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CMUCOK COKPALLEHUA 1 OBO3HAYEHUI

B HacToswen MHCTPYKUUN NCNONb3YKTCA cneayroumne CoKkpaweHna 1 0603HaueHuns:

RCF - OT aHrn. relative centrifugal force, oTHocMTENbHOE YCKOpPEHUE LEHTPUDYTU
BK - BHYTPEHHWIA KOHTPO/b

OHK - 0€30KCUPUBOHYKIEMHOBaAsA KUCIO0Ta
OHKa3bi - Ae30KCcnpuboHykeassbl

K- - OTpMUATeNbHbI KOHTPOJIbHbLIN 06paseLl
K+ - MOJIOXUTENbHbIA KOHTPOJIbHbIN 0bpa3sel,
JIKO - nabopaTopHbIN KOHTPOJIbHLIN 0bpasel
HK - HyKknenHoBble kncnoTtbl (PHK n AHK)
nup - MOSIMMepasHas uenHas peakuuns

PHK - puboHyKenHoBas KMcioTa

PHKa3bl - pnboHykneasbl
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1 NPEAHA3HAYEHHOE NPUMEHEHMUE

1.1 MonHoe HamMeHoBaHMe Habopa peareHToB: Habop peareHToB Ans BbisBneHnsa OHK
Legionella pneumophila metopom MNLUP B pexunme peanbHoro BpemeHun (Legionella pneumophila),

Aanee no TeKCTy — Habop peareHTos.

1.2 HasHauyeHue: Habop peareHTOB nNpeaHasHaveH Aansa BbisBneHns [OHK Legionella
pneumophila B 6uonormyeckom MaTepwane 4enoBeka (Mas3oK W3 HOCOrNIOTKW, POTOr0TKM,
6poHX0anbBEONSAPHbIN NlaBaXk, 3HAOTpPaxeasbHbIM, Ha3odapuHreanbHbll acnupat, MOKpPOTa,

niaespanbHas XuUAKocTb) MeToaoMm lMLP B pexnme peanbHOro BpeMeHu.

1.3 QOYHKUMOHANIbHOE Ha3HavyeHue: AnarHocTuka in vitro.
1.4 MokasaHuns K NpoBeAEeHNIO UCCeA0BaHMs: CUMNTOMbI MHMEKLMKN, Bbl3BaHHOW Legionella
pneumophila.

MpoTMBOMOKAa3aHUM K MPUMEHEHUIO HET.

1.5 MonynaumoHHble U gemorpadmyeckme acnekTbl: MnpuMeHeHne Habopa peareHToB

He 3aBUCUT OT NONYNALUMOHHbLIX N IZI,GMOI'DE:]CIDl/I‘-IeCKl/IX aCrnekKToB.

1.6 O6nacte npumeHeHus: Habop peareHToB MOXeT ObiTb MCNOAb30BaH B KJAMHUKO-

ANarHOCTn4YeCKnx na6opaTopM;|x MeANLMNHCKUNX yqpe>K,quM|71.

1.7 MoTeHUManbHble NOMb30BaTENN: KBAaNUPUUNPOBAHHbI NepcoHasn, 0by4YeHHbI MeToAaM
MONEKYIAPHON AMArHOCTUKM M MpaBuiaM paboTbl B KIMHUKO-ANArHOCTMUYECKOW NnabopaTopuu:
Bpay  KJMHMKO-AMArHocTuyeckon  nabopatopuu,  denbawep-nabopaHt  (MeAMUMHCKAN

nabopaTopHbIN TEXHUK).

1.8 MpUMeHATb Habop peareHTOB CTPOro MO Ha3HA4YeHWUIO COTNAacHO AAHHOW MHCTPYKLMU

no NpUMEHEHNIO.
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2 XAPAKTEPUCTUKA HABOPA PEATEHTOB

2.1

CocTaB Habopa peareHToB

’ AHK-TEXHONOruA

R1-P403-S3/4, cbacoBka S, ctpunbl

HauMmeHoBaHune . Konuuectso HOMMHanbHbIN
BHewHunn Bug ..
KOMMOHEHTa npobumpok 06bEM KOMMOHEHTa

Mpo3payHas 6ecuseTHas wuam

Cmecb ansa amnandukaumm, po3p 4 6 cTpunos
pO30Bas XWAKOCTb NoA no 20 mkn

3arne4dyaTaHHas napaguHoM no 8 npobupok
BOCKOO6pasHbIM 6enbiM croem

PacteBop Tag-nonnmepassbl Mpo3payHasa 6ecuBeTHas XUAKOCTb 1 npobupka 500 mkn
Mpo3payHas 6ecuBeTHasa BA3Kas

MuHepanbHoe Macno posp 4 1 npobupka 1,0 mn
MacnsHUCTas XWAKoCTb

MonoXxnTenbHbl

. 1 Mpo3payHasa 6ecuBeTHas XUAKOCTb 1 npobupka 130 mkn
KOHTpPOJIbHbIN 06pa3zew
KpbIlWKK Ana cTpunos 6 WwT.

R1-P403-23/4, cbacoBka S, npobupkm

HanmeHoBaHue
KOMMOHEHTa

BHewHUn BUA

Konnyectso
npobupok

HoMMHanbHbIN
06BbEM KOMMOHEHTA

Cmecb Ansa amnandukaumm,

MNpo3payHas 6ecuBeTHas Uau

KOHTPO/bHbIN 06pazew!

po30Bas XMAKOCTb Nojg 48 npobupok no 20 mMkn
3anevaTaHHas napaduHoOM
BOCKOO6pa3HbIM 6enbiM cnoem
PacTteBop Tag-nonumepassbl Mpo3payHas 6ecuBeTHasa XUAKOCTb 1 npobupka 500 mkn
Mpo3payHas 6ecuBeTHasa BsA3Kas
MunHepanbHoe Macno posp H 1 npobupka 1,0 mn
MacnsHUCTasa XXNUAKOCTb
MonoxunTenbHbI
Mpo3pauHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 MKn

R1-P403-UA/9, dpacoBka U

KOHTPOJbHbIN 06pazeu!

HavmeHoBaHue . Konuuectso HoMWHanbHbIN
BHewHn Bna .
KOMIOHEHTa npobumpok 06bEM KOMMNOHEHTA
Mpo3pauHasa 6ecuseTHas unu
Cmecb ana amnavdurkaunm posp 4 1 npobupka 600 mkn
po30Bas XWAKOCTb
Monumepasa MNMpo3pauHasa 6ecuBeTHas BA3Kas
P posp 4 1 npobupka 30 Mkn
TexHoTaq MAX XUAKOCTb
MUP-6ydep Mpo3payHasa 6ecuBeTHas XUAKOCTb 1 npobupka 600 mkn
MonoXuTenbHbIN
Mpo3payHasa 6ecuBeTHas XUAKOCTb 1 npobupka 130 Mkn

Bce KOMMNOHEHTHI

Habopa peareHToB TrOTOBbI

AONOHUTENbLHOM NOAroTOBKU K paboTe.

KOMMNIeKTHOCTb:

- Bknagbiw - 1 5K3.

- MacnopTt — 1 3K3.

MHCTpYKUNS NO NPUMEHEHMUIO — 1 3K3.

K MNpUMEHEHUN U

Habop peareHToB B O4HOM M3 BapMaHTOB UCMOJIHEHMS — 1 WT.

He TpebytoT

1 - Ha 3TMKeTKe KOMMOHEHTA Ana Bcex d)aCOBOK «MonoXnTenbHbIN KOHTpOJ'IbeIVI o6pa3eu>> YKa3blBa€TCA

Kak «K+»
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2.2 KonnuectBo aHanmn3npyemMbix o6pa3Los

Habop peareHToB B (hacoBke S paccumTaH Ha npoBeaeHue 48 onpenenenuii (He 6onee
12 nocTtaHOBOK), BK/lOYas aHa/n3 HEM3BECTHbIX 06pas3uoB, OTpUUATENbHbIX KOHTPOSbHbIX
06pasuoB N NONOXKUTENbHBIX KOHTPOJIbHbLIX 06pa3LIOB.

Habop peareHToB B (pacoBke U paccuntaH Ha npoBeaeHme 96 onpeaeneHnii npu ycrnoBumn
NOCTaHOBKM He MeHee 5 o06pasuoB B OAHOM uccnepoBaHuMm (3 HEM3BECTHbIX obpasua,

oTpuUaTeNbHbIN U MONOXUTENbHbIN KOHTPOJIbHbIE 06pa3ubl).

2.3 MpuHUMN MeTona

MeToa: MonumepasHaa uenHaa peakumsa (MUP) ¢ geTekumen pesynbTaTOB: B pexume
peanbHOro BpEMeHU; KayeCTBeHHbIM aHanms.

MpuMHUMN MeToAa OCHOBaAH Ha WCMONb30BaHMKM npouecca amnandukaumn OHK
C NOMOLWb0 NosuMepasHon uenHon peakumn (MUP). Mpouecc amnandukaumm 3aka4vaeTcs
B CEpMN MOBTOPSIOLWNXCS UMKNOB TemnepaTtypHon pgeHatypaumn [OHK, oTxura nparnMmepos
C KOMMNJIEMEHTapHbIMW NOCAeA0BaTENbHOCTSAMN N Nocaeayowen AOCTPOMKU MOANHYKNEOTUAHbIX
uenen Tag-nonmmepason.

Ons noBbIWEHUS YYBCTBUTESIBHOCTU U CneuyudUUHOCTM peakunum npeaycMoTpeHO
NnpuUMeHeHne «ropsiuero» crapta. [na gacoBkun S «ropsauymii» ctapT obecneymBaeTcs MeTOANKOMN
NPUroTOBAIEHUS peaKLMOHHOM CMEeCW, COCTOSLLEN U3 ABYX CNOEB, pa3fenéHHbIX MNpPOCIONKOM
n3 napadumHa. CmeweHne cNoés 1 NpespalleHme Nx B peakuMOHHY CMeCb NMPOUCXOAUT TONbKO
nocne nnaefneHuMs napaduHa, 4UYTO MUCKIOYaeT Hecneuuduyeckoe CBA3biBaHWE MpalriMepoB
¢ OHK-MuweHbto npu 6onee HU3KMX TemnepaTtypax. <«lopsuui» cTtapt ana dacosku U
obecneunBaeTcsa NCNonbL30BaHMEM NONIMMEpPasbl, aKTUBHOCTb KOTOPOI 6/10KMpoBaHa aHTUTENaMu,
akTneauus depMeHTa NpomMcxoauT TONbKO MNOoCie npeABapuTesibHOro nporpesa peakunoHHOM
cMecn npu 94 °C. DTO UCKIOYaET Hecneundunyeckoe ceBasbiBaHne npanmepoB ¢ [JHK-MuweHbto
npun 6onee HU3KNUX TeMNepaTypax.

B peakuuoHHyto cMecb ans amnamdukaumm eeegeHbl JHK-30HAbI, KaXablil U3 KOTOPbIX
coaepxut GdnyopecueHTHY MeTKy W racutens dnyopecueHumn. [pu  obpasoBaHum
cneumduyeckoro npoaykrta AHK-30H4 paspylwaeTrcs, oencTBme racutens Ha payopecueHTHYIO
MEeTKY npekpawaeTcs, 4YTOo BeAéT K BO3pacTaHU YpoBHSA dayopecueHUnn, KOTOpbIi
dukcupyetca  getektupyrowmm  amnandukatopoM. KonmyectBo  paspyLlleHHbIX  30HAO0B
(a, cnepoBaTenbHO, M ypoBeHb diyopecueHUnn) yBenmunBaeTcs NponopLUmMoOHanbHO KOMYeCTBY
obpasoBaBWwMXCa cneynduyecknx MnpoaykToB aMmnaundukaumn. YpoBeHb dyopecueHunm
N3MepseTcs Ha KaXKaoM uukie amnandukaumm B pexuMe peanbHOro BpeMeHMu.

Konnuectso paspylueHHbIX 30HAOB (@, crnenoBaTenbHO, M ypoBeHb (iyopecueHunm)
YBEMUYNBAETCS NPONOPLMOHANbHO KONMYECTBY 06pa3oBaBLlInXCca cneumduruyecknx aMniankoHOB.
YpoBeHb hiyopecLeHUnn U3MepsaeTcs Ha KaxaoM uukne aMnamdukaunm B pexuvme peanbHOro
BpeMeHu.

B coctaB cMecn ana amnnudukaumm BKIKYEH BHYTPEHHM KOHTponb (BK), koTOpbIn

npegHasHa4yeH ansga KOHTpPOAA NpoxXoXaeHus HOﬂMMepaBHOﬁ LenHom peakunn.
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B coctas [IHK-30HAa, Mcnonb3ylowerocs Ans AeTeKunu npoaykta amnandukaumm AHK
Legionella pneumophila, BkniodeHa ddnyopecueHTHas Metka Fam. B coctas [HK-30HAa,
NCNONb3YIOLWErocs Ana AeTekuMn npoaykTa amMnamdukauum BHYTPEHHEro KOHTPOAs, BXOAWUT
pnyopecueHTHbIN KpacuTenb Hex. B Tabnuue 1 npuBeAeHbl KaHanbl AeTEeKUMW MNPOAYKTOB

amnnmdunkaumm.

Tab6nunua 1 - KaHanbl geTekumn NpoayKTOB amnandukaumm

Fam/Green Hex/Yellow/Vic Rox/Orange Cy5/Red Cy5.5/Crimson
Leg/one//e_z BK _ _ _
pneumophila

NccnegoBaHme cocTomT M3 cneaywowmnx stanos: BbigeneHne OHK (npob6onoarortoska),
nupP-amnandpukauma OHK ¢ getekumen pesynbTaToB B pexXuMe peasibHOro BpeMeHU

C ncnonb3oBaHneMm Habopa peareHToB Legionella pneumophila.
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3 AHAJTUTUYHECKME U ANATHOCTUYECKUE XAPAKTEPUCTUKMU

3.1 AHanuTu4yeckast cneunduyHoOCTb

B o6pa3uax 6uonormyeckoro MaTtepuana 4enoseka, cogaepxawmx LOHK Legionella
pneumophila, nporpaMMHOoe obecnedyeHne pAeTekTUpylowero aMmnandukaTopa AOKHO
perucTpnpoBaTb MONOXKWUTENbHbIM pe3ynbTaT aMmnandukauum cneundumyeckoro npoaykra
(dbparmeHTa reHomMa Legionella pneumophila) no kaHany agetekunm Fam/Green.

B obpasuax 6buonornyeckoro matepmana, He cogepxawmx OHK Legionella pneumophila
nporpammHoe obecnedeHne pgetekTupylwero aMmnandukaTopa AOMKHO PerncTpmpoBaTb
oTpuuaTenbHbIM pe3ynbTaT amMnandukauum cneuymdundeckoro npoaykrta (dpparmMeHta reHoma
Legionella pneumophila) no kaHany pgetekumm Fam/Green wn MNOMOXUTENbHbLIN pe3ynbTaT
aMmnndmKaumMm BHYTPEHHEr0 KOHTPOsS NO KaHany aetekunn Hex/Yellow/Vic.

MokasaHo OTCYyTCTBME Hecneumdmnuyecknx noaoXnTenbHbIX pe3ybTaToB aMnandukaumm
npu Hanmumm B obpasue PHK Influenza virus A(H3N2), Influenza virus A(H1IN1pdm09), Influenza
B virus, Human Coronavirus 229E, Human Coronavirus HKU-1, Human Coronavirus NL-63,
Human Coronavirus 0C-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, Moraxella catarrhalis,
Mycoplasma pneumoniae, Staphylococcus aureus (methicillin-resistant), Streptococcus

pneumoniae, a Takxe [IHK yenoseka B KOHLEeHTpauuu ao 1,0 x 108 konuit/mn obpasua

3.2 NHTepdepupytoume BewecTea

Hannune wHrnéutopos [LP B ob6bpa3ue 6uonornyeckoro Matepuana MOXET ObiTb
MPUYNHON  COMHUTENbHbLIX (HeonpeaenéHHbIX/HeAOCTOBEPHbIX) pe3ynbTatoB. [lpu3HaKoM
MHrnbmposanmsa T[LUP saBnsetca oAHOBpeMEHHOE OTCYTCTBME aMIngukaunum BHYTPEHHEro
KOHTPO/S M cneunduryeckoro npoaykra.

K nHrnébmutopam MNLP oTHeceHbl cneaywowme BewecTBa: reMornobmH U nekapCTBeHHbIe
npenapaTtbl, NpucyTcTeytowmne B obpasue AHK B pesynbTtaTe HEMOMHOro yAaneHus B npolecce
BblaeneHmna AHK n3 obpasua 6buomaTepmana, a Takxe M30MNponuaoBbIA CAMPT M MeTuaauertarT,
npucyTtcTeytowme B obpasue AHK B pe3synbTate HEMOSHOIO yAasieHMs NPOMbIBOYHbIX PacTBOPOB
B Xo4e npobonoaroToBKM.

MakcuManbHbie  KOHUEeHTpauum  uHTepdepupyowmnx  BewecTtB, MNpu  KOTOPbIX
He Habnwaanocb BAMSHME Ha aMmnandukauuito nabopaTopHbIX KOHTPOJIbHbIX 06pasuoB U
BHYTPEHHEro KOHTpo/sibHOro obpasua coctasnstoT: remornobuH - 0,35 mr/mn obpasua AHK,
nsonponunosbin cnmpt — 100 mkn/mn obpasua AHK, metnnauyertat — 100 mkn/mn obpasuya AHK.

[0Nna oueHKM BO3MOXHOW MHTepdepeHUMn feKapCTBEHHbIX npenapaTtoB 6buin BbibpaHsbl
Te, KOTOpble NOTEHLMANbHO MOTYT NPUCYTCTBOBATb B OCTATO4YHbIX KOJIMYeCcTBax B 6M0N0rnyeckmx
obpasuax u4enoBeka, B3STbIX W3 COOTBETCTBYWLMX MCCNefyeMbiXx OMOTOMOB (XNOpPrekCuamuH
6urniokoHaT, /lazonsanH® PUHO, PUHODJTYUMYLIMN®, Tusann® Knaccuk, Cnpent TaHTyM® Bepae,

rekcopan® PacTtBop, Bepoayan®, CanbbyTtamMon-Tesa, MpunndepoH® Kannu Ha3anbHble).
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Ona Bcex uccnepyemblX NeKapCTBEHHbIX MpenapaTosB 6bI10 MoKasaHo OTCYTCTBUE UX

BNMSHNA B KOHUeHTpaumn ao 10% B obpasue 6uomaTepunana.

3.3 Mpenen obHapyxeHus

Mpepen obHapyxeHusa  coctaenaetr 5 konunn  OHK  Legionella  pneumophila
Ha aMNAMdMKaLNOHHYO Npobupky.

Mpepnen obHapyXeHWs  yCTaHOBAEH NYTEM aHanmM3a CepUiHbIX  pa3BedeHui

nabopaTopHoro KoHTposibHoro obpasua (JIKO).
Mpepen obHapyXeHWUs COOTBETCTBYET CreAYylWnM 3HavyeHusM KoHueHTpauun [OHK
Mpu UCMNOJIb30BaHUM YKasaHHbIX HabopoB/KOMMNIIEKTOB peareHToB Ans BblgeneHns HK u

KOHe4yHoro o6véma anounn (passegeHus) sbiaesieHHon QHK:

HauMeHoBaHue O61béM Mpepen
BuomaTtepmnan Habopa/koMnnekTa noJjiyyeHHoro obHapy»xeHus,
ana sbigeneHnnsa AHK npenapara, MKJ1 | konuii/o6pasey
MPOBA-HK 50 50
MPOBA-HK-IJTHOC 300 300
Ma30K M3 HOCOTNIOTKM, POTOINIOTKM MPOBA-PANNA 500 500
B 500 MK/ TpaHCMOPTHOW cpeabit MPOBA-MY-PAMNA 100 100
MPOBA-OMNTUMA 400 400
MPOBA-MY-PANNA II 100 100
BpoHXx0anbBeONAPHbIN NaBax, MPOBA-HK 50 50
MOKpOTa, njeBpanbHas XUAKOCTb
(npwn BblaeneHmnn ns 500 mMkn
obpasua),
SHAOTpaxeanbHsli, MPOBA-HK-MOC 300 300
HasodapuHreanbHbIA acnupart
(npu BblgenerHnn s 1,0 mn
obpasua)
3.4 [uarHocTtnyeckne xapakTepucTmku
AvarHocrnyeckas AnarHocrunyeckas
Bua 6nomarepuana
4YYBCTBUTEJIbHOCTb cneunduyHOCTb
Ma3oK M3 HOCOMNOTKM 100% (95% OW: 86,28% — 100%) | 100% (95% AWN: 86,28% — 100%)
Ma30oK 13 poTornoTku 100% (95% [OW: 86,28% — 100%) | 100% (95% AOW: 86,28% - 100%)
BpoHxoanbBeonsapHbi naBax | 100% (95% [AWN: 86,28% — 100%) | 100% (95% AN: 86,28% - 100%)
DHAOoTpaxeanbHbIi acnupat 100% (95% [WN: 86,28% — 100%) | 100% (95% AW: 86,28% - 100%)
HasodapuHreanbHbiit acnupaT | 100% (95% [AW: 86,28% - 100%) | 100% (95% AWN: 86,28% - 100%)
MokpoTa 100% (95% [AWN: 86,28% — 100%) | 100% (95% AWN: 86,28% - 100%)
MneBpanbHas XMAKOCTb 100% (95% [AW: 86,28% — 100%) | 100% (95% AOWN: 86,28% - 100%)
WUTor | 100% (95% AWN: 97,91% - 100%) | 100% (95% AWN: 97,91% - 100%)

3.5

Bocnpoun3BoanMOCTb M MOBTOPSEMOCTb

BocnpounzsogmnmocTtb coctasngeT 100%.

MosTopseMocTb coctasnseT 100%.

1 - B KauyecTBe TpaHCMOPTHON cpeaAbl MCMNO/b30Banacb TpaHcrnopTHas cpega ans 6uonpo6 CTOP-O,
000 «OHK-TexHonorusa TC», Poccusa, PY N P3H 2020/9640
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4 MEPbI MPEAOCTOPOXXHOCTH

Opranusauma pabotbl [LP-nabopatopuu, obopynoBaHue u MaTepuanbl LOSKHbI
COOTBETCTBOBAaTb TpeboBaHuAM FOCT P NCO 15190-2023, MeToAUNYECKNX yKasaHui
MY 1.3.2569-09 «OpraHusaumsa paboTtbl nabopatopuii, NCNOMAb3YHOLWNX MeToabl amnandukaumm
HYK/IEMHOBbIX KNCNOT, Npn paboTe C MaTepumasnioMm, Ccoaepxxalwmm MUKpoopraHumsmbl I-IV rpynn
MaToreHHoCTn», C cobnaeHmemM caHuTapHbiX npasmn n HopM CaHluH 3.3686-21 «CaHuTapHo-
annageMmnonornyeckne tpebosaHus no npodunakTMke MHMOEKUNOHHbIX 6onesHen».

HenssecTHble o06pa3ubl paccMaTpuBalTCA Kak MNoTeHuManbHo-onacHble. Mpu pabote
c HabopoM peareHTOB cneayeT HageBaTb OAHOPA30Bble NepyaTkmn 6e3 Tanbka.

Mpn pabote ¢ mMukpoopraHmamamm I-IV rpynn natoreHHOCTu BbI6Op TMMa 3aWMUTHOro
KocTioma (pabouer opexabl M CpeacTB MHAMBUAYA/IbHOW 3aWuTbl) MNPOBOAUTCS B CTPOrOM
COOTBETCTBMW C CaHUTapHbIMUK NpasunamMu n Hopmamm CaHluH 3.3686-21 n onpeaensaeTcss BUAOM
B0o36yauTens, pabouel 30HO, OCHaweHneM ee 6bokcamu buonornyeckon 6e3onacHoOCTu.

CnepyeT Ucnonb3oBaTh TO/IbKO OAHOPA30Bble HAKOHEYHMKN U NPOobmpKM.

He ponyckaeTcsa WCNOAb30BaHWE OAHMX W TexX Xe HakKoHeyHukoB npu obpaboTke
pa3nnyHbix o6pa3uos bnonormyeckoro matepuana.

K pabote ¢ Habopom peareHTOB JoMnycKaeTcsa nepcoHan, obydeHHbl MeToAaMm
MOJIEKYNIAPHOM ANArHOCTUKM M nNpaBunamM paboTbl B KIIMHUKO-ANArHOCTMYECKON nabopaTtopun.

Boinenenve AHK cneayet nposBoanTb B 6okcax buonornyeckon 6esonacHocTu II knacca.
MoaroTtoBky k MLP c ncnonb3osaHneM Habopa peareHTOB BO3MOXHO npoBoauTb B ML P-60kcax.

3anpewaeTca nepemelleHne nabopaTtopHoro obopyaoBaHUsa, B TOM 4Yucne A03aTOpoB,
WTaTMBOB, J1labopaTOPHOM MOCyAbl, XanaToB, rofOBHbIX Y6OpoB M np., a TakXe pacTBOPOB
peareHToB U3 O4HOro NMoOMeLeHnsa B Apyroe.

[losaTopbl AOMKHbI 6bITb COOTBETCTBYHOWMM 06pa3oM noBepeHbl (B aKKpeAUTOBaHHbIX
nabopaTtopuax) n NpoMapKMpoOBaHbI.

Ncnonb3oBaHHble OAHOPa30Bble MPUMHAANEXHOCTM (NPOBUMPKKU, HAKOHEYHUKU U Ap.)
OO/MKHbI  cbpacbiBaTbC B KOHTeEMHep A9  MeAMUMHCKMX  OTX0A0B,  COoAepXXalimi
Ae3nHduumpyowmnin pacteop (Npn HeobxognmocTtn).

MoBepxHOCTM pabounx CTOMIOB, @ TaKXe NOMeLLEHNS, B KOTOPbIX MPOBOANTCS BblAe/eHne
HK n nocrtaHoeka [MUP, cnegyet obsizatenbHo, A0 W nocne nposeaeHuss pabot, obnaydatb
C nomoublo bakTepmumMaHbIX YCTAHOBOK B TeueHune 30 MUHYT.

Bce noBepxHocTn B nabopatopumn (paboume cTtonbl, wWTaTuBbl, obopyaoBaHue 1 4p.)
eXegHeBHO rMoaBepraloT BfaxHon ybopke C MpUMEHEeHMEM Ae3nHPUUUPYOLWMX/MOKLWMX

CpeACTB, perfaMeHTUpPOBaHHbIX CaHUTapHbIMW NpasuiamMu n Hopmamm CanluH 3.3686-21.

BHUMAHME! YTunusnposaTb 0TXoA4bl C npoaykTamu MLP Heo6X0ANMMO TONBKO B 3aKpbITOM BUAE.
He ponyckaetca oTkpbiBaTb Npobupku nocne amnamdukaumm, Tak Kak 3TO MOXET MpuBecTu

K KOHTamMuHauuum npogyktamu MUP (MY 1.3.2569-09).
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Mpn uncnonb3oBaHnMM Habopa peareHTOB B KAMHUKO-AMarHoctuyeckom nabopaTtopumu
obpasylTcs oTX0oAbl Kfhacca B, KOTopble yTUAM3MPYKOTCA B COOTBETCTBMM C TpeboBaHMSAMMU
CaHuTapHbIX npasun U HopM CaHluH 2.1.3684-21 «CaHuTapHo-anuaeMuonormyeckme
TpeboBaHMS K coaepXaHWUIO TEPPUTOPUIN TOPOACKNX U CENbCKUX NOCENEHUN, K BOAHbIM 06beKkTaM,
NUTbEBOM BOAE U MNUTLEBOMY BOAOCHabXeHWto, aTMocdepHOMy BO34yXY, MO4YBaM, XMWUJbIM
noMeLleHNsaM, 3KCnyaTaunum nNpousBOACTBEHHbIX, 06WECTBEHHbIX MOMELLEHUA, OpraHnu3aunum u

NpoBeAEeHNI0 CAHNUTapHO-NMPOTMBOINMAEMUYECKNX (NPODUNAKTUHECKNX) MEPONPUATUI».

OnacHble KOMMOHEHThLI B Habope peareHToB

Hannumne/otcyrcrBue
KoMmnoHeHT Habopa

eareHToB
P ®dacoska S ®dacoska U
CMecb ana amnaudukaumu, HeT onacHbIX
3ane4dyaTaHHas napagpuHoM BELWECTB
HeT onacHbIX
PactBop Tag-nosnmepassl - -
BELWECTB
HeT onacHbIX
MunHepanbHoe Macno - -
BELWecTB

HeT onacHbIX
CMecb ana amnnmdbumkaumm - -

BELecCTB
HeT onacHbIX
Monnmepasa TexHoTaq MAX - -
BellecTB
HeT onacHbIX
MNuP-6yde - -
LP-bydep BellecTB
. He knaccuduunpyetcs
MonoXxuTenbHbIN A3up HaTpusa A3unp HaTpusa vq) 1Py
o KaK onacHbIA ANns 340p0Bbs
KOHTPO/bHbIN 06pasel meHee 0,1% MeHee 0,1%

yenoBeka un OKDY)KaPOLIJ,e17I cpeabl

Mpun pabote c Habopom peareHTOB cregyeT MCMNOMb30BaTb CPEeACTBA MHAMBUAYASbHOW
3aWmnTbl AN NpeaoTBPaLLEeHMs KOHTaKTa C OpraHu3MoM 4enoseka. lMocne okoH4YaHus paboThl
TLWATENbHO BbIMbITb PYKU. N36eraTb KOHTaKTa C KOXeW, rnasamMm 1 CNM3ncTbiMm 060104KaMM.

Mpn nCcnonb30BaHMKU MO Ha3Ha4YeHU U cobnaeHUN Mep NPeaoCTOPOXHOCTU KOHTaKT
C OpPraHM3MOM YesioBeKa MCKITHOYEH.

He ncnonb3oBatb Habop peareHTOB:

- nMpw HapyLleHnn YCI0BMIN TPAHCNOPTUPOBAHMS N XPaHEHUS;

- Mpu HEeCOOTBETCTBMM BHELWIHEro BMAa peareHToB, YKa3aHHOro B Macnopte K Habopy
peareHToB;

- nMpw HapyLweHnn BHYTPEHHEN YNaKOBKM KOMMOHEHTOB Habopa peareHToB;

- Nno NCTEYEHNIO CPpOKa rogHoCTun Ha6opa peareHTos.

MpuMeuyaHne - Habop peareHTOB He COAEPXMUT MaTepuanos 6MOMOMMUECKOr0 MPOUCXOXAEHUS,
BELLECTB B KOHLEHTpaumnsax, o06naaallmnx KaHUeporeHHbIM, MyTareHHbIM AeWCTBUEM, @ TaKXe BMSAIOLINX
Ha penpoayKTUBHYI GYHKUMIO YenoBeka. MpM MCMONb30BaHMM MO HAa3HAYEeHUIO W COGAAEHUU Mep

NpefoCTOPOXHOCTM ABNsAeTCA 6e30nacHbIM.
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5 OBOPYAOBAHUE U MATEPUAJDbI

Mpwn paboTe c HabopoM peareHToB TpebytoTca cneayowme obopyaoBaHne, peareHTbl U

pacxXogHble MaTeEpUalbl:

dacoBka U,
AO3MpOBaHue

dacoBka S
O6opyanoBaHue, peareHTbl U pacxogHble MaTepuanbl

ctpunbi! | npobupku yHoe asTomari-
P P P Py 3npoBaHHOE
MLUP-60kc na na na na
amMnandukaTop C AeTeKUneln B pexnme peasnibHoro 5
) na Aa aa Aaa

BpPEMEHMU
MUKpPOLEHTpUdyra-BopTekc na aa Aa aa

OTOp A1 MUKPOLEHTPU@Yrm-BopTekca A5 CTPUNOBaHHbIX
poTop A p UeHTPU®Y P A P na HeT HeT HeT
npobmpok o6vLEMoM 0,2 Mn
XONOAUBHUK C MOPO3U/SIbHOW KaMepom na aa aa aa
wratme «paboyee MecTo» Ans NpobUpok o6bEMOM 1,5 Mn Aa Aa Aa Aa
wraTtne «paboyee Mmecto» Ans nNpobupok o6bEMOM 0,2 Mn HeT ha na* HeT
wTaTMB «pabouee MecTo» A8 CTPUMOBaHHbIX MPO6MpPOK

. na HeT HeT HeT

06bémom 0,2 mMn
[03aTopbl MEXA@HUYECKNE UTN 3/TIEKTPOHHbIE MEPEMEHHOIO
ob6béMa ofHOKaHasbHble, No3BonsoWwmne oTbnupate 06HEM na na na na
xunakoctn ot 2,0 go 20 Mk, ot 20 ao 200 mMkn,
ot 200 no 1000 mkn
HaKOHEYHMKW OAHOpa30Bble C GUALTPOM ANS
rnoslyaBToMaTU4eckmx Ao3aTtopoB, cBoboaHble oT PHKas un na aa aa Aaa
OHKa3, 06bémom 20 mkn, 200 mkn, 1000 mkn
wTaTMse Ans 403aTOpOB na aa aa ha
Npo6mMpKn MMKpoLEeHTpUdYxXHbie 06bEMOM 1,5 MA C

pobup poueHTpudy ' na na na na

Kpblwkamn, ceoboaHble oT PHKas n AHKa3
npobmpkn amMnandukaumoHHble ob6bémom 0,2 M C
Kpbiwkamn, cesoboaHble oT PHKa3 n AHKas HeT HeT ha HeT
nnu mukponnaHweT MUP 96 nyHok>

OZHOpa30Bble NepyaTkn MeamumHckme, 6e3 Tanbka,
TEKCTYPUPOBaHHbIE

EMKOCTb Ans cbpoca MCcnosb30BaHHbIX HAKOHEYHWKOB,
NpobupoK 1 Apyrux pacxoAHbIX MaTepuanos

YcTpoiicTBO Ao3upytoulee ATcTpum

no TY 9443-005-96301278-2012 B BapuaHTe UCMOJIHEHUSA
12M1 nnm 15M1, OO0 «HIMO OHK-TexHonorua», Poccus,
PY N¢ P3H 2015/2982, panee no Tekcty — ATcTpum
OAHOpPa30Bble HAKOHEYHUKM C PUNLTPOM AN AO3UPYIOLLErO
ycTponctBa ATcTpuM B KoMniekTaumm *M1, cesoboaHbie oT
PHKa3 1 [JHKa3, o6bémoM 200 MKN AU peKOMeHAOBaHHbIEe HeT HeT HeT Aha
ANS @HaNOrM4yHOro UCMosb3yeMoro A03MpYyIoLero
yCTpolicTBa

YCTpoiCTBO A5 3anedaTbiBaHUS nnaHweTos Tnak,
000 «HMO AHK-TexHonorusa», Poccus

ueHTpudyra ¢ RCF(g) He Hmxe 100, c aganTepoM ans
MWUKpPOMJaHLIETOB

nonuMepHas TepMonaéHka Ans 3anedyaTbiBaHUs
MWUKpOMJaHLIETOB

Aa Aa Aa Aa

Aa Aa Aa Aa

HEeT HET HET Aa

HeT HeT na® na

HeT HeT nat na

HeT HeT nab aa

MukponnaHwet MUP 384 nyHku HeT HeT HeT na
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dacoBka U,

®acoska S o3upoBaHue
O6opynoBaHue, peareHTbl U pacxoaHble MaTepuasnbl A P
cTpunbl® | Npobupku | pyudHoe asromarn-
3npoBaHHOE

TpaHcnopTHasa cpeaa (Npu HeO6X0AMMOCTM), PEKOMEHAYETCS UCMOb30BaTh TPaHCMOPTHYO cpeay Ans
6mnonpob CTOP-®, OO0 «[AHK-TexHonorusa TC», Poccusa, PY N2 P3H 2020/9640

dusnonornyeckmin pacteop (0,9% NaCl) ctepunbHbIN (NpyM HEO6XOAMMOCTH)

Habop/KOMMNMEeKT peareHToB ANs BblaeneHmns HK u3 6uonornyeckoro matepmana’, peKOMeHAYHOTCS:

- KomnnekT peareHToB A5 BblaeneHuns HyknemHoBbix kncnoT (MPOBA-HK/MPOBA-HK-MJTOC)
no TY 9398-035-46482062-2009 B ¢popMax komnaektaumm: komnnaekTt NMPOBA-HK, komnnekT
MPOBA-HK-MJTKOC, OO0 «AHK-TexHonorus TC», Poccus, PY N2 ®CP 2010/08867;
- KomnnekT peareHTtoB anga sbigenenmsa AHK (MPOBA-PAMMA) no TY 9398-015-46482062-2008,
000 «[HK-TexHonorus TC», Poccusi, PY N2 ®CP 2008/02939;
- Habop peareHToB A5 BblaeneHus HyknemHoBbix kncnot (MPOBA-MY)
no TY 9398-088-46482062-2016 B komnnektaumu NMPOBA-MY-PAMNNA, OO0 «AHK-TexHonormna TC»,
Poccusa, PY N2 P3H 2017/5753;
- Habop pearenTtoB ansa eoigenenus AHK yenoseka, 6aktepui, Bupycos un rpubos
13 6uonorMyeckoro MmaTepuana 4YenoBeka n KynbTyp MukpoopraHmamoB (MPOBA-OMNTUMA)
no TY 21.20.23-124-46482062-2021, OO0 «AHK-TexHonorusa TC», Poccus, PY N2 P3H 2022/17496;
- Habop peareHToB ans BolaeneHmns JHK/PHK uenoseka, 6akTepuii, BupycoB u rpubos un3
6unonornyeckoro matepmana denoseka (MPOBA-MY-PAMNA II) no TY 21.20.23-136-46482062-2023,
000 «JHK-TexHonorua TC», Poccus, PY N2 P3H 2024/23205.
[OononHuTenbHO ANnsi Nnpeao6bpa6boTkn 6poHX0anbBEOIAPHOIO JlaBaka, nieBpasibHOMN

YMAKOCTU, Ha3ohapuHreasbHOro U aHAOTPaxeasibHOro acnupara:

6okc 6uonornyeckoi 6esonacHocTtun II knacca

Npobupku MUkpoueHTpudyx Hble 06bEMOM 1,5 Mn ¢ kpbiwkamu, ceoboaHble oT PHKas 1 [HKa3

ueHTpudyra ana npobupok o6vémom 1,5 mn, ¢ RCF(g) He Huxe 12000

Ae3nHOUUMPYIOLWMA pacTBop

MpumMmeuaHus k Tabnuye:

1 — He ucnonb3yeTcs ANna AeTekTupytowero amnandmkartopa Rotor-Gene Q

2 — panee Mo TeKCTy — AeTeKTUpylowWwmii amnandmkaTop; TpebyeMblie napaMeTpbl AETEKTUPYHOLLMX

aMnandunKaTopoB yKasaHbl HMXe

3 - BannaMpoBaH AeTekTupylowmii aMmnandukaTop «ATnpainM» (Moandukauma ATnpanims *X*),
000 «HMO AHK-TexHonorusa», Poccusa, PY N2 ®CP 2011/10229

- TOMIbKO MpW UCMNONb30BaHNN NPobUpoK

— He UCNoMb3yeTCs AN AeTeKTMpPYWKnX amnnmdukaTopos «ATnant» n Rotor-Gene Q

— TONIbKO MPW UCMOMb30BaHNUM MUKPOMIAHLLETOB

— BO3MOXHOCTb MCNOMb30BaHUA Habopa/KoMniekTa peareHToB Ans Bblaenennsa AHK Legionella
pneumophila onpenenseTcs BuaoM bmonornyeckoro matepmana (7.1)

4
5
6
7

Habop peareHTOB NMpUMEHSIETCHA C AETEKTUPYHOLWMMM aMNnduKaTopamMmm NaaHLWETHOro U
pOTOPHOro TMMNA C CUCTEMOM pgeTekumn (yopecueHTHOro CuUrHana B pexuMme peanbHOoro
BPEMEHM, 3aperncTpuMpoBaHHbIMM B YCTaHOBAEHHOM nopsake B PO M COOTBETCTBYHOLWLMMU
cneayowmm TpeboBaHnSaM:

- obecneuunBaeTtca paboTta c 06bLEMOM peakumoHHOM cMmecn 35 mkn (dacoska S) uam 18 Mkn
(dbacoBka U);

- obecneunBaeTtcsa pabota c dnyopodopamu: Fam, Hex (Vic);

- nogorpeBaeMasl KpbilwKka c TemnepaTtypon 6onee 100 °C;

- CKOpOCTb Harpesa He MeHee 2 °C/c;

- CKOpOCTb OXxNlaxaeHus He MmeHee 1 °C/c;

- TOYHOCTb MOoAAEepPXaHUs U 0OA4HOPOAHOCTb TeMnepaTypbl He 6onee £ 0,4 °C.
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Onsa paboTtbl ¢ HabopoM peareHTOB BaJMAMPOBAHbI Cneaylolme [eTeKTUMpylowmne
aMnnmdunkaTopsbl:
- AMnnndukaTop aetektmpytowmiin «ATnpanm» no TY 9443-004-96301278-2010 (Moandukaums
«ATnpanm *M*»), 000 «HMO OHK-TexHonormna», Poccusa, PY N2 ®CP 2011/10229, pganee no
TekcTy — «ATnpaiim»;
- AMnandukaTop getekTmpytowmin «ATnpariM» no TY 9443-004-96301278-2010 (Moandmkaums
«ATnpanm *X*») 000 «HMO AHK-TexHonorus», Poccusa, PY N2 ®CP 2011/10229 (Tonbko ans
Habopa peareHToB B (pacoske U AN aBTOMaTU3MPOBAHHOIrO A03MPOBaHUSA), Aafnee Nno TeKCTy -
«ATnpanm» B Mogndunkaunm «4Tnpanm *X*»;
- AMnnmndurkatop getektvpywowmin «ATnant» no TY 9443-003-96301278-2010 (moandukaums
«OTnant *S*»), 000 «HIMNO AHK-TexHonormna», Poccusi, PY N2 ®CP 2011/10228 (Tonbko ans
Habopa peareHToB B dacoBke S; B pacoBke U ansa py4yHoro A03MpoOBaHMSA Mpu MCNOAb30BaHUM
npobupok), aanee no Tekcty — «4Tnant»;
- Mpnbop ans npoBeAeHUS MOSIMMEPA3HOW LEMHON peakuuMn B pexmme peasibHOro BpeMeHu
Rotor-Gene Q, QIAGEN GmbH, Tepmanus, PY N2 ®C3 2010/07595 (tonbko pnns Habopa
peareHTOB B pacoBke S, npobupku; B dacoske U Ans py4yHOro 403MpPOBaHUS Npu UCNONb30BAHUN
npobupok), ganee no Tekcty — Rotor-Gene Q;
- Tepmoumknep ans amnamdukaumm HyknemHosbiX kucaoT 1000 ¢ MogyneM peakuMOHHbIM
ontnyeckmm CFX96 (Optical Reaction Module CFX96), buo-Pag Jlabopatopues, WHk; CLUA,
PY N2 ®C3 2008/03399, ganee no Tekcty — CFX96;
- AMnnmdpmkaTop HyKnenHoBbiX kncnoT Applied Biosystems QuantStudio 5 ¢ rubpuansaymoHHo-
dnyopecueHTHON paeTekuueln npoayktos [UP B pexume peanbHoro BpemeHun, <«Jland
TekHonoaxuc Xonauure Mre. N1ta.», CuHranyp, PY N2 P3H 2019/8446, nanee no Tekcty - Applied
Biosystems QuantStudio 5.

Mo BONMpocaM rnpuMeHeHUsa AeTEKTUPYOLUX aMI'IJ'IMCbMKaTODOB, HE yKa3aHHbIX BbllIE,

TpebyeTcs CornacoBaHue C NpoM3BOAUTENIEM HAbopa peareHToB.
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6 AHAJTUSUPYEMbIE OBPA3Lbl
6.1 MaTepuan ons nccneaoBaHus
ans uccrnenosaHuns UCNONb3YIOT Ma30K n3 HOCOI/10TKM, pOTOrNOTKM,

6pOHX0aNbBEONISAPHbIA NaBaX<, 3HAOTPaxeasibHblli, Ha3ogapuHreasnbHbllA acnupaTt, MOKpPOTY,

nneBpanbHYO XNAKOCTb.

6.2 O6bwme TpeboBaHus

6.2.1 WccnepoBaHue M™etogoM [ILUP oOTHOCMTCA K npssMbiIM MeTodaM nabopaTopHOro
nccnenoBaHus, NoaToMy B3sATME 6MonorMyeckoro Matepuana uyesnoseka Heobxoammo
MpoBOAUTb U3 MeCTa SIoKanmn3aunm MHPEeKLMOHHOro npouecca. PeweHne o Heo6xoaMMOCTH
nccnenoBatb TY WMAM MHYHO NOKanusauumio nMpuHUMaeT nedyaluni Bpad Ha OCHOBaHMMU
CobpaHHOro aHaMHe3a M KJIMHUYECKOM KapTuHbl 3aboneBaHus.

6.2.2 [ns nony4YyeHMs KOPPEKTHbIX pe3ynbTaToB 60/bloe 3Ha4YEHME MMEET KauyecTBO B3ATUSA
obpasua 6uomaTepmana ANA WUCCNeAOBaHWUSA, ero XpaHeHwe, TpaHCNopTMpOBaHue U
npeasaputencHasa obpabotka. HenpaBuibHoe B3siTMe buomaTtepuana MoXeT NpuMBecTu
K NONyYEHUIO HefOCTOBEPHbIX pe3ynbTaToB M, BCNEeACTBME 3TOro, HeobxoauMOCTU ero
MOBTOPHOI0 B3ATKS.

6.2.3 Tpun Heo6X0ANMOCTU B3SITUS MA3KOB M3 HECKOJIbKMX BMOTOMOB MOBTOPUTE Mpoueaypy,
Kaxabin pa3 3abupast Matepman HOBbIM 30HAOM B HOBY Npobupky.

6.2.4 Ha »3Tanax noarotoBkn 6uoMaTepmana WCNOMb3yNTe OAHOPA30Bble HAKOHEYHWKMU
c ¢punbTpoM, cBoboaHble oT PHKa3 1 [IHKas.

6.2.5 [Ons npenoTBpalleHUss KOHTaMMHAUWKM OTKpbIBAWTE KpbIWKY TONbKO TOW Npobupkw,
C KoTOpo wuAET pabota (BHeceHMe obpasua/peakTuBa, YyAalleHME HaAoCaA0UYHOMN
XXMAKOCTM), MU 3aKpbiBainTe eé nocne atoro. He gonyckaercsa paboTtatb 04HOBPEMEHHO

C HECKOJTbKMU I'IpOGVIpKaMVI C OTKPbITbIMU KPpblLWWKaMu.

MpuMeyaHne - B3aTue, npeaBapuTenbHyl 06paboTKy, XpaHeHMe W NepeBO3Ky, nepeaady
nccreayemMoro mMaTepuana B Apyrve opraHusaumy OCyLUECTBASIOT COrlaCHO MHCTPYKTUBHO-METOAMUYECKUM
[IOKYMEHTaM, PperfiaMeHTUpPYIOLWNM BbINO/IHEHNWE WCCNefoBaHUIn B COOTBETCTBUM C  TpeboBaHMSMU
MY 1.3.2569-09 u CaHlunH 3.3686-21.

6.3 B3aTne matepmana Ha nccnegoBaHue

BHUMAHME! Tllepen BbligeneHnem [OHK MoxeT noTpeboBaTbCs mnoarotoBka o06pa3uos

éunonormnyeckoro matepuana (6.5).

6.3.1 Ma3Ku 13 HOCOrNOTKMN, POTOrIOTKMN
B3ATne Matepuana ocyLecTBASIOT C MOMOLbIO crieuuasnbHbiX MeAUUWHCKUX WU3L4enun,
MMEKLWMX perMcTpaunoHHble yA0CTOBEPEHNS, COMAacHO YCTaHOBNEHHOW B 3aBMCUMOCTHU
OT UCToYHKKa 6monornyeckoro mMatepuana npoueaype (Hanpumep, 30H4 MeAULMHCKAUI
OAHOpPa30BbIn cTepusbHbI, PY N P3H 2021/13989).
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Orpal-mquMe MeTOAal: MeCTHOE NpUMEHEHNE NEKAPCTBEHHbLIX MpenapaTtoB (cnpem, Kannu,

KpEMbI U Ma3l/1) MeHee, 4yeM 3a 24 4yaca A0 UccienoBaHus. Mpn ncrnonb3oBaHum a3po3onel71 n

Apyrnx opM NekapCTBEHHbIX MpenapaToB ANS MHranauuii Npu nevyeHmn 6poHXManbHON acTMbl

mMaTtepuan ans nccnenoBaHum cneayer 6paTb HE paHee, YeEM yepe3 Tpu YacCa nocsie nHrandauunn.

BHUMAHME! B3atne maTepuana B npobupkn c peaktmsoMm «[MPOBA-PAMNO» ocywecTBnseTcs

CYXnM 30HAO0M! Heob6xoamMMo WCKNOUYNTb KOHTaKT pactBopa C KO)KeVI, rnasaMmm " CiIn3nNcCtbiMu

obonoykamu.

6.3.2

6.3.3

Ma3KkKn M3 HOCOrnoTKM 6epyT CyXmMM CTEpPUIIbHBIM 30HAOM, AN Yero 30HA4 BBOAST JIErKUM
OBMXXEHMEM MO Hapy>XHOM CTeHKe HOCa Ha rybunHy 2-3 CM A0 HUXHeWN pakoBMHbI. 3aTeM
30HA Cfierka onyckawT K HWU3Yy, BBOAAT B HMXXHWUI HOCOBOW XOA4 MOA HMXXHIOK HOCOBYHO
pPaKOBWHY, AenatoT BpalwaTenbHOE ABMXEHMNE N YAANAT BAOSb HAPYXKHOM CTEHKM HOCa.
Ma3ku n3 poTornoTkn 6epyT CyxXxuM CTEpW/ibHbIM 30HAOM, BpalwaTesibHbIM ABUXEHWEM
C NOBEPXHOCTN MUHAANWNH, HEOGHbIX AYyXEK N 3aAHeN CTEHKM IOTKMN.

Mopsaaok B3ATMA MaTepuana:

Mocne B3ATWS MaTepuana nepeHecuTe 30H4 B NpobMpKy € GU3NOIOrMYeCcKUM pacTBOpPOM,
peakTuBoM «MPOBA-PAMWO», Nu3npylowmMM pacTBOPOM WM TPAHCNOPTHOM CpeaoHn,
npeAHa3Ha4YeHHOM NpPoOu3BOAUTENEM ANA TPaHCNOPTUPOBaHUS U XpaHeHus obpa3uos
6uonornyeckoro Mmatepuana pana MLUP-nccnegosaHuin, n TwaTenbHO NPOMONUTE ero
B XXMAKOCTK B TeveHue 10-15 ¢, nsberasa eé pazbpbiarnBaHums.

N3Bnekute 30HA W3 pacTBopa W, BpawaTesbHbIM [ABMXEHWEM [PUXUMaa ero
K BHYTPEHHEN CTeHKe NpobMpKM Bbllle YPOBHS pacTBopa, OTOXMUTE U3BbITOK XUAKOCTU.
MonHOCTbIO yaanuTe 30HA4 U3 NPpOBUPKU U YTUNIN3UPYHTE.

MnoTHO 3aKkponTe N NpoMapKMpyinTe Npobupky.

BpoHx0anbBeoNSApHbIN NaBax, naeBpanbHas XUAKOCTb

B3gaTne ™Matepuana npoBOAUTCA B COOTBETCTBMMU C WMHCTPYKUMSMU MO MNPUMEHEHUIO
MCrnoJsib3yeMbiX HabopoB/KOMMNIEKTOB peareHToB Ans sblaenenms HK (7.1).

Mpu wucnonb3oBaHnu pnsa BblgeneHns [OHK komnnekTtoB peareHtoB [1POBA-HK u
MPOBA-HK-IMMIOC:

B3gaTtne maTepuana npoussBoAUTCS B MyCTble O4HOPA30Bbie MJOTHO 3aBUHYMBAKOLLUMECH
npobupkn o6vEMOM Ao 50 M.

B npobupky cobupatoT 6uomatepman B kKonndectee He MeHee 500 mkn. MNMocne B3ATUA
MaTepuana npobupky NAOTHO 3aKpblBatOT.

DHAoTpaxeanbHbl, Ha3odapuHreansHbI acnupart

B3aTne ™MaTepuana npoBOAMUTCH B COOTBETCTBMM C WHCTPYKUMAMU MO MNPUMEHEHUIO
MCNoNb3yeMbiX HABOPOB/KOMMNMIEKTOB peareHToB Ans Bblgenenus HK (7.1).

Mpn wucnonb3oBaHmuM pnsa BblaeneHns [OHK komnnekTtos peareHtoB [MTPOBA-HK u
MPOBA-HK-TIJTIOC:

1 - ecnuM 3TO0 He NpoTMBOpPEYUT TpeboBaHMSAM K MCMOJIb3yeEMbIM HabopaM/KOMMJIEKTaM peareHToB ANs
BblaeneHnsa HK
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B3daTne matepuana npomsBoauTCa B NyCTble OAHOPA30Bble MAOTHO 3aBUHYMBAKOLLMECH
npobmpkn o6vémom ao 50 mn.
B npobupky cobupator 6uomaTtepman B KonmyectBe He MeHee 1,0 mn. MNocne B3aTuS
MaTepunana npobupky NAOTHO 3aKpblBatoT.

6.3.4 MokpoTa
B3datne ™Martepumana npoBOAUTCA B COOTBETCTBUU C WMHCTPYKUMAMU MO MNPUMEHEHUIO

NCnonb3yeMblix HabopoB/KOMMNIEKTOB peareHToB Ans sbiaenenms HK (7.1).

6.4 TpaHcnopTupoBaHue n xpaHeHue obpasuoB bmonornyeckoro Matepumana

YcnoBus TpaHCNOPTUPOBaAHMS M XpaHeHus ob6pasuoB 6uonornyeckoro mMartepuana
onpeaenstoTcs MHCTPYKUUSMWN MO NPUMEHEHMIO UCMONb3yeMblX HabOpOB/KOMMNNEKTOB peareHToB
ansa sbigenenna HK (7.1) nnan ncnonb3yembix A7 TPAHCMOPTUPOBAHMS M XpaHeHust obpa3uyos
TPaAHCMOPTHbIX Cpea.

Jonyckaetca XpaHeHune o6pa3uoB 6uonornyeckoro martepuana npu  Craeayrowwmx
ycnosusaix (ecnm 3To He NpoTMBOpeuYnT TpeboBaHMSAM K WUCMONb3yeMbIM Habopam/Komnnekram
peareHToB AN BblaeneHnsa HK wmnm ucnonb3yembiM Ans TPaHCNOPTUPOBAHUSA U XPaHEHUS

06pa3LoB TPaHCNOPTHbLIM CpeaaMm):

Tabnuua 2 - YcnoBus TPaHCNOPTUPOBAHUS W XpaHeHWs 06pasuoB 6MO0N0rMYeckoro

MaTepuana nepej sbigenednem AHK

TeMnepaTtypa XpaHeHUs un Bpems
Bunomartepuman
TPpaHCNOPTUPOBaHUA Ao BbiaeneHuna AHK
BpoHxoanbBeonsipHbIi naBax oT 2 °C po 8 °C He 6onee 24 vacos
HasodapuHreanbHbIl,
SHAOTpaxeanbHbli acnupat OT MUHYC 22 °C o MuHyc 18 °C He 6onee 7 OHeW
MneBpanbHas XUAKOCTb
oT 2 °C po 8 °C He 6onee 24 yacos
Ma3Ku U3 HOCOrNOTKWN, POTOr/IOTKK
OT MUHYC 22 °C ao MunHyc 18 °C He 6onee 1 mecsua
ot 18 °C pgo 25 °C He 6onee 6 yacos
MokpoTa
ot 2 °C po 8 °C He 6onee 3 cyToK

BHUMAHME! Cnegyet nsberatb NOBTOPHOro 3aMOpaXknBaHms U oTtameaHus obpasuos.

6.5 Mogrotoeka 6uonornyeckoro Matepuana Jyenoseka ans soigenenms JHK
6.5.1 MasKu 13 HOCOrNOTKMN, POTOrIOTKMN, MOKPOTa
Mogrotoeka 6uonornyeckoro Matepmana (npu  HeobxoAMMOCTM)  MNPOBOAUTCSA
B COOTBETCTBUM C MHCTPYKLMSAMWN NO MPUMEHEHUNIO NCMOSIb3YeMbIX HAbOPOB/KOMMNIEKTOB
peareHToB Ans BblgeneHus HK (7.1).
6.5.2 BpoHxoanbBeONApPHbIN NaBax, NaeBpanbHas XNUAKOCTb
6.5.2.1 MNepeHecuTe B 0OAHOPA30BYH MIACTUKOBYK npobupky o6bémMom 1,5 mn 500 mkn
MaTepuana.
6.5.2.2 UeHTpuodyrmupynte npobupky npm RCF(g) 12000-16000 B TeueHne 10 MuH.
6.5.2.3 Yaanute HaAoOCaAO4YHYIO >XWAKOCTb, OCTaBuMB B Npobupke npumepHo 50 mkn
(ocapok + xunakas dpakums).

6.5.2.4 [obasbTe kK ocagky 500 MK CTepuUabHOr0 GU3NOIOrMYECKOro pacTeopa.
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6.5.2.5 UeHTpudyrmnpynte npobupky npm RCF(g) 12000-16000 B TeueHne 10 MuH.

6.5.2.6 Yaanute HaAOCaZO4YHYK XWAKOCTb, OCTaBuMB B npobupke npumepHo 100 mMkn
(ocapok + xuakasa dpakums).

6.5.2.7 MnoTHO 3akponTe Npobupku.

O6paszey rotos ansa sbiaenenns OHK.

6.5.3 HasodapuHreanbHbl U SHAOTPAaxeanbHbIA acnupaTbl

6.5.3.1 NepeHecuTe B OAHOPA30BYK MJACTUKOBYK Mpobupky obvémom 1,5mMn 1,0 mn
MaTepmana.

6.5.3.2 LeHTpndyrmnpymnte npobupky npm RCF(g) 12000-16000 B Te4yeHne 10 MUH.

6.5.3.3 Ypganute HaAoCagouHYyH XUAKOCTb, OCTaBuB B npobupke npumepHo 100 Mk
(ocapok + xugkasa dpakuus).

6.5.3.4 MAoTHO 3aKkpoKTe Npobupku.

O6paszeuy rotos ansa sbigenenna OHK.
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7 NMPOBEAEHUE AHAJTU3A

7.1 Boigenenmne AHK 13 6mMonormyeckoro matepuana

Ons BbigeneHns OHK pekomeHAyeTCs MCNOMb30BaTb Habopbl/KOMMNEKTbl peareHTos,
UMelLme permcTpaunoHHbIe YAOCTOBEPEHUSA Ha MEANLIMHCKOE n3aenne n npeaHasHavyeHHble Ans
COOTBETCTBYIOLWMNX BNAOB BuoMaTepmana c uenbtlo nocneayrouwero nccnegosaHna AHK metogom
nup, wHanpumep, TPOBA-HK, TPOBA-HK-MMIOC, TMPOBA-PANKNA, MNPOBA-MY-PANUA,
MPOBA-OMNTUMA, MPOBA-MY-PANUA II (Tabnuua 3).

Tabnuuya 3 - Habopbl/KOMNNEKTbl peareHToB, peKoMeHAOBaHHble Ans BbigeneHmna AHK ans

AanbHenwero nccnegoBaHns € Mcnonb3oBaHmeM Habopa peareHToB Legionella pneumophila

MuHuMmanbHoe
Hab6op/koMmnJieKkT peareHToB, PY BuomaTtepuan KOJZINYEeCTBO
anroarta, MK
Ma3Kku U3 HOCOrNOTKK, POTOrI0TKH,
6poHX0anbBEOISAPHbLIN NaBax,
3HAOTPaxeasnbHbI,

KomnnekT peareHToB NMPOBA-HK HasodapuHreanbHbIli acnupart, 50
PY N¢ ®CP 2010/08867 MOKpOTa, njaesBpasnbHas >XUAKOCTb

Ma3Kn 13 HOCOr/I0TKM, POTOrNOTKMU

(cokpalieHHas MeToamkKa
B COOTBETCTBUM C [punoxeHuem B)
Ma3Kku 13 HOCOrNOTKM, POTOrI0TKM,
6poHX0anbBeONSAPHbLIN NaBax,
3HAOTpaxeasbHbIN,

KomnnekT peareHtos NMPOBA-HK-MJTHOC, Ha3odapuHreanbHbIlA acnupar, 300
PY N° &CP 2010/08867 MOKpOTa, nsespasnbHas XXUAKoCTb

Ma3Kn 13 HOCOr/I0TKMN, POTOrNOTKMU

(cokpalleHHaa meToanka

B COOTBETCTBUU C [1pnnoxeHnem B)
KomnnekT pearertos NPOBA-PAMIA, Ma3ku 13 HOCOrnoTKKM, POTOr/IOTKK 500
PY N2 ®CP 2008/02939 !
E;?\‘%ppgzarzeoHlT;;;I;?(,)EA-ML-I-PAI'IVI,CI,, Ma3ku 13 HOCOrnoTKWM, POTOr/IOTKM 100
Habop pearenTos POBA-OMTUMA, Ma3sku 13 HOCOrnoTKM, POTOrNOTKU 400
PY N° P3H 2022/17496 !
Habop pearenTos MPOBA-MY-PAMUA IL, Ma3Kn 13 HOCOrN0TKWN, POTOMNOTKU 100
PY N2 P3H 2024/23205 !

Boigenenne [OHK npoBoAAT B COOTBETCTBUM C  WHCTPYKUMEN MO MNPUMEHEHUIO

ncnosblyeMmoro Habopa/KOMNIeKTa peareHToB.

BHMUMAHME! OgHoBpeMeHHO ¢ Bblaenenmem OHK n3 6uonornyeckoro matepumana Heob6xoammo
NOAroTOBMUTb OTpuUaTeNbHbIN KOHTPOJIbHbLIN 06pa3el, M NpoBeCcTM ero 4epes BCe 3Tanbl
npob6onoaroToBku. [Ana 3TOro pekoMeHAyeTCs WCnosb3oBaTb (HU3MONOrMYEecKUii pacTBop Mau
oTpuuUaTeNbHbIN KOHTPOJIbHLIN 06pa3seL, Bxoaawmni B coctaB Habopa/KoMnaeKTa peareHToB AN
BblAE/IEHNS HYKNEUHOBbIX KWUCNOT B O06bEME, YKasaHHOM B WHCTPYKUMM MO MNPUMEHEHULO

COOTBeTCTBYOWEro Habopa/KoMnnekTa peareHToB.
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7.2 Moprotoeka un nposegeHue MLP. ®acoska S
BHUMAHME!
1. Mpn npoBeaeHMM BCeX MOCieayOWNX AeNCTBUA cnepyeT mlberatb BO3AENCTBUS MPSMbIX

COJTHEYHbIX Jly4el Ha NpPobUpKM CO CMecbto Ana amnandukaumm!
2. [pu ncnonb3oBaHUM Habopa peareHTOB B BapuaHTe UCMNOSIHEHUA «dacoBka S, CTpuUMbI»
cneayeT cTporo cobnoaaTb KOMMIEKTHOCTb CTPUMOB U KpbIlWeK K HUM. He NCnonb30BaTh KPbILWKK

K CTpunam us gpyrux Habopos peareHToB!

7.2.1 TlpoMapkupyihTe no oaHOM npobupke/CTpunoBaHHOM npobupke CO cCMecblo A4
amnnmdmkaunm, 3anedaTtaHHoOM napaduHoOM, A9 KaX40oro HemsBecTHoro obpasua, 4ng
OTpMUATENIbHOIO KOHTpOJsibHOro obpasua (K-) n ana nonoXuTenbHOro KOHTPOJbHOIO

obpasua (K+).

BHMUMAHME! Koninuyectso peareHToB paccuynTtaHo He 6osiee yeM Ha 12 MOCTaHOBOK Mpu YC0BUMU
BapmabenbHOro KonnyecTea HeM3BeCTHbIX 06pa3uoB, 1 oTpuUaTeNbHOro0 KOHTPObHOro obpasua

1 1 NONOXUTENbHOrO0 KOHTPOJIbHOIO 06pa3sua B KaXAoW NocTaHOBKE.

Mpumep:
Heobxoanmo npoaHanu3aupoBaTb 4 HeM3BeCTHbIX obpasua. [Ansg 3TOro  Hy>XHO
npoMapknpoBaTb 4 NpobMpKKN A58 HEN3BECTHbIX 06pasuoB, oAHY Npobupky ana «K-» u
ofHy npobupky ansa «K+». Obuwee konnyectso Npobupok — 6.
7.2.2  BcTpsAxHUTe npobupKy C pacTBOpoM Tag-nonumepasbl Ha MUKPOLEHTpudyre-BopTekce
B TeueHune 3-5 C 1 ueHTpudyrupymnte Ha MMKpoLEeHTpudyre-sopTekce B TedyeHume 1-3 c.
7.2.3 [JobaBbTe BO BCe MNpoMapKMpoBaHHbie Npobupku, He noBpexaasl cnor napadwuHa,

no 10 mkn pacTtBopa Tag-noanMepassbi.

BHUMAHME! [pu ncnonb3oBaHum ans nposeaeHus [MUP petekTupylowero amnnmdukaTtopa

Rotor-Gene Q MuHepanbHOE Macso B NpobupKku He BHOCUTCS!

7.2.4 [obasbTe B Kaxayt npobupky (npu HeobxoammocTn) no ogHon kanne (okono 20 mMkn)
MUHEepasibHOro Macna. HennoTHO NpuKponTe NPOBMPKK/CTPUNbI KPbILWKaMM.

7.2.5 BcTpsAxHUTE NpOBUpPKY C MONOXUTENbHbIM KOHTPOAbHBbIM 06pa3L oM Ha MUKpoueHTpudyre-
BOpTEKCE B TeyeHue 3-5C u ueHTpudyrnpymute Ha MUKpPOUEHTpudyre-sopTekce

B TeyeHune 1-3 c.

BHUMAHME!

1. Ona npenapata OHK v oTpuuatenbHoro KOHTpoOJibHOro o6pa3ua nepen BHECEHUEM
B NpO6UPKKN C peakLMOHHON CMeCbio HEO6X0AMMO BbINOHUTL PEKOMEHAAaUMN NO NCNOSIb30BaHUIO
npenapata AHK, npuBeAéHHble B MHCTPYKLMUM MO NpuMeHeHuto Habopa/KoMniiekTa peareHToB
ans sblaeneHns HK.

2. Mpu wncnonb3osaHunm ans BblgeneHns [AHK komnnektosB peareHToB [1POBA-PAMAA,
MPOBA-HK un TMPOBA-HK-MJTIOC HeobxoAuMMO BCTPAXHYTb MNpobupku ¢ npenapatom AHK u
oTpuLaTesbHbiM KOHTPOJIbHbIM 06pa3LoM Ha MUKpoUeHTpudyre-BopTekce B TedeHue 3-5c u

LeHTpUdyrMpoBaTb Ha MUKpoLEHTpUdyre-BopTekce B TeyeHme 1-3 C.
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3. Mpn wncnonb3oBaHum Ana  BbigeneHnsa [OHK Habopa peareHtoB [MPOBA-MY-PANUA
HeobxoamMO, He BCTpAxMBas, UeHTpudyrmposaTtb npobupkm ¢ npenapatom [OHK wu
oTpuuUaTeNbHbIM KOHTPOJIbHbIM 06pa3uoM Ha MuKpoueHTpudyre-sopTekce B TeyeHume 1-3 c,
3aTeM MNOMeCTUTb NpPobMpKM B MarHWTHbIM WTaTMB. B cnydae eciam nocne BblaeneHus
HagocagoyHas XUAKOCTb, coaepxawas BbligeneHHyto [AHK, 6bina nepeHeceHa B HOBble
npobupkun, cneayeT BCTPAXHYTb Npobmpku ¢ npenapatom AHK n oTpuuaTenbHbIM KOHTPObHbIM
obpa3uoM Ha MUKpoueHTpudyre-soptekce B TedeHMe 3-5Cc u ueHTpudyrmposaTb Ha
MUKpoOLEeHTpudyre-sopTekce B TeveHne 1-3 c.

4, Ona npenoTepalleHns KOHTaMUHaUuK cneayet nepef BHeceHneM JHK oTKpbiBaTh KpbILLKK
TONIbKO Tex npobupok, B KOTopble ByaeT BHOCUTbLCSA AaHHbIA obpasel, n 3aKpbiBaTb UX, nepesa
BHeCeHmeM cneaytouwiero. B ciayyae ncnosb3oBaHnsa CTPMNOB CneayeT 3aKpblBaTb KPbIWKY CTpuna
rnocie BHeceHMss B Hero obpa3uyoB nepeg Hadvanom paboTebl co cnepyrowmm. Heobxoanmmo
3aKkpbiBaTb Npobupkn/cTpunbl MaoTHOo. Mpenapatel OHK 1 KOHTpoOsbHble ob6bpasubl cnegyer

BHOCUTb HAaKOHEYHUKaMKn C CbVIJ'IprOM.

7.2.6 BHecuTe B COOTBETCTBYHLUME MNpPOMapKMpOBaHHbie MNPOBUpPKK, He noBpexzass CAon
napaduvHa, no 5,0 mkn BblaeneHHoro m3 obpasuoB npenapata AHK. B npobupkuy,
npoMapkmpoBaHHble «K-» n «K+», IHK He BHOCUTCA.

7.2.7 BHecuTe B npobupky, NpoMapkupoBaHHyk «K-», He noBpexaas c/ion napaduHa,
5,0 MKn oTpuuaTenbHOro KOHTponbHOro obpasua, npoweawero atan BbiaeneHna AHK
(cm. 7.1).

7.2.8 BHecuTe B npobupkKy, NpoMapkupoBaHHyk «K+», He noBpexaas cnon napaduHa,
5,0 MK MOMI0XUTENBHOIO KOHTPOsIbHOrO o6pasua.

7.2.9 LUeHTpudyrupyiite BCce npobupkn/CTpmnbl Ha MUKPOLEHTpUdyre-BopTekce B Te4yeHue
3-5c (npn ucnonb3oBaHun ans npoeegeHus MLUP getekTupytowero amnandukatopa
Rotor-Gene Q ueHTpudyrnposaHme He ob6a3aTenbHO).

7.2.10 YcrtaHoBuTe BCe Npobupkn/cTpunbl B AeTeKTupyowmn amnandumkaTop.

7.2.11 [ns petekTupyowmx amnangunkatopos cepum OAT:
3anyctute nporpaMmHoe obecnedyeHue getekTmpytowero amnandukartopa. MNMpu nepsom
npoeeaeHmn MLP 3arpysute cooTBeTCTByOWMI TecT!. [anee u npu nocneayowmx
NOCTaHOBKAxX CcoO34aMTe COOTBETCTBYIOWMIA MNPOTOKOA  WUCCAeAO0BaHUA:  yKaxXuTe
KONMYecTBO U wunaeHTudwukaTopbl o06pasuos, B TOM UWUCAe OTPUMUATENLHOrO W
NOJIOXUTENBHOIO KOHTPO/bHbIX 06pa3LoB, OTMETbTE pacnosioXXeHue npobupok/cTpunos
Ha MaTpuue TepMobn0Ka B COOTBETCTBUM C UX yCTaHOBKOM (cM. 7.2.10) n nposeante
MLUP. Mpwn BbibOpe TecTa Ao/kHa oTobpaxaTbCs NnporpamMma, npuBeaéHHasa B Tabnuue 4.

7.2.12 [Onsa pgetektupyowmnx amnaumdukatopo Rotor-Gene Q, CFX96 n Applied Biosystems
QuantStudio 5:

Mposegute MUP c yyeToM 06BbEMa peakuMOHHOW cMecun, paBHoro 35 Mkn, no nporpamMMam

amnandukaumm, npmeeaéHHbIM B Tabnnuax 5, 6, 7 COOTBETCTBEHHO.

1 — TecT Ansa AeTekTUpYOLWMX aMmnandukaTopos cepum AT co3aaércs nyTéM BBOAA NapaMeTpos (NapaMeTpbl
TecTa ykasaHbl B MpunoxeHun A) Wim npeaocTaBnseTcs NpousBoaMTeneM Habopa peareHToB
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Tabnuua 4 - T[porpamMma aMmnaudukauMm Ana AeTEKTUPYHLWKUX aMnandukaTopos

«ATnpanm», «OTnant» (dbacoska S)

Pe>xxum
Ne
6n0Ka TeMmnepaTtypa, °C MWH C Yucno umknos ONTUYECKUX Tvn 6n0ka
U3MepeHun
80 0 30
1 1 Lnkn
94 1 30
94 0 30
2 5 LUukn
64 0 15 4
94 0 10
3 45 LUwnkn
64 0 15 v
4 94 0 5 1 Lnkn
5 251 XpaHeHune XpaHeHue
V - pexuM oNTUYECKNX U3MepeHui
Tabnuuya 5 - Tlporpamma aMmnaudukaumm Ans AeTekTupytowero amnamdukatopa
Rotor-Gene Q (dacoeka S, npobupku)
o
Ne / Cycling Temnepartypa, °C / BpeMs_a, c/ KonuuecrBo umknos /
Temperature Hold Time, s Cycle Repeats
80 deg 60
Cycling 1 time
94 deg 90
94 deg 30
Cycling 2 5 times
57 deg vV 15
94 deg 10
Cycling 3 45 times
57 deg vV 15
V — pexuM ONTUUYECKMX U3MEPEHM, YCTaHOBUTbL M3MepeHmne dryopecueHumnm (Acquiring) no KaHanam
aetekumn Green (Fam), Yellow (Hex) npu 57 °C

Tabnuuya 6 - [Mporpamma amnandukaumm ons AeTekKTupyrwwmnx amnnmdukatopos CFX96
(dacoBku S, U)

Bpewms, KonuuectBo LUnknos
o o
N2 6noka (Step) TemnepaTtypa, °C MWK CeK rerrEpe)

1 80 01:00 1

2 94 01:30 1

3 94 00:15

50

4 64 v 00:20
V - pexuM onTuyeckmx nsMepermnin (Plate Read), ycTaHoBUTb naMepeHue dbnyopecueHLmMmn no
HeobxoanMbIM KaHanam gaetekumm (Fam, Hex) npu 64 °C

1 — ponyckaeTtcs xpaHeHue npu TemnepaTtype 10 °C
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Tabnuua 7 - T[porpaMma aMnaudukaumMm Ana AeTEKTUPYHLWKUX aMnandukaTopos

Applied Biosystems QuantStudio 5 (dacosku S, U)

Crapus N2 wara Temnepatypa, °C Sy Konuuectso unknos
MMH: CeK (noBTOpOB)
Craaus 1 80 01:00 1
yAepXaHus 2 94 01:30 )
1 94 00:20
Craaunsa MNupP 50
2 64 v 00:20
Vv - c60p AaHHbIX ANna HeobxoamMbix dnyopodopos (Fam, Vic (Hex)) BkIOUYEH

7.3 MoarotoBka u nposeaeHue MNUP. ®acoska U, pyyHoe ao3mpoBaHune

BHMUMAHME!

1.  [Ons amnandukaummn cnenyet Mcnosib3oBaTb OAHOPa30Bble aMNIMMUKAUMOHHbIE NPOBUPKU
06bEMOM 0,2 M1 MK  MUKponnaHweTsl MLUP 96 nyHok!, repMeTMsnpyembie TepMOMIEHKON,
He pekomMeHayeTCsi MCNONb30BaTb CTPUMOBAHHble TMPOOGUMPKM B  CBA3M  C  OMACHOCTbLHO
nocTaMmnandmKauMoOHHON KOHTaMnHaumu.

2. Mpu npoBeAeHUN BcCeX nocnenywmx AeNcTBUn cnenyet nsberatb BO3AENCTBUS MPSMbIX

COJTHEYHbIX Ty4Yen Ha NpobMpKK Co cMecblo Ansa amnandunkaymmn!

7.3.1 T[lpoMapkumpynte HeobxogmMoe KOSIMYECTBO OAHOPA30BbIX  aMMAMPUKALMNOHHbBIX
npobupok ob6vémom 0,2 MA wnnm MukponnaHwet MLUP 96 nyHOK Ana Heu3BeCTHbIX
o6bpasuoB, A9 OTpULLATENBHOrO0 KOHTPOJSIbHOro obpasua (K-) u aAnsg nonoXxuTenbHOro

KOHTposibHOro obpasua (K+).

MpumeyaHMe - PekoMeHOYeTCA [MOCTAaHOBKA He MeHee 5 06pasuoB B OAHOM WCCAeA0BaHUMU

(3 HemnsBecTHbIX 06pasua, oTpuuaTenbHbIN U NONOXUTENbHbBIN KOHTPOJIbHbIE 06pa3ubl).

Mpumep:
Heobxoanmo npoaHanu3aupoBaTb 4 Hem3BecCTHbIX obpasua. [Ansg 3TOro  Hy>XHO
npoMapkmpoBaTb 4 npobupkun/3apesepsmpoBatb 4 JiyHKM  MUKpoOMJaHwerta Ans
Hen3BeCTHbIX 06pa3uoB, oAHYy Npobupky/nyHky ans «K-» un ogHy npobupky/nyHKy
ans «K+», Obwee konmyecTtso NpobUpok/nyHoK — 6.

7.3.2 BcTpsixHuUTe nNpobunpKy CO CcMecbio ans amnandumkaumm Ha MMKpoLEeHTpudyre-BopTeKkce
B TeyeHume 3-5 ¢ n yeHTpudyrmpynte Ha MukpoueHTpudyre-soprekce B TeyeHme 1-3 c.

7.3.3 BHecuTe BO BCe MpOMapKMpoBaHHble Npobupku/ HeobxoamMbie NTYHKN MUKPOMJaHLWeTa
(Bktoyasa «K—» n «K+») no 6,0 mkn cmecu ans amMmnandukaumn.

7.3.4 BctpsaxHute npobupkm ¢ [LP-6bydepom 1 nonuMmepason TexHoTag MAX Ha
MUKpOLEHTpUdyre-sopTeKce B TedeHne 3-5 C 1 ueHTpudyrmpymnTte Ha MMKpoueHTpudyre-

BOpTEKCe B TeyeHme 1-3 cC.

1 — ans petekTupytowmx amMnaudukatopos «4TnaiT» n Rotor-Gene Q MukponnaHweTtsl MLUP 96 nyHok
He MCMoJb3yHTCH
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BHMUMAHME! lMonumepasy TexHoTaq MAX HeobxoamMO AOCTaBaTb U3 MOPO3WJIbHOM Kamepbl

HEeNnoCcpeaCTBEHHO Nepea UCNoJZiIb30BaHNEM.

7.3.5 [MpuroTtoBbTe cMech NLP-6ydepa ¢ nonnmepason TexHoTaq MAX. [lna 3Toro cMewanTe
B OTAE/IbHOM OAHOpa30BoON Npobupke:
- 6,0 x (N+1) mkn NUP-6ydepa,
- 0,3 x (N+1) mkn nonnmepasbl TexHoTaq MAX,
rae N — KonnmyecTBo NpoOMapKMpOBaHHbIX NPOBUPOK/KONNYECTBO HEO6XOANMBIX JTYHOK

MUKpoOnaaHweTa € YY4ETOM «K—» n «K+»,

Mpumep:
Heobxoanmo npoaHanusnpoBsaTb 4 HEen3BeCTHbIX obpasua, «K-», «K+>»,
MpoMapKnpoBaHHbIX NpPo6UPOK/HEOEXOAMMBIX JIYHOK MUKporiaHweTa - 6. HyxXHO

npurotoBute cMmecb [UP-6ydepa wn nonmmepasbl TexHoTaq MAX agna 7 (6+1)

npobupok/nyHok, T.e. 42 mkn MNUP-6ydepa + 2,1 Mkn nonmMmepasbl TexHoTaq MAX.
7.3.6  BcTpsaxHuTe npobupky C npurotoesneHHom cMmecbto T[LUP-6bydepa wn nonmmepasbl

TexHoTaq MAX Ha MuKpoueHTpudyre-soptekce B TedeHue 3-5 ¢ n ueHTpudyrmpymte

Ha MUKpoueHTpudyre-sopTekce B TeyeHme 1-3 c.

BHUMAHME! Cwmecb TUP-6ydepa u nonumepasbl TexHoTaq MAX Heob6xoAMMO TrOTOBUTH

HENOCpeACTBEHHO Nepe UCMNOJZIb30OBAHNEM.

7.3.7 [OobaBbTe BO BCe NpoOMapKknMpoBaHHblIe NPO6UPKN/HEOEX0AMMbIE NYHKN MUKPOMIAHLLIETa
co cmecbto ans amnandukaumm no 6,0 mkn cmecu MLP-6ydepa u nonvmepasbl

TexHoTaq MAX. HennoTHO 3akpoinTe Npobupku.

BHMUMAHME! ocne pobasneHmsa cmecu TUP-6ydpepa u nonumepasbsl TexHoTaq MAX
B NPOBMPKN/AYHKM CO CMecCblo Ana amnamdukaumm HeobxoamMmMo B TeyeHume JABYX 4acoB
BbIMONHUTL 7.3.8 — 7.3.14.

7.3.8 BcTpsAXxHMUTE NpOBUPKY C MONOXUTENbHbIM KOHTPOAbHBIM 06pa3L oM Ha MUKpoueHTpugyre-
BOpTekce B TeyeHne 3-5C u uUeHTpudyrmpymte Ha MUKpoUeHTpudyre-BopTekce

B TeyeHune 1-3 c.

BHUMAHME!

1. Ona npenapata OHK u oTpuvuatenbHOro KOHTPOSbHOro obpasua nepes BHeceHMEM
B MPOOUPKU/NYHKM C peakUuMOHHOM CMeCcbld HeobxoamMO BbINOJHUTL  peKoMeHZauumu
rno ucnonb3oBaHuwo npenapata [AHK, npuBedéHHble B  WMHCTPYKUMM MO  MNPUMEHEHUIO
Habopa/kKoMnneKkTa peareHToB Ans sBbigeneHuns HK.

2. Mpn wncnonbsoBaHmm ana BblgeneHns [OHK komnnektoB peareHtoB [MPOBA-HK,
MPOBA-HK-TMJIOC, MPOBA-PAMNL HeobxoanmMo BCTPSAXHYTb Npobupkm ¢ npenapatom AHK un
oTpuUaTeNibHbIM KOHTPO/SIbHbIM 06pa3uoM Ha MukpoueHTpudyre-sopTekce B TeueHne 3-5c u
LueHTpudyrMpoBaTb Ha MUKpPOLEHTpUdYyre-BopTekce B TeyeHue 1-3 c.

3. Mpn wcnonb3oBaHum Ana  BbigeneHnsa [OHK Habopa peareHtos [MPOBA-MY-PANUA

HeobxoAMMO, He BCTpsIXMBasi, LUeHTpudyrmpoBate npobupkun ¢ npenapatom [AHK u
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OTpUUATENbHbIM KOHTPOJIbHbIM 06pa3uoM Ha MUKpoUeHTpudyre-sopTekce B TedyeHue 1-3 ¢,
3aTeM MNOMEeCTUTb MNPObMPKM B MarHWUTHbIM WTaTMB. B cCnydyae ecim nocne BblaeneHus
Hajocado4yHas >XWAKOCTb, coaepxawas BblgeneHHyto [OHK, 6biia nepeHeceHa B HOBble
npobupkun, cneayeT BCTPAXHYTb Npobmpku ¢ npenapatom AHK n oTpuuaTenbHbIM KOHTPObHbLIM
obpa3uoM Ha MUKpoueHTpudyre-sopTekce B TeyeHme 3-5c u ueHTpudyrmposaTb Ha
MUKpoOLEeHTpudyre-sopTekce B TeueHne 1-3 c.

4, Ona npenoTepalleHns KOHTaMUHaUuK cneayet nepeq BHeceHmeM JHK oTKpbiBaTh KpbILLKK
TONbKO Tex Npobupok, B KoTopble 6yaeT BHOCUTLCS AaHHbIA obpasel, M 3aKkpbiBaTb UX nepej
BHeceHneM crnegytowero. Heobxoaumo 3akpbiBaTb npobupku nnotHo. [Mpenapatel AHK u

KOHTpPOJIbHbIe 06pa3subl c/leayeT BHOCUTb HAaKOHEYHMKAMKN C DUNLTPOM.

7.3.9 BHecuTe B COOTBETCTBYKOLME MNpOMapKMpoOBaHHble MNpobupkn/Heobxoammbie NyHKU
MUKponnaHweTta no 6,0 Mkn BblgeneHHoro wm3 obpasuoB npenapata [OHK.
B npobupkun/nyHkn, npomapkmpoBaHHble «K—» n «K+», JHK He BHOCKTCS.

7.3.10 BHecuTe B npobupKy/nNyHKY, npoMapkupoBaHHy «K-», 6,0 MK oOTpuuaTenbHOro
KOHTponbHOro obpasua, npoweawero atan sbigeneHns AHK (cm.7.1).

7.3.11 BHecuTe B npobuMpKYy/NyHKY, MNPOMapKMpPOBaHHYK <«K+>», 6,0 MK MNOMNOXUTENBHOIO
KOHTposibHOro o6pasua.

7.3.12 B cny4dae ncnonb3oBaHus MukponnaHweTtos MNLP 96 nyHokK:

7.3.12.1 omMecTnTe akKypaTHO, He BCTpsXuBasi, MMKponaaHweT lMLP B noanoxkKy yCcTponcTea

ONs 3anedyaTtbiBaHMs niaHweTos [Tnak.
7.3.12.2 TlpoBeauTe 3anedaTtbiBaHne MmkponnaHweta MNLUP nonMmepHon TepMOnnéHKOoM CornacHo
pPYKOBOACTBY MO aKcnayataumum npubopa ATnak.

7.3.12.3 UeHTtpudyrmnpymnte mukponnanuwet MUP npn RCF(g) 100 B TeueHune 30 c.

7.3.13 B cny4ae ncnosb3oBaHna npobumpok:
LeHTpndyrnpyinTe Bce Nnpobmpkn Ha MUKpoLueHTpudyre-sopTekce B TedeHne 3-5 ¢ (npu
ncnonb3osaHum ang nposeaenuns MUP getektupyowero amnnmdpukatopa Rotor-Gene Q
LeHTpudyrmpoBaHme He ob6a3aTenbHO).

7.3.14 YcraHoBuTe BCe npobupku/mukponnaHwet MNUP B getektupywowmnn amnandumkatop wm
nposeagute MUP (7.3.15, 7.3.16).

7.3.15 [nsa getektupyowmx amnnmdukatopos cepmun OT:
3anyctute nporpaMmmHoe obecneyeHue geTektmpytowero amnandukatopa. NMpu nepsom
npoeeaeHnn MLP 3arpysute cooTBeTCTBYyOWMNI TecT!. Janee u npu nocneayowmx
NOCTaHOBKAxX CcoO34aMTe COOTBETCTBYIOWMIA MNPOTOKOA  WUCCAeAO0BaHUA:  yKaxXuTe
KONM4yecTBO W wunaeHtudukatopbl 06pa3uoB, B TOM 4ucne oOTpuuaTenbHOro u
MOJSIOXUTENBHONO0 KOHTPOJIbHbIX 06pa3uoB, OTMeTbTe pacnonoxeHne o6pas3uoB Ha
MaTpuue TepMobsioka B COOTBETCTBUU C UX yCTaHOBKOM (cM. 7.3.14) n nposeaunTe IMLP.

Mpun BbIBOpPE TecTa AOMKHA oTobpaxaTbCsl NporpamMma, npuBeaéHHas B Tabnuue 8.

1 — TecT Ansa AeTekTUpYOLWMX aMmnandukaTopos cepum AT co3aaércs nyTéM BBOAA NapaMeTpos (NapaMeTpbl
TecTa ykasaHbl B MpunoxeHun B) nnm npegoctaBnseTcs NnpousBoamTeneM Habopa peareHToB
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} AHK-TEXHONOruA

7.3.16 [Ana petekTupylowmux amnandukatopos CFX96, Applied Biosystems QuantStudio 5,
Rotor-Gene Q:

Mposeante MNUP ¢ yueTom 06bEMa peakLMOHHOM CMecu, paBHOro 18 Mk, No nporpammam

aMmnaMdounkaumm, NpuBeaéHHbIM B Tabnnuax 6, 7, 9 COOTBETCTBEHHO.

Tabnuuya 8

MporpaMMa ammandukaumMm ans AeTEKTUPYIOWMX aMnandukaTopos

«ATnpanm», «ATnant» (dacoska U)

Pe>xxum
Ne
6n0Ka TemnepaTtypa, °C MUWH C Yucno uyuknos ONTUYECKUNX Tun 6noka
n3MepeHun
80 0 5
1 15 Uunkn
94 0 5
2 94 5 00 1 LUunkn
94 0 30
3 5 LUnkn
64 0 15 \
94 0 10
4 45 Unkn
64 0 15 \
5 94 0 5 1 Unkn
6 251 XpaHeHune XpaHeHue
V — pexuM ONTUYECKUX U3MEPEHUI
Tabnuuya 9 - [porpamma amnaudukaumm ans  OeTeKTupylowero aMmnandukatopa

Rotor-Gene Q (dacoska U)

N2 / Cyclin Temnepatypa, °C / Bpems, c / Konnuecrso unknos /
T ovemns Temperature Hold Time, s Cycle Repeats
80 deg 60
Cycling 1 time
94 deg 300
94 deg 30
Cycling 2 —— e 5 times
€g
94 deg 10
Cycling 3 =7 deg v e 45 times
€g

V — pexuM ONTUYECKUX U3MEPEHUI, YCTAHOBUTb
aetekumn Green (Fam), Yellow (Hex) npu 57 °C

naMmepeHue pnyopecueHumn (Acquiring) no KaHanam

1 — ponyckaeTtcs xpaHeHue npu TemnepaTtype 10 °C
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7.4 MoarotoBka wn nposegeHue TILUP. ®acoBka U, € WCNonb3oBaHWMEM A03MPYHOLLEro
ycTponctea [AOTcTtpum (TONbKO Ans  AeTekTupylowero amnaudukatopa «ATnpanm» B

Moandukaunm «ATnpanm *X*»)

BHUMAHME!

1. Ona amnnudukauum cneayeT ucnonb3oBatb MUKporiaHweTsl MNUP 384 nyHku, repMeTnsnpyemblie
TEPMOMNEHKON.

2. Mpn npoBeaeHMN BCeX MOCieaylOWNX AenCTBUA cnepyeT mlberatb BO3AENCTBUA MPSMbIX

COJIHEYHbIX Sly4eil Ha NpobupkM co cMmecbto Ans amnnmdukaunm!

MpuMmeyaHune - PekoMeHpyeTca nocTaHoOBKa He MeHee 5 O6paBLI,OB B OAHOM MuccnegoBaHun

(3 HemnzBecTHbIX 0bpa3sua, oTpuLaTenbHbIN U NOMOXUTENbHbIN KOHTPOsIbHblE 06pasubl).

7.4.1 BcTpsaxHuTe npobupKy cO cMecbio Ans amMnandukaumm Ha MUKpOUEHTpUdyre-BopTeKkce
B TeyeHue 3-5 ¢ n yeHTpudyrmpynte Ha MUKpoueHTpudyre-sopTekce B TeveHmne 1-3 c.
7.4.2 BcTtpaxHuTte npobupkn ¢ TUP-6ydepom wn nonumepason TexHoTaq MAX Ha
MUKpoLEeHTpUdyre-sopTekce B TedeHme 3-5 ¢ n ueHTpndyrnpymnTte Ha MUKpoueHTpudyre-

BOpTEKCe B TeyeHne 1-3 c.

BHUMAHME! lMonumepasy TexHoTaq MAX HeobxoaMMo AocTaBaTb M3 MOPO3WUSIbHOW KaMmepbl

HenocpeacTBeHHO nepea Ucnosib30BaHUEM.

7.4.3 Cnepys ykasaHusam MO pgosupytowero ycrponcrtea ATCTpuM, NpUroToBbTE B OTAENbHOM
oAHopa3oBon npobupke cmeck MLUP-6ydepa c nonnmepasoi TexHoTaqg MAX.

7.4.4 BcTpsAXHUTe npobupKy C nNpurotoBrieHHoW cMmecbto [LUP-6ydepa v nonumepassbl
TexHoTaq MAX Ha MuUKpoueHTpudyre-sopTekce B TedeHune 3-5 ¢ U ueHTpudyrupymTte Ha
MUKpOLEHTpUdyre-BopTekce B TedeHne 1-3 c.

7.4.5 BcTpsaxHuTe NpobupKy C NONOXUTENbHbBIM KOHTPOJIbHLIM 06pa3L0OM Ha MUKpoueHTpudyre-
BOpTEKCE B TeyeHue 3-5C UM ueHTpudyrupymte Ha MUKpPOUEHTpuUdyre-BopTekce

B TeyeHune 1-3 c.

BHUMAHME!

1. lMepen npoeeaeHmneM fo3npoBaHmsa ansa npenapata AHK 1 oTpnyatenbHOro KOHTPOSbHOIO
obpasua HeobxoAMMO BbINOAHUTL pPEKOMEHAAUMM Mo WCNoJb3oBaHUO npenapata [AHK,
npuBeAéHHbIE B MHCTPYKLUNM NO NpMMeHeHuto Habopa/KoMnsiekTa peareHToB Ans BbiaeneHns HK.
2. Mpn wucnonb3oBaHun ans BblgeneHns [OHK komnnektoB peareHtos [MPOBA-PAMUA,
MPOBA-HK, TMPOBA-HK-TJTIOC Heobxoammo BCTpsAXHYTb npobupkm ¢ npenapatom [AHK wu
oTpuuaTeNbHbIM KOHTPOJIbHbIM 06pasuLoM Ha MUKpoUeHTpuUdyre-sopTekce B TeyeHne 3-5cC un
LeHTpudyrnposaTb Ha MMKpPOLLEHTpU(yre-sopTekce B TedeHne 1-3 ¢

3. Mpn wucnonb3oBaHun anga BblaeneHns [OHK Habopa pearentoB [MPOBA-MY-PAMUA
Heob6xoAMMO, He BCTpAxXuBas, UeHTpudyruposaTb npobupkn ¢ npenapatom [OHK wu
oTpuUaTeNbHbIM KOHTPOJIbHbIM 06pa3uoM Ha MuKpoueHTpudyre-sopTekce B TeyeHune 1-3 c,
3aTeM MNOMeCTUTb MNpobupKM B MarHUTHbIX WTaTMB. B cnyyae ecnu nocne BblAeneHus

HaZocCaZlovHaa >XUAKOCTb, coAepxalwasa BblaeneHHyw [AHK, 6bina nepeHeceHa B HOBblE
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NpobupKK, cneayeT BCTPAXHYTb Npobupkn ¢ npenapatoM AHK u oTpuuaTesbHbIM KOHTPOJIbHbIM
06pa3LoM Ha MUKpoOLEeHTpudyre-soptekce B TedeHue 3-5cC M UeHTpUdyrMpoBatb Ha

MUKPOLIEHTPpUdYre-BopTeKCe B TeyeHne 1-3 c.

7.4.6 YctraHOBUTE npobupkm co cMmecbio ans amnaundukaumm, co cmecbio lMUP-6ydepa un
nonuMmepasbl  TexHoTaq MAX, npobumpku niz rnyboKoNyHOUYHble  MAaHLWETbI
c npenapatamMn [OHK, oTpuuaTesbHbIM KOHTPOJIbHbIM 06pa3LoM W MNOAOXUTENbHbIM
KOHTpONbHbIM 06pa3uoM, a Takxe MukponnaHwetT MUP Ha pabouwnin cton OATcTpuM mn
nposeauTe AO3MPOBaAHNE KOMIMOHEHTOB COM1aCHO PYKOBOACTBY MO 3KCMyaTauuu.

7.4.7 TloMecTuTe aKKypaTHO, He BCTpsixmnBas, MukponnaHweT MLP B noanoxky yctponcrea ans
3aneyaTtbiBaHMA MaHweTtos [Tnak nocne 3aBeplieHMs NporpamMmmbl Ha AO03UPYHOLLEM
ycTponctee OTCTpuM.

7.4.8 T[lpoBeauTe 3anedaTbiBaHne MmmkponaaHweta MNMUP nonnMmepHoin TepMONIEHKOM COrnacHo
pPYKOBOACTBY MO 3Kcnayataunm npubopa ATnak.

7.4.9 UeHTpndyrmpymnte mnkponnarHwet MLUP npn RCF(g) 100 B Teuenune 30 c.

7.4.10 YcraHoBuTe MukporaHweTt MUP B 610K geTekTupyowero amnandukaTtopa.

7.4.11 3anycTtuTte nporpamMMHoe obecneyeHue geTekTupytowero amnangukartopa. lNpu nepsom
npoBeaeHun TMLP 3arpy3uTe cooTBeTCTBYOLWMIA TecT!. [anee v Npu NOCIeayLmx
MOCTaHOBKAaxX CO34alTe COOTBETCTBYHLWMA MPOTOKOA  WUCCAeAOBaHUA:  YKaXxuTe
KONM4ecTBO W unaeHTudukaTopbl o06pas3uoB, B TOM 4ucne oOTpuUaTenbHOro u
MOSIOXKUTENBHOIO KOHTPOSIbHbIX 06pa3LoB, OTMETbTE pacrnofioxeHne obpasLoB Ha MaTpuue
TepMobsioka B COOTBETCTBMM C WX YycTaHoBkom (cMm. 7.4.10) wu nposegute TLP.

Mpu BbI6OpE TecTa A0/KHA O0TOBpa)aTbCs Nporpamma, npueeaéHHasa B Tabnuue 8.

8 PETMCTPALUMSA PE3YJIbTATOB AMITVINMOUKALIN

Perncrpauua curHana cbnyopecu,eHu,MM npoBoAUTCA AETEKTUPYOLWUNM aMI'IJ'IMCbVIKaTOpOM

aBTOMaTU4e€CKMN BO BpeEMA aMI'IJ'IMCbVIKaLI,MVI.

1 — TecT Ansa AeTekTUpYOLWMX aMmnandukaTopos cepum AT co3aaércs nyTéM BBOAA NapaMeTpos (NapaMeTpbl
TecTa ykasaHbl B MpunoxeHun B) nnm npegoctaBnseTcs NnponsBoamTeneM Habopa peareHToB
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9 YYET U UHTEPMNPETALMUSA PE3YJIbTATOB

9.1 YUéTt pe3ynbTaTtoB aMI'I}'IMCbMKaLl,MM OCYLWLECTBNAETCA aBTOMaTU4YECKNM C NOMOLWbHIO

nporpaMmMHoOro o6ecnequM;|, NnocCTaB/A€EMOro C AETEKTUPYHOLWLNM aMI'IJ'IMCbMKaTODOM.

9.2 Mpn ncnonb3oBaHUM AeTeKTUpPYOWKMX amnnandunkatopos CFX96 cneayet nmcnosnb3oBaTb
perpeccnoHHbIn TN aHanusa (Cq Determination Mode: Regression), BO Bknaake «Baseline

Subtraction» HeobxoamMo Bbi6paTh «Baseline Subtraction Curve Fit».

9.3 NHTepnpeTauunsa pe3ynbTaToOB NMPOBOANTCS B COOTBeTCTBMM C Tabnnuen 10. Pesynbtatol
MOCTAHOBKMW BalMAHbI, €C/IN BbIMOJSIHAKTCS YC/I0BUS UHTEPNpeTaumn pesynbTaToB, MONYyYEHHbIX

ONsl KOHTPOJIbHbIX 06pa3uos.
Tabnuuya 10 - WHTepnpeTtauus pesynbTtaTtos MLP

KaHan perekumun

Fam/Green, Hex/Yellow/Vic, WUHTepnpetauus pesynbtaTta
(nckomasa OHK), (BHYTPEHHWIN KOHTPOSb),
Cp/Cq/Ct Cp/Cq/Ct

HeunssectHble o6pa3ubl

Yka3saH He yuunTbiBaeTcs O6HapyxeHa AHK Legionella pneumophila
He ykaszaH YkKasaH He obHapyxeHa AHK Legionella pneumophila
He ykasaH He ykasaH HepnocTtoBepHbIli pe3ynbTaT

OTpuuaTesibHblI KOHTPONbHbLIW 06pasel

OTpuuaTesnibHbIA pe3ysibTar

He ykasaH Yka3aH
Pe3ynbTaTbl MOCTAaHOBKM BannaHbI

Mono>kuTenbHbIN KOHTPOJIbHbINA 06pa3ey

Mono>xutenbHbIii pesynbTaT

YkKasaH He yunTbiBaeTcs
Pe3ynbTaTbl NOCTAHOBKW BasnAHbI

9.4 HepoctoBepHblit  pe3ynbTaT MoXeT 6biTb CBS3aH C  MPUCYTCTBMEM UHIMOUTOPOB
B npenapate [AHK, noayyeHHOM wn3 6uonormyeckoro Matepuana; HEBEpPHbIM BbIMOJIHEHMEM
MpoToKONa aHanmsa; HecobnogeHneMm TemnepaTypHOro pexuma amnamdukaumm m ap. B atom
cny4yae Tpebyetcsas nosTopHoe npoBedeHue TUP ¢ wmewwmmca npenapatom [AOHK, nunbo
noeTopHoe Bbigenenme AHK n nocraHoBka lMUP ans atoro obpasua, nmbo NoBTOpHOE B3SITME

éunonormyeckoro Matepuana y naumeHTa (BbINOJIHAETCSA NOCNeA0BaTENIbHO).

9.5 MNpn nNoNy4YeHUM MOJIOXKUTENBHOTrO pe3yfbTaTa ANs OTPULATENbHOMO KOHTPOSIbHOMO
obpa3sua pe3ynbTaTbl BCEM MOCTAHOBOUYHOW CEPUU CUUTAIOT HEAOCTOBEPHbIMU. B 3TOM cnydae
Heo6XoANMO NpoBeAEHNE CreLmanbHbiX MEPONPUATUIA NS BbIABNEHUSA U YCTPAHEHWUS BO3MOXHOM

KOHTaMWHauUunu.

9.6 Mpy MofyyeHUW OTpUULATENbHOrO pesyfnbTaTa A4S MOJIOXKUTENbHOrO KOHTPOJSIbHOMO
obpasua pesynbTaTbl BCE/ MOCTAaHOBOYHOW CEPUWM CUUTAKOT HEAOCTOBEPHbIMW. B 3TOM cnydyae

TpebyeTcs NOBTOPHas MNOCTaHOBKA aMnanduKaumMmn BCe napTum o6pa3LoB.
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TPAHCNMOPTUPOBAHUE, XPAHEHUE N SKCIMJIYATALNA

TpaHcnopTupoBaHue
TpaHcnopTMpoBaHMe Habopa peareHTOB OCYLLEeCTBAAT B  TEPMOKOHTEMHepax
C X/1ago3/1eMeHTaMM BCEMW BWUAAMW KpbITOro TpaHCnopTa Mnpu TemrepaType BHYTpU
TEPMOKOHTENHEpPa, COOTBETCTBYIOLLEN YCNOBUSM XpaHEHUs KOMMOHEHTOB, BXOASLWMX
B cocTaB Habopa peareHToB.
dacoBka S
Jonyckaetca  TpaHcrnopTupoBaHue Habopa peareHTOB B  TEPMOKOHTEMHepax
C XJlalo3NIeMeHTaMn BCEMW BUAAMU KPbLITOro TpaHCnopTa Mpu TeMnepaType BHYTpu
TepMOKOHTenHepa oT 2 °C go 25 °C He 6onee 5 cyTok.
dacoska U
JonyckaeTca TpaHcnopTMpoBaHue Habopa peareHToB, 3a UCKOYEHNEM MOSIMMepa3bl
TexHoTaq MAX, B TEpMOKOHTENHeEpax C XJlad03/1eMeHTaMM BCEMW BMAAMU KPbITOrO
TpaHcnopTa npu TemnepaTtype BHYTpu TepMoKoHTeHepa oT 2 °C go 25 °C He 6bonee
5 cyTok.
[onyckaeTcs TpaHCcnopTMpoBaHue nonnumepasbl TexHoTaq MAX B TEpMOKOHTenHepax
C XJ1aA03/IEMEHTaMN BCEMW BMAAMU KPbITOrO TpaHCMopTa npu TemMnepaTtype BHYTpu
TEepPMOKOHTENHepa ao 25 °C He 6onee 5 cyTok.
Habopbl peareHTOB, TPaHCNOPTMPOBAHHbIE C HapylleHWeM TeMnepaTypHOro pexuma,

NMPpUMEHEHNIO HE nMoANeEXart.

XpaHeHue

dacoska S

Bce KkKoMnoHeHTbl Habopa peareHToB cneayeT XpaHUTb B  XOJ0AMNBHWUKE WK

xofoannbHOM Kamepe npu TemnepaType oT 2 °C go 8 °C B TeyeHue BCero cpoka

rogHoctn Habopa peareHToB. CMecb Ans amnnmdukaumm, 3anevyataHHyro napaduHoM,

cnenyeT XpaHuTb B 3alUULWEHHOM OT CBeTa MecTe.

dacoeka U
Bce koMnoHeHTLI Habopa peareHToOB, 3a UCK/IOYEHMEM nonmMmepasbl TexHoTaq MAX,
cnenyet XpaHWTb B XONOAWMNBHWKE WU XONOAWIbHOW KaMepe npu TemnepaTtype
oT 2 °C go 8 °C B TeueHuMe BCEro cpoka rogHoctm Habopa peareHToB. CMecb Ans
amnnmdunkaumm cnegyet XpaHuTb B 3alLMWEHHOM OT CBETa MecTe.
Monnmepasy TexHoTaq MAX cneayer XpaHuTb B MOPO3WIbHOM Kamepe npwu
Temnepatype OT MMHYC 22 °C go MuHyc 18 °C B TeyeHue BCero cpoka rogHocTtu
Habopa peareHTOB.

Habopbl peareHTOB, XpaHMBLUMECS C HApYyLIEHMEM PperiaMeHTUPOBAHHOIO pexuma,

NMPUMEHEHUNIO HE nMoANeEXarT.
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10.3 YkKasaHud no akcnayaTtaumu
10.3.1 Habop peareHTOB A0/IKEH NPUMEHSTBHCS COrNacHO AENCTBYOLWEN BEPCUN YTBEPXKAEHHOMN

WHCTPYKUMM MO NPUMEHEHMIO.

10.3.2 [Ona nonydeHuMs [L[OCTOBEPHbLIX pe3ynbTaToB HeobxoAMMo cTporoe cobntgeHune

WHCTPYKUMKM MO NpMMeHeHnto Habopa peareHToB.

10.3.3 TMMocne BCKpbITUS YMNakoOBKM KOMMOHEHTbl Habopa peareHTOB cnegyeT XpaHuTb MNpwu
cneayowmx ycnoBumsx:

- BCe KOMMNOHeHTbl Habopa peareHTOB, 3a WCK/IOYEHMEM nosmmepasbl TexHoTaq MAX
(dbacoska U), cneayetr XpaHuTb B XOSO0AWbHMKE WAW XONOAWIbHOM Kamepe mnpu
TemnepaTtype oT 2 °C go 8 °C B TeueHuMe BCEro cpoka rogHoCcTM Habopa peareHTOB;

- cMecb ansa amnandukaumn n cMecb Ana amnandukaumm, 3anevyataHHyro napaduHomMm,
cnenyet XpaHWTb B XONOAWMNBHWKE WU XONOAWIBHOW KaMepe npu TemnepaTtype
oT 2 °C go 8 °C B 3alWMLWEHHOM OT CBETa MeCTe B TeyeHue BCero Cpoka rogHocCTu
Habopa peareHToOB;

- nonumepasy TexHoTaq MAX (dacoska U) cnegyeT xpaHuTb B MOPO3MIbHON KaMepe
npu TemnepaTtype oT MUHYC 22 °C go MMHyc 18 °C B TedyeHne BCEro cpoka rogHocTm
Habopa peareHToB.

10.3.4 Ha6opb| peareHToB C UCTeEKWWMM CPOKOM rogHOCTU NPUMEHEHUIO HE NOoANEXaT.

11 YKA3AHNA NO YTUWIN3ALNN

11.1 [lpy ucnonb3oBaHMM Habopa peareHToB B KJMHWUKO-AMArHOCTMYECKol nabopaTtopumn
06pa3yloTca OTX0Abl Kiacca B, KoTopble YTUAN3MPYIOTCS B COOTBETCTBUM C TpPeBOBaAHUSAMMU
CaHluH 2.1.3684-21 n MY 1.3.2569-09.

11.2 Habopbl peareHToB, NpuweaLlMe B HEMPUIOAHOCTb, B TOM YUC/E B CBSA3U C UCTEYEHUNEM
CpOKa TrOAHOCTK, TMOBpeXAeHMEM YMNakoBKM, noanexar yTuam3auum B COOTBETCTBUMU
c TpeboBaHusammn CaHlumH 2.1.3684-21.

12 FAPAHTUN N3TOTOBUTENA

12.1 MpeanpuaTue-m3roTosmnTenb rapaHTupyet COOTBETCTBUE Habopa peareHToB
TpeboBaHMAM TEXHUYECKMX YCI0BUN NMpu CObM0AeHMN YCNOBUIM TPAHCMOPTUPOBAHUS, XPaHEHUS

M 3KCcnlyatTaunn, yCtaHoOBJIEHHbIX TEXHUYECKNMU YCNTOBUAMN.

12.2 Cpok rogHoctu Habopa peareHToB - 12 MecsueB npu cobnogeHnn BCeX YCNOBUMN

TPaHCNOPTMPOBAHUS, XPAaHEHUS M 3KCryaTauum.

13 PEMOHT U TEXHUYECKOE OBCJ1Y>)KXUBAHME

Ha6op peareHTOB npeaHasHayeH AN OAHOKPATHONO MPUMEHEHUS U He MNoANEXUT

TEXHUYECKOMY 06CNYXMBAHUIO N TEKYLLEMY PEMOHTY.
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14 CNMBO/J1bl, NCNOJIb3YEMbIE NP MAPKUPOBKE HAGOPA PEATEHTOB

MeauunHckoe nsgenne ans AMarHocTukun in vitro

TeMnepaTypHbIil AManasoH

Coaep>XXmMoro AoCTaTovyHO A5 NMpoBeAeHMs <n> TeCToB

Mcnonb3oBaTb A0

00| < |

-
o
o

Koa naptum (cepun)

[JaTta narotoBneHus

O6paTnTechb K MHCTPYKLUM MO NPUMEHEHMIO
WU K UHCTPYKLWM MO NPUMEHEHMUIO B 3NIEKTPOHHOM BUAE

HoMep no kaTtanory

L G = &

N3roToBuTENb
>
— o
A\ He ponyckaTb BO34ENCTBUSA COTHEYHOrO CBeTa
[ ]

HectepunbHo

32



Legionella pneumophila | UHCTPYKUMA NO NPUMEHEHUIO | 1122 ot 01 aBrycta 2025 roga 4 ﬂHK'TEXHnﬂﬂr“ﬂ

15 MEPEYEHb NPUMEHAEMbIX HALIMOHAJIbHbIX CTAHAAPTOB

FOCT ISO 14971-2021 VN3genusa megnunHckme. NpuMeHeHne MeHeaXXMeHTa pMcka K MegnUNHCKUM
nsgenuam

FOCT 15.309-98 Cucrtema pa3paboTku M MoCTaHOBKM NPOAYKUMM Ha NpomM3BOoACTBO. NcnbiTaHus
W NpuveMkKa BbiNyckaeMon npoaykumm. OCHOBHbIE MOJSIOXEHUS

FOCT P 2.105-2019 EauHas cucTteMa KOHCTPYKTOPCKOM aokyMmeHTaumu. O6wme TpeboBaHus
K TEKCTOBbIM JOKYMEHTaM

FOCT P 15.013-2016 Cucrtema pa3paboTkm M MNOCTAaHOBKM NpOAYKUMM Ha NpOU3BOACTBO.
MeauvunHckue nsgenms

FOCT P 51088-2013 MeguuuHCKUE u3genus Onas ANArHOCTMKUM UH BUTPO. PeareHTbl, Habopsbl
peareHTOB, TeCT-CUCTeMbl, KOHTPOJibHble MaTepuanbl, nuTaTefbHble cpeabl. TpeboBaHus
K M34envsM 1 NoAAEPXUBAOLEN JOKYMeHTaumm

FOCT P 51352-2013 MeanumHckme nsgenus ansa AMarHoCTMKM UH BUTPO. MeToabl UCMbITaHW
FOCT P NCO 15190-2023 NNabopaTtopun MmeanumnHckume. TpeboBaHusa 6e3onacHoOCTH

FOCT P NCO 15223-1-2023 W3genuna MeauumHckue. CUMBONMbI, MNpUMeHsieMble A8 nepeaayvu
nHdopmMauunm, npeaoctasnaemMon nsrotosmtenem. Hacte 1. OCHoBHble TpeboBaHMS

FOCT P NICO 18113-1-2024 MepuuuHCKME usgenus ANs AuarHoCTuku in vitro. NHdopmaums,
npenocTaBneHHas msrotosuteneMm (MapkupoBka). Yacte 1. TepMuHbl, onpepeneHms mn obwime
TpeboBaHus

FOCT P NCO 18113-2-2024 MeauuUMHCKUE u3genus Ana AnarHocTukum in vitro. NHdopmaums,
npeaocTaBneHHas M3rotoeuTenem (MapkupoBka). Yactb 2. PeareHTbl AN AMArHOCTMKMK in vitro
ANns NpodeccMoHanbHOro UCNonb30BaHMS

FOCT P UCO 23640-2015 W3penua MegvuMHCKUE ANA  AMArHOCTMKKM - in vitro. OueHka
CTabunbHOCTN peareHToB AN ANArHOCTUKM in Vvitro

FOCT P 53022.3-2008 TpeboBaHMSA K Ka4yeCTBY KAMHMYECKUX nabopaTopHbIX MCCNefoBaHWM,

Y.3. MpaBuna OUEHKN KIMHUYECKON MHDOPMATUBHOCTM NabopaToOpHbIX TECTOB.

MpuMmeyaHuMe - YKasaHHble Bbllle CTaHAApPTbl 6bLIM AEWCTBYOWMMU Ha MOMEHT YTBEPXAEHUS
WHCTPYKLMW MO NMpUMeHeHWto. B ganbHelweM, Npy Nosb30BaHMM AOKYMEHTOM, Lienecoobpa3Ho NpoBepuTb
[leACTBUE CCbISTOYHbIX HOPMATUBHbIX JIOKYMEHTOB Ha TEKYLLMA MOMEHT. ECn CCbITIOYHbIN AOKYMEHT 3aMeHEH
MAN U3MEHEH, TO Npu MPUMEHEHUM HACTOSLEro J[AOKYMeHTa CneAyeT MoMb30BaThCs 3aMEHEHHbIM

(M3MEHEHHbIM) AOKYMEHTOM.
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16 ALOPEC ONAA OBPALLEHUA

MpousBoacTeo HabopoB peareHTOB MMeEET CePTUDULMPOBAHHYIO CUCTEMY MEHEOXMEHTA
KayecTBa M COOTBETCTBYET TpeboBaHMSAM CTaHAapTa CUCTEM MeHeaXXMeHTa kadectBa ISO 9001
B obnactu paspaboTkum, npomnssoactea n npogaxun IVD peareHToB 1 NpnbopoB A58 MONEKYASpPHO-
reHeTM4YeCcKon AMarHoCTUKKM, n apyroro nabopatopHoro npuMeHeHus u ISO 13485 B obnactu
pa3paboTku, npomsBoacTBa M npoaaxu IVD peareHtoB n npubopoB A1 MeanLUHCKOMN

MOﬂeKYHﬂpHO-FEHeTMHeCKOVI ANarHoCTukKu.

MpousBoanTenb: O6WeECTBO C OrpaHUWYeHHOM OTBETCTBEHHOCTb <«[HK-TexHonormsa TC»
(000 «OHK-TexHonorua TC»), Poccus.

Aapec npomsBoauTens:

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

MecTto npousBoacTBa:
— 000 «[OHK-TexHonorus TC», 117246, Poccus, r. Mockea, npoesg HayuHbiii, 4. 20, cTpoeHune 4.
- 000 «HMNO OHK-TexHonorus», 142281, Poccus, Mockosckas obnactb, r.o. Cepnyxos,

r. NMpoTteuHo, yn. XXenesHofopoXXHas, 4. 3.

Mo BonpocaM, KacawwuMmcs KadectBa Habopa peareHToB, cneayetr obpalaTtbes
B CNY>X0Y K/IMEHTCKOM NoAAEPXKKMU.
Cnyx6a KNMEHTCKOM NOAAEPKKU:
8 (800) 200-75-15 (ansa Poccuun, 3BoHOK BecnnaTHbli),
+7 (495) 640-16-93 (ansa crtpaH CHI u 3apybexbs, 3BOHOK MAATHbIN).
E-mail: hotline@dna-technology.ru

www.dna-technology.ru

Homep 1122
2025-08-01
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MapameTpbl TecTta, KOTOpbIEe Heo6xoaMMO BHECTU B nporpamMmMmHoe ob6ecneuyeHune

AeTeKTUpymLwmnx amnandpukaTopoB «ATnpanm», «ATnanT»

npv ncnosb3oBaHuun Habopa peareHToB Legionella pneumophila

1) Konnuectso npobupok B Tecte - 1;

2) O6béM peakumoHHOM cMmecun - 35 MKn;

B ¢pacoBke S

3) B okHe «[lporpamma amMnandukaunmmn» BBECTU cieaytolimMe napaMeTpbl:

’ AHK-TEXHONOruA

MpunoxxeHue A

pneumophila

Pexxum
N¢ Yucno
TemnepaTtypa, °C MWH C ONTUYECKUX Tvn 6noka
6noka LMKNOB -
Nn3MepeHun

80 0 30

1 1 Linkn
94 1 30
94 0 30

2 5 Lnkn
64 0 15 v
94 0 10

3 45 LUnkn
64 0 15 v

4 94 0 5 1 Lnkn

5 251 XpaHeHue XpaHeHue

V - pexuM ONTUYECKNX U3MepeHui
4) BHecTu cneaytowme napamMeTpbl KaHanoB AeTeKUnn:
Fam Hex Rox Cy5 Cy5.5
Legionella BK _ B _

1 — ponyckaeTtcs xpaHeHue npu TemnepaTtype 10 °C
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Mpuno>xeHune b

MapameTpbl TeCcTa, KOTOpble HE06X0AMMO BHECTU B NporpaMMHoe obecneueHue
aeTtekTupyrowmnx amnnudpukaropos «ATnpainm», «ATnanr»
npuv ncnosb3oBaHuun Habopa peareHToB Legionella pneumophila

B ¢pacoBke U

1) Konnuyectso npobupok B Tecte - 1;
2) O6bEM peakuMoHHOM cMmecn — 18 MKkn;

3) B okHe «[porpamma amMnandukaunmmn» BBECTU cieaytolimMe napaMeTpbl:

Pexxum
N2 Yucno
Temnepartypa, °C MUWH C ONTUYECKNX Tun 6noka
6noka LMKJI0B -
n3MepeHun

80 0 5

1 15 Lnkn
94 0 5

2 94 5 00 1 Lukn
94 0 30

3 5 Lnkn
64 0 15 \
94 0 10

4 45 Lnkn
64 0 15 \

5 94 0 5 1 Lnkn

6 251 XpaHeHue XpaHeHune

V — pexXuM ONTUYECKUX U3MEPEHMI
4) BHecTn cnegyrouwme napamMeTpbl KaHaN0B AeTeKUUN:
Fam Hex Rox Cy5 Cy5.5
Leg/one//e_z BK _ _ _
pneumophila

1 — ponyckaeTtcs xpaHeHue npu TemnepaTtype 10 °C
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Mpuno>xeHue B

CokpalwéHHaa metoamka BbiaeneHns HK us nccnegyemoro matepmwana
(Ma3Kun 13 HOCOIJIOTKMN, POTOM/IOTKM)

C ucnosb3oBaHueM koMmmsiektoB peareHtoB NMPOBA-HK, MPOBA-HK-INJ1HOC

BHUMAHME!

1. MNepen HavyanoM paboTbl Heo6xoanMo:

- BKJIIOUUTb TEpPMOCTAT AN nporpeBaHuns Ao 65 °C;

- AOCTaTb M3 XOJI0AWIbHWUKA KOMMJIEKT peareHToB A5 BblAeNEeHUs HYKNEMHOBbIX KUCIOT U
NMPOKOHTPOSIMPOBaTb OTCYTCTBME OCaAaKa B NM3MPYLOLEM pacTBope. B criyyae BbinageHus ocagka
Heobxoammo nporpeTb (hNakoH C AU3NPYIOWMM pacTBOPOM Ha TepMmocTaTe, npeaBapuTenbHO
nporpetoM o 65 °C, 0o nMosIHOrO pacTBOpPeHUsA ocajka. 3aTeM cneayeT nepemMellaTtb pacTBop
nepesopaydmBaHneM dnakoHa BBepx aHOM 5-10 pa3, u3beras neHoobpasoBaHus. [lepen
MCMNOSIb30BaHMEM OXJ1laAnTe pacTBOp A0 KOMHaTHoM TemnepaTypbl (oT 18 °C go 25 °C). Ocagok
TakXXe MOXHO pacTBOpUTb MNpW KOMHaTHoW TemnepaTtype (ot 18 °C po 25°C) B TeuyeHue
npubnnsntensHo 12 yacos.

2. Mpn nporpesaHnn npobupok c obpasuamm BO3MOXHO OTKpbiBaHue Kpbiwek! Cneayer
ncnonb3oBatb NpobupkM € 3awWwénkuBawwmMuca  Kpbiwkamm  (Hanpumep, Eppendorf
Safe-Lock Tubes) wnn nporpaMMmpyeMble TepMOCTaTbl C MNPUMXMMHOM KpbiWKOW (Hanpumep,
TepMOCTaT  TBEpPAOTE/NbHbIA  MporpammmpyemMbin  ManorabaputHbii  TT-1-«AHK-TexH.»,
000 «HMO AHK-TexHonorus», Poccus).

1. TlpoMapkupyinTe 04HOPa30BYHO NAACTUKOBYO Npobupky obbémom 1,5 Mn ana oTpuuaTenbHoro
KOHTposibHOro obpasua (K-).

2. BHecuTe B Kaxaylt NpoOMapKMpOBaHHY NpPobUPKY C NOArOTOBNEHHbIM AN UCCNEeA0BaHMUS
MaTepnanom B o6béEMe 100 mkn (cM. 6.5) m B nMpobupKy, NpOMapKMpoOBaHHYK «K-»,
rno 300 MKN nn3npytowero pacTteopa, He Kacascb Kpas npobupku.

3. BHecuTe B NpobupkKy, npoMapknpoBaHHyto «K—», 100 MK oTpMUaTeNbHOr0 KOHTPOJIbHOMO
obpasua.

4, MnoTHO 3akponTe NPobNpKK, BCTPSXHMUTE Ha MUKpOoLeHTpUdyre-sopTekce B TeueHne 3-5 c.

5. TepmocTtatnpymnte npobupkun npu Temnepatype 65 °C B TeueHne 5 muH.

6. LleHTpndyrmnpyrte npobmnpkn Ha MUKpoueHTpudyre-soptekce B TeyeHmne 3-5 c.

7. [obaBbTe B kaxayl npobupky no 400 MKN peareHTa 418 npeunnurtauum, BCTPSXHUTE Ha
MUKpoOLEeHTpudyre-sopTekce B TeyeHue 3-5 c.

8. LeHTpudyrnpynte npobupkn npm RCF(g) 12000-16000 npm KOMHATHOM TemnepaType
(o1 18 °C pgo 25 °C) B TeyeHume 10 MUH.

9. He 3ageBas o0cagok, MOMHOCTbIO YyAanuTe HAA0CAAOYHYI >KMAKOCTb (OTAENbHbIM
HaKOHEYHUKOM U3 Kaxaolh npobupkmn).

10. [Jdob6asbTe k ocagky no 500 Mkn npombiBOYHOro pacrtesopa N1, 3akpoinTe npobupku wm

nepemewanTe, 3-5 pa3 akkypaTHO nepeBepHyB NpPO6MPKMU.
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11.

12,

13.

14.

15.

16.
17.

18.

19.

UeHTpudyrmnpynte npobupkn npm RCF(g) 12000 - 16000 npwn KOMHaTHOM TemnepaType
(o1 18 °C go 25 °C) B TeueHme 1 MuH.

He 3apeBas 0cafoK, MOAHOCTbK yAanuTe HAAOCaAOYHYK >XWAKOCTb (OTAENbHbIM
HaKOHEYHWKOM M3 KaXKaon npobupku).

JobaBbTe Kk ocagky no 300 Mkn npoMbIBOYHOrO pacteopa N°2, 3akponte npobupku
M nepemewanTe, 3-5 pa3 akKypaTHO nepeBepHyB NpobupKuU.

LeHTpndyrmnpynte npobupkn npm RCF(g) 12000 - 16000 npu KOMHaTHON TemnepaType
(ot 18 °C pgo 25 °C) B TeueHme 1 MuH.

He 3apeBass ocagok, yAanutTe HaAOCAAOYHYH KMAKOCTb (OTAEeNbHbIM HaKOHEYHUKOM
N3 Kaxkaomn npobupkn). [lonyckaeTcs oCTaBUTb XNUAKOCTb, MOKPbIBAOLLYIO 0CaaoK, 06 bEMOM
He 6onee 20-30 MKI.

OTkponTe NpobMpKn 1 BbICYLLUTE OCaAAOK NMpu TemnepaTtype 65 °C B TeueHne 5 MuH.
JobaBbTe k ocaaky 50 Mkn (komnnektauuss MNMPOBA-HK) unm 300 mkn (KoMnnaekTaums
MPOBA-HK-IMJTHOC) 6ydepa ans pacTtBOpeHUs, BCTPAXHUTE NPOBUpPKN HA MUKpoLEHTpudyre-
BOpTekce B TedyeHne 3-5c wuocagute «kanam uUeHTpudyrmposaHnem npobmpok
Ha MUKpOLeHTpudyre-sopTekce B TedeHue 3-5 c.

TepMmocTaTupynTe npobupkun npu Temnepatype 65 °C B TeueHue 5 MUH. BCTpsaxHuTe
NpobupkM Ha MUKpoUeHTpudyre-sopTekce B TedeHme 3-5 c.

OcaanTte koHAaeHcaT ueHTpudyrmposaHvem npu RCF(g) 12000-16000 npu KOMHaATHOM

TemnepaTtype (oT 18 °C go 25 °C) B TeueHune 30 c.

MpenapaTt AHK rotoB K BHECEHUIO B peakUUOHHY cMecb ansa MuP.

Mpenapat OHK MOXHO XpaHUTb Mpun TemnepaType OoT MUHyC 22 °C no MuHyc 18 °C

He 6bonee ogHoro Mecsua MM Npu TemnepaTtype OT MUHYC 72 °C o MuHyc 68 °C He 6onee

oAHOro roaa.

Mepen wcnonb3oBaHuveM npenapata AHK ana noctaHosku [UP nocne XxpaHeHus

Heobxoanmo pasmopo3nTb npenapat AHK wn oTpuuatenbHbll KOHTPOMbHbLIA ob6paseu npu

KoMHaTHOM TemnepaTtype (ot 18 °C pgo 25 °C) unu npu Temnepatype oT 2 °C go 8 °C, 3arteM

BCTPAXHYTb npobupkn ¢ npenapatoMm [AHK 1 oTpuuaTenbHbIM KOHTPOJSIbHbIM 06pasLOoM

Ha MUKpOLEHTpUdyre-BopTekce B TedeHne 3-5 c U UeHTpudyrnpoBaTb Ha MUKpoUeHTpudyre-

BOpTeKcCe B TeueHne 1-3 C.

BHMUMAHME! [1na npenapata HK gonyckaeTcs ToNbKO O4HOKpaTHOEe pa3MopaxXusaHue!

Mpenapat AHK roToB K BHECEHUIO B peaKLUMOHHY cMecb ang MLUP.
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