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CMUCOK COKPALLEHUA 1 OBO3HAYEHUI

B HacTosLlel MHCTPYKUMN UCMOJb3YIOTCS Creayowmne CoKpaleHnsa n 0603HavYeHus:

RCF - oT aHrn. relative centrifugal force, oTHoCuTeNbHOE YCKOpEHME LeHTpUdyru
BK - BHYTPEHHUIN KOHTPOJIb

an - NOBEpUTENbHbINA UHTEpBan

OHK - NEe30KCUPUBOHYKIEeNHOBAs KNCIoTa

AHKa3b - 1€30KCUPUBOHYKIeasbl

1B - UHTepdepupyrLLne BelecTBa

K- - OTpMUATEeNbHbIA KOHTPONbHbIN 0b6pa3ey,

K+ - MONIOXUTESbHbIA KOHTPOJbHbIA 06pasel,

kOHK - KOMMJIeMeHTapHas Ae30KCUPUOOHYKNEMHOBAs KUCNOTa
JIKO - nabopaTopHbIi KOHTPOsbHbI 06pa3ey,

HK - HyKnenHoBble kncnotbl (PHK 1 AHK)

OPBHA - OCTpbl€ pecnupaTopHble BUPYCHblE MHDEKLUN

oT - obpaTHasa TpaHCKpUNumns

Mnup - NosINMepasHas LuenHas peakuus

PHK - puboHyKenHoBasi KMcIoTa

PHKa3bl - puboHykneassbl
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NPEAHA3HAYEHHOE NPUMEHEHMUE

MonHoe HauMeHoBaHwe Habopa peareHToB: Habop peareHToB Ans BbiaBneHns PHK
Bupyca rpunna B (Influenza B virus) metogom OT-TLP B pexume peanbHOro BpeMeHMU

(Bupyc Npunna B), nanee no TekcTy — Habop peareHToOB.

HasHauyeHune: Habop peareHTOB npegHasHaudeH Ans BbisBneHus PHK Bupyca rpunna B
(Influenza B virus) B 6uonormyeckoM MmaTepuane denoseka (Ma3oK M3 HOCOMIOTKM,
pOTOrn0TKM, GPOHX0aNbBEONSIPHbLIA flaBaX, 3SHAOTPaxeanbHbl, Ha3odapuHreanbHbIN
acnupaTt, MoOKpoTa) MeToAoM 06paTHOM TpaHCKPUMNLUNM M NONMEPa3HONM LienHoi peakunm

B peXxuMme peasnibHOro BpeMeHu.

OyHKLUMOHaNbHOE Ha3HavyeHue: guarHocTuka in vitro.
MokasaHus K NpPOBEAEHMNIO NCCef0BaHNS:

- Ham4yme CUMNTOMOB M KOHTaKT € 60nbHbiMM OPBU;

- npebbiBaHMe B o4yarax MHdekunmm (C uUenblo paHHEro BbISIB/IEHUS BO3MOXHOMO

MHOULMPOBaAHUA N NMpeaoTBpaLeHms gajlbHENLWEero pacrnpocTpaHeHms).
MpoTnBOMNOKAa3aHU K NPUMEHEHUIO HET.

MonynsiuMoHHble M AeMmorpaduyeckne acnekTbl: MpUMeHeHne Habopa peareHToB

He 3aBUCUT OT NONYyNAUNOHHbIX U p,eMorpachquKmx aCneKToB.

O6bnacte nNpuMeHeHusi: Habop peareHTOB MOXeT ObiTb MCNOAb30BaH B KJIAMHUKO-

ANArHOCTUYEeCKMX N1abopaTopusix MEAULMHCKUX YUPEXAEHUNA.

lMoTeHUManbHbIE MOMb30BATENN: KBaﬂMd)MLlMDOBaHHbIVI nepcoHan, O6yl-IEHHbIl\;1 MEeToAaM
MOJ'IeKy}'IﬂpHOl\/'I ANarHoCtTMkKn wn npaswunam pa6OTbI B KJIMHUKO-AMArHOCTUYECKOM

na6opatopuu.

MpuMeHAaTb Ha6op peareHToB CTporo no Ha3Ha4yeHwm cornacHo AaHHOM MHCTPYKUWNWN MO

MPUMEHEHNIO.
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2 XAPAKTEPUCTUKA HABOPA PEATEHTOB

2.1

CocTaB Habopa peareHToB

} AHK-TEXHOJNOruA

R3-P453-S3/9, cbacoBka S, ctpunbl

HoMunHanbHbIN

o Konunuectso ..
HavmeHoBaHMe KOMMOHEHTOB BHewHun Bug 06béM
npobupok
KOMMNOHEHTa
CMecb anga amnnamdukaumm, MpospauHas becuseTHas 12 cTtpunos
po30Bas XWUAKOCTb MoA rno 15 mkn
3anevyaTaHHas napaguHoOM no 8 npobupok
BOCKOO6pa3HbIM 6enbiM CNoem
Mpo3payHasa 6ecuseTHas
OT-NuP-6ydep KUAKOCTD 1 npobupka 1,62 mMn
®epmeHT Taq/RT Mpospasinas becuseTHas 1 npobupka 55 mkn
BsA3Kas XMAKOCTb
BHYTpPEHHUN KOHTPObHbIN Mpo3pauHas 6ecuBeTHas
obpaseu PHK-BK "A"! XUAKOCTb 1 npobupka 1,0 mn
I'Ionomwrleanbm KOHTpONbHbIN | Mpo3payHas 6ecuBeTHas 1 npo6upka 130 MK
obpaszey XNAKOCTb
KpbIWwKK ang cTpunos 12 wr.

R3-P453-23/9, ¢bacoBka S, npobupkmu

HoMunHanbHbIN

. Konunuectso ..
HanMeHoOBaHMe KOMMNOHEHTOB BHewHWn Bna NDOBUDOK 06BbEM
P P KOMMNOHEHTa
Mpo3payHas 6ecuseTHas uam
Cmecb ana amnnmdukauum,
po30Bas XUAKOCTb Mo 96 npobupok no 15 mkn
3anevyaTaHHas napaguHoOM
BOCKOO6pasHbIM 6enbiM cnoem
Mpo3pauHas 6ecuseTHas
OT-NuP-6ydep KUAKOCT 1 npobupka 1,62 mn
®epmeHT Taq/RT Mpo3pauHas GecuseTHas 1 npobupka 55 Mkn
BSA3Kas XMUAKOCTb
BHYTpEHHWNI KOHTPO/bHbIN Mpo3pauHasn 6ecuseTHas
o6pa3zel PHK-BK "A"t XUAKOCTb 1 npobupka 1,0 mn
MonoXnTenbHbIA KOHTPOSbHLIN | Mpo3payvHasa 6ecuseTHas
o6pazell! KUAKOCTD 1 npobupka 130 mMkn
R3-P453-UA/9, dhacoBka U
HOMWHaneHbIN
. Konnuectso .
HanMeHoBaHMe KOMMNOHEHTOB BHewHWn Bua NDOBUDOK 06BbEM
P P KOMMNOHEHTa
CMecb ana amnnudbumkaumm MpospauHas 6ecuseTHas um 1 npobupka 600 mMkn
po30Bas XWAKOCTb
Mpo3pauHas 6ecuBeTHas
OT-MNuUP-6ydep «U» KUAKOCT 1 npobupka 600 Mkn
®epmeHT Taq/RT MpospauHas becuseTHas 1 npobupka 30 Mkn
BSA3Kas XXMAKOCTb
BHYTpPEeHHWI1 KOHTPONbHbIN Mpo3pauHas 6ecuBeTHas
obpaseu PHK-BK "A" XUAKOCTb 1 npobupka 1,0 mn
MonoXnTenbHbIA KOHTPOJbHbLIM | [po3payvHasn 6ecuBeTHas 1 npo6upKa 130 MKn
obpaseu! XUAKOCTb pooup

1 - Ha 3TMKEeTKE KOMMOHEHTa ANS Bcex (acoBOK «M0SIOXUTENbHbIA KOHTPOMbHbIM 06paseL» yka3bliBaeTcs
Kak «K+», «BHYTpeHHUIN KOHTPONbHbIN 06pazel PHK-BK "A"» ykasbiBaeTcs kak «PHK-BK "A"»
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Bce koMMnoHeHTbl Habopa peareHTOB TrOTOBbl K TMNPUMEHEHUIO U He TpebytoT
OOMONHUTENbHOM NOAFOTOBKKN K paboTe.
KoMMN1eKTHOCTb:
- Habop peareHTOB B OAHOM M3 BapMaHTOB UCMOSIHEHNA — 1 WT.;
- NHCTpYyKUMA MO NPpUMEHEHMI0 — 1 3K3.;
- Bknagbiw — 1 3k3.;

- MacnopTt - 1 3K3.

2.2 KonnuectBo aHanmnsnpyembix 06pasuos

Habop peareHTOB B pacoBke S paccumTaH Ha npoBedeHune 96 onpeaeneHnii (He 6onee
12 nocTaHOBOK), BKJO4Yas aHanM3 Heu3BeCTHbIX 06pa3uoB, OTPULATESNbHbIX KOHTPOJSbHbIX
06pa3uUoB M NOMOXNTENbHbIX KOHTPOJIbHbIX 06pa3LoB.

Habop peareHToB B pacoBke U paccuntaH Ha npoBegeHme 96 onpeaeneHnin npu yciosBum
MOCTaHOBKM He MeHee 5 obpasuoB B ogHOM wuccnegosaHum (3 HeusBecTHbIX obpasua,

OTpMUATENbHbLIA U NOSIOXUTENbHbIN KOHTPOJIbHbIE 06pa3ubl).

2.3 MpuHUMN MeTOAa

MeTona: obpaTHas TpaHCcKpunums PHK C nocneaywoLemn amnnudukaunen
CUHTE3MPOBaHHbIX ¢parMeHToB KAHK MmeTonoM nonuvMmepasHoin uenHor peakuwmn (OT-MUP)
B peXuMe peanbHOro BpEMEHW; Ka4yeCTBEHHbIN aHanus.

MpuHUMN MeToaa OCHOBAH Ha UCNOb30BaHUM npouecca obpaTHoN TpaHckpunuumn PHK n
nocneaywwen amnandukaumm  kKAHK, 3aknwdawowencs B MNOBTOPSAKWMXCS  UMKIAX
TemMnepaTypHoh  geHatypauum  [OHK, oTKura npaMepoB C  KOMMJIEMEHTapHbIMU
nocneaoBaTeNIbHOCTAMM M Mocienylowen [OCTPOMKM  MOJSIMHYKIEOTUAHbIX uUenerh € 3Tux
npanmepoB Tag-nonmMepason.

DTanbl obpaTHOM TpaHckpunumu PHK u MUP-amnandukaummn kAHK npoBoasT B 04HOM
npobupke, 4TO NOBbILWAET YYBCTBUTE/IbHOCTb METOAA, YMEHbLUAeT BEPOSATHOCTb KOHTaMUHaUNMU U
CHMXaeT BpeMs NpoBeAeHns nccnenoBaHums.

Ons noBbIWEHUS 4YYBCTBUTESIBHOCTU U CreuyndunyHOCTM peakunum npeaycMoTpeHO
npuMeHeHne <«ropsdero» crtapTta. [opsaumMn ctapt obecneumBaeTcsa  UCNOb30BaHWEM
Tag-nonumepasbl, 6510KMpOBAHHOM aHTUTenamu. CTapT MNOMMMEPa3HOM UEenHOM peakumm
NPOUCXOAUT TOMIbKO MNpu TeMrnepaTypHOM Anccoumaummn KoMmnnekca Tag-nonmmepasbl U aHTUTEN,
UYTO UCKJIKOYaeT Hecneumnduyecknin oTKur npainmepos Ha JHK-MuULWEHM Npyn HaYaibHOM nporpese
npobupku.

B coctaB Habopa peareHTOB BK/IKOYEH BHYTPEHHUN KOHTPObHbIN o06pa3sey PHK-BK "A",
KOTOpbI fobaBnseTcs B aHanM3upyemble obpasubl Ha cTagun BblaeneHns PHK n npegHasHaudeH
ONs oueHkn 3Tana BblaeneHns PHK mn kauvectBa npoxoxaeHuss obpaTHOM TpaHCKpUNuMu W

nonnMmepasHon uenHon peakumn (OT-MLP).
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B peakuuoHHyl cMecb ans amnnmdukaumm eeegeHbl JHK-30HAbI, KaXablil N3 KOTOPbIX
coaepXuT GNyopecueHTHY MeTKy W racuTtenb dnyopecueHumn. [lpu  obpasoBaHum
cneundunyHoro npoaykta AHK-30H4 pa3pywaertcs, Aencreume racutens Ha iyopecueHTHYHo
METKy npeKkpawaeTcs, 4YTo BeaéT K BO3pacTaHuio YypoBHA dnyopecueHumn. Konuyectso
paspylweHHbiXx 30HAOB (@, cnegoBaTeslbHO, UM ypoBeHb dnyopecueHuMn) Bo3pacTaer
NpornopumoHanbHO KonmnyecTsy obpa3oBaBlwnxcs cneunduruyeckmx ammnjankKoHoB. YpPoBEHb
dnyopecueHUnn n3MepseTcs Ha KaXxaoM LUMKIe aMindukaunum B pexnme peasibHOro BpeMeHMu.

B coctas AHK-30HAOB, MCNONb3YyKOWMXCA AN9 AeTeKuMu MpoAayKTa aMniamdukauum
nckomon kAHK Bupycos rpunna B (Influenza B virus), BkatoueHa dnyopecueHTHas metka Cy5.

B coctaB [AHK-30HAOB, wucnonb3ylwmMxcs An8 [eTekuunm npoAayKTa BHYTPEHHEero
KOHTpPOJSIbHOr0 obpasua, BXoaAuT (payopecueHTHbIn KpacuTenb Hex. B Ttabnuuye 1 npuBeaeHsbl

KaHalnbl AeTEKUNN NPOAYKTOB aMl'IJ'IVICbVIKaLI,VIVI.

Tabnuuya 1 - KaHanbl getekunn npoayKToB amMmnandunkaumm

Fam/Green Hex/Vic/Yellow Rox/Orange Cy5/Red Cy5.5/Crimson

- BK* - Influenza B virus -

* - BHYTPEHHWI KOHTPOJIbHbLIN 06pa3el PHK-BK "A"

NccnegoBaHme cocTtouT U3 cregyowmx atanos: BblgeneHne PHK (npobonogrotoska),
peakums obpatHon TpaHckpunuum PHK wn TMUP-amnandukauma kAHK ¢ opgHoBpeMeHHOM

AeTeKkumnen pesynbtaToB C NCNosb3oBaHMeM Habopa peareHTos Bupyc MNpunna B.

2.4 BpeMmsa npoBeaeHus aHanusa (Bkaoyas npobonoaroToBKy): oT 2 YacoB (B 3aBUCUMOCTU
OT KonuyectBa 06pasuLoB W UCMOAb3yeMoro Habopa/KoMMeKTa peareHToB Ans

BblaeneHmns PHK).
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3 AHAJTUTUYHECKME U ANATHOCTUYECKUE XAPAKTEPUCTUKMA

3.1 AHanuTu4yeckast cneunduyHoOCTb

B obpa3uax 6buonornuyeckoro matepmana yenoseka, cogepxawmnx PHK Influenza B virus,
nporpammMHoe obecnedyeHne pgeTekTupylwero aMmnandukatopa AOSKHO PperucTpmpoBaTtb
MONOXUTENbHbLIA pe3ynbTaT amnamdukaumm cneundunyeckoro npoaykrta (dparMeHTa reHoma
Influenza B virus) no 3asiBNeHHbIM KaHanaM AeTeKumin.

B ob6pasuax 6uonornyeckoro matepuana, He cogepxawmx PHK Influenza B virus,
nporpamMHoe obecnedyeHne geTekTupylwero aMmnandukatopa AOKHO PperucTpmpoBaTtb
oTpuuaTenbHbIM pe3ynbTaT aMmnandukaumm cneuudumdeckoro npoaykta (dpparmMeHta reHoma
Influenza B virus) n nonoXuTtenbHbl pe3yabTaT aMindmKaunum BHYTPEHHEr0 KOHTPOSIS.

lMoka3aHO OTCYTCTBME MEPEKPECTHbIX Hecneundunuyeckmx peakumin Kaxgom U3 CUCTEM
O/IMFOHYKNEOTNAOB, BXOAAWMX B COoCTaB Habopa peareHTOB, MO OTHOWEHWIO K BUpycaM,
onpeaenseMbiM ApyrmmMn cnctemMamm.

lNMokasaHo OTCYyTCTBME Hecneumdruyecknx noaoXnTenbHbIX pe3ybTaToB aMnamdunkaunm
npu Hanmummn B obpasue PHK Influenza A virus, Human Coronavirus 229E, Human Coronavirus
HKU-1, Human Coronavirus NL-63, Human Coronavirus 0OC-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, OHK Human Adenovirus, Human Bocavirus, Bordetella parapertussis,
Bordetella pertussis, Chlamydophila pneumoniae, Haemophilus influenzae, Klebsiella
pneumoniae, Legionella pneumophila, Moraxella catarrhalis, Mycoplasma pneumoniae,
Staphylococcus aureus (methicillin-resistant), Streptococcus pneumoniae, a Takxe [QHK
yenosBeka B KOHUeHTpaumu go 1,0 x 108 konuin/mn obpasua.

B xoge npoBeneHWs BanMOAUMOHHbBIX UCMbITAHMI NOKasaHO Haauuune crneymduyeckmnx
pe3ynbTaToB amnandukaumm npm Hanmuum B obpasue PHK, BbigeneHHol 13 11 wramMmMoB rpunna

B pasnunuHbIX anngeMmnyeckmux ce3oHOB.

3.2 NHTepdepupytowme BewecTea

Hannume B o6pa3uyax 6uonormyeckoro martepuana WHTepdepmpyrLlnx BeLWecTs,
KoTOpble  MOryt wuHrmbuposatb T[LP, MoXeT ABAATbCA  MPUUYUHOM  COMHUTESNbHbIX
(HeonpenenéHHbIX/HeaOoCTOBEPHbIX) pe3ynbTaTtoB. [lpu3HakoM noaHoro wuHrubuposaHua [MLP
SABNSETCH OA4HOBPEMEHHOE OTCYTCTBME aMNNndUKaUnNmM BHYTPEHHEro KOHTPOAS U crneumduyeckmnx
NpoAYKTOB.

K nHtepdepupyowmm sewectsam, nHrmbumpytowmm MLP, oTHeceHbI:

- dHAOreHHble BewecTBa (UenbHasa KpoBb, NENKOUNTbI, CIN3b);

- 9K30reHHble (BewecTtBa, aobasBnsemble B ob6bpasubl 6uomaTepuana BO BpeMs
Npo6onoAroToBkM (M30MNPONUIIOBLIMA CMNPT U METUMALIETAT), MECTHbIE IEKAPCTBEHHbIE NpenapaTbl).

MakcuMasbHble KOHLEHTpaLmm nHTepdepmpyowmnx BELLECTB, NPy KOTOPbIX He Habnoganock
BNMSIHWE Ha npoBeaeHne amnnmdbukaunm, coctaBnaoT: reMmornobuH — 0,35 mr/mn o6pasua PHK,

nsonponuiosbin cnupT — 100 mMkn/mn obpasuya PHK, metunauetat — 100 mkn/mn obpasua PHK.
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NHTepdepupylowlee BAMSIHME TaKUMX BELLECTB, KaK JIEMKOUUTbI, Cfn3b, MECTHblE
JlekapCTBEHHbIE npenapaTtbl, KOTOpble MOryT coaepXxaTbCsd B o0bpa3uax 6uomatepuana B
KIIMHUYECKN 3HAaUYMMbIX KOHLEHTpaumsax, He Habnaanoch.

Ona  CHuxXeHms KonudectBa UWHTepdepupylowmMx BewecTs, WHrmbupytwowmnx TMLP,
Heobxoanmo cobnopaTe npasuaa B3ATMSA 6uonormyeckoro Matepuana. Npu nNoao3peHuMn Ha
Hanuume B obpasue 6onbWoro Koanvecrtsa nHrmbmutTopos MLP pekomeHayeTcs BbibMpaTb MeToAbI
BblAeNeHNs HYKNEMHOBbLIX KUCNOT, MO3BONSKOWME MPOM3BECTU UX MAKCUMasbHOe yAaneHue us

o6pa3L|,a, HE PpEKOMEHAYETCA NCMOJ1Ib30BaTb 3KCNpPEeCC-MEeTOAbI BblAENEHNA HYKNTENHOBbIX KNUCNOT.

3.3 Mpenen obHapyxeHus

Mpeanen obHapyxeHns: 10 Konuin HYKNEMHOBOM KMCAOTbl HA aMMIMUKaALNOHHYO NMpobupky.

Mpenen obHapy>XeHUs1 YCTaHOBJIEH MYTEM aHanM3a CEPUINHbIX pa3BeaeHUIn ABYX Cepun
nabopaTtopHoro koHTponebHoro obpasua (JIKO).

Mpepen obHapyxeHmsas PHK B ob6pa3ye 6uomatepmana 3aBMCUT OT MeToAa
npobonoarotoskn obpasua n KoHeyHoro o6bvéma BbigeneHHon PHK (o6béma antouunn).

Mpenen o6HapyxeHus 10 KOMMMA HYKIEMHOBOMW KMWUCAOTbl Ha aMnandUKaLMOHHYIO
npobupky COOTBETCTBYET CNeAyloWmMM 3Ha4YeHusIM KOHueHTpaumm PHK B o6pasue npwu

MCcnosib30BaHMn Ha60pOB/KOMI'IJ'IEKTOB peareHToB Angd BblAENEHUA HYKNTENHOBbLIX KUC/OT.

HaumeHoBaHue O6BbEM Mpepen
Bbuomarepuan Ha6bopa/koMnnekrta nosny4eHHoro obHapy)xeHus,
Ana Bbigenenus PHK npenaparta, MKJl Konuin/mn o6bpasua
MPOBA-HK 50 1000
Ma30oK 13 HOCOrnoTKM, MPOBA-HK-S 50 1000
potornotku B 500 MKkn
TPAHCNOPTHOI cpeab! MPOBA-MY-HK-S 100 2000
MPOBA-MY DWP 100 2000
BpoHXxoanbBeonsipHbIn
naeax, 3H,q0Tpaxea11be|M, MPOBA-HK 50 1000
Ha3odapuHreanbHbIN
acnupart
MokpoTa (npeanobpaboTka [POBA-HK 50 5000
C MYKOJIU3NHOM)
3.4 AunarHocTnyeckne xapakTepucTuku
AnarHocrnyeckas AnarHocruyeckas
YyBCTBUTEJIbHOCTb cneyndUUHOCTb
Bup 6unomartepmana
UccnepoBaHo 3HauyeHue, UccnepoBaHo 3HauyeHue,
ob6pasuyos (95 % ANn) o6pasuyoB (95 % An)
Ma3Kun M3 HOCOrNIOTKK 25 100 % (86,28 - 100) 25 100 % (86,28- 100)
Mas3Kku 13 poTorioTKu 25 100 % (86,28 - 100) 25 100 % (86,28- 100)
Acnupat
Ha3odgapuHreanbHbI K 35 100 % (90,00 - 100) 35 100 % (90,00 - 100)
3HAOTpaxeasnbHbIN
BpoHX0anbBeoNApHLIN 25 100 % (86,28 - 100) 25 100 % (86,28 - 100)
naBax
MokpoTa 25 100 % (86,28 - 100) 25 100 % (86,28 - 100)
UToro 135 100 % (97,30 - 100) 135 100 % (97,30 - 100)
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4 MEPbI MPEAOCTOPOXXHOCTH

Opranusauma pabotbl [LUP-nabopatopuu, obopyaoBaHue u MaTepuanbl LOXKHbI
cooTBeTCcTBOBaTb TpeboBaHmsaM TOCT P 52905-2007, meTtoamyeckmnx ykasaHui MY 1.3.2569-09
«OpraHunsauuns paboTbl nabopaTtopuii, UCNONBL3YKOLWNX MeToAbl amnandumKaumm HYKIEUHOBbIX
KMUCNOT, Npu paboTe C MaTepuasnoMm, cogep)kalnmMm MnkpoopraHnsmel I-IV rpynn natoreHHoCcTU»,
c cobniogeHneMm  caHuTapHbiXx npaBua M HopM  CaHluH 3.3686-21  «CaHuTapHo-
annaeMmnonornyeckne TpebosaHus no npodunakTMke MHGOEKUNOHHbIX 6onesHen».

HenseecTHble 06pa3ubl pacCMaTpMBAOTCS KakK MoTeHuManbHO-onacHble. MNMpu paboTte ¢
HabopoM peareHTOB cneayeT HageBaTb 0O4HOpa30Bble nepyaTkm 6e3 Tanbka.

Mpu paboTte ¢ MmkpoopraHmuamamu I-IV rpynn naTtoreHHoCcTu BbI6GOp TUMNa 3aWMTHOro
KocTioma (pabouer ogexabl M CpeacTB MHAVMBMAYA/AbHOWM 3aWMTbl) MPOBOAUTCS B CTPOrOM
COOTBETCTBMW C CAaHUTapHbIMK npasBuiiaMmm n HopMmamm CanlmH 3.3686-21 n onpeaensieTca BUAoM
B0o36yauTens, pabouel 30HOM, OCHaweHneM ee 6bokcamu buonornyeckon 6e3onacHoOCTu.

CnepyeT ncnonb3oBaTh TO/IbKO OAHOPA30Bble HAKOHEYHUKN U NPOo6bmpKM.

He ponyckaeTcs WCNOMb30BaHWE OAHMX W TeX e HaKOHeYHMKOB npu obpaboTke
pa3nnyHbix o6pa3uos bnonormyeckoro matepuana.

K pabote ¢ HabopoMm peareHTOB JOMycCKaeTca nepcoHan, ob6ydeHHbIn MeToAaMm
MOJIEKYNIAPHOM ANArHOCTUKM M nNpaBunamM paboTbl B KIIMHUKO-ANArHOCTMYECKON nabopaTtopun.

Boinenenne PHK cneagyet nposoanTb B 60kcax buonornyeckon 6esonacHoctu II knacca.
MoarotoBky k OT-MUP ¢ wucnonb3oBaHneM Habopa peareHToB BO3MOXHO MNpPOBOAUTb
B ML|P-6okcax.

3anpewaeTca nepemelleHne nabopatopHoro obopynoBaHUs, B TOM 4Yucne A03aTopos,
WwTaTMBOB, NlabopaTOpHOM MOCyAbl, XasjlaToB, rO/IOBHbIX y6oOpoB M Mp., a TakXe pacTBOpPOB
peareHToB U3 OAHOro NMoMeLleHns B Apyroe.

[losaTopbl AOMKHbI 6bITb COOTBETCTBYHOWMM 06pa3oM noBepeHbl (B aKKpeaUTOBaHHbIX
nabopaTopuax) n NpoMapKMpoOBaHbI.

Ncnonb3oBaHHble OAHOpA30Bble MPUHAANEXHOCTM (MPOBbMPKM, HAKOHEYHUKM U Aap.)
OO/MKHbl  cbpacbiBaTbCA B KOHTEWHep AAs  MeAMUMHCKUMX  OTXO0A4O0B,  coAep Xalumi
Ae3nHduumpyowmnin pacteop (Npn HeobxoanmocTtn).

MoBepxHOCTM pabounx CTOMOB, @ TaKXe NoMeLleHNs, B KOTOPbIX MPOBOANTCS BblAeNeHne
HYKNENHOBbLIX KUCAOT M noctaHoBka OT-MUP, cneagyet obsizatenbHO, A0 M NoCne nNpoBeAeHus
paboT, 06ny4yaTb C MOMOLLbIO BaKTEPULMAHbBIX YCTAHOBOK B TedeHne 30 MUHYT.

Bce noBepxHocTn B nabopatopumn (paboume ctonbl, wTtatmebl, obopyaoBaHue u 4p.)
eXeAHEBHO NOABEPralT BIAXHOM Yybopke C MNpPUMEHEHMEM AEe3UHMUUNPYIOLWMX/MOKOLWMX

CpeacCTB, periaMeHTUpPOBaHHbIX CaHUTapHbIMW NpasuiamMu n Hopmamm CanluH 3.3686-21.

BHMUMAHME! YTunmusumpoBatb oTxoabl ¢ npoayktamu OT-MLP HeobxoANMMO TOMIbKO B 3aKPbITOM

Buae. He ponyckaeTtcs oTKpbiBaTb Npobupkn nocne amnangukauymm (MY 1.3.2569-09).
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Mpn ucnonb3oBaHuM Habopa peareHTOB B KAMHUKO-AMarHoctuyeckon nabopaTtopumn
obpasylTcs oTX0oAbl Kfhacca B, KOTopble yTUAM3MPYKOTCA B COOTBETCTBMM C TpeboBaHMSAMMU
CaHuTapHbix npasun wn HopMm CaHlunH 2.1.3684-21 «CaHuTapHO-3NnAeEMNONOrnyecKkue
TpeboBaHUS K coaepXaHUIO TEPPUTOPUIN FOPOACKUX U CENbCKUX NOCENEHUI, K BOAHbIM 06beKkTaMm,
NUTbEBOM BOAE U MNUTLEBOMY BOAOCHabXeHWto, aTMochepHOMy BO34yXY, MOYBaM, XMWUJbIM
noMeLleHnsaM, 3KCnyaTaunum npousBOACTBEHHbIX, 06LWECTBEHHbIX MOMELLEeHUA, OpraHu3aunm u

NpoBeAEHNI0 CAHNUTapHO-NMPOTMBOINMAEMUYECKNX (NPODUNAKTUHECKNX) MEPONPUATUI».

OnacHble KOMMOHEHThLI B Habope peareHToB

KoMmnoHeHT Habopa Hanuumne/orcyrcrBue
YKasaHue Ha PUCKH
peareHToB OMNMacHOro KOMMNoHeHTa
Cmecb ana amnamdurkaunm siBnsetcsa 6e3onacHbIM
® ! A3zup HaTtpma meHee 0,1%
3anevyaTaHHas napaguHoOM ANA KOHEeYHOoro nosib3oBaTens
fBnaetcsa 6e3onacHbIM
CMecb ans amnnudbumkaumm A3unp Hatpua meHee 0,1%
ANA KOHEeYHOoro nosib3oBaTens
fBnsetcsa 6e3onacHbIM
OT-MNuUP-6ydep A3unpg HaTtpus meHee 0,1%
ANA KOHEeYHOro nosib3oBaTens
fABnseTcs 6e3onacHbIM
OT-NuP-6ydep «U» A3na HaTtpua meHee 0,1%
ANA KOHEeYHOro nosib3oBatens
®epmeHT Taq/RT HeT onacHbIX BewecTs -
BHYTpPEHHWI KOHTPONbHbIN fABnsetcs 6e3onacHbIM
yTP p " A3na HaTtpua meHee 0,1%
obpaszey PHK-BK "A ANg KOHEeYHOoro nosib3oBaTtens
MonoxnTenbHbl siBnsetca 6e3onacHbIM
. A3na HaTtpua meHee 0,1%
KOHTPO/bHbIN 06paseL AN KOHEYHOro nonb3oBaTens

Mpn pabote c HabopoMm peareHTOB crefgyeT MCMNoOMb30BaTb CPeACTBa MHAMBUAYASIbHOW
3aWnTbl 4N NpeaoTBPalleHMss KOHTaKTa C OpraHM3MoM 4esnoseka. [locne okoH4YaHMs paboThl
TLLATENbHO BbIMbITb PYKU. M36eraTb KOHTaKTa C KOXEW, rnasamMn n CNM3ancTbiMm 060104KamMm

Mpn ncnonb3oBaHMK MO Ha3HAYeHUO M COBMOAEHUN MEpP MPeAOCTOPOXHOCTU KOHTaKT
C OpPraHM3MOM YesioBeKa MCKIYEH.

He ncnonb3oBaTb Habop peareHToB:

- Npu HapyLweHnn YCI0BMN TPaHCNOPTUPOBAHUSA N XPAHEHUS;

- Mnpu HECOOTBETCTBUM BHELLUHEro BMAa peareHToB, yKas3aHHOrO B MmacrnopTe K Habopy
peareHToB;

- Npwu HapyLweHnn BHYTPEHHEN YNAaKOBKN KOMMOHEHTOB Habopa peareHToB;

- Mo NCTEYEHNIO CPOKa rogHoCTun Ha6opa peareHTos.

MpumeyaHue - Habop peareHTOB He COAEPXKUT MaTepuasioB 6GUOMOrMYECKOro MPOUCXOXAEHMUS,
BELLECTB B KOHLEHTpaUMaX, 061a4aloWwmnXx KaHLUEPOreHHbIM, MyTareHHbIM AeNCTBUEM, a TaKxKe BUSIOLLMX
Ha penpoayKTMBHYIO GYHKUMUIO 4enoBeka. [pyM MCNONb30BaHMM MO Ha3HAYeHWo W CcobaaeHUN Mep

NpeaoCTOPOXHOCTM ABNAETCA 6€30MNacHbIM.
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5 OBOPYAOBAHUE U MATEPUAJDbI

} AHK-TEXHOJNOruA

Mpwn paboTe c HabopoM peareHToB TpebytoTca cneaywowme obopyaoBaHne, peareHTbl U

pacxXogHble MaTeEpUalbl:

dacoBka U,

dacoBka S
O6opyanoBaHue, peareHTtbl AO3UpOBaHue
U pacxoaHble MaTtepuasnbl aBTOMaTU-
CTpunbl | Npobupkn | py4vHoe
3UnpoBaHHoe
MNLP-6okc ha aa na Aa
amnandukaTop C AeTeKuuen B pexunume peanbHOro
X aa aa aa aa
BpEMEHMU
MUKpOLEHTpUdyra-BopTekc aa aa aa aa
OTOp AN MUKpOUEHTpudyrm-sopTekca ans
poTop P pudy . P ha HeT HeT HeT
CTpUNoBaHHbIX Npobupok o6vémom 0,2 Mn
XONOAWIBHUK C MOPO3W/TIbHOW KaMepown ha aa aa aa
wTaTMB «paboyee MmecTto» Ans Npobupok 06BHLEMOM )
HeT na na HeT
0,2 mn
wTaTtne «paboyee MecTo» ASS CTPUNOBAHHbIX
. aa HeT HeT HeT
npobmpok o6LEmMom 0,2 Mn
wTaTmB «paboyee mecTto» Ans Npobupok 06BHLEMOM
ha aa ha Aa
1,5wmn
[03aTopbl MEXAHUYECKNE WU SNEKTPOHHbIE
nepeMeHHoro o6béma ogHOKaHasbHble, MO3BoJsIOWMeE
" Aa Aa Aa Aa
oTtbupaTb 06bEM xumakoctm ot 2,0 ao 20 MKn,
o1 20 ao 200 mkn, ot 200 go 1000 mkn
O0LHOPAa30Bble HAKOHEYHUKM C PUNLTPOM ANs
rnoslyaBToOMaTU4YeCKMX Ao3aTtopos, cBoboaHbie oT PHKas ha na na na
n HKa3, o6bvémom 20 mkn, 200 mkn, 1000 mMkn
wTaTMBe Ans 403aTopoB aa aa aa aa
NpobUpKM MUKpPOLEHTPUPYKHblE 06BbEMOM 1,5 Mn
pobup p pndy , na na na na
C Kpblwkamu, ceoboaHbie oT PHKa3 u [1HKas3
npobmpkn aMmnanpukKaumoHHble 06bEMOM 0,2 Mn
C Kpblwkamu, ceobogHblie oT PHKa3 n IHKa3 nnu HeT HeT na HeT
MukponnaHwet MLUP 96 nyHok
OAHOpa30Bble NepyaTkm MeanumHckme, 6e3 Tanbka,
ha aa ha Aa
TEKCTYpUpOBaHHbIE
EMKOCTb ANnsa cbpoca MCnonb3oBaHHbIX HAKOHEYHUKOB,
aa aa aa aa
npobupoK 1 Apyrux pacxoAHbIX MaTepuanos
YcTponcTeo gosupytoulee ATCTpMM B BapuaHTte
ncnonHenmsa 12M1 mnm 15M1, OO0 «HMNO AHK- HeT HeT HeT na
TexHonorus», Poccus, PY N2 P3H 2015/2982
OZHOpPa30Bble HAKOHEYHUKM C PUNLTPOM ANs
Aosupyouwero ycrtponcrtsa ATCTpMM B KOMANeKTaumm
*M1, cBoboaHbie oT PHKa3 n JHKa3, o6bémom 200 mMkn HeT HeT HeT ha
WM peKoOMeHAOoBaHHble AN aHan0rmyHoro
MCNOJIb3yEMOro A03MPYHOLLLEro yCTpOnCcTBa

1

aMnIMdUKaTOpOB yKasaHbl HUXe
2 - TONbKO MpU UCMONb30BaHNN NPO6UpPOK

- janee no TeKCTYy — [AETEKTUPYHOLMI aMninudukaTop;

TpebyeMble MapaMeTpbl AETEKTUPYIOLLMX
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dacoBka U,
dacoBka S
O6opyanoBaHue, peareHTbl AO3MpoBaHue
N pacxoaHble MaTepuanbl aBToMaTu-
CTpunbl | ANpPo6bupkKn | py4vHoe
3UpoBaHHoOe
YCTpOMCTBO AN5 3anedaTbiBaHMS nnaHweToB [Tnak "
HeT HeT na ha
(000 «HMNO AHK-TexHonormnsa»)
ueHTpudyra c RCF He Huxe 100, c agantepom Ans
pudy (9) ! P HeT HeT aat aa
MUKPOMIAHLIETOB
nonmMMepHas TepMonnéHka An4 3anedvyatbiBaHUs L
HeT HeT na ha
MUKPOMIaHLWETOoB
MUKponnaHweT 384 NyHKn HeT HeT HeT na

dusunonornyeckmn  pacteop (0,9% NaCl) crepunbHbIl (ecnu  HeobxoauMO) AN MOATOTOBKMU
OTpULATENBbHOINO KOHTPOJIbHOro 06pasua

Hab6op/KOMNAEKT peareHToB ANS BblAENEHUA HYKIEMHOBbLIX KWUCAOT M3 6MOMOrMYeckoro MaTepuanaZ,
peKoMeHAYyTCS:

KoMnnekT peareHToB ANS BblAeneHnsa HyknenHosblX kucnoT (MPOBA-HK/MPOBA-HK-TJ1HOC)

no TY 9398-035-46482062-2009 B komnnekTaumun NMPOBA-HK,

npounssoactea 000 «HMO AHK-TexHonorus», Poccus, PY N2 ®CP 2010/08867

mnu Habop peareHTOB ANns BblaeneHns HykenHobix kucnot (MPOBA-HK-S)

no TY 21.20.23-117-46482062-2020, npoussoactea OO0 «[JHK-TexHonorna TC», Poccus,

PY N2 P3H 2020/11296

nnu Habop peareHToB ANns BblaeneHns HykenHoBbix kucnot (MPOBA-MY-HK-S)

no TY 21.20.23-118-46482062-2020, npoussoactea OO0 «[JHK-TexHonormna TC», Poccus,

PY N2 P3H 2021/15267

nnu Habop peareHTOB ANns BblaeneHust HykienHosbix kucnot (MPOBA-MY DWP)

no TY 21.20.23-062-46482062-2020, npoussoactea OO0 «[JHK-TexHonormna TC», Poccus,

PY N2 P3H 2021/15090

JOononHUTEeNbHO ANS Ma3KOB M3 HOCOIM/IOTKU, POTOM/IOTKU:

TpaHcnopTHasa cpefa, npegHa3HayeHHas AN TPaHCNOPTUPOBaHUSA U XpaHeHus obpasLos
6uonornyeckoro matepuana ansa MNMUP-nccnegosaHnii, peKkoMeHayeTcs TpaHCNopTHas cpeaa:
CTOP-® (OO0 «OHK-TexHonorus TC»)

Habop peareHTOB NMPUMEHSAETCS C AETEKTUPYIOWMMU aMMIMdUKaTOpaMn MIAHLLETHOIO U
POTOPHOro TUMa C CUCTEMOM JAeTekuun GYOPECLUEHTHONO CUrHana B PEeXUME peasibHoro
BPEMEHMW, 3aPErncTpUpoBaHHbLIMM B YCTAHOBJIEHHOM nopsake B P® m CoOOTBETCTBYHOLWMMMU
cnepywowmm TpeboBaHUSM:

- obecneunBaerca pabota ¢ obbeMOM peakunoHHon cmecu 40 mkn (dacoBka S) unm
18 mkn (¢acoska U);

- obecneuunBaeTtcs paboTa c dpnyopodopamu: Hex (Vic), Cy5;

- nogorpesaemasl Kpbilka ¢ Temnepatypoi 6onee 100 °C;

- CKOpOCTb Harpesa He MeHee 2 °C/cek;

- CKOPOCTb OoXxNnaxaeHus He MeHee 1 °C/cek;

- TOYHOCTb NOAAEPXKAHMUS N OAHOPOAHOCTb TeMNepaTypbl He 6onee = 0,4 °C.

1 - ToNbKO NpY UCMONIb30BaHUM MUKPOMIAHLLETOB
2 - BO3MOXHOCTb MCMONb30BaHUs Habopa/KoMnnekTa peareHToB Ans BblaeneHus PHK Influenza B virus
onpegenseTca BuaoM 6uonornyeckoro Matepuana
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[Onsa Habopa peareHTOB BanMANPOBaHbI Cleaylowme AeTeKTMpyowme aMnangukaTopbl:

- «ATnpanm» (Mmoamdukauuns «OdTnparim *M*»), 000 «HMNO AHK-TexHonorus», Poccus,
PY N2 ®CP 2011/10229;

- «OTnpanm» (Mmogudukaumsa «ATnpanm *X*») 000 «HMO AHK-TexHonorus», Poccus,
PY Ne ®CP 2011/10229 (Tonbko Aansas Habopa peareHtoB B acoBke U ans
aBTOMaTM3UPOBAHHOIO A03MPOBaHUSA);

- «OTnant» (Mogmndukauma «OTnant *S*»), 000 «HMNO AHK-TexHonorua», Poccus,
PY N ®CP 2011/10228 (Tonbko aonsa Habopa peareHToB B (pacoBke S; B pacoske U ans
PYYHOro A03MpPOBaHMS MpU UCMONb30BaHUU NPO6MPOK);

- Rotor-Gene Q, QIAGEN GmbH, 'epmanus, PY N2 ®C3 2010/07595 (Tonbko ansa Habopa
peareHToB B acoBke S, npobupkun; B dacoske U gns pydyHOro A0O3MpoOBaHUA MNpw
MCNosib30BaHNM Npobmpok);

- CFX96, Bno-Pap JlabopaTtopwmes, UHk; CLUA, PY N2 ®C3 2008/03399;

- Applied Biosystems QuantStudio 5, «Jland TekHonogxuc Xonguurc [MTe. JT4.»,
CuHranyp, PY N2 P3H 2019/8446.

Mo BonMpocaM MNpUMEHEeHUa AEeTEKTUPYIOLLUUX aMI'IJ'IMCbMKaTOpOB, HE€ YKa3aHHbIX BbllWIE,

TpebyeTcs cornacoBaHue C NpoM3BOAUTENIEM HAbopa peareHTos.
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6 AHAJTUSUPYEMbIE OBPA3Lbl
6.1 MaTepuan ons nccneaoBaHus
ans uccrnenosaHuns UCNONb3YIOT Ma30K n3 HOCOI/I0TKM, pOTOrN0TKM,

6pOHX0aNbBEOSISIPHbIN JTaBaX, SHAOTPaxeanbHbl, Ha30apuHreasnbHbIli acnmpar, MOKpPOTY.

MpumedaHne — B3sATue, npeaBapuTenbHytlo 06paboTky, XxpaHeHMe M NepeBO3Ky, nepepadvy MccienyeMmoro
MaTepuana B Apyrve OpraHm3auuMm OCYLLUECTBSAKT COrfMacHO MHCTPYKTUBHO-METOAMYECKUM AOKYMEHTaM,
pernamMeHTMpYLWmMM BbINOJIHEHWME UWCCefoBaHUM B COOTBETCTBUM C TpeboBaHumssmu MY 1.3.2569-09,
CaHlnH 3.3686-21.

OrpaHunuyeHme Meropal: MecTHOe NMpUMEHEHMe NleKapCTBEHHbIX MnpenapaTtoB (cnpeu, Kanawu,
KpeMbl U Ma3u) MeHee 4yeM 3a 24 yaca o muccneposaHus. MNMpu MCNonb30BaHUKM a3po307en um
apyrnx ¢opMm nekapcTBeHHbIX NpenapaToB ANs MHransauuMin npu nedyeHmnmn 6poHXnanbHOM acTMbl

MaTepuan ansi uccnenoBaHuin cneayeT 6paTb HE paHee, YeM Yepes TpW Yaca Nnocne MHransuum.

6.2 Obuwume TpeboBaHus

NccnepoBaHne metogom OT-MUP oTHocuTca K npsiMbIM - MeTodaM JsiabopaTopHOro
nccrnenoBaHus, No3ToMy B3siTMe 6MOI0OrMYeckoro MaTepmana 4Yenoseka Heob6xoanMo NpoBOAUTDb
M3 MecTa fiokanunsaunm nHpeKUMOoHHOro npouecca. PeweHne o HEO6X0ANMMOCTM UccnenoBaTb Ty
WKW MHYI0 NOKaausauumio NpUHUMAET JiedaliMin Bpad Ha OCHOBaHWMM CObpaHHOro aHamMHesa U
KIIMHNYECKOWN KapTuHbl 3aboneBaHus.

[Onsa nony4vyeHns KOpPEeKTHbIX pe3ynbTaTtoB 6onblioe 3HaYeHne MMeeT Ka4yeCTBO B3ATUS
obpasua O6uomaTepmana AnNa UCCNefoBaHUMS, €ro  XpaHeHue, TpaHCnopTMpoBaHuMe U
npeaBaputenbHas obpaboTka.

HenpaBunbHoe B3saTne 6buomaTepuana MOXeT NPMBECTU K MONYYEHU0 HeAOCTOBEPHbIX
pe3ynbTaToB W, BCeACTBME 3TOro, He06XoANMMOCTU ero NOBTOPHOrO B3ATUS.

Ha sTanax noarotoBku 6uomaTtepmana um BblaeneHmn mn3 Hero PHK, 3a mncknuyeHmem
3Tana otbopa HaZoOCagO4YHOM XMAKOCTM C WUCMONb30BaHMEM acnupaTtopa, MWCNosb3ynTe
04HOpPa30Bble HAKOHEYHMKMK C punbTpoM, cBobogHble oT PHKas 1 [1HKas.

Mpun pobasneHun pacteopa B Npobupky, coaepxawyt 6uonornyeckmii matepman,
aKKypaTHO BHOCUTE XWAKOCTU, He KacasiCb CTEHOK Npobupok. MNMpu KacaHnM K CTeHKe nNpobupku
CMeHUTe HaKOHeYHUK. HakoHeuyHWK crnenyeT MeHsATb MpU KaXkaAoM yaaneHuu pacTtBopa U3
ob6pasua.

Ona npepoTBpalleHns KOHTaMMHaUMKM BcCerga OTKpbIBaWTe KPbIWKY TOJIbKO TOM
npobupkun, ¢ Kotopon MAET pabota (BHeceHme obpasua/peakTuBa, ydaneHuMe Hafocafo4HOM
XUAKOCTM), W 3akpbiBanTe e& nocne 3toro. He ponyckaetca paboTaTb OAHOBPEMEHHO C

HECKOJIbKNMU I'IpOGVIpKaMVI C OTKPbITbIMU KpPbILLWKaMu.

1 - ecnu 3TO He MNpPOTUBOPEYUT TPebGoBaHUSAM K WUCMOMb3yeMblM HabopaM/KOMMJIEKTaM peareHToB ANs
BblaeneHnsa HK
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6.3 B3daTne matepmana Ha nccnenosaHue

BHUMAHME! TMNepea sbigeneHnem PHK MoxeT noTpeboBaTbcsi npepBaputenbHass obpaboTka

obpasuos 6uonornyeckoro matepmnana (6.5).

6.3.1 MokpoTa

B3gaTne wMaTepuana oOCyLWeCTBAAKT B OAHOPasoBble rpafyupoBaHHbIE CTepUSbHbIE
(NaKOHbI C WWPOKMM FOpPJSIOM U 3aBUHUYMBAKOLWMMUCA KpbllWKaMn o06bEMOM He MeHee 50 mn
B Kosn4yectBe He MeHee 1,0 mn.

Mocne cbopa MaTepunana ¢haakoH MIOTHO 3aKPbIBAOT U MapKUpPYHOT.

6.3.2 bBpoHxoanbBeONspHbIN NaBax, SHAOTPaxeasbHbI, Ha3odhapHreanbHbI acnmpar
B3sATne matepmana nponsBoAUTCS B O4HOPA30BbIE€ MNJIOTHO 3aBUHYMBAKOLLMECS NMPOOUpPKHN

o6bvémomM no 50 mn. Mocne B3aTUA MaTepuana NpobmpKy MAOTHO 3aKpPbIBAOT M MAapKUPYIOT.

6.3.3 Ma30K M3 HOCOr/10TKU, POTOr0TKU

B3aTve MaTepuana oCyLLeCcTBASIOT C NMOMOLWWbIO creumanbHbiX MeANUWMHCKUX U3aenun,
MMeLWMX perncTtpaumoHHble YAOCTOBEPEHMS, COMNacHO YCTAHOBMNEHHOW B 3aBUCUMOCTU OT
UCTOYHMKA 6uonormyeckoro M™artepuana npoueaype (Hanpumep, 30HA MeAMUMHCKUN
OAHOPa30BbIN CcTepunbHbIn PY N2 P3H 2021/13989).

Mocne B3ATMS 6uonornyeckoro MaTepuana nepeHecuTe 30HA B Npobupky ¢
TPaAHCMOPTHOW Cpeaon, npegHa3HadYeHHONW Mpou3BOAUTENIEM ANS TPaHCNOPTUPOBAHUS W
XpaHeHus o6pa3uyoB 6Gumonormyeckoro Matepuana ans [lUP-uccnegoBaHuil, n TwaTenbHO
NMpoOMOITE ero B XUAKOCTU B TedyeHne 10-15 ¢, nsberasa pasbpbiarMBaHms XNUAKOCTU.

N3Bneknte 30HA M3 pacTBOpa W, BpalwlaTeNbHbIM ABWXEHWEM MNpUXMMas ero K
BHYTPEHHElN CTeHKe npobupkn Bblle YPOBHA pacTBopa, OTOXMUTE WM3ObITOK >XUAKOCTW.
MonHoOCTbIO yaanuTe 30HA M3 NPOBMPKU U YTUNU3MPYIATE.

MNOTHO 3aKpoMTE KPbIWKY NPOOGUPKM U MPOMaApPKUpPynTe Npobumpky.

Mpn HeobxoamMmocTu B3ATUS 6OuoMaTepuasna W3 HeCKOJSIbKMX 6MOTOMOB MNOBTOPUTE

npouenypy, Kaxabin pa3 3abupas Matepman HOBbIM 30HAOM B HOBYO Npobupky.
6.4 TpaHcnopTupoBaHue n xpaHeHue obpas3uoB 6Monormyeckoro Matepumana

6.4.1 MokpoTa

YcnoBusi TpaHCNOPTUPOBAHUSI U XPaHEHUSI MOKPOTbI ONPeaenstoTcsa MHCTPYKUUAMU MO
MPUMEHEHUNID MUCNOJIb3yeMbIX HabopoB/KOMMAEKTOB peareHToB Ans BblgeneHunsa HK (7.1) wnaum
NCMNOMb3YEMbIX AN TPAHCMOPTUPOBAHUS U XpaHeHUs 06pa3LoB TPAHCMOPTHLIX CPeA.

O6pasLbl MOKPOTbI AOMNYCKaeTCs TPaHCNOPTMPOBaTb U XpaHUTb?:

e npu KOMHaTHoW TemnepaType (oT 18 °C go 25 °C) - He 6onee 6 4yacos;

e npu Temnepatype oT 2 °C go 8 °C - He bonee 3 CcyToOK.

1 - ecnu 3To He nNpoTMBOpeYyuT TpeboBaHMAM K WCMONb3yeMbiM HabopaM/KOMMAEKTaM peareHToB AN
BblaeneHnst HK unu ncnonb3syembiM Ans TpaHCMOPTUPOBaAHUS M XpaHeHust 06pa3LoB TPaHCNOPTHbLIM cpeaaM
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6.4.2 bBpoHXxoanbBeONsIPHbIN NaBaXx, 3HAOTPaxeasbHblA, Ha3oMhapuHreanbHbI acnupar
YcnoBuMs  TPaAHCMOPTMPOBAHUSA W XpaHeHUss  OGpOHX0asbBEONSAPHOro  JslaBaxa,
3HAOTpaxeanbHOro, HasodapuHreasbHOro acnupaTta OnpeaenstoTCd  WMHCTPYKUMSMM MO
NMPUMEHEHNI0 NCMNONb3YeMbIX HAabopoB/KOMMEKTOB peareHToB Ans BblgeneHmsa HK (7.1) wunum
MCNOJSIb3yEMbIX A5 TPAHCMOPTMPOBAHUS M XpaHeHns 06pa3LoB TPaHCNOPTHbLIX cpes.
BpoHxoanbBeonspHbIA NaBaXk, 3HAOTpaxeanbHblW, Ha3odapuHreanbHbllA acnupart
[OMNYyCKaeTCsl TPaHCMOPTUPOBATb U XPaHUTb?:
e npwu Temnepatype oT 2 °C go 8 °C - He 6onee 0gHUX CYTOK;

e npu TemnepaTtype oT MuHyc 18 °C go muHyc 20 °C - He bonee ogHON Hegenw.
BHUMAHME! Cneayet nsberatb NOBTOPHOro 3aMOpaXnBaHms U oTtamBaHusa obpasuos.

6.4.3 Ma30K U3 HOCOr/10TKU, POTOr10TKU

YcnoBuMsS TpPaHCNOPTUPOBAHUA W  XpaHEHWS Ma3KOB M3 HOCOMNOTKWM, pPOTOrNOTKMU
onpeaensoTcs MHCTPYKUUSMWU MO NPUMEHEHMIO UCMNONb3yeMblX HabopoB/KOMMNNEKTOB peareHToB
ans sbigenenns HK (7.1) nan ncnonb3yembix A7 TPaAHCNOPTUPOBAHMUA N XpaHeHust obpa3uoB

TPaHCMOPTHbIX Cpea.

6.5 MoarotoBka 6MoOrM4YecKkoro Mmatepmana vyenoseka ans sbigeneHns PHK

MoarotoBka 6uonormyeckoro Matepuana (Npy  Heob6XoAMMOCTM)  MNpPOBOAMTCS
B COOTBETCTBMM C MUHCTPYKUMAMW MO TMPUMEHEHUID WUCMOSb3yeMbIX HabopoB/KOMMNNEKTOB
peareHToB Ang sblaeneHna HK (7.1).

Mpun ncnonb3osaHuu ang eblaeneHns PHK n3 MokpoTbl komnnaekTa peareHTos NMPOBA-HK
npenobpaboTky MOKPOTLI crieayeT NpPoBOAUTbL C MCMNOJSIb30BaHUEM MYKONM3MHA (CM. MHCTPYKLMIO

Nno NpuMeHeHuo KomnnekTa peareHTos NMPOBA-HK, cnocob 2).

BHUMAHME! B xoae noAroToBKM MaskKoB M3 HOCOIMMOTKU U POTOM/IOTKKU, B3SATbIX B NPOBUPKY C
TpaHCNOPTHOM cpenon, o06pa3uoB 6pOHX0ANbLBEONSAPHOrO faBaxa, 3JHAOTPaxeanbHoro,

Ha3odapuHreanbHOro acnuparta npeaBapuTenbHoe LeHTpudyrnpoBaHune He Tpebyercs.

1 - ecnu 3To He nNpoTMBOpeYyuT TpeboBaHMAM K WCMONb3yeMbiM HabopaM/KOMMAEKTaM peareHToB AN
BblaeneHns HK unu ncnonb3ayembiM Anst TpaHCMOPTUPOBaHUS 1 XpaHeHusi 06pa3LoB TPaHCMOPTHbLIM cpeaaM
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7 NMPOBEAEHUE AHAJTU3A

BHMUMAHME! [Inana3oH BWPYCHOW Harpysku Ans BUPYCOB rpunna MOXET BapbMpoBaTb
B LUMPOKUX npepenax. B cBA3M C 3TMM nNpu BbINOSIHEHUW WUCCNEAOBaHUA B KIWHWUYECKOM
nabopatopun Cepbe3HyK OMNacCHOCTb MpeAcCTaBASeT pPUCK KPOCC-KOHTaMUHaUMK  MexAay
obpasuaMm Ha Bcex 3Tanax paboTbl, 0CO6EHHO MpM alMKBOTUPOBaHUM U BbiaeneHnn PHK.
MNepekpecTHas KOHTaMMHaUMUA BbICOKOKOMUWHLIM 6uoMaTepuanoM MOXeT TMpUBOAUTbL K

noABAEHUIO COPaANYECKNX JTOXXHOMOJTOXUTENIbHbIX PE3Y/IbTATOB.

Ons  npepynpexaeHus  Kpocc-KOHTaMuHaumu  6uomatepmanom B nabopatopum
pEKOMeHAYeTCs BbIMOSIHEHME CneayLWwmMx NpaBu:
1) HeobxognMo npoBOAUTb BU3YyaslbHYK OLEHKY MOCTynumBwero 6uomaTtepuana wu
Bbl6pakoBKy Bcex 06pa3uoB, ecin cpean HUX eCTb NPOobUpKM C HAPYLIEHHOW repMETUYHOCTLIO.
2) Mo BO3MOXHOCTM BbIAENATb B OTAEJbHbIM MOTOK 06pa3subl OT NaLMEHTOB U3 CTauMoHapa
C CMMMNTOMaMW OCTPOM WMHGEKUMM M aHaANM3MpPOBaTb MX OTAENBbHO OT OCTasibHbIX 06pa3uoB
(bnomaTepman Ans CKPUHMHIa KOHTAKTMPOBAaBLUMX JIML W MAUMEHTOB C JIEFKUM TeYeHUeM
3aboneBaHus). PaboTy C npepnosaraeMbiMM BbICOKOKOMUMMHBbIMM 06pa3uamm xenaTtenbHo
BbIMONIHATL B OTAEeNbHOM 60kce unu nocne paboTbl C NpegnosiaraeMbiMM HU3KOKOMMNHBIMU
obpa3uamu.
3) 0O6s3aTeNbHO BbIMOJSIHATL MOCTAHOBKY OTpULLATENbHbIX KOHTPOJIbHbIX 06pa3uoB, HauMHas

C 3Tana BbiaeneHns PHK, B KaxaoM npoTokone.

4) Mcnonb3oBaTb Ha BCex 3Tanax WCCNenoBaHWMs HaKOHEYHUKW C  adpOo30/ibHbIMU
punbTpamu.
5) YeTko cobnogaTb METOAMKY BbIMOAHEHUS WUCCNeAOBaHUSA, OTKpPbiBaTb Mpobupkn Tuna

2nneHaopd Npu NnoMoLwm NuHUeTa (He 4oNyCKaTb KaCaHM pyKW B NepyaTke BHYTPEHHen YyacTtu
KPbILWKWN MPOoBbMpKK); NMpu BHECEHMN peareHTOB He KacaTbCsi HAKOHEYHWKOM npobupkun (ecnm

3TO NPOM30LLIO, CPa3y 3aMEHUTb HAKOHEUHMUK).

7.1 Boigenenne PHK

Onsa BbigeneHnss PHK pekomeHayeTcs MCNosb30BaTb HAboOpbl/KOMMAEKTbl peareHToB,
UMelLlne perucTpauuoHHblie yAO0CTOBEPEHUS Ha MeAMUMHCKOe u3jenve n npegHasHa4dyeHHble
018 COOTBETCTBYOWNX BMAOB 6uMoMaTepmana C uenbko nocnepywowero wuccnegosaHnsa PHK
metogom OT-MUP, Hanpumep, MPOBA-HK, MPOBA-HK-S, MPOBA-MY-HK-S, MPOBA-MY DWP
(tabnuua 2).

BoigenenHne PHK npoBoAsaT B COOTBETCTBUM C  MHCTPYKUMEN K UCNOSb3yeEMOMY
Habopy/KOMNIEKTYy peareHToB.

Onsa BbliaeneHmsa ncnonbsyetca 100 mkn o6pasua.

BHVUMAHME!
1. O6béM nonyuyeHHoro npenapata PHK pgomxeH coctaBnate He 6onee 50 mkn. B cnyuae
npuMmeHeHunss ansa Bblgenenmss PHK Habopos peareHtoB [POBA-MY-HK-S mn MPOBA-MY DWP

BO3MOXHO yBennyeHme obwéma go 100 M.
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2. MonyyeHHbI npenapaT PHK HeobxoAMMO B TeyeHMe ABYX 4YacOB MCMOSb30BaTb AN
NOCTaHOBKWN peakumnn obpaTHOM TpaHCKPMMALUK U NOSIMMEpPa3HoM LenHoWn peakumu. [lonyckaeTcs
OAHOKpaTHOE 3aMopaXkMBaHue 1 xpaHeHune npenapata PHK npu TeMnepaTtype He Bbiwe MUHyC 18 °C

He 6onee 7 CyTOK.

Tabnuuya 2 - Habopbl/KOMNNEKTbl peareHTOB, BaJMAWpPOBaHHble AN BblgeneHmsa PHK

ANA nanbHenwero nccneaoBaHnsa ¢ UCnonb3oBaHneM Habopa peareHToB Bupyc Mpunna B

Ha6op/koMnsieKkT peareHToB, PY Komnnekrtauus BuomaTtepuan

Ma3Kun 13 HOCOr/I0TKM,
pPOTOrn0TKM, 6pOHX0aNbBEOASPHbIN

KoMMneKT peareHTos NMPOBA-HK naBax, 3H,q0Tpaxeu<':mbe|l7|,
ONS BblAENEHUS HYKTEMHOBbIX KUC/OT Ha30¢apw;i?£;::m achvipart,
(MPOBA-HK/MPOBA-HK-MJIIOC), NPOBA-HK
000 «HMO AHK-TexHonorusa», Poccus,
PY N° ®CP 2010/08867 (coxpaiiennasn

MeToaMKa Ma3Kn 13 HOCOr/I0TKNU, POTOrNOTKM

B COOTBETCTBUM
c NMpuno)xxeHunem A)

Habop peareHToB ANns BblaeneHus
HyknenHoBbix kncnoT (MPOBA-HK-S),
000 «[HK-TexHonornsa TC», Poccus,

PY N2 P3H 2020/11296

Habop peareHTOB AN BblAeNeHns
HYKIenHoBbIxX kncnot (MPOBA-MY-HK-S),
000 «HK-TexHonorna TC», Poccus,

PY N° P3H 2021/15267

Habop peareHTOB AN BblAeNeHUs
HyKNenHoBbIX kucnot (MPOBA-MY DWP),
000 «OHK-TexHonormsa TC», Poccus,

PY N2 P3H 2021/15090

MPOBA-HK-S Ma3sku 13 HOCOrnoTKM, POTOrNOTKU

NMPOBA-MY-HK-S Ma3sku 13 HOCOrnoTKM, POTOrNOTKU

NMPOBA-MY DWP Ma3skun 13 HOCOrnoTKM, poTOrn0TKU

Ucnonb3oBaHMe KOHTPOJIbHbIX O6pa3L OB Ha 3Tane BblAEJ/IEHUA HYKJ/IEUHOBbIX KUC/IOT

BHYTpEeHHUI KOHTPONbHbIN 06pa3el

ONna  WCKIIYeHUs JOXHOOTpULUATENbHbLIX pe3ynbTaToB WCCAefOBaHUA W KOHTPONS
KadecTBa uccnenosaHus obsasatenbHo AobaBneHne BHYTPEHHEro KOHTpPoJ/ibHOro o6pasua B
aHanusmpyemble 06pa3subl Ha 3Tane BblAeseHNs HYK/TEMHOBbIX KNCAOT.

B kauecTBe BHYTpeHHeEro KOHTposibHOro obpasua npu BbigeneHmn PHK Heobxoammo
MCNoNb30BaTb BHYTPEHHUN KOHTPOJibHbIA o6pa3sey PHK-BK "A" uns Habopa peareHToB
Bupyc 'punna B.

PHK-BK "A" cneayeT ncnosnb3oBaTb B 06bémMme 10 Mkn Ha o6pa3eu.

BHUMAHME! BHyTpeHHUM KOHTpONbHbIn 06pasey (PHK-BK) n BHyTpeHHWIA KOHTPOSbHbIN

obpaszey (AHK-BK) n3 komnnekrta peareHtoB NMPOBA-HK npu BblaeneHmn PHK He ncnonb3yoT.

OTpuuaTenbHbIW KOHTPOJIbHbIW O6pa3el
ONna  VUCKIOUYEHUS JIOXHOMOMOXUTESNIbHBIX PEe3y/IbTaTOB MCCNeA0BaHUA W KOHTPOJIS
KayecTBa WCCrefoBaHMs 06sa3aTeflbHO MCMOJSIb30BaHNE OTPUMLIATEJSIbHOINO KOHTPOJIbHOro

06pa3ua C 3Tana BblaeneHnsa HyKIenHoBbIX KNCNOT.
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Ha a2Tane BblAeNeHUS  HYKJIEMHOBbLIX  KUCIOT  06sA3aTeNbHO  MOAroTOBUTHL
oTpMLUaTesibHbIi KOHTPOJIbHbIA O6paseu M MNMpPoOBecTM ero 4Yepe3 BCE 3TaMbl BblAENEHUA
OQHOBPEMEHHO C BblaeneHneM PHK ©3 knuHuMuyeckux obpasuoB. [Ond 3TOro pekoMeHAyeTcs
ncnonb3oBaTb (U3MOMONMUYECKUIA pacTBOp WAW  OTPULATENbHbLIM  KOHTPOJbHbLIA  0bpasel,
BXOASWMA B COCTaB Habopa/KOMMJEKTa peareHToB ANS BblAENEHUS HYKIEMHOBbLIX KUC/IOT B
06bEME, YyKasaHHOM B MHCTPYKLUMM MO MPUMEHEHMIO COOTBETCTBYHOLWEro Habopa/KoMniekTa

peareHToB.

7.2 MoaroToBka M NpoBeaeHMe peakuum o6paTHOM TPAHCKPUMLUUN U MOJIMMEpPa3HON LienHom

peakunn. dacoska S

BHVUMAHME!

1. Mpu npoBeAeHUN BCEX MOCHeaylWnNxX AENCTBUN cnenyeT nsberatb BO3AENCTBUS MPSMbIX
COJTHEYHbIX Iy4en Ha Npobunpkmn co cMmeckbto Ansa amnamdunkaymm!

2. Mpn mMcnonb3oBaHuM Habopa peareHTOB B BapuaHTe ucrnonHeHus «®dacoBka S, cTpunbi»
cnepyet cTporo cobntogatb KOMANEKTHOCTb CTPUMOB U KpbleK K HUM. He ncnonb3oBaTb KPbILLKK

K CTpunam u3s gpyrmux Habopos peareHToB!

7.2.1 TllpoMapkupyihiTe nNno OAHOM nNpobupke/CTpMNoOBaHHOW Npobupke CO CMecCblo
ana amnnudukaumm, 3anedaTtaHHON napaduHOM, ANS KaxAoro Hem3BeCcTHoro obpasua,
OTpuLUaTeNbHOrO KOHTpOonbHOro obpasua (K-) n ang nonoXutenbHOro KOHTPOJSIbHOrO

obpasua (K+).

BHMMAHME! KonnuecTBO peareHTOB paccyMTaHo He 6onee yem Ha 12 NoCTaHOBOK Npu yCoBUMK
BaprabenbHOro KomMyecTsa HeM3BeCTHbIX 06pa3uoB, 1 OoTpuUaTeNbHOrO KOHTPOJIbHOro obpasua
n 1 NONOXUTENBHOrO0 KOHTPONLHOro obpasua B KaXkaon NocTaHOBKe.

Mpumep:

Heobxoanmo npoaHanusupoBaTb 6 o06pas3uoB. HyXHO npoMapkupoBaTb 6 MPoObMPOK ANsi HEU3BECTHbIX

obpasuoB; ogHy npobupky ans «K-» n ogHy npobupky ana «K+». Obuwee konnyectso npobmpok — 8.

7.2.2 TwartenbHo nepeMelwante cogepxunmoe npobupok «OT-MLP-6ydep» n «d®epmeHT Taq/RT»
Ha MUKpoueHTpudyre-sopTekce n LeHTpndyrupymte Ha MMKpPoOLEHTpUdyre-sopTekce B

TeueHue 3-5 c.

BHMUMAHME! ®epmeHT Tag/RT HeobxoaMMO  AocTaBaTb M3 MOPO3USIbHOM  KaMepbl

HeNnocpeaCTBEHHO Nepen UCnoJib30BaHNEM.

7.2.3 MpuroTtoBbTe cMecb OT-MUP-6ydepa c dpepmeHTtom Taq/RT. [na 3TOro cMmewanTe B
OTAENbHON 0AHOpa30Bol Npobupke:
— 15 x (N+1) mkn OT-MNUP-6ydepa;
- 0,5 x (N+1) mkn depmenTa Tag/RT,

rae N - KonmyecTBo NpOMapKMpOBaHHbIX NPOBUPOK C yuyeToM «K-» n «K+»,
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Mpumep:

Heobxoanmo npoaHanusmposatb 6 obpasuos. [poMapkMpoBaHHbIX Npobupok - 8. HyXHO NpUroToBUTb
cmecb OT-TMUP-6ydepa ¢ dpepmeHTom Taq/RT ana 9 (8+1) npobupok, T.e. 135 mkn OT-MUP-6ydepa +
4,5 mkn depmeHTa Taq/RT.

BHUMAHME! [Mpwu B3saTun dpepmeHTa Taq/RT Heo6xoanMo norpyxaTb HAKOHEUYHUK He 6oree uem
Ha 1,0 MM n cobniogatb NpaBuia A03NPOBAHUSA BA3KUX XUAKOCTENW. TWwaTeslbHO CMbITb OCTaTKMU

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

7.2.4 TwaTtenbHO nepeMelwanTe cogepxmmoe nNpobMpKNM C MNPUrOTOB/IEHHON CMEChbIO
OT-NupP-6ydepa n depmeHTa Taq/RT Ha MUKpOLEeHTpUdyre-sopTekce n
LeHTpUdYrnpymnTe Ha MUKpoLeHTpudyre-sopTekce B TeueHue 1-3 cC.

CMecb MOXHO XpaHuTb Npu Temnepatype oT 2 °C go 8 °C He 60n1ee ogHOro 4vaca.

7.2.5 [obaBbTe BO BCe NpoMapKupoBaHHble Npobupku, He nospexaas cnon napadwHa, no
15 mkn cmecn OT-TMLUP-6ydepa ¢ dhepmeHToM Taq/RT. 3akponTte npobupku/cTpunsl.

7.2.6  BcTpsAXHUTE NpobMpKy C NOMOXNUTENbHbIM KOHTPOJIbHbIM 06pa3LoM Ha MUKpoLEeHTpudyre-
BOpTekce B TeueHume 3-5C u ueHTpudyrnpymte Ha MUKpoUeHTpudyre-sopTekce B

TeueHue 1-3 c.

BHUMAHME!

1. Mepen BHeceHMeM B NMpobupkm C peakUMOHHOM cMecbto npenapata PHK n oTpuuaTtensHoro
KOHTpOJsibHOro obpasua HeobXxoAMMO BbINOSHUTL peKoMeHAauUuM No UCMosib30BaHMIO NpenapaTa
PHK, npuBeaéHHbie B MWHCTPYKUMM MO nMNpuMMeHeHuto Habopa/KoMnnekrta peareHToB Aas
BblaeneHmnsa HK.

2. Mpu umcnonb3oBaHun ans sbigeneHms PHK komnnekta peareHtoB MPOBA-HK n Habopa
peareHtoB [MPOBA-HK-S BCTpsaxHuUTe npobupkn ¢ npenapatoMm PHK un oTpuuatenbHbIM
KOHTPO/bHbIM 06pa3uoM Ha MUKPOLEHTpUdyre-sopTekce B TedeHue 3-5 ¢ n ueHTpudyrupyiite
Ha MUKpoueHTpudyre-BopTekce B TedeHue 1-3 c.

3. Mpn wncnonb3oBaHuM Ana  BblaeneHns PHK  Habopa peareHtos [MPOBA-MY DWP
LEeHTPUDYrMpynTe 3akneeHHbI MAEHKOM rNyb6oKOMYHOUHbIM MnnaHweT ¢ npenapatom PHK u
oTpuLaTenbHbIM KOHTPOJSIbHbIM obpa3uom npu RCF(g) 100 B TeueHme 30 ¢ Ana ocaxaeHus
KOHAEeHCcaTa U CHUMUTE MNJIEHKY.

4, Ona npenoTBpalleHns KOHTaMUHauuMu cnenyet nepes BHeceHMeM PHK oTKpbiBaTb KpbILLKK
TONbKO Tex Npobupok, B KoTopble 6yaeT BHOCUTLCS AaHHbIM obpasel, M 3aKkpbiBaTb UX nepej
BHeCeHMeM cneaytowero. B cnyyae ncnonb3oBaHMs CTPUNOB CielyeT 3aKpbiBaTb KPbILWKY CTpUNa
nocne BHeCeHUWs B Hero o6pa3uoB nMepes WCMNOAb30BaAHMEM cneaylowero. 3akpbiBanuTe
npobupku/cTpmnbl naoTHO. [penapatel PHK ©n KOHTponbHbie o06pasubl cnegyet BHOCUTH

HaKOHEUYHUKaMM C GUIbTPOM.

7.2.7 BHecuTe, He noBpexpas cioi napadumHa, B COOTBETCTBYHLUME MNPOMapKMpOBaHHbIE
npobupkn no 10 MKN BblgeneHHoro m3 obpasuos npenapata PHK. B npobupku,

rnpoMapkmnpoBaHHble «K-» 1 «K+», PHK He BHOCuTCA.
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7.2.8

7.2.9

7.2.10

7.2.11
7.2.12

7.2.13

BHecuTe, He nospexagas cnon napaduvHa, B NpobupKy, NpPOMapKMPOBaHHYK «K-»,
10 MKk oTpUUaTENbHOro KOHTPOSIbHOro obpasua, npoweawero atan sblgeneHmnsa PHK.
BHecuTe, He nospexaas cnoi napaduvHa, B NpobupKy, NpPOMapKUpoOBaHHYH «K+>»,
10 MK NONOXUTENBbHOr0 KOHTPOALHOro obpasua.

LeHTpudyrmnpyiite npobupkun/cTpunbl Ha MuUKpoueHTpudyre-BopTekce B TedeHme 3-5 ¢
(npn wncnonb3oBaHum ans npoeegenns OT-MUP petekTupylowero amnimndukartopa
Rotor-Gene Q ueHTpudyrmposaHme He obs3atenbHO).

YcTtaHoBuTe BCe NpOoBbMPKU/CTPUNDbI B AeTEKTUPYOLWNI aMnamndukaTop.

Onsa getekTupyrowmx amnandukatopos cepun OT:

3anyctute nporpaMMmHoe obecneyeHue getekTmpytowero amnandukartopa. MNMpu nepsom
npoeeaeHnn OT-MLP 3arpysuTte cooTBeTCTBYWOWMNI TecT!: [lanee M npu nocneayoLmx
MOCTAaHOBKAxX CO34alTe COOTBETCTBYHLWMA MPOTOKOA  WUCCAEAOBaHUSA:  YKaXuTe
KONM4yectBO W wunaeHtudukaTopbl o06pas3uoB, B TOM 4ucne oOTpuuaTenbHOro u
NONOXUTENbHbIX KOHTPOJIbHbIX 06pa3L 0B, OTMETbTE pacnoaoXeHne npobupok/cTpunos
Ha MaTpuue Tepmob/sioka B COOTBETCTBMM C MX YCTaHOBKOM u nposegute OT-MLP.
Mpun BbIBOpE TecTa foMKHa oTobpaxaTbCs nNporpamMma, npuseaéHHasa B Tabnuue 3.

Ona  petekTupylowmnx amnnmgukatopos Rotor-Gene Q, CFX96, Applied Biosystems
QuantStudio 5:

Mposeante OT-MUP c yyetoM o06bEMa peakuUMOHHOMW cMecn, paBHoro 40 Mkn,

no nporpamMmam amnnmdukaunm, npmBeaéHHbiM B Tabnunuax 4 - 6 COOTBETCTBEHHO.

Tabnunuya 3 - lMporpaMmma aMmnandurkKauum ans AeTeKTUpyowmx amnamdukaTopos «ATnpanm»,

«OTnanTt» (dacoska S)

N© Temnepatypa, °C MUH c Yucno Pe>xnM onTuyeckmx Tun 6noka
6noka patypa, LIMKJIOB n3MmepeHuu
1 35 15 0 1 Lukn
2 92 0 30 1 Lnkn
92 0 10
3 8 Luvkn
64 0 15 Vv
90 0 5
4 40 Linkn
64 0 15 4
5 64 0 5 1 Luvkn
6 102 XpaHeHue XpaHeHue
V - peXuM onTUUYECKUX U3MEPEHMNIA

1 - TecT ansa AeTekTMpylWNX amnandukaTopos cepumn AT co3gaércs NyTéM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa yKkasaHbl B MpunoxeHun B) nnn npepgocrasnserca nponssoamTteneMm Habopa peareHToB
2 - nonyckaeTcs XpaHeHue npu TemnepaType 25 °C
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Tabnuuya 4

MporpaMMa amnnuduKaumnm

’ AHK-TEXHOJNOruA

ANs  AeTeKkTupylolwero aMmnandukatopa

Rotor-Gene Q (dacoeka S, npobupku; dacoeka U npu ncnosib3oBaHMn NnpobmMpok)

Ne / Cyclin TeMmnepartypa, °C / Bpems / KonunuecrBo umknos /
B M g Temperature Hold Time, sec Cycle Repeats
Cycling 32 deg 1200 1 time
Cycling 2 95 deg 300 1 time
Cveling 3 94 deg 10
ycling 50 times
60 deg vV 15
V - peXuM ONTUYECKUX M3MEPEHWI, YCTaHOBUTb M3MepeHune dryopecueHumnm (Acquiring) no KaHanam
petekumm Red (Cy5), n Yellow (Hex) npu 60 °C

Tabnuua 5
(dbacosku S, U)

- Mporpamma amnandukaumm gna petektTvpyowmx amnandumkatopos CFX96

BpemMs, Konunuecrso UMkIoB
o o
N2 6no0ka (Step) TeMmnepartypa, °C MMH: CeK e

1 35 20:00 1

2 95 5:00 1

3 94 0:15

50
4 64 vV 0:20

Vv - pexuMm onTuuecknx usmepeHunit (Plate Read),
Heob6xoanMbIM KaHanam getekumm (Cy5, Hex) npu 64 °C

YCTAQHOBUTb U3MEPEHUNE q)J'IYODECLI,EHLI,MM no

6 —
Applied Biosystems QuantStudio 5 (¢pacosku S, U)

Tabnuuya Mporpamma aMmnaundukaumn gns  AETEKTUPYWMX aMnandukaTopos

Crapgusa N2 wara TeMmnepartypa, °C Bpems, Konuuecrso unknos
MMH: cek (noBTOpOB)
CTa,quﬂ 1 35 20'00 1
YAEPXaHUs 2 95 5:00 1
1 94 0:15
Ctagusa Nup 50
2 64 v 0:20
Vv - c60p AaHHbIX Ans HeobxoanMblx dayopodopos (Cy5, Vic (Hex)) BkaoueH
7.3 MoaroToBka M NpoBeAeHME peakuum obpaTHOM TPaHCKPUMLUUN U MOJSIMMEPA3HON LieNHOM

peakuuun. dacosBka U, py4yHoe A03MpOBaHMeE

BHUMAHME!
1.  [Ons aMmnandukauuun cneayeT MCnosib30BaTb 04HOPA30Bblie aMnindbuKaLmMoHHbIe NPobupKu

o6béMoM 0,2 Mn man  MukponnaHweTtbl MLUP 96 nyHok!, repMeTuUsMpyeMble TEPMOMIEHKOW.

He pekomeHayeTcs MCnonb3oBaTb CTpPpUMNOBaAHHbIE I'IpO6VIpKM B CBA3M C ONACHOCTbIO
HOCTaMHﬂMd)MKaLlMOHHOVI KOHTaMUHaUunu.
2. lMpn npoBeaneHUWN Bcex Nocneayrowmnx AencTemi cneayer nsberatb BO34ENCTBUS NPpAMbIX

COJIHEYHbIX Sly4eil Ha NpobunpKM Cco cMecbio AN amnnmdpukaumnm!

1 - ana peTekTupylowmMx amnnudukatopo «ATnait> m Rotor-Gene Q MukponnaHweTbl 96 NYHOK He
NCnonb3yloTcs
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7.3.1 T[poMapkupyinTe HeobxoAMMOE  KOJSIMYECTBO OAHOPA30BbIX  aMMIMMUKALMOHHbLIX
npobupok 06bEMoM 0,2 MN MAM MUKPOMAHLWeET 96 NYHOK AN HEU3BECTHbIX 06pa3LoB,
OTPULATENbHOMO KOHTPOSIbHOrO o6pa3sua «K-» UK MOS0XUTENbHOr0 KOHTPOJSIbHOIO

obpasua «K+»,

MpunMmeyaHne - PekoMeHAYeTCA MNOCTaHOBKa He MeHee b5 o06pa3uoB B OAHOM uMcCCnegoBaHUMU
(3 HemnsBecTHbIX 06pa3sua, oTpuuaTenbHbIN U NONOXUTENbHbBIN KOHTPOJIbHbIE 06pasubl).

Mpumep:

Heobxoanmo npoaHanuampoBaTb 6 HEU3BECTHbIX 06pa3uoB. HyxHO npomapkupoBaTb 6 Npobupok/
3ape3epBMpoBaTb 6 IYHOK MUKpOMIaHLWeETa AN HEU3BECTHbIX 06pa3yoB; oAHY NpobupKy/nyHKy ansa «K-»

M o4HYy Npobupky/nyHky ans «K+». Obuwee konnyectso Npobmupok/nyHok — 8.

7.3.2  BcTpsixHuTe NpobupKy CcoO CMechio Ans aMnandukaumMm Ha MUKpOLLEHTpUdYyre-BopTekce
B TedeHune 3-5 ¢ n ueHTpudyrnpyinTe Ha MukpoueHTpudyre-sopTekce B TeyeHme 1-3 c.

7.3.3 BHecuTe BO BCe NMpOMapKUpOBaHHbIE NPO6UPKM/HEOBXOAUMbIE NYHKM MUKPOMJIaHLWeTa
(Bkntoyasa «K-» n «K+») no 6,0 mkn cMecu Ans amnandukaumu.

7.3.4 BcCTpsaAXHUTE npobupkun C OT-NuP-6ydepom «U» 7 depmeHTOM Taqg/RT
Ha MUKpoOLEeHTpudyre-sopTekce B TeyeHue 3-5¢ " LeHTpudyrmnpynite

Ha MUKpoueHTpudyre-sopTekce B TeueHune 1-3 c.

BHUMAHME! ®epmeHT Tagq/RT Heobxoammo pgoctaBaTb M3  MOPO3WIbHOWM  Kamepbl

HENocpeacCTBEHHO Nepea NUCNoJib30BaHNEM.

7.3.5 TMpuroTtoBbTe cMecb OT-TMLP-6ydepa «U» c dbepmeHToM Taq/RT. Onsd 3TOro cMmewanTe
B OTAENbHOM 04HOPa30BOM Npobupke:
e 6,0 x (N+1) mkn OT-NMUP-6ydepa «U»;
e 0,3 x (N+1) mkn depmenTa Taq/RT,
rae N — Konm4yecTBO NpOMapKMpOBaHHbIX MPOBMPOK/KOINYECTBO HEOHXOANMBIX JTYHOK
MUKponaaHweTa € ydyeToM «K-» n «K+»,
Mpumep:
Heobxoanmo npoaHanuampoBaTb 6 o6pasuoB. [lpoMapkMpoBaHHbIX MNpPob6UPOK/HEOOXOANMBIX JTYHOK
MukponnaHweta - 8. HyxHo npurotoButb cMecb ana 9 (8+1) npobupok/nyHok, T.e.
54 mkn OT-MUP-6ydepa «U» + 2,7 mkn dbepmeHTa Tag/RT.

BHUMAHME! Tlpwu B3aTnn depmeHTa Taq/RT Heobxoammo norpyxaTb HaKOHEYHMK He 6onee yeMm
Ha 1,0 MM n cobnopgaTe NpaBuia AO3MPOBAHUSA BA3KMX XMAKOCTEN. TwaTeNbHO CMbITb OCTaTKM

tbepmeHTa Taq/RT € HAKOHEYHMKA NUMETUPOBAHMEM He MeHee 5 pas.

7.3.6  BcTpsaAxHUTe Npobupky c npurotoBneHHon cmecbto OT-TMUP-6ydepa «U» ¢ depMmeHTOM
Tag/RT Ha MukpoueHTpudyre-soptekce B Te4yeHue 3-5cC M uUeHTpudyrnpymte Ha
MUKpoLeHTpudyre-sopTekce B TedeHne 1-3 c.

CMecb MOXHO XpaHuTb Npu Temnepatype oT 2 °C go 8 °C He 60nee ogHOro 4yaca.

7.3.7 [dobaBbTe B NpoOBUPKW/MIYHKNM CO cMecbio Aans amnamdpukaumm no 6,0 Mkn cmecu

OT-NuP-6ydepa «U» c pepmeHTOM Taq/RT. 3akpoiTe npobmpku.
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BHUMAHME! Tlocne pob6asnenna cmecn OT-MUP-6ydepa «U» wn  depmeHTa Taq/RT
B NPOBMPKN/NYHKM CO CMecblo Ans aMmnnmbukaunmm Heobxoammo B TedeHue OAHOro uvaca
BbIMNONHUTL 7.3.8 - 7.3.14.

7.3.8 BcTpsixHUTe NpobUpKy C MNOMOXUTENbHbIM KOHTPOJIbHbIM 06pa3L0OM Ha MUKPOLIEHTpUdYyre-
BOpTEKCE B TeuyeHMe 3-5C U UeHTpuMdyrMpyinTe Ha MUKpPOLEHTpudyre-sopTekce

B TedyeHue 1-3 c.

BHUMAHME!

1. Mepen BHeceHMeM B MPOBUPKU/AYHKM C peakuMoHHOMW cMecbiko npenapata PHK wu
OTpULATENBbHOr0  KOHTpo/sibHOro obpasua HeobXxoAMMO  BbIMOAHWUTL  pekoMeHpauum o
ucnonb3oBaHuto npenapata PHK, npuBeaéHHble B WHCTPYKUMM N0  MPUMEHEHUIO
Habopa/koMnnekTa peareHToB AN BblaeneHusa HK.

2. Mpun ucnonb3oBaHun ansa BbiaeneHnsa PHK komnnekta peareHtoB MNMPOBA-HK u Habopa
peareHtoB [MPOBA-HK-S BcTpaxHuUTe npobupkn ¢ npenapatoMm PHK un oTpuuatenbHbIM
KOHTPONbHbIM 06pasuoM Ha MUKpPOLEHTpudyre-sopTekce B TedeHue 3-5 ¢ n ueHTpudyrupyite
Ha MUKpoLeHTpudyre-BopTekce B TedyeHue 1-3 c.

3. Mpn wncnonb3oBaHuM Ana  BblaeneHuns PHK  Habopa peareHtos [MPOBA-MY DWP
LEeHTPUMYrMpynTe 3aKneeHHbld NNEHKOM rNyboKOMYHOUYHbLIA MaHweT ¢ npenapatoMm PHK wu
oTpuuUaTesNibHbIM KOHTpONbHbIM 06pa3uoM npu RCF(g) 100 B TeueHue 30 Cc ans ocaxaeHus
KOHAEHCaTa N CHUMUTE MJIEHKY.

4. Ans npepoTBpalleHNsa KOHTaMUHaumMm cnegyet neped sHeceHMeM PHK OoTKpbiBaTb KPbIWKK
TOSIbKO Tex NMpobupok, B KOoTOopble 6yaeT BHOCUTLCS AaHHbLIN 0b6paseu, u 3aKpbiBaTb UX nepea
BHeceHmeM cneaytouwero. [Mpenapatel PHK w© KoHTponbHble o06pas3ubl cregyetr BHOCUTL

HaKOHEUYHUKaMM C GUIbTPOM.

7.3.9 BHecuTe B COOTBETCTBYHWLLME MpPOMapKMpoBaHHble MNpPobUpKU/HeobXoaAnMbIE NYHKMU
MuUKponaaHwera no 6,0 Mkn BblaeneHHoro wu3 ob6pasuos npenapata PHK.
B npobupkn/nyHkn, npoMapkuposaHHble «K-» n «K+», PHK He BHocuTCS.
7.3.10 BHecute B npobupKy/NyHKY, nNpoMapkmpoBaHHyt «K-», 6,0 MK oOTpuUaTenbHOro
KOHTponbHOro obpasua, npoweawero atan sblgeneHnsa PHK.
7.3.11 BHecuTe B nNpoOUPKY/NYHKY, MNPOMapKMpoOBaHHy «K+>», 6,0 MK MNOSOXWUTENbHOroO
KOHTposibHOro o6pasua.
7.3.12 B cny4dae ucnosb3o0BaHUSA MUKPOMNNaHWeToB 96 SIYHOK:
7.3.12.1 TloMecTuTe aKkKypaTHO, He BCTPAXMBAS, MWKPOMIAHLWeT B MOAMOXKY YCTPOWCTBa
ANs 3aneyaTbiBaHMA niaHweTos ATnak.
7.3.12.2 TlpoBeante 3anedaTbiBaHWe MuKponaaHweTta T[LUP nonumepHol TepMoOnseHKoMn
COrflacHoO pyKoBOACTBY MO 3KcrnayaTauum npubopa ATnak.

7.3.12.3 UeHTpundyrmupymnte mnkponnaHwet MUP npu RCF(g) 100 B TeyeHnme 30 c.
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7.3.13

7.3.14

7.3.15

7.3.16

B cnyuae ncnonb3oBaHmsa Npobupok:

LeHTpudyrmpynte BCe npobupkM Ha MUKpoueHTpudyre-soptekce B TeyeHume 3-5c
(npn ncnonb3oBaHnn pnsa npoeegennsa OT-TMUP petektupytowero amnandukatopa
Rotor-Gene Q ueHTpudyrmpoBaHue He 06593aTenbHO).

YcTtaHoBuTe BCe nMNpobupku/MmMKponnaHweT B JAeTeKTUMpYHLWMi amnamdukatop u
nposeante OT-MUP (7.3.15, 7.3.16).

Onsa getekTupyrowmx amnandukatopos cepun AOT:

3anycTuTe nporpaMMmHoe obecneveHue geTekTmpytowero amnandukartopa. MNpu nepsom
npoeeaeHun OT-MLUP 3arpy3unte cOOTBETCTBYHOWMIA TecT!. [anee n npu nocnenywolmnx
MOCTAaHOBKAxX CO34alTe COOTBETCTBYHOLWMA MPOTOKOA  WUCCAEAOBaHUSA:  YKaXuTe
KONM4ecTBO W wunaeHtudukaTopbl o06pas3uoB, B TOM 4ucne oOTpuuaTenbHOro u
MOJSIOXKUTENbHBIX KOHTPOJIbHbIX 06pa3uoB, OTMETbTe pacnosoxeHne obpasuoB Ha
maTpuue Tepmobnioka B COOTBETCTBMM C UX ycCTaHOBKOM m nposeaute OT-MUP. Mpwu
BbibOpe TecTa Ao/mkHa oTobpakaTbCa nporpaMmMa, npuBenéHHas B Tabnuue 7.

Ona petektupytowmx ammnndukatopos Rotor-Gene Q, CFX96, Applied Biosystems
QuantStudio 5:

Mpoesegnte OT-MUP ¢ yyeToM ob6béMa peakKUMOHHOM cMecu, paBHoro 18 mkn, no

nporpaMMamM amnandukaumm, npuBeaéHHbIM B Tabnuuax 4 - 6 COOTBETCTBEHHO.

Tabnunuya 7 - lMNporpaMmma aMmnamdurkaunm ans AeTeKTupyowmx amnamdukatopos «ATnpanm»,

«ATnant» (dacoska U)

Ne Uncno Pe>xxum
6 Temnepartypa, °C MUWH C ONTUYECKUX Tun 6noka
JIOKa LIMKJ1I0B -
U3MepeHum
1 47 20 0 1 Unkn
2 95 5 0 1 Unkn
94 0 10
3 50 Unkn
64 0 15 v
4 80 0 1 1 Lunkn
5 102 XpaHeHue XpaHeHue
V - peXuM onTUUYECKUX U3MEPEHNA

L - TecT ans petekTupytowmnx amnandmkaTopos cepun AT co3paéTtcs nyTéM BBOAa NapaMeTpoB (NapaMeTpbl
TecTa ykasaHbl B [punoxeHun B) unu npegocrasnsercs npomssoanTeneMm Habopa peareHToB
2 - ponyckaeTcsi XxpaHeHue npu TemnepaTtype 25 °C
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7.4 MoaroToBKa U NpoBeAeHWe peakumn obpaTHON TPaHCKPUNLMKN N NONMMEPA3HOM LienHOowm
peakumun. dacoska U, ¢ ncnonb3oBaHMeM A03upytoliero ycrtponcrea ATCTpuM (TONbKO

Ana petektupytowero amnnmdbukatopa ATnpaiim B Mmoandukaumm «ATnpamm *X*»)

BHMMAHME!

1. Onsa amnnmdunkaumm cnenyet MUCMoNb30BaTb MuUKponnaHweTbl MUP 384 nyHku,
repMeTm3npyemMblie TEPMOMIEHKON.

2. Mpu npoBeaeHMN BCeX MOCieAYyOWNX AeNCTBUA cnepyeT mlberaTtb BO3AENCTBUSA MPSAMbIX

COJIHEYHbIX Sly4eil Ha NpobupkM co cMmecbto Ans amnnmdukaunm!

MpuMmeyaHune - PekoMeHayeTCa NOCTaHOBKA He MeHee 5 O6pa3Ll,OB B O4HOM nccnegosaHum (3 HENU3BECTHDbIX

obpa3sua, oTpuuaTenbHbI U NONOXUTENbHbIA KOHTPOSIbHbIE 06pasubl).

7.4.1 BcTpsaxHUTe NpobupKy CO CMEeCbio Ans aMmindukKaunum Ha MUKPOLEHTpUdyre-BopTeKce
B TeyeHue 3-5 C 1 ueHTpudyrmupymntTe Ha MMKpoueHTpudyre-sopTekce B TeyeHme 1-3 c.
7.4.2 BcTtpaxHute npobupkm ¢ OT-TMUP-6ydepom «U» n  depmentom Taq/RT Ha
MUKpOLEeHTpUdyre-sopTekce B  TeyeHue 3-5¢ " LUeHTpudyrnpymnre Ha

MUKpOLEeHTpUdyre-sopTekce B TedeHne 1-3 c.

BHUMAHME! ®epmenT Taq/RT HeobxoaMmMo AoctaBaTb W3 MOPO3WIbHOM  KaMmepbl

HenocpeaCcTBeHHO nepea ncnosib30BaHUEM.

7.4.3 Cnepys ykasaHusaMm MO pgosupytowero ycrpoicrea ATCTpyM, NMpUroToBbTe B OTAENbHOM

oAHopa3oBoi npobupke cmecb OT-TMLP-6ydepa «U» c pepmeHToM Taq/RT.

BHUMAHME! MNpu B3aTMN pepmeHTa Taq/RT HE0H6X0AMMO NOrpyxaTb HAKOHEYHUK He Bonee yeM
Ha 1,0 MM 1 cobntopaTb NpaBuia A03MPOBAHUSA BA3KUX XMAKOCTEN. TwaTenbHO CMbITb OCTaTKMU

epmeHTa Taq/RT C HAKOHEYHMKA NUNETUPOBaHNEM He MeHee 5 pas.

7.4.4 BcTpsAXHUTe npobupky c npurotosneHHon cmecbto OT-MUP-6ydepa «U» ¢ dpepmeHTOM
Tag/RT Ha MukpoueHTpudyre-soptekce B TedeHue 3-5cC m ueHTpudyrnpymte Ha
MUKpoLUeHTpudyre-sopTekce B TedeHne 1-3 c.

7.4.5 BcCTpaAxXHUTEe npobupky C MOJSIOXUTENbHbIM KOHTPOJIbHbIM obpasuom Ha
MUKpoOLUEeHTpudyre-sopTekce B  TeyeHue 3-5¢ 7] ueHTpudyrnpymnre Ha

MUKpoLUeHTpudyre-sopTekce B TedeHne 1-3 c.

BHUMAHME!

1. Mepen npoBeaeHMEM  A03MPOBaHMA  HeobXoaMMO  BbIMOAHWUTbL  pekKoMeHpauum Mo
ucnonb3oBaHuo  npenapata PHK, npuBeaéHHble B WMHCTPYKUMM N0  MPUMEHEHUIO
Habopa/koMniaeKkTa peareHToB Ans sBbigeneHuns HK.

2. Mpn mncnonb3oBaHun ans sblgeneHmsa PHK komnnekta peareHtoB MPOBA-HK u Habopa
peareHToB [1POBA-HK-S BcTpsaxHuTe npobupkn ¢ npenapatoM PHK u oTpuuaTenbHbIM
KOHTPOJIbHbIM 06pasuLoM Ha MUKpoOUEeHTpuUdyre-sopTekce B TedeHue 3-5 ¢ n ueHTpudyrupymnTte

Ha MUKpOLeHTpudyre-BopTekce B TeyeHume 1-3 c.
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7.4.6 YcTaHoBMUTe NMpobMpKM CO CMechbto Ans amMmnandgunkaumm, co cMecbto OT-TMLP-6ydepa «U»
¢ depmeHTOM Tag/RT, ¢ npenapatamu PHK, oTpuuaTenbHbiM KOHTPOSbHLIM 06pasuoM 1
NONOXUTENbHbIM KOHTPOJIbHbIM 06pa3L oM, a Takxe MukponnaHwet ansa MUP Ha pabouni
cton OTCTpuM “ npoBeauTe A03MpPOBaHME KOMMOHEHTOB COr/IAaCHO PYKOBOACTBY IO
3KCnayaTaumm.

7.4.7 TloMecTuTe aKKypaTHO, He BCTpSXMBasi, MMKPOMJaHLWeT B NOAJIOXKY YCTpoOWCTBa AN
3aneyaTtbiBaHMsa MaHweTtos [Tnak nocne 3aBeplieHMs NporpamMmbl Ha AO3UPYOLLEM
ycTponctee ATCTpUM.

7.4.8 TlpoBeauTe 3aneyaTbiBaHMe MMKponaaHweTa MLUP nonvMepHon TepMonaieHKOM cornacHo
PYKOBOACTBY MO 3KCnayaTauum npnbopa ATnak.

7.4.9 UeHntpndyrmpynte mnkponnanwet MUP npn RCF(g) 100 B Teuenune 30 c.

7.4.10 YcraHoBuTe MuKporaHweTt MUP B 610K geTekTupyowero amnandukaTtopa.

7.4.11 3anyctute nporpaMMmHoe obecnedyeHne getekTmpytowero amnandukartopa. lNpu nepsom
nposeaeHun OT-TLP 3arpy3uTe cooTBeTCTBYIOLWMIA TecT!. [Janee u npu nocaenyowmx
NOCTaHOBKax CO34aMTe COOTBETCTBYHOLWNMMA MNPOTOKOS  WUCCAEAO0BaHUSA:  YKaXuTe
KONMYecTBO W wnaeHTuduKaTopbl o06pas3uoB, B TOM 4ucne OTpuUaTeNbHOrO U
NONMOXUTENbHbIX KOHTPOJ/bHbLIX 06pa3suoB, OTMeTbTe pacnosioxeHne o6pa3uoB Ha
MaTpuue TepMmobnioka B COOTBETCTBUM C MX yCTaHoBKoM u nposegute OT-TILUP. TMpwu

Bblbope TecTa Ao/hkHa oTobpaXkaTbCs Nporpamma, npueeaéHHasn B Tabnuue 7.

8 PETNCTPALUMSA PE3YJIbTATOB AMIVIN®OUKALIN

Pernctpauust curHana gnyopecueHumm NpoBOAMTCS AETEKTUPYOWMM aMingrKaTopom
aBTOMaTuU4yecKn BO BpeMs amnimdukaumu.

9 YYET U MUHTEPNPETALUSA PE3YJIbTATOB

9.1 YUYétr pe3ynbratoB aMmnduKkaunum OCYLWECTB/ISIETCS aBTOMATUYECKM C  MOMOLLUbIO

NnporpamMMHOro obecreyeHus, NOCTaBISAEMOro C AETEKTUPYHOLNM aMNINMUKATOPOM.

9.2 Mpn ncnonb3oBaHuUn geTekTupyrowmnx amnamdunkatopos CFX96 cneayet ncnosb3oBaTb
perpeccmoHHbin Tun aHanmm3a (Cq Determination Mode: Regression), BO BkNaake

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

9.3 NHTepnpeTaumns pesynbTaToB MpoOBOAMTCA B COOTBETCTBMM C Tabnuuen 8. PesynbraThl
NOCTaHOBKU BanuAHbl, €CNu BbIMOMHATCA YCI0BUA MWHTeprnpeTaunmm pesynbTaTos,

NONTYHYEHHbIX ANA KOHTPOJIbHbIX o6pa3uos.

1 - TecT ans AeTekTUpyowmnx amnandukaTopos cepum AT co3naéTtcs nyTéM BBoAA NapaMeTpoB (NapaMeTpbl
TecTa ykasaHbl B MpunoxeHun B) nnu npegocrasnsercs npovssoantenem Habopa peareHToB
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Tabnuuya 8 - MHTepnpetaumsa pesynbtatos OT-MLP

KaHan perekuunu

Hex/Yellow/Vic Cy5/Red WUHTepnpeTaumna pesynbraTta
(BHYTPEHHUN KOHTPOIb), (nckomas PHK),
Cp/Cq/Ct Cp/Cq/Ct
HeunssectHble o6pa3ubl
He yuuTbiBaeTcs YKazaH O6Hapy»xeHa PHK Influenza B virus
YKa3saH He ykasaH He obHapyxeHa PHK Influenza B virus
He ykasaH He ykasaH HepocToBepHbIn pe3ynbTart.

OTpuuaTeNnbHbI KOHTPOJIbHbIA 06pa3el

OTpuuaTesnibHbIi pe3ynbTaT

Yka3zaH He ykasaH
Pe3ynbTaTbl MOCTAaHOBKM BanngHbI

Mono)xxutenbHbI KOHTPOJNbHbIW 06pa3eul

Mono>xutenbHblii pe3ynbTaT

He ykasaH Yka3saH
Pe3yanaTb| MOCTAaHOBKW BaNAHbI

9.4

9.5

9.6

HepnoctoBepHblit  pe3ynbTaT MoXeT ObiTb CBSI3aH C  MNPUCYTCTBUMEM UHIMOUTOPOB
B npenapate HK, nonyyeHHoM wn3 6uMonormyeckoro MaTtepuana; oOwnbkamm
rnpeaHaJnUTUYECKOro 3Tana, HeBepHbIM  BbINOJHEHWMEM MpOTOKOMa  aHanmsa;
HecobnaeHneM TemnepaTypHoro pexumma amnnaudbukaumm m gp. B 3ToM cnyuae
HeobxoanMo NOBTOPHO nMpoBecTn Nnbo BblaeneHne HK n nocraHosky OT-MLUP ans atoro
obpasua, nubo B3ATMEe 6uonornmyeckoro ™Martepuana y naumeHTa (BbINOJHAETCSH

rnocnegoBaTeNnbLHo).

MNpn MNONy4YeHMM MNOJIOXKUTENBHOrO pe3yfbTaTa ANs OTPULATENbHOMO KOHTPOSIbHOMO
obpa3ua pes3ynbTaTbl BCE MOCTAHOBOYHOW CEPUN CUUTAIOT HEAOCTOBEPHbLIMU. B 3TOM
cyyae Heo6XxoAMMO TMpOBEAEHME CheunanbHbIX MEpPONpUATUA AN BbIABAEHUA W

YCTPaHEHUS BO3MOXHOM KOHTaMMHaLNU.

MpyM MNONYYEHUU OTPULIATENBHOrO pe3ynbTaTa A/ MOJIOKUTEIBHOIO KOHTPOJIbLHOIO
obpa3ua pes3ynbTaTbl BCE MOCTAHOBOYHON CEPUN CUUTAOT HEAOCTOBEPHbIMU. B 3TOM

cnyd4yae Tpe6yeTc9| NMOBTOPHasA NoCTtaHOBKa aMFIJ'IMCpMKaLI,MM BCeWn napTum O6pa3Ll,OB.

MpeaynpexxaeHusn

EAVMHUYHBIN OTpULATENbHbIN pe3ynbTaT uccnenoBaHnsi, 0Co6eHHO ecnun 3To obpasel U3

BEPXHUX AbIXaTEJIbHbIX HYTeVI, HE UCK/KYaeT VIHCbeKLI,VIVI.

OTpuuaTenbHble pe3ynbTaTbl HE AO/KHbI MCNO/bL30BaTbCA B KayecTee €ANHCTBEHHOMN

OCHOBbI AN NPUHATUA pEWLEHNA O JIEYEHUN MALUNEHTOB.
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10

10.1
10.1.1

10.1.2

10.1.3

10.1.4

10.2

10.2.1

10.2.2

10.2.3

10.2.4

10.3
10.3.1

10.3.2

10.3.3

10.3.4

TPAHCNMOPTUPOBAHUE, XPAHEHUE N SKCIMJIYATALNA

TpaHcnopTupoBaHMe

TpaHcnopTupoBaHMe Habopa peareHTOB OCYWECTBAAKT B  TEPMOKOHTEMHepax
C Xnago31eMeHTaMM BCEMW BWMAAMW KpbITOro TpaHCNopTa Npu TemnepaType BHYTPU
TEPMOKOHTENHEpPA, COOTBETCTBYIOWENA YCNOBUAM XPaHEHUST KOMMOHEHTOB, BXOASLLMX
B coCcTaB Habopa peareHToB.

[lonyckaetcsa TpaHCnopTupoBaHue Habopa peareHToB, 3a WCK/K4YeHMeM depMeHTa
Taqg/RT, B TepMOKOHTelHepax C xJago3/1eMeHTaMnu BCEMM BUAAMUM KPbITOro TpaHcnopTa
npwn TemnepaType BHYTpM TepMOKOHTelHepa oT 2 °C go 25 °C He 6onee 5 cyToK.
JonyckaeTca TpaHcnopTupoBaHme ¢depmeHTa Taq/RT B  TEpPMOKOHTEMHepax C
XnaposneMeHTaMm BCEMM BMAAMWU KpbITOro TpaHCNopTa nNpu TemnepaType BHYTPpU
TepMOKOHTenHepa Ao 25 °C He 6onee 5 cyTok.

Habopbl peareHToB, TpaHCNOPTUPOBAHHbIE C HapyLleHWeM TeMnepaTypHOro pexuma,

NMpUMEHEHNIO HE noanexar.

XpaHeHune

Bce koMnoHeHTbl Habopa peareHToB, 3a WCko4YeHMeM depmeHTa Taq/RT, cneayet
XPaHUTb B XONOAW/IbHUKE UM XON0AWUIbHOM Kamepe npu TemnepaType ot 2 °C go 8 °C
B TeUYEeHMe BCEro cpoka rogHocTn Habopa peareHToB.

CMecb ansa aMmnandukaumn n cMecb ans amnamdukaumu, 3anedyaTtaHHyro napaduHoM,
cnegyeTt XpaHuTb B 3alLMWEHHOM OT CBeTa MecTe.

®epmeHT Taq/RT cneayer XxXpaHuUTb B MOPO3W/bHOW KaMepe TnMpu TemnepaType
oT MMHycC 18 °C no MuHyc 22 °C B TEUEHME BCErO Cpoka rogHoCTn Habopa peareHToB.
Habopbl peareHTOB, XpaHMBLUMECS C HapyLeHMeM periamMeHTUPOBAHHOIMoO peXxuma,

NMPUMEHEHNIO HE NoANneEXar.

YKazaHusg no akcnayataumm

Habop peareHTOB A0/I)KEH NPUMEHSTbLCS COrflacHO AEMCTBYIOLWEN BEPCUM YTBEPXKAEHHOMN
WHCTPYKLUMU MO NPUMEHEHMUIO.

Ona  nonydeHms L[OCTOBEPHbLIX pe3ynbTaToB Heobxoammo cTporoe cobntogeHune
WHCTPYKLMKN MO NpMMeHeHnto Habopa peareHToB.

lMocne BCKpbITUS YMakoOBKM KOMMOHEHTbl Habopa peareHTOB creayeT XpaHuTb npwu
cneayowmx ycnoBmax:

e BCe KOMMOHEeHTbl Habopa peareHToB, 3a WUCKAKOYeHMeM depMmeHTa Taq/RT, cnepyet
XPaHUTb B XONOAUIbBHUKE UM XONOAWbHOW Kamepe npu TemnepaTtype ot 2 °C go 8 °C
B TEYEeHMe BCero cpoka rogHoCTn Habopa peareHToB;

e CMeCb Ans amMnandukauum n cMecb ansa amnamdunkaunm, 3anedyataHHyo napaguHomM,
cnepyeTt XpaHuTb B 3alMWEHHOM OT CBETA MecCTe;

e depmeHT Taqg/RT cneayet XpaHUTb B MOPO3WIbHOM KaMepe npu Temnepartype
OT MMHYC 18 °C go MmnHyc 22 °C B TeueHne BCero Cpoka rogHocTn Habopa peareHToB.

Ha6opb| peareHToB C UCTEKWUMM CPOKOM rogHOCTU NPUMEHEHUIO HE NoANeEXaT.
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11

11.1

11.2

12

12.1

12.2

13

YKA3AHUA NO YTUWIN3ALNN

Mpn wncnonb3oBaHnM Habopa peareHToB B KJIMHMKO-AWMArHOCTUYECKOW nabopaTopum
obpa3syloTca oTxoAbl Knacca B, KoTopble yTUAM3MPYKTCS B COOTBETCTBUM C
TpeboBaHmamm CanluH 2.1.3684-21 n MY 1.3.2569-09.

Habopbl peareHToB, Npuweawne B HENPUIro4HOCTb, B TOM YNC/1E B CBA3WN C UCTEYEHMEM
CpoKa roAHOCTM, MOBpeXAeHMeM YMNaKoBKW, noanexart YyTuaM3auum B COOTBETCTBUMU
c TpeboBaHusamMn CaHlumH 2.1.3684-21.

FAPAHTUN N3ITOTOBUTENA

MpeanpusaTne-nsroToBuTeNb rapaHTMpyer  COOTBETCTBME Habopa peareHToB
TpeboBaHMAM TEXHUYECKUX YC/I0BMI Npu COBAOAEHUN YCIOBUMI TPaHCNOPTMPOBaHUS,

XpPaHEeHNA N aKCnnyaTaunn, yCtTaHOBNEHHbLIX TEXHNUYECKNUMUN YCITOBUAMU.

Cpok rogHoctn Habopa peareHToB — 12 MecsiueB npu cobageHUM BCeEX YCA0BUI

TPaAHCMOPTUPOBAHMS, XPAHEHUS M 3KCIyaTaumu.

PEMOHT N TEXHUYECKOE OBCJ1Y>)KXUBAHME

Ha6op peareHTOB npeaHasHayeH AN OAHOKPATHOrO MPUMEHEHUS U He NoANeXUT

TEXHMYECKOMY 06CNYXMBAHUIO N TEKYLLEMY PEMOHTY.

14

CNMBO/J1bl, NCNOJIb3YEMbIE NP MAPKUPOBKE HAGBOPA PEATEHTOB

O6paTnTech K MHCTPYKLNK
Nno NPUMEHEHUIO

MeauuunHckoe usaenme
ANS ANarHOCTUKWM in Vitro

=

MNpenen TemnepaTypsbl Homep no kaTtanory

&

00 < | >/ [§

CoaepXXnMoro [0CTaTouHO I VSrOTOBUTENE
[ANA NpoBeAeHNsi N TECTOB
M H
o e gonyckaTb
Ncnonb3oBaTb A0 ‘ZJR‘ A ,y
2 BO34ENCTBUSA COMHEYHOro CBeTa

-
o

Koa naptum (cepun)

&,

HecTepunbHoO
STERILE

[aTta narotoBsieHus
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15 MEPEYEHb NPUMEHAEMbIX HALIMOHAJIbHbIX CTAHAAPTOB

FOCT ISO 14971-2021 W3penuna MeamumHckue. [lpuMeHeHMe  MeHeaXMeHTa pucka K
MeAVLMHCKUM n3aenunam

FOCT P 2.105-2019 EaMHas cucTteMa KOHCTPYKTOPCKOM AokyMeHTaumu. Obwme TpeboBaHus K
TEKCTOBbIM AOKYMeHTaM

FOCT P 15.013-2016 Cuctema pa3paboTKm KW MOCTAaHOBKM MpPOAYKUMM Ha MNpOU3BOACTBO.
MeauLUMHCKWE n3genus

FOCT P 51088-2013 MeaguumHckme usgenuns Ans ANArHOCTUKWM WH BUTPO. PeareHTbl, Habopbl
peareHToOB, TeCT-CUCTEMbl, KOHTPOJSIbHblEe MaTepuasnbl, NUTaTenbHble cpeabl. TpeboBaHusa K
n3genvsaM u noaaepXxusarollent AOKYMeHTaunm

FOCT P 51352-2013 MeanumHckme nsgenus aas AUMarHoCTMKM MH BUTPO. MeToabl UCrnbITaHU
FOCT P 52905-2007 (MCO 15190:2003) NabopaTtopun MeANUMHCKME. TpeboBaHus
6e3onacHoCcTH

OCT P NCO 15223-1-2020 U3spenud MeaUnLMHCKKeE. CumMBonbI, npUMeHsaeMble npu
MapKMpoOBaHUN MeAUMLMHCKUX U3LENui, Ha 3TUKETKax U B COMPOBOAMTENbHON AOKYMeHTauuu.
Yactb 1. OcHOBHble TpeboBaHus

FOCT P NCO 18113-1-2015 MeaunumHckne usgenus Ans AMarHoCcTuMku in vitro. WHdopmauums,
npenoctasnsemas marotosuteneMm (Mapkuposka). Yacte 1. TepMuHbl, onpeaeneHus u obwme
TpeboBaHus

FOCT P NCO 18113-2-2015 MeaunumHckne uspenus Ans AMarHoCTuMKM in vitro. WHdopmaums,
npeaocTaBnsemMas M3rotoeutenemMm (Mapkumposka). Hactb 2. PeareHTbl Ans AMArHOCTMKMK in vitro
Ana npodeccMoHanbHOro NpUMeHeHus

FOCT P NCO 23640-2015 W3genusa MeaumuMHCKME ANA  AWMarHoctmku in  vitro. OueHka

CTabuNbHOCTM peareHToB ANa AMarHOCTUKM in vitro

MpumMmeyaHuMe - YKaszaHHble Bbllle CTaHAapTbl 6blIM AEACTBYIOWMMU Ha MOMEHT YTBEPXAEHUS
WHCTPYKLMW MO NMpUMEHeHWto. B fanbHeliweM, Npyn Noib30BaHUM AOKYMEHTOM, Lienecoobpa3Ho NpoBepUTb
[elAICTBUE CCbISTOYHbIX HOPMATUBHbIX JOKYMEHTOB Ha TEKYLLMA MOMEHT. ECn CCbITIOYHbIN AOKYMEHT 3aMeHEH
MAN U3MEHEH, TO MNpu MPUMEHEHUM HACTOSILLEro J[AOKYMeHTa cneAyeT MoMb30BaThCs 3aMEHEHHbIM

(M3MEHEHHBbIM) AOKYMEHTOM.
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16 ALOPEC ONAA OBPALLEHUA

MpoussoacTeo HabopoB peareHTOB MMEET CeEPTUDULMPOBAHHYIO CUCTEMY MEHEOXMEHTa
KayecTBa W COOTBETCTBYET TpeboBaHMAM CTaHAapTa CUCTEM MeHeaXMeHTa kadectBa ISO 9001
B obnactu paspaboTkum, NnpomnssoacTea n npogaxun IVD peareHToB 1 npnbopos A9 MONEKYASIPHO-
reHeTUMYeCcKom AMArHOCTMKK U Apyroro nabopatopHoro npuMmeHeHus mn ISO 13485 B obnactu
pa3paboTku, npousBoacTBa M npoaaxu IVD peareHtoB n npubopoB An8 MeanLUHCKOMN
MOJIEKYIAPHO-TEHETUYECKON ANArHOCTUKMN.

MpoussoanTenb: O6WecTBO C OrpaHUYEHHOW OTBETCTBEHHOCTbo «AHK-TexHonorns TC»
(000 «OHK-TexHonorua TC»), Poccus.

Aapec npomsBoauTens:

117246, Poccus, r. MockBa, npoesg HayuHbin, g. 20, ctpoeHue 4.

MecTto npousBoAacTBa:

000 «OHK-TexHonormsa TC», 117246, Poccusa, r. MockBa, npoe3a HayuHbin, g. 20, ctpoeHue 4.

Mo BompocaM, KacawwmMmcs kadectBa Habopa peareHToB, cnegyeT obpawaTtbcs B
CNy>X6y KIMEHTCKON NOALEPKKMN.
Cnyx6a KNMEHTCKOM NOAAEPXKKU:
8-800-200-75-15 (ansa Poccumn, 3BOHOK 6ecnnaTHbIn),
+7 (495) 640-16-93 (ansa crtpaH CHI v 3apybexbs, 3BOHOK MaTHbIN).

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

CokpaweHHaa meTtoauka sbigeneHus PHK ns nccneagyemoro marepuana
(Ma3Ku M3 HOCOI/IOTKMU M POTOr/IOTKM) C UCMNOJIb30BaHMEM KOMIUJIEKTa peareHToB
MPOBA-HK

BHMUMAHME!

1. Mepen HavanoMm paboTbl HeEO6XOANMMO AOCTaTb U3 XONOAMNbHUKA KOMMJIEKT peareHToB A/
BblAeNEeHNST HYKNEMHOBbBIX KUCNOT WU MPOKOHTPONMPOBaTh OTCYTCTBME OcCajka B JIM3MpYyHOLLEM
pacTtBope. B cnyyae BbinageHWs ocagaka NM3MpyrOLWMiA pacTBop cneayeT nporpetb npu 65 °C o
MOJIHOrO pacTBOpPEeHMs ocajKka, 3aTeEM NnepemellaTb nepesopadnBaHmeM dbakoHa BBepX AHOM 5-
10 pa3, n3beras neHoobpa3oBaHMs.

2. Mpu nporpeBaHum NpobMPOK BO3MOXHO OTKpbiBaHME Kpbiwek! CnegyeT Mcnonb30BaThb
npobupkn c 3awénkmearowmmmcsa Kpbiwkamu (Hanpumep, Eppendorf Safe-Lock Tubes) wnu
nporpaMMmpyembie TEPMOCTaTbl C MPUXMMHOM KPbIWKON (HanpuMep, TEpMOCTaT TBEPAOTENbHbIN
nporpammmpyembin  ManorabaputHoin TT-1-«QHK-TexH.», npoussoactea OO0 «HMNO [AOHK-

TexHonorns»).

1. MpoMapkupyinTe No O04HOWM O0AHOPA30BOM MJACTUKOBOM Npobupke obvéMom 1,5 mn ansa
Ka>Aoro Hem3BecTHOro obpasua u oTpuuaTenbHOro KOHTpoabLHOro obpasua (K-).

2. BHecuTe B Kaxayto npobupky no 10 Mkn npeaBapuTenbHO MepeMelaHHOro Ha
MUKPOLIEHTPpUGYre-BoOpTEKCE BHYTPEHHEr0 KOHTPO/AbHOro o6pasua PHK-BK "A" u3

Habopa peareHToB Bupyc Npunna B.

3. [ob6aBbTe B Kaxayto npobupky no 300 Mk NM3MpYyIOLWEro pacTBopa, He KacasiCb Kpas
npoSupKu.
4, BHecuTe B Nnpobunpkun ans Hem3BecCTHbIX 06pa3uos no 100 Mkn nccnegyeMmoro Matepumana.

BHecnte B npobupky, npoMapkupoBaHHyk «K-», 100 Mkn  oTpuuaTenbHOro
KOHTpONbHOro o6pasua. [noTHO 3akpolTte npobupkn, BCTPSAXHUTE MpobUpKM Ha
MUKpoOLEeHTpudyre-sopTekce B TeveHue 3-5 c.
TepMmocTaTupyinTe Nnpobupku npu Temnepatype 65 °C B TeueHne 5 MuH.
LeHTpndyrnpynte npobmpku Ha MmkpoueHTpudyre-sopTekce B TedeHme 3-5 c.
[JobasbTe B Kaxayto npobmpky no 400 MKn peareHTa 4N NpeuunuTaumn, He Kacasacb
Kpas npobupku, 3akponTe NpobupKn M BCTPAXHUTE NPOBMPKM HA MUKpoOUEHTpudyre-
BOpTeKCe B TeueHune 3-5 cC.

9. LeHTpudyrnpynte npobupkn npm RCF(g) 12000-16000 B TeyeHue 10 MMH npwm
KoMHaTHOM TemnepaTtype (o1 18 °C go 25 °C).

10. He 3apeBas o0cafoK, MOSIHOCTbIO yAanuTe HAAOCaAOYHYH XMAKOCTb (OTAEeNbHbIM
HAKOHEYHMKOM M3 Kaxaowm npobupku).

11. JobaBbTe K ocagky no 500 Mkn npombiBoYHOro pacteopa N21, He Kacasicb Kpas
npobupkmn, 3akporTe NpobUPKN N akKypaTHO nepeBepHUTe Npobupkn 3-5 pas.

12. UeHTpudyrmpynte npobupkm npu RCF(g) 12000-16000 B TeueHne 1 MWH npwm

KoMHaTHoM TemnepaTtype (oT 18 °C go 25 °C).
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MpunoxxeHue A

13. He 3apeBas 0CafoK, MOMHOCTbIO YyAanuTe HaAOCALOYHYH XUAKOCTb (OTAESbHbIM
HaKOHEYHMKOM M3 Kaxaon npobupkn).

14. JobasbTe Kk ocaaky no 300 Mkn npombiBOYHOro pacrtesopa N22, He kacaacb Kpas
npobupkmn, 3aKponTe NpobUpPKU N aKKypaTHO rnepeBepHUTe Npobupkun 3-5 pas.

15. UeHTpndyrnpymnte npobmpkm npm RCF(g) 12000-16000 B Te4yeHuMe 1 MWUH npu
KOMHaTHoOM TemnepaTtype (o1 18 °C go 25 °QC).

16. He 3apeBas 0cafoK, MOMHOCTbIO YyAanuTe HaAOCAAOYHYIO XUAKOCTb (OTAESbHbIM
HaKOHEYHMKOM M3  Kaxaoh npobupkun). [onyckaeTcs  OCTaBUTb  XWAKOCTb,

MoKpbIBaOLWY 0cafgok, o6bEMoOM He 6onee 20-30 Mkn.

17. OTkponTe NpobMpKn 1 BbICYLLNTE OCAA0K NMpu Temnepartype 65 °C B TeueHmne 5 MuH.
18. JobaBbTe kK ocagky no 50 mkn 6ydepa a4ns pacTBOpEHUS, 3aKponUTE NPobUpKU.
19. BcTpaxHuTe npobmpkn Ha MUKpoueHTpudyre-sopTtekce B TeyeHume 3-5 ¢ m ocagute

Kannm ueHtTpudyrmposaHmuem npobupok B TeyeHme 3-5 c.

20. Tepmoctatmpyinte npobupkm npu Temnepatype 65 °C B TedeHne 5 MUH. BcTpsixHuTe
npobupkn Ha MUKpoLeHTpudyre-sopTekce B TedeHne 3-5 c.

21. OcaauTte koHAeHcaT ueHTpudyrnposaHmem npn RCF(g) 12000-16000 B TeueHue 30 ¢

npun KoMHaTHoM TemnepaTtype (oT 18 °C go 25 °C).

Mpenapat PHK rotoB pA4ns NOCTaHOBKWM peakuuMm o6paTHOWM TpaHCKpuUnuum wn
MoJIMMepasHoi LLEMHOM peakunm.

MonyueHHbIn npenapaT PHK HeobxoauMMO B TeyeHMe ABYX 4YacOB WMCMNOMb30BaTb AN
MOCTAHOBKM peakumMu 06paTHOM TPaHCKpUMUMWU W NOJMMEpPA3HOW  LEenHOW  peakuuwu.
[ns BO3MOXHOCTM NpOBeAEeHNS NOBTOPHOro UccneaoBaHms octaewytoca PHK cnenyet cpasy xe
MOMECTUTb B MOPO3UJIbHYO KaMepy U XpaHUTb Npu TeMNepaType He Bbille MnHyc 18 °C He 6onee

7 CYTOK, HE pasMopa)xuBasi A0 NMOCTaHOBKMU.
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MapameTpbl TecTa, KOTOpble Heo6xoaQMMO BHECTU B nporpaMmMmHoe ob6ecneuyeHune

AeTekTupyrowmnx amnandukartopos «ATnpanm>», «ATnanuTt»
npy ucnosib3oBaHMM Habopa peareHToB Bupyc Npunna B

B ¢pacoBke S

1) Konnuectso npobupok B Tecte - 1;
2) O6béM peakumoHHOM cmecn — 40 MKN;
3) B okHe «[lporpamMmma amnindukaunm» BBECTU CNeaylolme napaMeTpbi:
N2 Yucno Pexcm
Temnepartypa, °C MWH C ONTUYECKUX Tun 6noka
6noka LMKIOB -
M3MepeHu#
1 35 15 0 1 Lnkn
2 92 0 30 1 Lnkn
92 0 10
3 8 LUwnkn
64 0 15 v
90 0 5
4 40 Uwnkn
64 0 15 v
5 64 0 5 1 LUwnkn
6 101 XpaHeHue XpaHeHune
V - peXuM onTUUYECKUX U3MEPEHNA
4) BHecTn cnegyolime napameTpbl KaHanoB geTekuun:
Fam Hex Rox Cy5 Cy 5.5
- BK - Influenza B virus -

1 - nonyckaeTcsa XpaHeHue npu Temnepatype 25 °C
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MapameTpbl TecTa, KOTOpble HE06X0AMMO BHECTU B NporpaMMHoe o6ecneyeHue
AeTeKTUpyLmnx ammanpukatopoB «ATnpanm>», «ATnanr»
npyv ucnosib3oBaHMM Habopa peareHToB Bupyc Npunna B

B ¢hacoBke U

1) Konnuectso npobupok B Tecte - 1;
2) O6béM peakUMOHHOM cMech — 18 MKIT;

3) B okHe «[lporpamma amMnandukaummn» BBECTU cieayolimMe napaMeTpbl:

Pexxum
N°
6n0oKa TeMmnepaTtypa, °C MUWH C Yucno UMKIIOB | ONTUYECKUX Tun 6noka
n3MepeHum
1 47 20 0 1 Lwnkn
2 95 5 0 1 Lnkn
94 0 10
3 50 Lnkn
64 0 15 v
4 80 0 1 1 Lukn
5 101 XpaHeHue XpaHeHune
V - peXuM onTUUYECKUX U3MEPEHNA
4) BHecTn cneaytowme napamMeTpbl KaHanoB AeTeKunn:
Fam Hex Rox Cy5 Cy 5.5
BK - Influenza B virus -

1 - nonyckaeTcs XxpaHeHue npu TemnepaType 25 °C

Homep 1023-1
2024-04-22
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