeHT Cepua Konuuectso HopMa XpaHeHns Y
MpospayHan
Cwech anst 12 cTpunos 6ecueTHan wm c
amnamuKalmm, XXX no 8 npobupok  PO30BAs XKMAKOCTb Mon 0T 2 ®Cp0 8 ®C 00TBETCTBYET
3aneyaTaHHas no 15 mkn BOCKO06PasHbIM 6enbim
napaguHom cnoem
1 npo6upka Mpo3payHas 0T2°C po8 @  CooTBeTcTBYeT
OT-MLP-6ycep XXX 1.62 M0 6ecuBeTHas KUAKOCTb
1 npobupka I;Iepcoass:aa: P OT MuHyc 18°C  cogrgercrayer
®epmeHT Tag/RT XXX 55 MK u 10 MUHYC 22 @C
KUAKOCT
BHyTpeHHui 1 npobupka TMpospayHas oT2°Cgo8°c  CooTsetcTayeT
KOHTPONbHbIiH 06paseL| XXX 10 Mn 6ecLBeTHast KUAKOCTb
MONOXUTENbHbII 1 npo6upka MpospayHas I oT2@®@Cpgo8°C  CooTeTcTByeT J
1 XXX 130 MKn 16ecuBeTHas *uaKkocTb 1

KOHTPONbHbII 06paselyy

3. npoBepka ¢

Ucnonbayembiii PesynbTat

HaumeHoBaHue KOHTPONbHBbIA XapakTepucTuKa u Hopma
nokasatens
Mpepen o6HapyxeHWst
(10 konuit . Na6caTopHbIii MonoxuTeNbHbIA pesynbTaT aMnanduKaLum GparmeHTa Coorsetcrayer
HYK/IeMHOBO KOHTPONbHbIiA TeHoMa CreLyyHOro NpozyKTa No CooTBETCTBYIOLLEMY
KNCNOTbI Ha o6pazel KaHany feteKunm
amMNMBUKALMOHHYIO
MonoxuTeNbHbI oNOXUTeNbHBIN pesynbTaT aMnIndUKaLA GparmeHTa
KOHTPObHBIT TeHOMa CeLudhUIHOr0 NPOAYKTA M0 COOTBETCTBYIOL|EMY
KaHany AeTeKuum
OTpuLaTesbHbIV PesyNbTaT aMnnduKaumi dparmeiua CooTsetcTyeT
CreynduyHoCT OTpULATENbHBIT reHoMa CeyuhuHOro NPoAyKTa Mo COOTBETCTBYIOLIEMY

KaHay IETeKLUMM 1 NONOXMTeNbHbIN pesynbTaT
amMnMdUKaLM BHYTPeHHEro KOHTPObHOTO 06pasiia no
KaHaly feTeKumun Hex

KOHTPONbHBbI
obpasel}

OCYLLIECTBASOT 5 TEPMOKOHTeliHepax ¢ X/1afjoaneMeHTaMun B ¢
1™ FnTb.70 TPBHCHOPTAN TEMMNEepaType BHYY-U TEPMOKOHTE/HEPa, e00TBETCTBYHOLIEN YCOBUS
>|paHeva KOMMOHEHTOB, BXOASALLMX B COCTaB Habopa peareHToB. Tao/RT

[T xXH=""

BUAMU KPbITOrO TPAHCMOPTA NP TEMMEPATYPe BHYTPU TEPMOKOHTEHepa A0 25 [l He 60/« 52 oK.

3akntoyeHne OTK: cooTeTcTBYET Tpe6oBaHuaM TY 21.20.23-156-46482062-2023 30
[Jara Bbigaun nacnopra; XXXX-XX-XX . -

*CpOK roHOCTY B COOTBETCTBUM C TpeboBaHusiMn TY 21.20.23-156-46482062-2 3

JHK-TEXHO/IOTA
000 «AHK-TexHonornsa TC»

MacnopT KayecTBa No XXXXXX
Habop peareHToB
ansa sbiasneHusa PHK Bupyca rpynna B (Influenza B virus)
MeTofoM OT-IMLUP B pexume peasibHOro BPEMeHN
(Bupyc Npunna B)

dacoBKa S, cTpunebl
Cepus:

flata n3roToBneHuA:
CpoK rogHoctu:

XXXXXS-2M
XXXX-XX-XX
[0 XXXX-XX-XX*

PesynbTaT KOHTpPONA
1. MNpoBepKa KOMMNEKTHOCTU, YNaKOBKN M MapKMUPOBKW - COOTBETCTBYET
TpeboBaHusam TY 21.20.23-156-46482062-2023.
2. MNposepKa cocTaBa Habopa v BHeLLHero Buja KOMMOHEHTOB

Cepust XapakTepucTuka u Ycnosusa
KomnoHeHT Konunuectso
KOMMOHHNA Hopma XpaHeHus PesynbTat
Cwmecs ansa " MpospayHas
amnamdKaLn, CTpunos 6GecLiBeTHast wm
JaneuATAHHAR XXX no 8 nlpsoﬁmpok po30Bas XUAKOCTb Nog 0T 2 ®Cpo 8 ®C CooTBeTcTBYeT
napadmHo.M no 15 .Mkn BOCKO0GPa3HbIM GenbiM
cnoem
1 npo6upka MpospayHas
OT-MLP-6yde, XXX ° °
LIP-Gydrep 162 mn GeCLBETHAR KUIKOCTb 0T2°Cfo8°C  CooTsercTByeT
1 npo6upka MpospauHas 18@C
®epmeHT Tag/RT XXX pooup 6GecLiBeTHast BA3KanA OT MuHyC CooTBeTCTBYeT
55 mkn A0 MuHyc 22 °C
KNAKOCTL
BHYTpeHHWi
o 1 npo6upka MpospauHas
KOHTPO/NbHbIl 06pase! XXX ° °
PHKE)BK e pasel 10 wn GecLBETHas KUKOCTD oT2°Cpo8°C CooTBeTcTBYET
MonoxuTenbHbIi XXX 1 npo6upka Mpo3spayHas o
KOHTPO/IbHbI 06paseL| 130 MK 6eci|BeTHAs KMAKOCTH oT2@®Cpo08°C CooTtBeTcTByeT
Kpbliwku ansa Ctpunos 12 wm. CooTBeTCTBYET
3. MNposepka (*)yH KUMOHaNbHbIX nokasaTenei
Vcnonb3yembiit
HaunmeHoBaHue o
nokasaTens KOHQ;F;‘;’;::HVI XapakTepucTuka 1 Hopma PesynbTat
Mpepaen o6HapyxeHns
10 kormit o
EdyKneMHoBoﬂ NabopaTopHbIit MoNoXMTeNbHBbIN pesynbTaT aMmnanduKalum gparmeHTa
KHCTOTbI HA KOHTPONbHbIA TeHoMa CrieyhuyHOro NPogyKTa No COOTBETCTBYIOLEMY CooTseTcTByeT
aMMANGMKaLUOHHYIO obpasel, KaHany feTeKumn
npo6upKy)
MonoXxuTenbHbIi MonoXunTenbHbIA pesynbTaT amnangukalum hparmeHTa
KOHTPO/IbHBI TeHOMa CreuMpryYHOro NPOAYKTA M0 COOTBETCTBYIOLIEMY
obpasel| KaHany feTeKumn
CheuvpnuHocTs . OTpuLaTeNbHbIV Pe3y/bTaT aMNMdUKaLMM (parmeHTa
OTpyuuaTenbHbIA reHoMa creLugu4HOro NPoAyKTa No COOTBETCTBYIOLIEMY CooTsetcTayeT

KOHTPO/bHBbI
obpasel|

KaHaly AieTeKL{N 1 NOMOXMUTENbHbIA pesynbTaT
amMnNGUKaLuMn BHYTPEHHEr0 KOHTPO/IHOTO 06pasua no
KaHaTy fieTekuumn Hex

Y cnosua TpaHCNOPTUPOBaHUA:

TpaHCnopTMPOBaHMe HaGopa peareHTOB OCYLLECTBASIOT B TEPMOKOHTEiHepax ¢ X/nafoaneMeHTaMu BCeMu
BMZaMN KPbITOTO TPaHCropTa Npu TemnepaType BHYTPU TEPMOKOHTeliHepa, COOTBETCTBYHOLLEN YCNOBUAM
XpaHeHMs1 KOMMOHEHTOB, BXOAALLMX B COCTaB Habopa peareHToB.

[lonyckaeTcs  TPaHCMOPTUPOBaHWe HaGopa peareHToB, 3a MWCK/OYeHMeM chepMeHTa Tag/RT, B
TEPMOKOHTeliHepax C X/1af03/1eMeHTaMi BCEMM BU@MW KPbITOFO TPaHCMopTa Npu TemrnepaType BHYTpW
TEPMOKOHTeliHepa oT 2 °C o 25 °C He 60onee 5 CyToK.

[JonyckaeTcs TpaHcnopTupoBaHue ®epmeHTa Tag/RT B TEPMOKOHTEWHepa;™ C XNMafp3iirBLEHTaMU BCEMU
BUJAaMU KpbITOrO TPaHCMOpTa Npy TeMrnepaType BHYTPWU TEPMOKOHTeliHep A0 He_60ii"%,Cyrok.

3akntodeHne OTK: cooTBeTcTBYeT TpeboBaHuam TY 21.20.23-156-46482062-2023
[Mara Bblgaun nacrnopra: XX XX-XX-XX K

*CpOK rogHoCT¥ B COOTBETCTBUM C Tpeb6oBaHuammM TY 21.20.2YT11564(64p0J1-2023
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/N OVK-TEXHONOMMS 000 «AHK-TexHonorns TC»

MACMOPT KAYECTBA

JNlabopaTopHbIi KOHTPONbHbLI 06paseL,
ansa Habopa peareHToB Ans BbiaBneHus PHK Bupyca rpunna B (Influenza B virus)
metogom OT-TMLP B pexxumMe peanbHoro spemeHun (Bupyc N'punna B)

Cepus:
[Jarta n3rotosneHns:

CpOK rogHoCTu:
Ycnosus xpaHeHVA:

KoHueHTpauus kAHK, konuii/mn

XapaKkrtepucTumka n Hopma

PakTnyeckme 3HavyeHna

K2909
2023-09-29

n0 2024-09-29
oT2°Cpo8°C

PesynbtaT KoHTponsa OTK

10

MonoXnTeNbHbI pesynbTat amnangukaLmm
CneynmUYHOro NpoAyKrTa no KaHany getekuuun Cy5 («+»
B KOJIOHKe «Pe3ynbrar»).

Mo nokasatento «BK» (kaHan getekuun Hex) pomxeH
6biTb  3aMKCMpPOBaH  OTpULATEeNbHbIN pesynbTaT
amnanpukauum («-»).

3aukcuposaH NON0XUTENbHbI pesynbTar
amnangukaymm cneunPuUUHOro npoAyKTa Mo KaHany
netekuun Cy5 («+» B KOJIOHKe «Pe3ynbTar»),

Mo nokasatento «BK» (kaHan pgeTekuun  Hex)

3adukcmpoBaH oTpULAaTeNbHbIN pesynbTar
aMnanukaunm («-»).
CooTBeTCTBYET
PesynbTar
Av> o\
' .
3ak/oyeHne: COOTBETCTBYeT TpeboBaHUAM pernameHTa Ne 64 V O | | ,

[arta Bbigauun nacnopTta: 2023-09-29



