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CMUCOK COKPALLEHWW 1 OBO3HAYEHUI

B HacToswen MHCTPYKUUN NCNONb3YHKOTCA cneayroumne CoKkpaleHna mn 0603HaueHuns:

RCF - oT aHrn. relative centrifugal force, oTHoCuTeNnbLHOE YCKOpPEHME LeHTpudyrm
BK - BHYTPEHHUI KOHTPO/b

OHK - Ae3oKkcnpunboHykenHoBast KMcoTa
OHKa3bi - Ae3okcnpunboHykeasbl

K- - OTpuLUaTeNbHbIM KOHTPOsbHbIA 06pa3sel
K+ - NMONOXUTENbHbINA KOHTPOJIbHbLIN 0bpasel
JIKO - NabopaTopHbIN KOHTPOJIbHLIN 0bpa3el,
HK - HykneuHosble kncnoTtbl (PHK n HK)
nup - NoNIMMepasHasa uenHas peakums

PHK - puboHykenHoBas KMcIoTa

PHKa3bl - pnboHykKneasbl
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1 NPEAHA3HAYEHHOE NPUMEHEHMUE

1.1 MonHoe HavMMeHoBaHWe Habopa peareHToB: Habop peareHToB Ans BbisiBneHus AHK
Streptococcus pneumoniae meTtogoMm T[LUP B pexuMme peanbHoro BpemeHu (Streptococcus

pneumoniae), Aanee No TeKcTy — Habop peareHToB.

1.2 HasHauyeHue: Habop peareHTOB npegHasHadeH ana BbigsneHus OHK Streptococcus
pneumoniae B 6unonornyeckom MaTtepuasne 4yenoseka (Ma3zoK M3 HOCOIMIOTKW, POTOrNOTKMU,
6poHX0anbBEONSAPHbIA NaBaXk, 3HAOTPaxeasibHblM, Ha3odapuHreanbHbll acnupat, MOKpPOTa,

nnespanbHas XuUAKoCTb) MeToaoMm lMLP B pexnme peanbHOro BpeMeHu.
1.3 QOYHKUMOHANbHOE Ha3HavYeHue: AnarHocTuka in vitro.

1.4 MokasaHns K MNpOBEAEHUID WCCNeAOoBaHMs: CUMNOTOMbl  WMH@EKUWUWN, BbI3BAHHOWM
Streptococcus pneumoniae.

MpoTMBOMOKa3aHWn K MPUMEHEHUIO HET.

1.5 MonynsaumoHHble U gemorpadumyeckme acnekTbl: MnpuMmeHeHne Habopa peareHToB

He 3aBUCUT OT NONYNALUMNOHHbIX N p,eMorpachquKmx aCrneKkToB.

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

ANarHoCTn4yeCcKumnx na6opaTopvmx MEANLUMNHCKUNX yqpe>+<p,eHm71.

1.7 MoTeHuManbHble NONb30BaTeNN: KBANNMUUMPOBAHHbIN NepcoHasn, o6y4YeHHbIn MeToaaMm
MONEKY/IIPHON AMArHOCTMKM M MpaBunaM paboTbl B KIMHUKO-ANArHOCTMYECKOW NnabopaTopuu:
Bpay  KJMHUKO-AMArHocTuyeckon  nabopatopuu,  denbawep-nabopaHt  (MeAUUMHCKAI

nabopaTopHbIN TEXHUK).

1.8 MNpuUMeHATbL Habop peareHToB CTPOro Mo Ha3Ha4YeHUI0 COrIacHO AaHHOW MHCTPYKLWK Mo

NMPUMEHEHMUIO.
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2 XAPAKTEPUCTUKA HABOPA PEATEHTOB

2.1

CocTaB Habopa peareHToB

’ AHK-TEXHONOruA

R1-P412-S3/4, cbacoBka S, ctpunbl

KOHTPOJbHbIN 06pa3zew!

o Konuuectso HoMWHanbHbIN
HanMeHoBaHWe KOMMOHeHTa BHewHnn BuA N
npobupok 061bEM KOMMOHeHTa
Mpo3payHasa 6ecuseTHas unu
Cmecb ansa amnandukaumm, po3p 4 6 cTpunos
po30Bas XWAKOCTb NoA no 20 mkn
3arne4dyaTaHHas napaguHoM no 8 npobupok
BOCKOO6pasHbIM 6enbiM cnoem
PactBop Tag-nonnmepassl Mpo3payHas 6ecuBeTHas XWAKOCTb 1 npobupka 500 mkn
Mpo3pauHasa 6ecuBeTHas BA3Kas
MuHepanbHoe Macno posp 4 1 npobupka 1,0 mn
MacnsHUCTas XMAKOCTb
MonoXuTenbHbIN
Mpo3payHas 6ecuBeTHas XWAKOCTb 1 npobupka 130 mkn

KpbIlWKK 4N CTPUMNOB

6 wT.

R1-P412-23/4, phacoBka S, npobupkm

HanmeHoBaHWe KOMMNOHEHTa

BHelwHun BuA

Konnuectso
npo6upok

HoMMHanbHbIN
06bEM KOMMOHEHTA

Cmecb Ansa amnandukaumm,

Mpo3payHasa 6ecuBeTHas unu

po30Bas XNAKOCTb Noja 48 npobupok no 20 mMkn
3anevaTaHHas napaduHoOM
BOCKOO6pa3HbIM 6enbiM cnoem
PacteBop Tag-nonumepassl Mpo3payHas 6ecuBeTHasn XWAKOCTb 1 npobupka 500 mkn
Mpo3payHasg 6ecuseTHasa BA3Kas
MunHepanbHoe Macno po3p H 1 npobupka 1,0 mn
MacnsaHUCTasA XXUAKOCTb
MonoxunTenbHbI
. 1 Mpo3pauHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 MKn
KOHTPOJbHbIV 06pasey,
R1-P412-UA/9, dacoBka U
. Konuyectso HoMWHanbHbIN
HanMmeHoBaHMe KOMMOHeHTa BHewHun Bug N
npobmpok |06bEM KOMMNOHEHTA
Mpo3payHasa 6ecuseTHas unu
Cmecb ana amnavdurkaunm Posp 4 1 npobupka 600 mMkn
po30Bas XUAKOCTb
Mpo3pauHasa 6ecuBeTHas BA3Kas
MonumMepasa TexHoTaq MAX Posp 4 1 npobupka 30 Mkn
XUAKOCTb
NuP-6ydep Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 600 mkn
MonoxunTenbHbl
o 1 Mpo3payHasa 6ecuBeTHas XNAKOCTb 1 npobupka 130 mkn
KOHTpPOJIbHbIN 06pa3zew,

Bce KOMMNOHEHTHI

Habopa peareHToOB TrOTOBbI

AONOHUTENBLHOW NOAroTOBKU K paboTe.

KOoMNAeKTHOCTb:

K MNpUMEHEHUNK U

- Habop peareHTOB B O4HOM M3 BapMaHTOB UCMOJIHEHMS — 1 WT.

- MHCTpYKUNS NO NPUMEHEHMUIO — 1 3K3.

- Bknagbiw - 1 5K3.

- MacnopTt — 1 3K3.

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 onpepenenuii (He 6onee
12 nocTtaHOBOK), BK/lOYas aHain3 HEM3BECTHbIX 06pas3uoB, OTpULATENbHbIX KOHTPOSbHbIX
06pasuLoB N NONOXKUTENbHBIX KOHTPOJIbHbLIX 06pa3LoB.

Habop peareHToB B (pacoBke U paccunTaH Ha nposeaeHune 96 onpeaeneHnin npu ycriosum
NOCTaHOBKM He MeHee 5 o06pasuoB B OAHOM uMccnepoBaHuMn (3 HEM3BECTHbIX obpasua,

oTpuUaTeSbHbIN U MONOXUTENbHbIN KOHTPOJIbHblE 06pa3ubl).

2.3 MpuHUMN MeTona

MeToa: MonumepasHaa uenHaa peakumsa (MUP) ¢ geTekumen pe3ynbTaTOB: B pexume
peanbHOro BpEMeHU, KaueCTBEHHbI aHanms.

MpuMHUMN MeToaa OCHOBaAH Ha WCMONb30BaHMKM npouecca amnandukaumn OHK
C NoMouWwblo nosimMepasHon uenHon peakuunm (MUP). Mpouecc amnndukaumm 3akar4aeTcs
B CEpMN MOBTOPSIOLWNXCA UMKNOB TemnepaTtypHoM geHatypaumn [OHK, oTxura nparnmepos
C KOMMNEMEHTapHbIMM NOC/IeA0BaTeIbHOCTAMM U MOCAeAyoLWen AOCTPONKN NOSMHYKNEOTUAHbIX
uenen Tag-nonmmepasomn.

Onsa noBblWeHWA 4YyBCTBUTENBHOCTM U cneuyudUYHOCTM peakuum npenycMoTpeHo
NnpUMeHeHne «ropsiuero» crapta. [Ana ¢gacoBkmn S «ropaumii» ctapt obecneuymBaeTcs METOAMKOM
NPUroTOBAEHUS PEaKLMOHHOM CMEeCW, COCTOsLEN U3 ABYX CNOEB, pa3faenéHHbIX MNPOCIONKOM
n3 napadurHa. CmeweHne cNoés 1 NpespalleHe Nx B peakuMOHHY CMeCb NMPOUCXOAUT TOSIbKO
nocne nnaeneHuMs napaduHa, 4UYTO MUCKOYaeT Hecneuuduyeckoe CBA3bIBaHWE MpalriMepoB
¢ [OHK-muweHbto npu 6onee HU3KMX TemnepaTtypax. <«lopsuui» cTtapt ansa dacosku U
obecneynBaeTcsa NCNonb30BaHMEM NONMMeEpPasbl, aKTUBHOCTb KOTOPOM 6/10KMpoBaHa aHTUTENaMu,
aKTMBauus epMeHTa NpoOMCXOAWT TONbKO MOCMe npeaBapuUTeSlbHOro MNporpesa peakLMOHHOWN
cMecn npu 94 °C. D710 nckndaeT Hecneundmyeckoe cBs3biBaHne npanmepos ¢ AHK-MuweHbto
npwn 6onee HU3KUX TemnepaTypax.

B peakuMoHHYl cMecb ansa amnnmdurkaumm seegeHbl JHK-30HAbI, KaXablil N3 KOTOPbIX
conepxut dyopecueHTHY0 MeTKy W racutenb dnyopecueHumn. Tpu  obpasosaHum
cneundundeckoro npoaykrta AHK-30HA4 pa3pyliaercs, AencTBue racmtenst Ha pnyopecueHTHYo
MeTKy npeKkpawaeTcs, 4YTo BeAEéT K BO3pacTaHU YpoBHA dJyopecueHUnn, KOTOpbIi
dukcupyeTca  getekTupyrlowmMm  amnaudukatopoM. Konanm4yectBo  paspyLlleHHbIX  30HAOB
(a, cnepoBaTesibHO, M YpoBeHb dlyopecueHumMn) yBenan4mBaeTcs NnponopLnoHanbHO KOMYecTBy
obpasoBaBwnxcs cneundunyeckux MNpoAYKTOB amnamdukaumm. YpoBeHb dayopecueHumn
N3MepseTcs Ha KaXKAoM LuKie aMmnandukaumm B pexuMe peasbHOro BpeMeHMu.

B coctaB cMecu ana amnnmdukaumm BKIKOYEH BHYTPEHHM KOHTponb (BK), KoTOpbIn
npeAHasHa4vyeH Ans KOHTPOAS NPOXOXAEHUS NOSIMMEPA3HON LenHON peakumu.

B coctas AHK-30HAa, ncnonb3ytowerocs Ang AeTeKunu npoaykta amnandukaummn JHK
Streptococcus pneumoniae, BkNtodeHa dnyopecueHTHas MeTka Fam. B coctas [OHK-30HAa,
MCNONb3YIOLLErocs Ana AeTekuMn NpoaykTa aMmnnmdukaunum BHYTPEHHEro KOHTPOAs, BXOAUT
dnyopecueHTHbIn KpacuTenb Hex. B Tabnuue 1 npuBeaeHbl KaHanbl AeTekuuMn MNPOAYKTOB

amnandunkauun.
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Ta6bnuua 1 - KaHanbl geTekumy npoayKToB amMnandukaumm

Fam/Green Hex/Yellow/Vic Rox/Orange Cy5/Red Cy5.5/Crimson
Streptococcus BK _ _ _
pneumoniae

NccnegoBaHme cocTomT n3 cneaylowmnx atanos: BolgeneHne AHK (npobonogrotoBka) m
nupP-amnandukauma AOHK c getekumeinn pes3ynbTaTOB B peEXWMME peasibHOro BpEMEHU

C ncnonb3oBaHMeM Habopa peareHToB Streptococcus pneumoniae.
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3 AHAJTUTUYHECKME U ANATHOCTUYECKUE XAPAKTEPUCTUKMU

3.1 AHanuTn4yeckas cneunpmnyHoOCTb

B obpasuax 6uonorvyeckoro matepuana 4venoseka, copaepxawmx AHK Streptococcus
pneumoniae, nporpaMMHoe obecnedeHuMe AeTeKTUpy LWero aMmniamdukartopa  AOSKHO
perMcTpupoBaTb MONOXKUTENbHbIM pe3ynbTaT aMmnandukaumm cneundumyeckoro npoaykrta
(dbparmeHTa reHoma Streptococcus pneumoniae) no KaHany agetekuum Fam/Green.

B o6pa3uax buonormyeckoro matepuana, He cogepxawmx OHK Streptococcus pneumoniae,
nporpammMHoe obecnedyeHne pgeTekTupylwero aMmnandukaTopa AOMKHO PperncTpmpoBaTtb
oTpuuaTenbHbIN pe3ynbTaT amnamdukaumm cneundurdeckoro npoaykrta (dpparmeHTa reHoma
Streptococcus pneumoniae) no KaHany getekumm Fam/Green v MNONOXWUTENbHbINM pe3ynbTaT
amnnmdunKkaunm BHYTPEHHEro KOHTPOAS No KaHany getekumnm Hex/Yellow/Vic.

lMokasaHo OTCYTCTBME Hecneumdrnyecknx rnoaoXnTeNbHbIX pe3ybTaToB aMnandukaumm
npu Hannuum B obpasue PHK Influenza virus A(H3N2), Influenza virus A(HIN1pdmOQ9), Influenza
B 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, AHK Human
Adenovirus, Human Bocavirus, Bordetella parapertussis, Bordetella pertussis, Chlamydophila
pneumoniae, Haemophilus influenzae, Klebsiella pneumoniae, Moraxella catarrhalis, Mycoplasma
pneumoniae, Staphylococcus aureus (methicillin-resistant), Legionella pneumophila, a Takxe JHK

yenoBeka B KOHUeHTpauuu o 1,0x108 konuii/mn obpasua.

3.2 NHTepdepupytowme BewwecTsa

Hanunumne wuHrubutopos [LUP B o06pa3sue 6Guonormyeckoro martepumana MoxeT 6biTb
MPUYMHON COMHUTENbHLIX (HeomnpeaenéHHbIX/Hea4OCTOBEPHbIX) pe3ynbTaTtoB. [puM3Hakom
MHrnébmposanusa T[LUP saBnsetca oOAHOBpPEMEHHOE OTCYTCTBME aMnInduKauum BHYTPEHHEro
KOHTpOAS 1 cneunduryeckoro npoaykra.

K nHrnémutopam MNLP oTHeceHbl cneaywowme BewecTBa: reMornobmH 1M nekapCTBeHHble
npenapaTtbl, NpucyTcTeytowmne B obpasue AHK B pe3ynbtaTe HEMOMHOrO yaaneHus B rnpolecce
BblaeneHmna OHK n3 obpasua 6buomaTepmana, a Takxe M30MponuaoBbIA CAMPT M MeTuaauerar,
npucyTcTeytowme B obpasue AHK B pe3synbTate HEMOSIHOIO yAasieHMs NPOMbIBOYHbIX PacTBOPOB
B Xo4e npobonoaroToBKMy.

MakcuManbHble  KOHUEeHTpauunm  uHTepdepupylowmx  BewecTs, MNpuM  KOTOPbIX
He Habnwopganocb BAMAHME Ha aMmnandukauuio nabopaTopHbIX KOHTPOJIbHbLIX 06pa3uoB u
BHYTPEHHEro KOHTpPOJIbHOro obpa3sua coctaBnsawT: remornobuH - 0,35 mr/mn obpasua AHK,
n3onponunoBblin cnupt — 100 Mkn/mMn obpasua AHK, metnnauerat — 100 mkn/mn obpasua AHK.

[0Nna oueHKM BO3MOXHOW MHTepdepeHuMn neKapCTBEHHbIX npenapaTtoB 6biin BbibpaHbl
Te, KOTOpble MOTeHUMasbHO MOryT MPUCYTCTBOBATb B OCTATO4YHbIX KOoNMdecTBax B bnonornyecknx
obpa3uax 4enoBeka, B3ATbIX M3 COOTBETCTBYHLUMX WUCCIeayeMbiXx 6uoTonoB (XNoprekcuaunH
6urniokoHaT, JlazonsaH® PUHO, PUHODNYUMYLINN®, TusanH® Knaccuk, Cnpeir TaHTymM® Bepae,
rekcopan® PactBop, Bepoayan®, Canbbytamon-TeBa, MpunndepoH® Kannu HasanbHbie).

Onsa Bcex uccneayemblX NEKapCTBEHHbIX NpenapatoB 6bIs10 MOKasaHO OTCYTCTBME UX

BINSIHMS B KOHUeHTpauun go 10% B obpasue 6buomatepmnana.
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3.3 Mpenen obHapyxeHus

Mpenen ob6HapyxeHus

Ha aMNAMMUKaLMOHHYO NMpobupky.

Mpepen obHapyxeHuUs

cocTtaBnder

yCTaHOBNEH

5 konun

nyTém

nabopaTopHoOro KoHTponbHoro obpasua (JIKO).

daHaJin3a

CEPUINHbIX

’ AHK-TEXHONOrusa

DHK  Streptococcus pneumoniae

pa3BeaeHuin

Mpepen obHapyXeHWs COOTBETCTBYET CreAYWMM 3HavyeHusM KoHueHTpauun [OHK

Npu UCNONMb30BaHUN YyKa3aHHbIX HAboOpOB/KOMMIEKTOB peareHToB Ana BblaeneHus HK u

KoHe4yHoro o6bvéma antoumn (passeaeHuns) sblgeneHHomn AHK:

HanmeHoBaHue 061béEM Mpepnen
BunomaTtepmnan Habopa/xoMniaekTa noJiy4eHHOoro o6Hapy)xeHus,
ana sbigenexnnsa AHK npenapara, MKJ1 | konui/o6pasey
MPOBA-HK 50 50
MPOBA-HK-MOC 300 300
Ma3s0K 13 HOCOrMIOTKM, POTOrMIOTKM MPOBA-MY-PANNA 100 100
B 500 MK TpaHCNopTHOW cpeabl! MPOBA-PANNA 500 500
MPOBA-ONTUMA 400 400
MPOBA-MY-PANNA 11 100 100
BpoHXx0anbBEONAPHbIN NaBax,
MOKPOTa, nneBpanbHaa XNAKOCTb MPOBA-HK 50 50
(npu BblAENEHUM
13 500 mkn obpasua),
HasodapuHreanbHbIl,
3HAOTpaxeasnbHbIh acnupat (nNpu MPOBA-HK-MNJItOC 300 300
BbigeneHnm n3 1,0 mn obpasua)
3.4 AunarHoctmyeckne xapakTepucTuku
Bup AnarHocrnyeckas AnarHocrnyeckas
6uomaTepuana 4YyBCTBMUTEJIbHOCTb cneunduyHOCTb
Ma30K 13 HOCOrnoTKMU 100% 100%
(95% AN: 86,28% — 100%) (95% AN: 86,28% — 100%)
Ma30oK 13 poTOrn0TKM 100% 100%
(95% [OWN: 86,28% — 100%) (95% [OWN: 86,28% — 100%)
BpoHx0anbBeoNsApHbIN NaBax 100% 100%
(95% [OWN: 86,28% — 100%) (95% [OWN: 86,28% — 100%)
DHAoTpaxeanbHblli acnupart 100% 100%
(95% AN: 86,28% — 100%) (95% AN: 86,28% — 100%)
HasodapuHreanbHblli acnvpat 100% 100%
(95% AN: 86,28% — 100%) (95% AN: 86,28% — 100%)
MokpoTa 100% 100%
(95% AN: 86,28% — 100%) (95% AN: 86,28% — 100%)
MneBpanbHas XUAKOCTb 100% 100%
(95% AN: 86,28% - 100%) (95% AN: 86,28% — 100%)
Utor 100% 100%
(95% AN: 97,91% - 100%) (95% AN: 97,91% - 100%)

3.5

BocnponsBoaAMMOCTb 1 MOBTOPAEMOCTb

BocnpoussoanmocTb coctasnseT 100%.

MosTopsiemocTb cocTtasnsieT 100%.

1 - B KauyecTBe TpaHCI'IOpTHOI;'I cpeabl ncnosb3oBanacb TpaHCrnopTHada

000 «OHK-TexHonorusa TC», Poccusa, PY N P3H 2020/9640

cpepa ans 6uonpo6 CTOP-O,
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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 MaTepuasnoMm, CoAepXXalmMm MUKpoopraHumsmbl I-IV rpynn
MaToreHHoCTn», C cobnogeHmneM caHuTapHbIX npasua n HopM CaHlunH 3.3686-21 «CaHuTapHO-
annaeMmnonornyeckme tpebosaHus no npodunakTuke MHMOEKUNOHHbIX 6onesHen».

HenseecTHble o06pa3ubl paccMaTpuMBalTCA Kak MNoTeHuManbHoO-onacHblie. Mpu pabote
c HabopoM peareHTOB cneayeT HageBaTb OAHOPA30Bble NepyaTkmn 6e3 Tanbka.

Mpn paboTte ¢ MukpoopraHuamamu I-IV rpynn naTtoreHHoCcTu BblGOp TMMa 3aWMUTHOro
KocTioma (pabouer opexabl M CpeacTB MHAMBUAYAJIbHOW 3aluTbl) NPOBOAUTCS B CTPOroM
COOTBETCTBMW C CaHUTapHbIMK NpaBunamMu n Hopmamm CaHluH 3.3686-21 v onpeaenseTcss BUAOM
B0o36yauTens, paboyel 30HOMN, OCHaweHneM ee 6bokcamu buonornyeckon 6esonacHoOCTu.

CnepyeT UCNonb30BaTb TO/IbKO OAHOPA30Bble HAKOHEYHUKN U NPO6bmpKN.

He ponyckaeTca WCNoOAb30BaHWE OAHMX W TeX Xe HakKoHeyHuKkoB npu obpaboTke
pa3nnyHbix o6pa3uos 6nonorMyeckoro maTepuana.

K pabote c HabopoMm peareHTOB JoMnycKaeTcsd nepcoHan, obydyeHHbln MeToAaMm
MOJIEKYNAPHOM ANArHOCTUKM M NpaBunamM paboTbl B KIIMHUKO-ANArHOCTMYECKON nabopaTtopun.

Boipenenvne AHK cneayet nposoanTb B 6okcax buonormyeckon 6esonacHoctum II knacca.
MoarotoBky K MUP c ncnonb3oaHneMm Habopa peareHTOB BO3MOXHO npoBoauTb B lNMLP-60kcax.

3anpewaeTca nepemelleHne nabopaTtopHoro ob6opyaoBaHUsA, B TOM 4Yucne A03aTOpoB,
WTaTMBOB, JlabopaTOPHOM MOCyAbl, XanaToB, rOMOBHbIX Y6OpoOB M nNp., a TakXe pacTBOPOB
peareHToB U3 O4HOro NMoOMeLleHnsa B Apyroe.

[losaTopbl AOMKHbI 6bITb COOTBETCTBYHOLWMM 06pa3oM noBepeHbl (B aKKpeAMTOBaHHbIX
nabopaTtopuax) n NpoMapKMpOBaHbI.

Ncnonb3oBaHHble OAHOPa30Bble MPUMHAANEXHOCTM (NPOBUMPKKM, HAKOHEYHUKW U Ap.)
OO/MKHbI  cbpacbiBaTbC B KOHTEMHep A9  MeAMUMHCKMX  OTX0A0B,  COoAepXKalimi
Ae3nHduumpyowmnin pacteop (Npn HeobxognmocTtn).

MoBepxHOCTM paboumnx CTOMOB, a TaKXe NOMeLLEHNS, B KOTOPbIX MPOBOANTCS BblAeNeHne
HK n nocrtaHoeka [UP, cnegyet obsizatenbHo, A0 W nocne nposeaeHuss pabot, obnayuatb
C noMoublo bakTepmumMaHbIX YCTAHOBOK B TeveHune 30 MUHYT.

Bce noBepxHocTn B nabopatopumn (paboume cTtonbl, wWTaTuBbl, obopyaoBaHue un ap.)
eXegHeBHO MoABepratoT BfaxHon ybopke C MpUMEHEeHMEM Ae3nHPUUUPYOLWMX/MOKLWMX

CpeAacCTB, perfiaMeHTUpPOBaHHbIX CaHUTapHbIMW NpasuiamMu n Hopmamm CanluH 3.3686-21.

BHMUMAHME! YTunusnposaTb 0TX0Abl C npoaykTamu MLP Heo6X0ANMMO TONMBKO 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 0oTXoAbl Kfacca B, KOTOpble YTWUAM3MPYKOTCS B COOTBETCTBMM C TpeboBaHMSAMMK
CaHuTapHbIX npasun U HopM CaHluH 2.1.3684-21 «CaHuTapHo-anuaeMuonormyeckme
TpeboBaHMA K coaepXaHWUIO TEPPUTOPUIN TOPOACKNX U CENMbCKUX 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 KOMIMOHEHThLI B Habope peareHToB

Hanuuue/oTtcyrcrBue

6K°M"°"e“T ONacHOro KOMMNOHeHTa YKasaHue Ha pUCKM
Habopa peareHTOoB
pap ®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 A3unp HaTpusa A3unp HaTpusa vq) 1Py
. KaK onacHbIA ANns 340p0Bbs
KOHTPO/bHbIN 06pasel meHee 0,1% MmeHee 0,1%

yenoBeka un OKDY)KaPOLIJ,e17I cpeabl

Mpn pabote c Habopom peareHTOB cregyeT MCNOMb30BaTb CPeACTBa MHAMBUAYASIbHOW
3aWmnTbl AN NpefoTBPaALLEHMS KOHTaKTa C OpraHu3MoM 4enoseka. lMocne okoH4YaHus paboThl
TLWATENbHO BbIMbITb PYKU. M36eraTb KOHTaKTa C KOXeH, rnasaMm 1 CIM3ncTbiMm 060104KaMM.

Mpyn ncnonb3oBaHMKM MO Ha3Ha4vYeHUto n cobnaeHnn 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 NCTeEYEHNKO CPpOKa rogHoCTmn Ha60pa peareHTos.

MpuMmeuyaHne - Habop peareHTOB He COAEPXKUT MaTepuanoB BUONOTMUECKOro MPOUCXOXAEHMS,
BELLECTB B KOHLEHTpaUuaxX, 06/1aaaiolmx KaHLEpOreHHbIM, MyTareHHbIM AEACTBUEM, @ TaKXe BANSAIOLLMX
Ha penpoayKTUBHY (yHKUMIO 4YenoBeka. lpuW MCNONb30BaHWM MO Ha3Ha4YeHWto U cobnogeHun Mep

NpefoCTOPOXHOCTU ABNsAeTCA 6e30nacHbIM.
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5 OBOPYAOBAHUE U MATEPUAJDbI

Mpwn paboTe c HabopoM peareHToB TpebytoTca cneayowme obopyaoBaHne, peareHTbl U

pacxXogHble MaTeEpUalbl:

dacoBka U,

dacoBka S
AO3UpOBaHue
O6opynoBaHue, peareHTbl U pacxogHble MaTepuabl p———
cTpunbl! | Npo6upKK | pyyHoe
3UnpoBaHHoe
MLP-6okc na na Aa Aa
amnandunkaTop C AeTeKunen B pexuMme peanbHOro
¢ tkarop p P na na na na’
BpPEMEHMU
MUKpoLEeHTpudyra-BopTeKkc Aa ha ha aa
OTOp AN MUKPOLEHTPpUdYrn-sopTekca A1 CTPUMOBaHHbIX
poTop A p LeHTpudy P A P ha HeT HeT HeT
npobmpok o6vEmom 0,2 Mn
XONOAUIBHUK C MOPO3UIbHOW KaMepom ha aa aa aa
wratme «paboyee MecTo» ass Npobupok o6véMom 0,2 Mn HeT aa nat HeT
wraTme «paboyee MecTo» A/ CTPUNOBAHHbIX NPO6MPOK
. ha HeT HeT HeT
o06bémom 0,2 mn
wTaTuB «pabouee MecTto» ansa Nnpobupok o6vémom 1,5 mn aa na na na
[03aTOpbl MEXaHNYECKME WU SNEKTPOHHbIE MEPEMEHHOM0
o6béMa ogHOKaHanbHble, No3BonsLWwme oTbmpaTtb
N Aa ha ha aa
06béM xunpkoctm ot 2,0 no 20 mkn, ot 20 go 200 mkn,
ot 200 go 1000 mkn
HaKOHEYHWKM Of4HOpa30Bble C HGUIbTPOM 4SS
noslyaBTOMaTM4eCKUX 403aTOpoB, cBo6oaHble oT PHKa3 u aa aa aa aa
OHKa3, o6bémom 20 Mk, 200 mkn, 1000 mkn
WwTaTMB AN 403aTOPOB aa aa aa aa
NpobMpKM MMKpoUEHTPUPYXHble 06BbEMOM 1,5 Mn
P P P pudy ’ na na na na

C Kpblwkammn, ceoboaHblie oT PHKaz n [HKa3
npobmpkn amnandukaumoHHbole o6bémom 0,2 mn
C Kpblwkamu, ceobogHblie oT PHKas n [JHKa3 HeT HeT aa HeT
nnu MyukponnaHwet MUP 96 nyHok>

OAHOpa30Bble NepyaTkm MeaunumHckme, 6e3 Tanbka,
TEKCTYPUPOBaHHbIE

éMKOCTb AN cbpoca Mcnonb30BaHHbIX HAKOHEYHUKOB,
NpobunpoK 1 Apyrnx pacxogHblX MaTepuasnos

YcTponcTeo gosuvpyowee ATCTpuM

no TY 9443-005-96301278-2012 B BapmnaHTe UCNOSHEHUS
12M1 uvnm 15M1, OO0 «HIMO AHK-TexHonorusa», Poccus,
PY N¢ P3H 2015/2982, nanee no tekcty — ATcTpum
0ZHOpPa30Bble HAaKOHEYHUKM C PUNLTPOM ANS A03MPYIOLLEero
ycTponcTtea ATcTpum B KoMnnekTaunm *M1, ceoboaHbie OT
PHKa3 n [1HKa3, o06béMom 200 MK MM peKOMeHAOBaHHbIE
[OJ151 @aHaNIorMYHOr0 UCNoJib3yEeMOro A03MpPYIOLEro yCTPOMCTBa
YcTpolcTBO ANA 3ane4yaTbiBaHUs naaHweTtos ATnak,

000 «HMNO OHK-TexHonorusa», Poccusa

ueHTpudyra c RCF (g) He Huxe 100, c aganTtepoM AN
MUKPOMJIaHLLETOB

nosMMepHas TepMon/iéHka ANns 3anedaTbiBaHWs
MUKPOMJIaHLLETOB

aa Aa Aa Aa

Aa Aa Aa Aa

HET HET HET Aa

HET HET HET Aa

HeT HeT nat na

HeT HeT nad na

HeT HeT nad na

MukponaaHwet MUP 384 nyHku HeT HeT HeT na
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dacoBka U,

dacoBka S
AO3MpOBaHue
O6opynoBaHue, peareHTbl U pacxogHble MaTepuabl p———
cTpunbl! | Npobupku | py4yHoe
3MpoBaHHOE

TpaHcnopTHas cpeaa (Npu HEO6XO0AMMOCTU), PEKOMEHAYETCS MCMOIb30BaTb TPaHCMOPTHYO cpeay Ans
6unonpob CTOP-®, 000 «[HK-TexHonorusa TC», Poccusa, PY N2 P3H 2020/9640

dunsmnonornyecknin pacrsop (0,9% NaCl) ctepunbHbIn (Mpn HEO6XOANMMOCTI)

Ha6op/KOMMNNEKT peareHToB AN BblaeneHus HK n3 6monornyeckoro matepuana’, peKoMeHAyTCs:
— KomnnekT peareHToB ANns BblaeneHns HyknenHosbix kucnot MPOBA-HK/MPOBA-HK-MTHOC
rno TY 9398-035-46482062-2009 B ¢popMax komnnekTaumm: komnnekt NMPOBA-HK,
komnnekTt MPOBA-HK-MJTIOC, 000 «AHK-TexHonormna TC», Poccusa, PY N2 ®CP 2010/08867;
— Habop peareHTOB ANs BblAeNEHUA HYKNEeNMHOBLIX kKucnoT MPOBA-MY no TY 9398-088-46482062-2016
B bopme komnaekTauum NMPOBA-MY-PANMNA, OO0 «AHK-TexHonorus TC», Poccus,
PY N2 P3H 2017/5753;
— KomnnekT peareHToB ans sblgenedunsa AHK MPOBA-PAMWA no TY 9398-015-46482062-2008,
000 «[OHK-TexHonorusa TC», Poccus, PY N2 ®CP 2008/02939;
— Habop peareHToB Ang BbigeneHna AHK yenoseka, 6aktepwuii, BUpycoB u rpnbos u3s 6Monornyeckoro
MaTepuasna 4yenoBeka U KynbTyp MukpoopraHusmos (MPOBA-OMNMTUMA)
no TY 21.20.23-124-46482062-2021, OO0 «[HK-TexHonormna TC», Poccus, PY N2 P3H 2022/17496;
— Habop peareHToB ans sBbigeneHna AHK/PHK yenoseka, 6aktepuin, BupycoB u rpnbos us
6uonornyeckoro matepmana yenoseka (MPOBA-MY-PANUA II) no TY 21.20.23-136-46482062-2023,
000 «OHK-TexHonorusa TC», Poccus, PY N2 P3H 2024/23205.
AononHutenbHO ANnAa nNpefao6paboTkmn 6poHX0aNbBEOJISIPHOro laBa)<a, NieBpaJ/ibHOM

XXNAOKOCTMH, Hasocbapm-lreanbl-loro U 3HAOTpaxeaJibHOro acnuvparta:

6okc 6monormnyeckomn 6eszonacHoctn II knacca

NpobMpKM MMKPOUEHTPUDYXKHbIE 06BbEMOM 1,5 MA C KpbiwKkaMm, cBoboaHbie oT PHKa3 1 HKas

ueHTpudyra ans npobupok o6vémom 1,5 mn, ¢ RCF(g) He Hmxe 12000

[Ee3NHOUUMPYIOLWMA pacTBOp

MpuMeuaHuna Kk Tabnuue:

1 — He ncnonb3yeTcs Ana AeTekTupyolero amnandukaTopa Rotor-Gene Q

2 — panee No TEKCTY — AETEKTUPYIOWMIA amnamdukaTop; TpebyeMble NapaMeTpbl AETEKTUPYOLLUNX
aMnanpunKaTopoB yKasaHbl HUXE

3 - BanMANPOBaH AeTeKTUpyLlWmin amnandukaTop «ATnpaiiMm» (Moandukauua OTnpaiMm» *X*),
000 «HMO OHK-TexHonorus», Poccusa, PY N2 ®CP 2011/10229

4 — TONbKO MpPY UCMOMb30BaHNKN NMPOBGUPOK

5 — He UCNo/b3yeTca ANa AeTEKTUPYIOLWMX aMmnandukatopos «4Tnant» u Rotor-Gene Q

6 — TONbKO NPU NCNOMb30BaHUN MUKPOM/IAHLIETOB

7 — BO3MOXHOCTb MCMNOJIb30BaHMs Habopa/KoMMniekTa peareHToB Ans BblaeneHuns OHK Streptococcus
pneumoniae onpepgenseTcs BuaoM 6uonornyeckoro matepunana (7.1)

Ha6op peareHTOB NpMMEHSIETCS C AETEKTUPYIOWMMU aMNIndUKaTOpaMm NAaHWETHOrO U
pPOTOPHOrO TMMa@ C CUCTEMOW JeTeKumm IyopecUeHTHOro CuUrHana B pexuMe peasibHoro
BPEMEHW, 3aperncTpMpoBaHHbIMW B YCTAHOBJIEHHOM nopsiake B P® M COOTBETCTBYHOLMMMU

cneayowmm TpeboBaHUaM:

obecneunBaetcsa pabota ¢ 06LEMOM peakuMoHHOM cMecn 35 Mk (dacoBka S) mnm 18 mMkn
(cdpacoska U);

- obecneunBaetcsa pabota ¢ payopodopamm: Fam, Hex (Vic);

- nogorpesaemas Kpbllwka ¢ Temnepatypoi 6onee 100 °C;

- CKOpPOCTb Harpesa He MeHee 2 °C/c;

- CKOpPOCTb OXxJlaxkaeHus He MmeHee 1 °C/c;

- TOYHOCTb NOAAEPXAHUSA N OIHOPOAHOCTb TeMnepaTypbl He 6onee = 0,4 °C.
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Ona paboTbl ¢ HabopoM peareHTOB BalWAWPOBaHbl Cheayllue AeTeKkTupylowme
aMnnmdunkaTopsbl:
- AMnnndukaTop aetektmpytowmii «ATnpanm» no TY 9443-004-96301278-2010 (Moandurkaums
«ATnpanm *M*»), 000 «HMNO [OHK-TexHonormna», Poccus, PY N2 ®CP 2011/10229, panee
no Tekcty — «ATnpanim»;
- AMnandukaTop getekTmpytowmin «ATnpaiM» no TY 9443-004-96301278-2010 (Moandmkaums
«ATnpanm *X*») 000 «HMNO AHK-TexHonorusa», Poccma, PY N2 ®CP 2011/10229 (Tonbko ans
Habopa peareHToB B acoske U Ans aBTOMaTU3MPOBAHHOIO A03MPOBaHUSA), Aafiee No TeKCTy -
«ATnpanm» B Mogndunkaunm «4Tnpanm *X*»;
- AMnnndukaTop getektupyrowmnin «ATnant» no TY 9443-003-96301278-2010 (moandmkaums
«OTnant *S*»), 000 «HIMO AOHK-TexHonorua», Poccusi, PY N2 ®CP 2011/10228 (Tonbko ans
Habopa peareHToB B dacoBke S; B pacoBke U ansa py4yHoOro A03nMpoBaHMs Npu MCNosb30BaHUMU
npobupok), ganee no Tekcty — «4Tnant»;
- Mpnbop ans npoBeaeHUs NOMMEPA3HOM LIEMHON peakumn B pexmnme peanbHOro BpeMeHwu
Rotor-Gene Q, QIAGEN GmbH, Tepmanusa, PY N2 ®C3 2010/07595 (tonbko ans Habopa
peareHToB B pacoBke S, npobupku; B hacoske U aAns py4yHOro A03MPOBaHUS NpPU MCNOb30BaHUK
npobupok), ganee no Tekcty — Rotor-Gene Q;
- TepMouuknep ans amnandukaumm HyknemHosblX kucnotT 1000 ¢ MoayfneM peakuMOHHbIM
ontuyeckmm CFX96 (Optical Reaction Module CFX96), Buo-Paa JlabopaTtopues, WHk; CLUA,
PY N2 ®C3 2008/03399, nanee no Tekcty — CFX96;
- AMnnudukaTop HyknemHoBbiX kucnot Applied Biosystems QuantStudio 5 ¢ rubpuansaumoHHo-
dnyopecueHTHOM  geTekumen  npoayktoB [P B  pexmme  peanbHOro  BpeMeHW,
«Jland TekHonogxuc Xonauurc Mre. Jita.», CuHranyp, PY N° P3H 2019/8446, nanee no TekCty -
Applied Biosystems QuantStudio 5.

Mo BonpocaM MPUMEHEHUS OETEKTUPYIOWMX aMmandUKaToOpoB, HE YKa3aHHbIX BbllUE,

TpebyeTcsa cornacoBaHWe C NPoOM3BOAUTENIEM Habopa peareHToB.
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6 AHAJTIUSNPYEMbIE OBPA3Lbl

6.1 MaTepuan ons nccneaoBaHus
[ns nccnepoBaHna MCNoOAb3YyOT MA30K M3 HOCOM/I0TKW, POTOr/I0TKM, 6POHX0aNbBEONSPHbIN

NnaBaX, 3HAOTpaxeasnbHbIl, Ha3ohapuHreanbHblA acnMpaTt, MOKPOTY, NAEBPasibHYO XUAKOCTb.

6.2 O6bwme TpeboBaHus

6.2.1 NccnepoBanHme w™etogoMm T[UP oTHocutcs K npsiMbiM  MeTogaM JlabopaTopHoro
nccnenoBaHMs, No3TOMy B3ATME 6MonorMyeckoro Matepuana 4yesnopeka Heobxoammo
NMpoBOAUTb U3 MeCTa SIoKanmn3aunm MHPEeKLMOHHOro npouecca. PeweHne o Heo6xoaMMOCTH
nccnenoBatb Ty WAM MHYHO NOKaau3auumio NMpuHUMaeT nedalinii Bpad Ha OCHOBaHMMU
CcobpaHHOro aHaMmHe3a M KJIMHUYECKOM KapTuHbl 3aboneBaHus.

6.2.2 [ns nony4YeHMs KOPPEKTHbIX pe3ynbTaTtoB 60/blOe 3HAaYEHME MMEET KayecTBO B3ATUSA
obpasua 6uomaTepmana ANS WUCCNeAOBaHWUSA, ero XpaHeHue, TpaHCNopTMpoBaHue U
npeasaputensHaa obpabotka. HenpaBuibHOe B3siTMe buomaTepuana MOXeT MpMBeCTU
K MNONyYEHUIO HeAOCTOBEPHbIX pe3ynbTaToB M, BCNEeACTBME 3TOro, HeobxoAMMOCTU ero
MOBTOPHOIO B3ATUA.

6.2.3 Tpun Heo6X0ANMOCTU B3SATUS MA3KOB M3 HECKOJSIbKMX BMOTOMOB MOBTOPMTE Mpoueaypy,
Kaxabln pa3 3abupast Matepman HOBbIM 30HAOM B HOBYO Npobupky.

6.2.4 Ha astanax noarotoBkn 6GuomaTepuana u BbigeneHnm wm3s Hero AHK wucnonb3aynte
OZHOPa30Bble HAaKOHEYHUKM C punbTpoM, cBoboaHblie oT PHKa3 n AHKas.

6.2.5 [Ons npepoTBpalleHUss KOHTaMMHAUWWM OTKpbIBAWTE KpbIWKY TONbKO TOW Npobupkw,
Cc koTopon wunaét paborta (BHeceHme obpasua/peakTvuBa, yAaneHue HaAoCan04YHOM
XXMAKOCTM), U 3aKpbiBaiTe eé nocne atoro. He gonyckaercsa pabotatb 04HOBPEMEHHO

C HECKOJTbKMU I'IpO6VIpKaMVI C OTKPbITbIMU KPbILLKaMW.

MpumeyaHue - B3ATMe, nNpeaBapuTeNbHyt0 06paboTKy, XpaHeHWe W NepeBOo3Ky, nepeaadvy
nuccriegyemMoro MaTepuana B Apyrve opraHusaumy OCyLLEeCTBASIIOT COrIaCHO MHCTPYKTUBHO-METOAMYECKUM
[IOKYMEHTaM, perfnaMeHTUpPYIoLWNM BbINO/IHEHNE WCCNEeAoBaHUIM B COOTBETCTBUM C  TpeboBaHUAMMU
MY 1.3.2569-09 n CaHluH 3.3686-21.

6.3 B3aTne matepmana Ha nccnegoBaHue

BHUMAHME! Tlepen BbigeneHnem [OHK Moxer noTpeboBaTbCcs mnoarotoBka o6pasuos

éunonormnyeckoro Mmatepuana (6.5).

6.3.1 Ma3Ku 13 HOCOINOTKMN, POTOFIOTKMN
B3ATne Matepuana oCyLecTBASIOT C NMOMOLbIO CrieunasnbHbiX MeAUUUHCKUX WU3L4enunn,
UMEIOLWNX perncTpauuoHHble yA0CTOBEPEHNS, COrNacHO YCTAaHOB/IEHHOM B 3aBUCMMOCTHU
OT UCToYHUKa bmonornmyeckoro mMatepuana npoueaype (Hanpumep, 30H4 MeAULMHCKUI
OAHOPAa30BbIN cTepusbHbIA PY N2 P3H 2021/13989).
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OrpaHuueHue MeTtopal: MecTHoe NMpUMEeHEeHMe NIeKapCTBEHHbIX NMpenapaTtoB (crnpewu,
Kanau, KpeMbl U Masn) MeHee, YeM 3a 24 4aca Ao nccnegosaHus. MpuM MCNoNb30BaHUMU
as’po30en n apyrnx GopM NIeKapCTBEHHbIX MpenapaToB A4S WUHransuni nNpu nedyeHnm
6poHXManbHO acTMbl MaTepuan ansa nccnenoBaHmin cnegyet 6patb He paHee, YeM Yyepes

TpW 4YacCa nocne nHransauunn.

BHUMAHME! B3atne maTepuana B npobupkum c peaktmsoMm «[MPOBA-PAMNO» ocywecTBnsieTcs

CYXuM 30HAOM! HeobxoanMMO MCKAOUUTb KOHTAKT pactBopa C KO)KGVI, rnasaMmm " Cian3ncCtbiMu

obonoykamu.

6.3.2

6.3.3

Ma3Kku U3 HOCOrNoTKM 6EepyT CyXUM CTEPUSIbHBLIM 30HAOM, AN1S Yero 30H4 BBOASAT NIEerkum
OBVXXEHMEM MO HAPYXXHOW CTEHKE HOCA Ha rNybunHy 2-3 CM A0 HMXXHEN paKoBUHbI. 3aTeM
30HA C/ierka onyckKawT K HMU3Yy, BBOAAT B HMXXHWI HOCOBOW XOA4 MOA HMXKHIOK HOCOBYHO
paKoBWHY, AenaloT BpawaTesibHOe ABMXEHNE N YAANAT BAONb HAPYXKHOM CTEHKM HOCa.
Ma3kn n3 poTorioTkn 6epyT CyxuM CTEpw/ibHbIM 30HAOM, BpalwaTesibHbIM ABUXEHWEM
C NOBEPXHOCTU MUHAANNH, HEBHbIX AYyXEK N 3aAHeN CTEHKM INOTKMN.

Mopsaaok B3ATUS MaTepuana:

MNMocne B3ATUA MaTepuana nepeHecuTe 30HA B NpobUpKy € GU3MON0rMYECKNM pacTBOPOM,
peakTuBoM <«lMPOBA-PAMWA», nu3upylowmMMm pacTBOPOM WM TPAHCNOPTHON CpenoMn,
npeaHa3Ha4YeHHOM MpoOu3BOAUTENEM ANA TPaHCNOPTUPOBaHUS U XpaHeHus obpas3uos
6uonornyeckoro Mmatepuana ana MLUP-nccnegosaHuin, n TwaTtenbHO NPOMONUTE ero
B XMAKOCTM B TedeHue 10-15 ¢, nsberasa eé pasbpbiarnBaHums.

N3Bnekute 30HA W3 pacTBopa W, BpawaTesbHbIM [ABMXEHWEM TMPUXUMaa ero
K BHYTPEHHEN CTeHKe NpobupKM Bbllle YPOBHS pacTBopa, OTOXMUTE U36bLITOK XUAKOCTU.
MoNHOCTbIO yaanuTe 30HA4 U3 NpobUPKU U YTUN3UPYHTE.

MnoTHO 3aKponTe N NpoMapKMpyinTe Npobupky.

BpoHx0anbBeoNApHbIN NaBax, NaeBpanbHas XUAKOCTb

B3ATne maTepmana nNpoBOAUTCA B COOTBETCTBMM C MHCTPYKUMAMU MO MNPUMEHEHUIO
MCnosib3yeMbix HabopoB/KOMMNIEKTOB peareHToB aAns sbliaenenms HK (7.1).

Mpn wncnonb3osaHun ana BbigeneHna [AHK komnnektoB peareHToB [1POBA-HK u
MPOBA-HK-TJTIOC:

B3aTne MaTepuana npous3BOAUTCSA B MNyCTble OAHOPa30Bble MJIOTHO 3aBMHYMBAtOLWMECS
npobupkn o6vEMoOM o 50 M.

B npobupky cobupatoT 6uomatepman B konndyectee He MeHee 500 mkn. Mocne B3ATMA
MaTepuasna npobupky NAOTHO 3aKpbIBAIOT.

DHAOTpaxeanbHbll, Ha3zodhapuHreanbHbIn acnupaT

B3aTne ™MaTepuana npoBOAUTCSH B COOTBETCTBMM C WMHCTPYKUMAMU MO MNPUMEHEHUIO

NCNoNb3yeMbiXx HABOPOB/KOMNNEKTOB peareHToB Ans BblaeneHns HK (7.1).

1

€CIn 3TO HEe nNpOoTUBOPEYUUT TDEGOBaHMﬂM K  UCNOS1b3yEMbIM HaGOpaM/KOMI‘U’IEKTaM peareHToB

ansa sblaeneHuns HK
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Mpu wucnonb3oBaHuuM pnsa BblaeneHns [OHK komnnekTtos peareHtoB [MTPOBA-HK u
MPOBA-HK-IMOC:
B3saTne MaTepmana npousBoAUTCS B NyCTble O4HOPA30Bble MAOTHO 3aBUMHYMBaKOLLMECS
npobupkn o6vEMOM Ao 50 mn.
B npobupky cobupator 6uomaTtepman B KonmyectBe He MeHee 1,0 ma. MNocne B3ATMSA
MaTepuana npobupky NAOTHO 3aKpbiBatoT.

6.3.4 MokpoTa
B3gaTne ™Matepuana npoBOAUTCA B COOTBETCTBMU C WMHCTPYKUMSAMU MO MNPUMEHEHUIO

MCnoJsib3yeMbiX HabopoB/KOMMNIEKTOB peareHToB aAns sbiaenenms HK (7.1).

6.4 TpaHcnopTupoBaHMe n xpaHeHne obpasuos bmonormyeckoro matepmana

YcnoBus TpaHCNOPTUPOBaAHMA W XpaHeHus obpasuoB 6buonornmyeckoro matepuana
onpeaensTcs MHCTPYKUMSAMU MO NMPUMEHEHMIO MCMNOJb3yeMblX HabopoB/KOMMNIEKTOB peareHToB
ansa sblgenenna HK (7.1) nnm ncnonb3yembixX A7 TPaHCMOPTUPOBaHMS M XpaHeHus obpasuos
TPAHCMOPTHbIX Cpea.

Jonyckaetca XxpaHeHune o6pa3uoB 6uonornyeckoro martepuana npu  Caeayrowwmx
ycnoBusax (ecnnm 3To He NpoTuBOpedynT TpeboBaHMAM K MCNOSb3yeMbiM Habopam/KoMniekTam
peareHToB ANns BbligeneHusas HK mnm ucnonb3yembiM ANs TPaHCNOPTUPOBAHUSA U XpaHEHUs

06pa3LoB TPaHCNOPTHBLIM CpeaaMm):

Tabnuua 2 - YcnoBua TPaHCNOPTUPOBAHUS M XpaHeHUss 06pasuLoB 6GMONOrMYEecKoro

MaTepuana nepej sbigenednem AHK

TeMnepaTtypa XpaHeHUs un Bpems
Bbunomartepuan
TPaHCNOPTUPOBaHUSA Ao BbigeneHna AHK
BpoHxoanbBeonsipHbIvi NaBax oT2°Cpo8°C He 6onee 24 yacos
HazodapuHreanbHbIi,
3HAOTpaxeanbHbI acnupar OT MMHYyC 22 °C a0 MuHyc 18 °C He bonee 7 gHew
MneBpanbHasa XnWAKOCTb
oT 2 °C po 8 °C He 6onee 24 yacos
Ma3Kku 13 HOCOrNOTKM, POTOrNOTKM
OT MUHYyC 22 °C go muHyc 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! Cneayet nsberatb NOBTOPHOro 3aMOpaXXnBaHms U oTtamBaHus obpasuos.

6.5 MogrotoBka 6uonornyeckoro Matepuana yenoseka ans ebiaenenms HK

6.5.1 MasKu 13 HOCOrNOTKKN, POTOrIOTKMN, MOKPOTa
MogrotoBka 6Guonormyeckoro wMatepuana (nNnpu HeobxoAMMOCTM) MpPOBOAUTCS B
COOTBETCTBUMU C MHCTPYKUMSAMU MO MPUMEHEHUID MUCMOb3yeMblX HabopoB/KOMMAEKTOB
peareHToB Ans BblaeneHmsa HK (7.1).

6.5.2 BpoHXx0anbBeONSApHbIN NaBax, naespanbHas XuUAKOCTb

6.5.2.1 NepeHecuTe B 0OAHOPA30OBYH MNACTUKOBYI Mpobupky ob6véMom 1,5 mn 500 mkn

MaTepuana.

6.5.2.2 UeHTpudyrmnpynte npobupky npm RCF(g) 12000 - 16000 B TeveHue 10 MuH.
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6.5.2.3

6.5.2.4

6.5.2.5

6.5.2.6

6.5.2.7

6.5.3
6.5.3.1

6.5.3.2
6.5.3.3

6.5.3.4

Ypanute HaA0CafOYHYH XWAKOCTb, OCTaBMB B Npobupke npuMepHo 50 mMkn
(ocapok + xuakasa dpakums).

[obasBbTe Kk ocagky rno 500 MKA CTeEpMNbLHOro GU3NOI0rM4YecKoro pacTeopa.
LeHTpndyrmnpynte npobupky npm RCF(g) 12000 - 16000 B TedeHne 10 MUH.
Ypanute HaAOCaAO4YHYK >UAKOCTb, OCTaBMB B npobupke npumepHo 100 Mk
(ocapok + xunakas dbpakums).

MnoTHO 3akponTe Npobupku.

O6pa3zeuy rotos ansa sbiaenenna OHK.

HasodapuHreanbHbIli U SHAOTPaxeanbHbIA acnmpaThbl

MepeHecnTe B OAHOPA30BYK MJACTUKOBYKD npobupky o6vémom 1,5 mn 1,0 mn
MaTepuana.

LleHTpndyrnpyrite npobupky npn RCF(g) 12000 - 16000 B TeueHne 10 MuUH.
Ypganute HaAoCafouHYH XUMAKOCTb, OCTaBuB B npobupke npumepHo 100 Mkn
(ocapok + xugkasa dpakuus).

MNoTHO 3aKkponTe Npobupku.

Obpasey rotoB ansa ebigenenms AHK.
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7 NMPOBEAEHUE AHAJTU3A

7.1 Bboigenenne AHK 13 6mMonormyeckoro matepuana

Ons BbiaeneHns OHK pekomeHAyeTCcs MCNOMb30BaTb Habopbl/KOMMNEKTbl peareHTos,
UMelLme permncTpaunoHHbIe YA0CTOBEPEHUSA Ha MEANLIMHCKOE n3aenne n npeaHasHavyeHHble Ans
COOTBETCTBYOLWUX BNAOB BuoMaTepmana C uenblo nocneayrouwero nccnegosaHna AHK metogom
nupP, wHanpumep, TPOBA-HK, TMPOBA-HK-M/KOC, MNPOBA-MY-PANNA, TMPOBA-PANAA,
MPOBA-OMNTUMA, MPOBA-MY-PAMUA II (Tabnuua 3).

Tabnuuya 3 - Habopbl/KOMNNEKTbl peareHToB, peKoMeHAoBaHHble Ans BbiaeneHna OAHK ans

AanbHENLWEro nccnenoBaHns ¢ UCNosb30BaHMEM Habopa peareHToB Streptococcus pneumoniae

MuHuMmanbHoe
Hab6op/koMmnJieKkT peareHToB, PY BbunomaTtepuan KOJZINYECTBO
anroara, MK
MasKu M3 HOCOrNOTKN, POTOr/IOTKM,
6poHX0anbLBEOASAPHbIN NTaBax,
3HAOTpaxeasbHbIl,
KomnnekT peareHToB NMPOBA-HK, Ha3odapuHreanbHbIli acnupar, 50
PY N2 ®CP 2010/08867 MOKpOTa, njeBpasibHas XUAKOCTb
MasKn 13 HOCOIr/I0TKM, POTOMNOTKMU
(cokpaweHHaa MmeToguka
B cooTBeTcTBUMU C NpunorkeHnem B)
Ma3sKun 13 HOCOIr0TKK, POTOrNOTKM,
6poHX0anbBEOASAPHbIN NaBax,
3HAOTpaxeanbHbIN,
KomnnekT peareHtos NMPOBA-HK-MJTHOC, Ha3odapuHreanbHbIA acnupar, 300
PY N¢ ®CP 2010/08867 MOKpOTa, niaeBpasibHas XUAKOCTb
Ma3Kn 13 HOCOIr/I0TKM, POTOMNOTKMU
(cokpaweHHana MmeToauka
B cooTBeTcTBMMU c NMpunoxxeHuem B)
l};l;?\‘%ppgzarzeoHlT;/E;;ISF>3OBA—MLI—PAI'IVI,EI,, MasKun 13 HOCOrnoOTKM, POTOrNOTKU 100
Komnnexr pearertos MPOBA-PATIA, MasKku 13 HOCOrNOTKN, POTOrNOTKMN 500
PY N2 ®CP 2008/02939 !
Habop pearenTos MPOBA-OMTUMA, Maskun 13 HOCOrnoOTKU, PpOTOrN0TKU 400
PY N° P3H 2022/17496 !
Habop pearenTos MPOBA-MY-PAMIA 11, MasKku 13 HOCOrNOTKKN, POTOrNOTKMN 100
PY N2 P3H 2024/23205 !

Boigenenne [OHK npoBoAAT B COOTBETCTBUM C  WHCTPYKUMEN MO MNPUMEHEHUIO

ncnosblyemoro Habopa/KoOMNIeKTa peareHToB.

BHUMAHME! OgHoBpeMeHHO ¢ Bbligenenmem OHK n3 6uonornyeckoro matepumana Heob6xoammo
NOAroTOBMUTb OTpUUaTeNbHbIN KOHTPOJIbHbLIN 06pa3el, M NpoBecTM ero 4epes BCe 3Tanbl
npobonoaroToBku. [Ana 3TOro pekoMeHAyeTCs WCnosb3oBaTb (HU3MONOrMYECcKUin pacTBop MU
oTpuUaTeNbHbIN KOHTPOJIbHLIN 0bpa3seLl, Bxoaawmi B coctaB Habopa/KoMNaeKTa peareHToB 4N
BblAE/IEHNS HYKNEUHOBbIX KWUCNOT B O06bEME, YKasaHHOM B WHCTPYKUMM MO MNPUMEHEHULO

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

COJTHEYHbIX Jly4el Ha NpPobUpKM CO CMecbto Ana amnandukaumm!
2. [pu ucnonb3oBaHMM Habopa peareHTOB B BapuaHTe MCMNONIHEHMS «dacoBka S, CTPUMbI»
cneayeT cTporo cobnaaTb KOMMIEKTHOCTb CTPUMOB M KPbIWEK K HUM. He NCnonb30BaTh KPbILWKK

K cTpunam us gpyrux Habopos peareHToB!

7.2.1 TpomapkumpynTe no ogHon npobupke/cTpunoBaHHOM npobupke CcO cCMecblo Ans
amnnmdmkaunm, 3anedaTtaHHoOM napaduHOM, 4S9 KaX4oro Hem3BecTHoro obpasua, ansg
OTpMUATENIbHOIO KOHTpOJsIbHOro obpasua (K-) n ana nonoXumtenbHOro KOHTPOJSIbHOIO

obpasua (K+).

BHMUMAHME! KonnyecTso peareHToB paccuynTaHo He 6bonee yeM Ha 12 NMOCTaHOBOK MpU YC/0BUMK
BapmabenbHOro KonnyecTea HeM3BeCTHbIX 06pa3uoB, 1 oTpMUaTeNbHOrO0 KOHTPOAbLHOro obpasua

1 1 NONOXMTENbHOrO0 KOHTPOJIbHOIMO 06pa3sua B KaXaoW NocTaHOBKe.

Mpumep:
Heobxoanmmo npoaHanu3aupoBaTb 4 Hem3BeCTHbIX oObpasua. [Ansg 3TOro  HyXHOo
npoMapknpoBaTb 4 NpobMpKKN A/ HEU3BECTHbIX 06pa3uoB, 0AHY NpobupkKy ana «K-» u
onHy npobupky ansa «K+». Obuwee konnyectso Npobupok — 6.
7.2.2  BcTpsaxHuTe NpobupKy C pacTBOpoM Tag-nosmMmepasbl Ha MUKPOLEHTpudyre-sopTekce
B TeyeHune 3-5 C u ueHTpudyrupymnte Ha MUKpoUeHTpudyre-sopTekce B TeveHne 1-3 c.
7.2.3 [dobaBbTe BO BCe MpoMapKMpOBaHHble Npobupku, He noBpexaas cnon napadwuHa,

no 10 mkn pacTtBopa Tag-noanMepassbi.

BHUMAHME! [pu wncnonb3oBaHum ans nposeaeHus [MUP pgetekTupytowero amnnmdukartopa

Rotor-Gene Q MUHepanbHOE Macso B NpobupKu He BHOCUTCS!

7.2.4 [JobasbTe B Kaxayt npobupky (npu HeobxoammocTn) no ogHon kanse (okono 20 mMkn)
MUHepasibHOro Macna. HennoTHO NpukponTe NPOBMPKK/CTPUNbI KPbILLKaMMn.

7.2.5 BCTpsAXHMUTEe NpobunpKy C MOMOXUTENbHbIM KOHTPOJIbHBIM 06pa3L oM Ha MUKpoueHTpudyre-
BOpTEKCE B TeyeHue 3-5C UM ueHTpUdyrnpymte Ha MUKPOLEHTpuUdyre-sopTekce

B TeyeHune 1-3 c.

BHVUMAHME!

1. Ons npenapata AHK n oTpmuaTtenbHOro KOHTpPObHOro obpasua nepes BHeCEHMEM B MPO6UpPKK
C peakUMOHHON CMeCbld He0bX0AMMO BbIMOSHUTL PEKOMEHAALMN MO NCNOSIb30BaHUIO Npenaparta
OHK, npuBedéHHble B MHCTPYKUMM MO MpuMeHeHuto Habopa/KoMnnekTa peareHtoB Ans
BbliaeneHns HK.

2. Mpu wncnonb3osaHun ans BblageneHns [OHK komnnektosB peareHTtoB [MPOBA-PAMAA,
MPOBA-HK un TMPOBA-HK-MJTIOC HeobxoauMMO BCTPAXHYTb MNpobupku ¢ npenapatom AHK u
oTpuLaTesbHbIM KOHTPOJIbHbIM 06pa3LoM Ha MUKpoUeHTpudyre-BopTekce B TedeHue 3-5c u

LeHTpndyrMpoBaTb Ha MUKpoLEHTpUdyre-BopTekce B TeyeHme 1-3 C.
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3. Mpn wncnonb3oBaHumM Ana  BbigeneHnsa [OHK Habopa peareHtoB [MPOBA-MY-PANUA
HeobxoanmMOo, He BCTpAxMBas, UeHTpudyrmposBaTtb npobupkn ¢ npenapatom [JHK wu
oTpuuUaTeNbHbIM KOHTPOJIbHbIM 06pa3uoM Ha MUKpoUeHTpudyre-soptekce B TeveHue 1-3 ¢,
3aTeM MNOMeCTUTb MNpPobMpKM B MarHuTHbIM WTaTMB. B cnydae ecnam nocne BblaeneHus
HaZocago4yHas XUAKOCTb, coAepxalwas BbligeneHHyto [AHK, 6bina nepeHeceHa B HOBble
npobupkun, cneayeT BCTPAXHYTb Npobmpku ¢ npenapatom AHK n oTpuuaTenbHbIM KOHTPObHbIM
obpa3uoM Ha MMKpoueHTpudyre-soptekce B TedveHMe 3-5c u ueHTpudyrmposaTb Ha
MUKpoLeHTpudyre-sopTekce B TeveHne 1-3 c.

4, Ona npenoTepalleHns KOHTaMUHaUuK cneayet nepeq BHeceHmeM JHK oTKpbiBaTb KpbILLKK
TONIbKO Tex npobupok, B KOTopble ByaeT BHOCUTbLCSA AaHHbIA obpasel, U 3aKpbiBaTb UX, nepesa
BHeCeHueM cneaytouwiero. B cnyyae ncnonb3oBaHmsa CTPMNOB CneayeT 3aKpblBaTb KPbIWKY CTpuna
nocne BHeceHMss B Hero obpa3uyoB nepeg HavanoMm paboTbl co cneayrowmm. Heobxoanmmo
3aKkpbiBaTb Npobupkn/cTpunbl MaoTHOo. [Mpenapatel OHK 1 KOHTpoOsbHble obpasubl cnegyer

BHOCUTb HaKOHEYHUKaMK C CbVIJ'IprOM.

7.2.6 BHecuTe B COOTBETCTBYHLLUME MNpPOMapKMpoOBaHHble MNpPobUpKU, HEe noBpexaas Croun
napaduvHa, no 5,0 mkn BblaeneHHoro m3 obpasuoB npenapata AHK. B npobupkwy,
npoMapkmpoBaHHble «K-» n «K+», IHK He BHOCUTCA.

7.2.7 BHecuTe B npobupky, NpoMapkupoBaHHYyk «K-», He noBpexaas cion napaduHa,
5,0 MKn oTpuuaTenbHOro KOHTPOAbHOro obpasua, npoweawero atan BbiageneHnsa AHK
(cm. 7.1).

7.2.8 BHecuTe B npobupkKy, NpoMapkupoBaHHyk «K+», He noBpexaas cnon napaduHa,
5,0 MK MOM0OXUTENBHOO KOHTPOAbHOIro obpasua.

7.2.9 LUeHTpudyrupynte BCce npobuMpKK/CTpuMnbl Ha MUKpPOLEHTpUdYyre-BopTekce B Te4yeHue
3-5c (npw ucnonb3oBaHun ans nposepeHus MUP getektupytowero amnaudukaTopa
Rotor-Gene Q ueHTpudyrnpoBaHme He ob6a3aTenbHO).

7.2.10 YcrtaHoBuTe BCe Npobupkn/cTpunbl B AeTeKTupyowmn amnamdumkaTop.

7.2.11 [ns petekTupyowmx amnangunkatopos cepum OAT:
3anycTute nporpaMmMmHoe obecneyeHue getekTmpytowero amnanduvkartopa. MNMpu nepsom
nposegeHun MLUP 3arpysute cooTBeTcTBYtOWMIM TecT!l. [anee v npu Mocaeayowmx
NOCTaHOBKAxX CcoO34aMTe COOTBETCTBYIOWMIA MNPOTOKOA  WUCCAeAO0BaHUA:  yKaxXuTe
KONM4YecTBO UM wunaeHTudwukaTtopbl o06pasuos, B TOM UWUCAEe OTPUMUATENLHOrO W
NOJIOXUTENBHOIO KOHTPO/bHbIX 06pa3LoB, OTMETbTE pacnosioXXeHue npobupok/cTpnnos
Ha MaTpuue TepMob6n0Ka B COOTBETCTBUM C UX yCTaHOBKOM (cM. 7.2.10) n nposeante
MUP. Mpwn BbibOpe TecTa Ao/kHa oTobpaxaTbCcsa NnporpamMma, npuBeaéHHasa B Tabnuue 4.

7.2.12 [Onsa pgetektupylowmnx amnaumdukatopo Rotor-Gene Q, CFX96 mn Applied Biosystems
QuantStudio 5:

MpoeeguTte MUP c yyeTOoM 06BbEMa peakuMOHHOW cMecu, paBHoro 35 Mkn, no nporpamMMam

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

1 — TecT Ansa AeTekTUpYOLWMX aMmnandukaTopos cepum AT co3aaércs nyTéM BBOAA NapaMeTpos (NapaMeTpbl
TecTa ykasaHbl B MpunoxeHun A) Uam npeaocTaBnseTcs NpousBoaMTeneM Habopa peareHToB
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Tabnuua 4

’ AHK-TEXHONOruA

MporpaMMa aMnandukaumm ans  AeTEeKTUPYOWMX aMiandukaTopos

«ATnpanm», «ATnant» (dbacoska S)

Pexxum
N2 Yucno
Temnepartypa, °C MWH C ONTUYECKUX Tun 6noka
6510ka LMKJ10B .
n3MepeHum
80 0 30
1 1 Linkn
94 1 30
94 0 30
2 5 Lnkn
64 0 15 v
94 0 10
3 45 Lnkn
64 0 15 v
4 94 0 5 1 Lukn
5 251 XpaHeHune XpaHeHune
V - peXuM ONTUYECKUX U3MEPEHUI

Tabnunuya 5 -

Mporpamma amnandumkauumm

Gene Q (dacoska S, npobupkn)

ANS AeTeKTUPYIoLWero

amnnudunkatopa Rotor-

o
Ne / Cycling Temnepartypa, °C / Bpem_l, c/ KonnuecrBo unknos /
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 dryopecueHumnn (Acquiring) no KaHanam
aetekumn Green (Fam), Yellow (Hex) npu 57 °C

Tabnuuya 6
(dbacoBku S, U)

- Mporpamma amnamndukaumm ans geTekTupyrwwunx amnnmdukatopos CFX96

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

vV - pexuM onTuyeckux namepeHuin (Plate Read), ycTaHOBUTb n3aMepeHue dbnyopecueHLmMn no
HeobxoanMbIiM kaHanaMm getekumun (Fam, Hex) npu 64 °C

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

Applied Biosystems QuantStudio 5 (dacosku S, U)

Cragms N2 wara Temnepartypa, °C Bpewms, KonnyecrTso umkios
MWH: cekK (noBTOpOB)
Craaus 1 80 01:00 1
yAepxaHus 2 94 01:30 )
1 94 00:20
Craaunsa MNupP 50
2 64 v 00:20
V = c60op AaHHbIX AN HeobxoauMbIx (ryopodopos (Fam, Vic (Hex)) BkOYEH

7.3 MoarotoBka u nposeaeHue MNMUP. ®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 pekoMeHayeTCss WUCMNONb30BaTb CTPUMOBAHHble TMPOOGUMPKM B CBSA3M  C  OMACHOCTbLHO
nocTaMnandmKauMOHHON KOHTaMnUHaumu.

2. Mpu npoBeAeHUN BcexX nocnenywmx AencTBun cnenyet nsberatb BO3AENCTBUS MPSMbIX

COJTHEYHbIX Ty4Yen Ha NpobupkK co cMeckbto ansa amnamdunkauymm!

7.3.1 Tlpomapkupynte Heobxogmmoe KONMYECTBO OAHOPAs30BbiX  aMNAUMUKALMOHHbIX
npobupok ob6vémom 0,2 MA wmnm MukponnaHwet MLP 96 NnyHOK AN HEU3BECTHbIX
obpasuoB, A9 OTpULATENBHOr0 KOHTPOSbHOro obpasua (K-) U Ana nonoXuTenbHOoro

KOHTponbHOro obpasua (K+).

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

(3 HemnsBecTHbIX 06pa3sua, oTpuuaTenbHbIN U NONOXUTENbHbBIN KOHTPOJIbHblE 06pasubl).

Mpumep:
Heobxoanmo npoaHanu3aupoBaTb 4 Hem3BecTHbiX obpasua. [Ansg 3TOro  Hy>XHO
npoMapkmpoBaTb 4 npobupkun/3apesepsmpoBatb 4 JIYHKM  MUKponaaHweTta Ans
HensBeCTHbIX 06pa3uoB, 0AHY NPOOUPKY/NYHKY aAns «K—» n ogHy npobupky/nyHKy ans
«K+». Obuwee konnyectso Npobmpok/nyHok — 6.

7.3.2 BcTpsaxHuTe npobupKky co cMecbto ans amnandukaumm Ha MMKpoueHTpudyre-BopTeKkce
B TeyeHume 3-5 ¢ n yeHTpudyrmpynte Ha MUKpoueHTpudyre-sopTekce B TeyeHme 1-3 c.

7.3.3 BHecuTe BO BCe NMpOMapKMUpOBaHHbIE MPOOUPKU/HEOEXOAMMbIE NYHKWM MUKPOMJaHLeTa
(Bkntoyas «K—» n «K+») no 6,0 mkn cmecn ansa aMmnandukaumu.

7.3.4 BcTpsaxHuTe npobupkun ¢ MUP-6ydpepoMm wn nonumepason TexHoTaq MAX Ha
MUKpPOLIEHTpUdYyre-sopTekce B TeyeHmne 3-5 ¢ U LUeHTpUdyrnpymte Ha MUKpoLeHTpudyre-

BOpTeKce B TeueHue 1-3 c.

BHMUMAHME! lMonuMepasy TexHoTaq MAX HeobxoamMo AoCTaBaTb U3 MOPO3UJIbHOM Kamepbl

HeNnocpeaCcTBeHHO nepea Ucnosib30BaHNEM.

L - ans  petekTupylowmnx amnaundukatopoB «ATnat» u Rotor-Gene Q MwukponnaHweTsl 96 NyHOK
He MCMNOosb3YoTCS
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7.3.5 T[MpurotoBbTe cMech [NLP-6ydepa ¢ nonnmepason TexHoTaq MAX. [1na 3Toro cMewanTe
B OTAE/bHOM OAHOpa30BoON Npobupke:
- 6,0 x (N+1) mkn NUP-6ydepa,
- 0,3 x (N+1) mkn nonnmepasbl TexHoTaq MAX,
raoe N — KonmyecTtBO NMPOMapKMpOBaHHbLIX NPOBUPOK/KONMYECTBO HEOH6XOANMBIX NTYHOK

MUKpoOnaHweTa C YY4ETOM «K—» n «K+»,

Mpumep:
Heobxoanmo npoaHaan3npoBaTb 4 Heu3BeCTHbIX obpasua, «K-», «K+>»,
MpoMapKnpoBaHHbIX MNpPO6UPOK/HEOEXOAMMBIX JIYHOK MUKporaHweTra - 6. HyxHo

npurotoBuTb cMeck MNLP-6ydepa 1 nonmMepassl TexHoTaq MAX ans 7 (6+1) npobupok/nyHok,
T.e. 42 mkn MUP-6ydepa + 2,1 Mmkn nonnmepasbl TexHoTaq MAX.

7.3.6  BcTpsaxHuTe npobupky C npurotosaeHHon cMecbto T[LUP-6ydepa v nonnmepassbl
TexHoTaq MAX Ha MMKpoueHTpudyre-sopTekce B TedeHne 3-5 ¢ n yeHTpndyrmpymTe Ha

MUKpOLEHTpudyre-sopTekce B TeyeHue 1-3 c.

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

HeNnoCcpeaCTBEHHO Nepea UCNoJZib30OBaHNEM.

7.3.7 [OobaBbTe BO BCE NMPOMapKMpoBaHHble Npobupku/HeobXxoanMble NYHKM MUKpOMIaHLWeTa
CO cMecbio ana amnamdukauum no 6,0 mkn cmecu TUP-6ydepa v nonumepassl

TexHoTaq MAX. HennoTHO 3akpoinTe Npobupku.

BHMUMAHME! ocne pobasneHnsa cmecu TUP-6ydpepa u nonumepasbsl TexHoTaq MAX
B NPOBMPKN/AYHKM CO CMecCbio Ana amnamdukauum HeobxoaMMo B TeyeHume ABYX 4acoB
BbIMONHUTL 7.3.8 - 7.3.14.

7.3.8  BcTpaxHUTE NpobUpPKY C NOSIOXUTENBHbIM KOHTPO/IbHbIM 06pasLOM Ha MUKPOLEHTPpUdyre-
BOpTEKCE B TeyeHne 3-5C U UEHTpUDYrnpymTe Ha MUKpPOLEHTpUdyre-BopTekce

B TeyeHune 1-3 c.

BHUMAHME!

1. Ona npenapata OHK v oTpuuatenbHoro KOHTpPoO/sbHOro o6pa3ua nepes BHECEHMEM
B MPOOUPKU/NYHKN C peakUuMOHHOM CMecCcbld HeobxoamMoO BbIMOJHUTL  peKkoMeHZauum
no ucnonb3oBaHuwo npenapata [AHK, npuBedéHHble B  WMHCTPYKUMM MO  MNPUMEHEHUIO
Habopa/kKoMnneKkTa peareHToB Ans sbigeneHuns HK.

2. Mpn wncnonb3oBaHmun pans BblgeneHunsa [OHK komnnekToB peareHtoB [MPOBA-PAMNA,
MPOBA-HK u MPOBA-HK-TJTKOC Heobxoammo BCTPSAXHYTb Npobupkm ¢ npenapatom OHK u
OTpULATENbHBIM KOHTPOJIbHbIM 06pa3sLoM Ha MUKpOUEHTpuUdyre-sopTekce B TeyeHne 3-5c u
LeHTpudyrnpoBatb Ha MUKpoLEeHTpMUdyre-sopTekce B TedeHne 1-3 c.

3. Mpn wncnonb3oBaHuMn Ansa  BbigeneHuns [OHK Habopa peareHtoB [MPOBA-MY-PANNA
HeobxoonmMo, He BCTpsAxMBas, UeHTpudyrmpoBaTb npobupkm ¢ npenapatom [JHK wu
oTpuLaTesbHbiM KOHTPO/SbHbIM 06pasuoM Ha MuKpoLeHTpudyre-sopTekce B TedeHue 1-3 ¢,
3aTeM MNOMECTUTb MPOBMPKM B MarHUTHbIM WTaTMB. B cnydyae ecnn nocne BblaeneHus
HaZocago4yHas XUMAKOCTb, coAepxalwlas BbliaeneHHyo [OHK, 6bina nepeHeceHa B HOBble
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npobupkun, cneayeT BCTPAXHYTb Npobmpku ¢ npenapatom AHK n oTpuuaTenbHbIM KOHTPObHbLIM
obpa3uoM Ha MukpoueHTpudyre-soptekce B TedeHne 3-5Cc u  uUeHTpudyrnposaTtb
Ha MMKpOLEHTpUdyre-sopTekce B TeyeHue 1-3 c.

4, Ona npenoTepalleHns KOHTaMUHauun cneayet nepej BHeceHmeM OHK oTKpbIiBaTh KpPbILLKK
TONbKO Tex Npobupok, B KoTopble 6yaeT BHOCUTLCS AaHHbI obpasel, M 3aKkpbiBaTb UX nepej
BHeceHneM crnegytowero. HeobxoauMo 3akpbiBaTb npobupku nnotHo. [penapatel AHK u

KOHTPOJIbHbIE 06pa3u,b| cnegyetr BHOCUTb HaAKOHEYHUMKaMU C CbVIJ'IprOM.

7.3.9 BHecuTe B COOTBETCTBYHOLUME MPOMapPKMUpPOBaHHblE Npobupkn/Heobxoammble JyHKMU
MUKponnaHweta no 6,0 Mkn BblgeneHHoro w3 obpasuoB npenapata [AHK.
B npobupkun/nyHkn, npomapkmpoBaHHble «K—» n «K+», JHK He BHOocuTCS.

7.3.10 BHecuTe B nNpobUpKY/NyHKY, MNpOMapkupoBaHHyt «K-», 6,0 MK1 OTpMuUaTENbHOro
KOHTponbHOro obpasua, npoweawero atan sbigeneHnsa AHK (cm.7.1).

7.3.11 BHecuTe B nNpob6MPKY/NYHKY, MNPOMapKMpoBaHHY <«K+>», 6,0 MK MOM0XUTENbHOIO
KOHTpoNnbHOro obpasua.

7.3.12 B cnydae ncnonb3oBaHua MmkporsiaHweTtos MNP 96 nyHok:

7.3.12.1 [omMecTnTe akKypaTHO, He BCTpsXxuBasi, MMKponaaHweT MLP B noanoxky yCcTponcrea

ONs 3anedaTtbiBaHMS niaHweTos ATnak.
7.3.12.2 TlpoBeauTe 3anevartbiBaHue MukponnaHweta [LUP nonumepHon TepMOnNéHKOM
COrflacHO pyKoBOACTBY MO aKcnnyaTaumu npmbopa ATnak.

7.3.12.3 UeHtpudyrmnpynte mnukponnanwet MNLP npn RCF(g) 100 B TeueHmne 30 c.

7.3.13 B cny4yae ucnonb3oBaHusa npobupok:
LeHTpndyrnpyinTe Bce NnpobmMpkM Ha MUKpoLeHTpudyre-sopTekce B TedeHne 3-5 ¢ (npum
ucnonb3oBaHuu anga nposeaeHus MNUP aetektupytowero amnnmdukatopa Rotor-Gene Q
LeHTpudyrmpoBaHme He ob6a3aTesnibHO).

7.3.14 YcraHoBuTe BCe npobupku/mukponnaHwet MUP B getekTmpytowmnin amnandukaTop um
nposeaute MUP (7.3.15, 7.3.16).

7.3.15 [nsa getektupyowmx amnandukatopos cepum OAT:
3anyctute nporpaMmHoe obecneyeHue getekTmpytowero amnandukartopa. MNMpu nepsom
npoeeaeHnn MLUP 3arpysute cooTBeTCTBYyOWMI TecT!. [anee u npu nocneayowmx
NOCTaHOBKAxX CcoO34aMTe COOTBETCTBYIOWMIA MNPOTOKOA  WUCCAeAO0BaHUA:  yKaxXuTe
KONIMYeCcTBO U wuaeHTudukaTopbl o06pasuos, B TOM UWUCAe OTPUMUATENLHOrO W
NMOJIOXUTENBHOrO  KOHTPONbHbLIX 06pa3uoB, OTMeTbTe pacrnonoxeHwe ob6pasuos
Ha MaTpuue TepMmobnoka B COOTBETCTBMM C UX yCTaHoBKkoM (cM. 7.3.14) un nposeaunte
MLUP. Mpwn BbibOpe TecTa Ao/kKHA oTobpaxaTbCcsa nporpamma, npmeeaéHHas B Tabnuue 8.

7.3.16 [Onsa pgetexktupyrowmnx amnaudukatopos CFX96, Applied Biosystems QuantStudio 5 un
Rotor-Gene Q:
Mposegute MUP c yyeTOoM 061bEMa peakuMOHHOW CMecu, paBHoro 18 Mk, no nporpamMMam

amnandukaummn, npmeeaéHHbIM B Tabnmuax 6, 7, 9 COOTBETCTBEHHO.

1 — TecT Ans AeTekTUpYOLWMX amnnndukaTopos cepum AT co3aaércs nyTéM BBOAA NapaMeTpos (NapaMeTpbl
TecTa ykasaHbl B MpunoxeHun B) nnm npegoctaBnseTcs NnpousBoamTeneM Habopa peareHToB
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Tabnuuya 8

} AHK-TEXHONOruA

lMporpammMa aMI'I}'IMCbMKaLLMM Ana  AETEKTUPYHOLWKUX aMI'IJ'IMCbMKaTOpOB

«ATnpanm», «OTnant» (dacoska U)

Pe>xum
N2 Yucno
Temnepartypa, °C MWH C ONTUYECKNX Twvn 6noka
6n0ka LIMKJIOB o
U3MepeHum
80 0 5
1 15 Lnkn
94 0 5
2 94 5 00 1 Lnkn
94 0 30
3 5 Lnkn
64 0 15 v
94 0 10
4 45 Lnkn
64 0 15 \
5 94 0 5 1 Lnkn
6 251 XpaHeHune XpaHeHune
V - pexuM ONTUYECKNX U3MepeHui

Tabnunuya 9

MporpaMMa amMnandukaunun ana AeTekTupylowero aMmnandukatopa

Rotor-Gene Q (dacoska U)

(]
Ne / Cycling TeMmnepartypa, °C / BpeM;_|, c/ Konunuecreo unknos /
Temperature Hold Time, s Cycle Repeats
80 deg 60
Cycling 1 time
94 deg 300
94 deg 30
Cycling 2 5 times
57 deg v 15
94 deg 10
Cycling 3 45 times
57 deg vV 15
V — pexuM ONTUYECKUX U3MEPEHUIN, YCTaHOBUTL n3MepeHmne dyopecueHunn (Acquiring) no KaHanam
petekumn Green (Fam), Yellow (Hex) npu 57 °C

7.4

MoarotoBka wn nposegeHue TILUP. ®dacoska U,

C Wuncnosib3oBaHneMm [Ao03npyroLero

ycTponctea ATcTpmM (TONbKO 4Nns aeTekTmpytowero amnandukartopa «ATnpanm» B mogndukaumm

«ATnpanm *X*»)

BHMMAHME!

1. Ons amnandmkaumm cnepyert MCMNosb30BaThb MuKponAaaHweTbl MUP 384 nyHku,
repMeTmn3npyemMblie TEPMOMIEHKON.

2. Mpu nposBeAeHUN BCeX MNocnenyowmx AeNCcTBUN cnenyet nsberatb BO3AENCTBUSA MPSMbIX

COJTHEYHbIX ﬂyquI Ha I'IpO6VIpKM CO CMeCbio an4d aMI'IJ'IMCbMKaLI,MM!

1 — ponyckaeTtcs xpaHeHue npu TemnepaTtype 10 °C
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MpumeyaHMe - PekoMeHOYeTCA [MOCTAaHOBKA He MeHee 5 06pasuoB B OAHOM WCCAeA0BaHUMU

(3 HemnsBecTHbIX 06pasua, oTpuuaTenbHbIN U NONOXUTENBHbBIN KOHTPOJIbHbIE 06pasubl).

7.4.1  BcTpsixHuTe NpobupKy CO CMecblo ANns amMnandukaumm Ha MMUKpPOLLEHTpUdyre-sopTekce
B TeueHue 3-5 c n ueHTpudyrnpyiite Ha MuKpoueHTpudyre-BopTekce B TeyeHume 1-3 c.
7.4.2 BctpaxHute npobupkmn ¢ [UP-6ycdpepom w©n nonumepason TexHoTaq MAX Ha
MUKpoLEeHTpUdyre-eopTekce B TeyeHme 3-5 ¢ n ueHTpndyrnpymnte Ha MukpoueHTpudyre-

BOpTeKCe B TeueHne 1-3 C.

BHUMAHME! Monumepasy TexHoTaq MAX Heob6xoauMMo AocTaBaTb M3 MOPO3WIbLHOM KaMepbl

HenocpeacTBeHHO nepea MCcnosib30BaHUEM.

7.4.3 Cneays ykasanuam MO gosuvpytowero ycrponcrea ATCTpuM, NpUroToBbTE B OTAE/IbHOM
oaHopa3oBoi Nnpobupke cmeck MUP-6ydepa ¢ nonumepason TexHoTaq MAX.

7.4.4 BCTpsAXHUTE nNpobupKy C nNpuUroToBreHHonm cmecbto [LP-6ydepa v nonumepasbl
TexHoTaq MAX Ha MuUKpoueHTpudyre-soptekce B TedeHue 3-5c n yeHtpudyrmpymnte
Ha MUKpoueHTpudyre-sopTekce B TeyeHme 1-3 c.

7.4.5 BcTpsaxHuTe NpobupKy € NOAOXUTENBHBIM KOHTPOJIbHBIM 06pa3L0oM Ha MUKpoLEeHTpudyre-
BOpTEKCE B TeuyeHme 3-5c u ueHTpudyrupymnte Ha MuUKpoUeHTpudyre-sopTekce

B TeyeHune 1-3 c.

BHUMAHME!

1. MNepen npoBeaeHneM gosmvposaHua aAn4 npenapata AHK n oTpyuaTenbHOro KOHTPOJSIbHOMO
obpasua Heobx0AMMO BbINONHWUTL pEKOMeHJauMMm No WUCNoNb3oBaHMIo npenapata [AHK,
npuBeAéHHbIE B MHCTPYKLUNM NO NpMMeHeHnto Habopa/KoMniiekTa peareHToB Ans BbliaeneHmns HK.
2. Mpu wucnonb3oBaHun AaAns Bblgenedna [OHK komnnektoB peareHToB [1POBA-PAMAUA,
MPOBA-HK, TMPOBA-HK-MMIOC HeobxoauMo BCTpsAXHYTb Mnpobupkm c npenapatom AHK wu
oTpuuaTeNbHbIM KOHTPOJIbHbIM 06pa3suoM Ha MuUKpoueHTpudyre-sopTekce B TeyeHne 3-5cC un
LeHTpudyrmpoBatb Ha MMKpoueHTpudyre-sopTekce B TeveHme 1-3 C.

3. Mpn wucnonb3oBaHmn ansa BbigeneHna [OHK Habopa peareHtoB [MPOBA-MY-PAMNA
HeobxoomMo, He BCTpsixmBas, ueHTpudyrmpoBaTb npobupkn ¢ npenapatom [AOHK n
oTpuuaTeNbHbIM KOHTPOJSIbHbIM 06pa3uyoM Ha MuKpoueHTpudyre-sopTtekce B TedeHue 1-3 ¢,
3aTeM nOMeCTUTb NpobuMpKM B MarHWUTHbIM wWTaTMB. B cnydae ecan nocne BblaeneHus
HaZocago4YHas XMAKOCTb, coAepxalwlas BbiaeneHHyo [AHK, 6biia nepeHeceHa B HOBble
npobupkun, cneayeT BCTPAXHYTb Npobupku ¢ npenapatoM AHK n oTpuuaTenbHbIM KOHTPOJIbHbLIM
obpasuoM Ha MUKpoUeHTpudyre-soptekce B TedyeHMe 3-5C UM uUeHTpudyrnposaTb Ha

MUKPOLIEHTPpUdYre-BopTeKCEe B TeueHne 1-3 c.

7.4.6 YctaHoBuTe npobupkuM co cMecbio Ansa amnandukaummn, co cmecbto [UP-6ydepa u
nonumepasbl  TexHoTaq MAX, npobupkn  uvnm  rAy6boKONYyHOUYHblE  MAAHLLETHI
c npenapatamm [JHK, oTpuuaTenbHbIM KOHTPOSbHbIM 06pasLOM W MONOXUTENbHbIM
KOHTPOJIbHbIM 06pa3uoM, a Takxke MukponnaHwet MUP Ha pabouwnin cton OTcTpum M

npoBeanTe 4O3MpoBaHNE KOMMOHEHTOB COMNMaCHO PyKOBOACTBY MO 3KCMJlyatauun.
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7.4.7 TloMecTuTe aKKypaTHO, He BCTpsixuBasi, MMKponnaHweT MLP B noanoxky ycTpoicTea ans
3anevaTtbiBaHMsa MNiaHweTtoB [Tnak nocne 3aBeplueHns nMporpaMmMbl Ha AO3UPYHOLLEM
ycTponctee ATCTpuUM.

7.4.8 T[lpoBeauTe 3anedaTbiBaHne MmkponnaHweTa MNMUP nonnMmepHoin TepMONIEHKOM COrnacHo
PYKOBOACTBY MO 3KCnyaTaumn npnbopa ATnak.

7.4.9 UeHtpudyrupyite mmkponnaHwert MLUP npn RCF(g) 100 B TeueHune 30 c.

7.4.10 YcrtaHoBuTe MmkponnaHweT MNLP B 6510k geTekTnpytowero amnandukaropa.

7.4.11 3anyctuTe nporpamMMHoe obecneveHue getekTupytowero amnandukartopa. NMpu nepsom
npoBeaeHun [MLP 3arpysunte cooTBeTCTBYlOWMK TecT!l. [Janee v npu Mocaeayowmx
MOCTAaHOBKAxX CO34alTe COOTBETCTBYHOLWMA MPOTOKOA  WUCCAeAOBaHUSA:  YKaXuTe
KONM4yectBO W wunaeHtudukaTopbl o06pas3uoB, B TOM 4ucne oOTpuuaTenbHOro u
MOJSIOXUTENBbHONO0 KOHTPOJIbHbIX 06pa3uoB, OTMeTbTe pacnonoxeHne o6pas3uoB Ha
MaTpuue TepMobsioka B COOTBETCTBUU C UX yCTaHOBKOM (cM. 7.4.10) n nposeaunTe MLP.

Mpun BbIBOpPE TEeCTa AOMKHA oTobpaxaTbCs NporpamMma, npueeaéHHas B Tabnuue 8.

8 PETNCTPALUMSA PE3VJIbTATOB AMIVIMOUKALIN

Pernctpaumnst curHana gnyopecueHUnm NpoBOANTCS AETEKTUPYOLWMM aMnanbuKaTopomM

aBTOMaTU4e€CKN BO BpeEMA aMI'IJ'IVIdJVIKaLWIVI.

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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9 YYET U MUHTEPMNPETALMUSA PE3YJIbTATOB

9.1 YUéT pe3ynbTaTtoB aMI'IJ'IMCbMKaLI,MM OCYLLECTBNAETCA aBTOMaTU4YECKNM C NOMOLWbHKO

nporpaMmMHOro o6ecnequMﬂ, nocTtaB/1IAEMOro C AETEKTUPYHOLLNM aMI'IJ'IMCbMKaTODOM.

9.2 Mpn MCnonb3oBaHUM AEeTEKTUPYIOLWMX aMnndunkatopos CFX96 cneayeT ncnonb3oBaTb
perpeccnoHHblin TN aHanusa (Cq Determination Mode: Regression), BO Bknaake «Baseline

Subtraction» Heobxoammo Bbi6paTb «Baseline Subtraction Curve Fit».

9.3 NHTepnpeTauumsa pe3ynbTaToOB NMPOBOANTCS B COOTBeTCTBMM C Tabnnuen 10. Pesynbratol
MOCTAHOBKMW BalAHbI, €C/IN BbIMOJSIHATCSA YC/I0BUS MHTEPNpeTaumnu pesynbTaToB, MOSYyYEHHbIX

ANA KOHTPOJIbHbIX O6paBLJ,OB.

Tabnuuya 10 - WHTepnpeTauus pesynbTtaTtos MLP

KaHan gerekuunun

Fam/Green Hex/Yellow/Vic MHTepnpetauus pesynbrata
(nckomasa OHK), (BHYTpPEHHU KOHTpPO/b),
Cp/Cq/Ct Cp/Cq/Ct

HeunsBecTHble 06pas3Lbl

O6Hapy>xeHa AHK

YkasaH He yuunTbiBaeTcs .
Streptococcus pneumoniae
He obHapyxeHa AHK
He ykasaH Yka3saH Py A .
Streptococcus pneumoniae
He ykasaH He ykasaH HepoctoBepHbI pe3ynbTaTt

OTpuuaTesibHbI KOHTPONbHbIW 06pasel

OTpuuaTesibHbIi pe3ynbTaT

He ykasaH Yka3aH
Pe3ynbTaTbl MOCTAHOBKM BasMAHbI

Mono)xuTenbHbIN KOHTPOJIbHbIW O6pasel

Mono>xuTtesnbHblIA pe3ynbTaT

Yka3saH He yunTbiBaeTCs
Pe3ynbTaTbl NOCTaHOBKW BasIMAHbI

9.4 HepocToBepHbIN pe3ynbTaT MOXET ObiTb CBSI3aH C MNPUCYTCTBUEM UWHIMOGMTOpPOB B
npenapate [AHK, noayyeHHOM w3 6uonornyeckoro matepuana; HeBepHbIM BbINOJHEHWEM
MpoToKONa aHanusa; HecobnogeHneMm TemrnepaTypHOro pexuma amnamdukaumm m ap. B atom
cnydyae TpebyeTtca nosTopHoe nposedeHue TUP ¢ wMmewwmmca npenapatom [OHK, nunbo
nosTopHoe Bblgenenne AHK n nocraHosBka lUP ans atoro obpasua, nnmbo noBTopHOe B3sATME

6uonorMyeckoro Mmatepuvana y naumMeHTa (BbIMNONHAETCS NOCNeA0BaTEsNbHO).

9.5 Mpyn nNoOAYYEHUUN MOSIOXKUTENBHOIO pe3ynbTata AfS OTPULATENIbHOIO0 KOHTPOSIbHOIO
obpasua pe3ynbTaTbl BCEM MOCTAHOBOYHON CEPUW CUMTAOT HEAOCTOBEPHbIMW. B 3TOM cnyyae
Heo6X0ANMO NpoBeAEHNE CNeLanbHbiX MEPONPUATUIA NS BbIABNEHUSA U YCTPAHEHUS BO3MOXHOM

KOHTaMnHauunu.

9.6 MpyM MNONYYEHUN OTPULIATENBHOrO pe3ynbTaTa A/ MOJIOKUTENbHOIO KOHTPOJIbHOIO
obpa3ua pe3ynbTaTbl BCEM MOCTAaHOBOYHOW CEPUM CUUTAKOT HEAOCTOBEPHbLIMU. B 3TOM cnydae

Tpe6yeTc;| NMOBTOpPHas noCraHOBKa aMI'IJ'IM(bVIKaLI,MVI BCen napTmm O6p63U,OB.
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10

10.1
10.1.1

10.1.2

10.1.3
10.1.3.1

10.1.3.2

10.1.4

10.2
10.2.1

10.2.2
10.2.2.1

10.2.2.2

10.2.3

TPAHCNMOPTUPOBAHMUE, XPAHEHUE N DKCIMJIYATALNA

TpaHcnopTupoBaHue
TpaHcnopTMpoBaHMe Habopa peareHTOB OCYLLeCTBAAIOT B TEPMOKOHTEMHepax
C X/1ago3/1eMeHTaMM BCEMW BWUAAMW KpbITOro TpaHCnopTa MNpu TemrepaType BHYTpU
TEPMOKOHTENHEepa, 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 TpaHcnopTupoBaHue Habopa peareHToB, 3a UCKOYEHNEM MOSIMMepPa3bl
TexHoTaq MAX, B TEpMOKOHTENHeEpax C XJlad03/1eMeHTaMM BCEMW BMAAMU KPbITOro
TpaHcnopTa npu TemnepaTtype BHYTpU TepMoKoHTeHepa oT 2 °C go 25 °C He 6onee
5 cyTok.
[onyckaeTcs TpaHCcnopTUpoBaHue nonnmepasbl TexHoTaq MAX B TEpMOKOHTenHepax
C X/1af03/1eMEHTaAMM BCEMWU BMAAMWU KpbITOrO TpaHCnopTa Mpu TeMmnepaType BHYTpwU
TEepMOKOHTeNHepa ao 25 °C He 6onee 5 cyTok.
Habopbl peareHTOB, TPaHCNOPTUPOBAHHbIE C HapylleHWeM TeMnepaTypHOro pexuma,

NMPUMEHEHUNIO HE nMoANeEXaT.

XpaHeHune

dacoska S

Bce KomnoHeHTbl Habopa peareHToB cneayeT XpaHWUTb B  XOJ0AMNBbHWUKE WU

XofoannbHOM Kamepe npu TemnepaTtype oT 2 °C go 8 °C B TeyeHue BCero cCpoka

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

cnefyeT XpaHuTb B 3alLULWLEHHOM OT CBETa MecTe.

dacoska U
Bce kOoMnoHeHTbl Habopa peareHToB, 3a UCKIKOYEHUEM nosmmepasbl TexHoTaq MAX,
cnenyet XpaHuTb B XONOAMNBbHWUKE WM XONOAWIBHOM Kamepe npu TemnepaTtype
oT 2 °C go 8 °C B TeueHuMe BCeEro cpoka rogHoctm Habopa peareHToB. CMecb Ans
amnnmdukaumm cnegyet XpaHuTb B 3alLMWEHHOM OT CBETa MecTe.
Monnmepasy TexHoTaq MAX cneayer XpaHuTb B MOPO3W/ILHOW Kamepe nmpu
Temnepatype OT MMHyC 22 °C go MuHyc 18 °C B TeyeHue BCero cpoka rogHocTtu
Habopa peareHTOB.

Habopbl peareHToB, XpaHMBLUMECS C HapPYLWEHWEM perraMeHTUPOBAHHOIO peXunma,

NMPUMEHEHUNIO HE nMoANeEXaT.
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10.3 YkKasaHud no akcnayaTtaumu
10.3.1 Habop peareHTOB A0/IKEH NPUMEHSATBHCSA COrNacHO AENCTBYIOLWEN BEPCUN YTBEPXKAEHHOWN

MHCTPYKLUWUM NO MPUMEHEHMUIO.

10.3.2 [Ona nonydeHuMs L[OCTOBEPHbLIX pe3ynbTaToB HeobxoAauMMo cTporoe cobnwgeHume

WHCTPYKUMKM MO NpMMeHeHnto Habopa peareHToB.

10.3.3 TMMocne BCKpbITUS YMakoOBKM KOMMOHEHTbl Habopa peareHTOB cflieayeT XpaHuUTb MNpwu
cnepywmx ycnoBumsx:

— BCe KOMMOHeHTbl Habopa peareHTOB, 3a MCKIOYeHMEM nosmmepasbl TexHoTaq MAX
(dbacoseka U), cneayetr XpaHuTb B XOSIOAUSIbHMKE WAW XOMOAMSIbHOW KaMmepe npu
TemnepaTtype oT 2 °C go 8 °C B TeueHuMe BCEro cpoka roaHoctn Habopa peareHToB;

— cMecb ansa amnandukaumn n cMecb Ana amnandukaummn, 3anevyataHHyro napaduHom,
cneayet XpaHuTb B XONOAWNBHWKE WU XOMOAWIBHOM KaMepe npu TemnepaTtype
oT 2 °C go 8 °C B 3aWMWEHHOM OT CBETa MecTe B Te4YeHuMe BCero cpoka rogHocCTu
Habopa peareHToOB;

— nonumepasy TexHoTaq MAX (dacoska U) cnegyeT xpaHuTb B MOPO3MIbHOMN KaMepe
npu TemnepaTtype oT MUHYC 22 °C go MMHyc 18 °C B TeueHMe BCEro cpoka rogHocTm
Habopa peareHTOB.

10.3.4 Ha60pb| peareHToB C NCTEKWWNM CPOKOM rogHOCTU NPUMEHEHUNIO HE NoANeEXaT.

11 YKA3AHNA NO YTUWIN3ALUNU

11.1 [pu wncnonb3oBaHun Habopa peareHTOB B KJIMHWKO-AMArHOCTMYECKOW nabopaTtopuu
obpasyloTca oTxoAbl Knacca B, KoTopble yTUAM3MPYHOTCS B COOTBETCTBUW C TpeboBaHWUSIMU
CaHlunH 2.1.3684-21 n MY 1.3.2569-09.

11.2 Habopbl peareHToB, NpuweiLlle B HEMPUIOAHOCTb, B TOM YUC/Ee B CBSA3U C UCTEYEHUNEM
CpoKa TrOAHOCTM, MOBpexXAeHWeM YMNaKoBKWM, noanexar yTwim3auum B  COOTBETCTBUMU
c TpeboBaHnsamMmn CaHlunH 2.1.3684-21.

12 FAPAHTUN N3TOTOBUTENA

12.1 MpeanpusaTue-m3roTosmnTenNb rapaHTupyet COOTBETCTBUE Habopa peareHToB
TpeboBaHNAM TEXHUYECKUX YCNOBUIN NMpn cobmoaeHnn yCnoBuUn TPaHCNOPTUPOBAHUS, XPaHEHUS

M 3KCcnnyatTaunn, yCtaHOBJIEHHbIX TEXHUNYECKNMU YCNTOBUAMN.

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

TPaHCNOPTMPOBAHUS, XPAHEHUS M 3KCMyaTauuu.

13 PEMOHT U TEXHUYECKOE OBCJTY>KXUBAHME

Ha6op peareHTOB npeaHasHayeH AN OAHOKPATHONO MPUMEHEHUS U He MNoANEeXUT

TEXHNYECKOMY 06C}'IY)KMBaHMPO N TEKYLWEMY PEMOHTY.
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14 CNMBO/J1bl, NCNOJIb3YEMbIE NP MAPKUPOBKE HAGOPA PEATEHTOB

MeauunHckoe nsgenne ans AMardocTukun in vitro

TeMnepaTypHbIil AManasoH

Conep>XXmMMoro AoCTaTo4vyHO 4115 NMpoBeAeHMs <n> TeCToB

Mcnonb3oBaTb A0

00| < || 3

-
o
Jour’

Koa naptum (cepun)

[JaTta narotoBneHus

O6paTnTech K MHCTPYKLUM MO NPUMEHEHMUIO UIN
K MHCTPYKLIMKX MO NMPUMEHEHUNIO B 3/IEKTPOHHOM BUAE

B =2 &

Homep no kaTtanory

“ N3roToBuTENb

Y

— o

A\ He ponyckaTb BO34ENCTBUSA COTHEYHOrO CBeTa
[ ]

HecTtepunbHo
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15 MEPEYEHb NPUMEHAEMbIX HALIMOHAJIbHbIX CTAHAAPTOB

FOCT ISO 14971-2021 VN3genusa megnumnHckme. NpuMeHeHne MeHeaXXMeHTa pMcka K MegnUNHCKNM
nsgenuam

FOCT 15.309-98 Cucrtema pa3paboTku M MoCTaHOBKM NPOAYKUMM Ha Npom3BoAcTBO. NcnbiTaHus
W NpuveMkKa BbiNyckaeMon npoaykumm. OCHOBHbIE MOJSIOXEHUS

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

FOCT P 15.013-2016 Cwucrtema pa3paboTkm M MNOCTAaHOBKM MNpOAYKUMM HA NpOU3BOACTBO.
MeaununHckue nsgenms

FOCT P 51088-2013 MeguuuHCKUE u3genus Anas ANArHOCTMKUM UH BUTPO. PeareHTbl, Habopsbl
peareHTOB, TeCT-CUCTeMbl, KOHTpPOJibHble MaTepuanbl, nuTaTefbHble cpeabl. TpeboBaHus
K U34ennsM 1 NoAAEPXKUBAOLEN JOKYMEHTaumm

FOCT P 51352-2013 MeanumHckme nsgenus aas AMarHoCTMKM MH BUTPO. MeToabl UCMbITaHUI
FOCT P NCO 15190-2023 NNabopaTtopun MmeanumnHckume. TpebosaHusa 6e3onacHoCTH

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

FOCT P NICO 18113-1-2024 MepuuuMHCKMe usgenus Ans AuarHoCTukuM in vitro. NHdopmaums,
npeaocTaBneHHas msrotosuteneMm (MapkupoBka). YacTte 1. TepMuHbl, onpepeneHuns mn obwime
TpeboBaHus

FOCT P NCO 18113-2-2024 MeauuuHCKMe u3genus ANa AuarHoCTukuM in vitro. NHdopmaums,
npeaocTaBneHHas M3rotosuTenem (MapkuMpoBka). Yactb 2. PeareHTbl AN AMArHOCTMKMK in vitro
ANnsa NpodeccMoHanbHOro UCNonb30BaHMS

FOCT P CO 23640-2015 V3penus  MeAMUMHCKME  ANS  AMAarHOCTUKM  in vitro.  OueHka
CTabunbHOCTN peareHToB AN ANArHOCTMKM in vitro

FOCT P 53022.3-2008 TpeboBaHMSa K Ka4yeCTBY KIAMHMYECKUX NnabopaTopHbIX MCCNefoBaHWM,

Y.3. MpaBuna OUEHKN KIMHUYECKON MHDOPMATUBHOCTM NabopaToOpHbIX TECTOB.

MpuMmeyaHuMe - YKasaHHble Bbllle CTaHAAPTbl 6blIM AENCTBYHOWMMU Ha MOMEHT YTBEPXAEHUS
WHCTPYKLMW MO NPUMEHEHMUI0. B AanbHelleM npu nosib30BaHUWM AOKYMEHTOM Lienecoobpa3Ho NpoBepUTb
[leACTBUE CCbISTOYHbIX HOPMATUBHbIX JIOKYMEHTOB Ha TEKYLLMA MOMEHT. ECn CCbITIOYHbIN AOKYMEHT 3aMeHEH
MAN U3MEHEH, TO Npu MNPUMEHEHUM HACTOsLEro J[AOKYMeHTa CneAyeT MoNb30BaThCs 3aMEHEHHbIM

(M3MEHEHHbIM) AOKYMEHTOM.

33



Streptococcus pneumoniae | UHCTPpYKLUMSA NO NPpUMEHEHUIO | 1126 ot 18 uroHsa 2025 roaa 4 ﬂHK'TEXHnﬂﬂr“ﬂ

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 MONEKYASpHO-
reHeTUYeCcKOM AMarHoCTUKM K apyroro nabopatopHoro npumeHeHums u ISO 13485 B obnacrtu
pa3paboTku, npomssoacTtBa M npogaxun IVD peareHToB wn npmbopoB ANa MeAMUMHCKOM

MOﬂeKynﬂpHO-FEHeTMHeCKOVI ANarHoCTukKu.

MpousBoauTenb: O6WECTBO C OrpaHUWYeHHOM OTBEeTCTBEHHOCTb «[HK-TexHonormsa TC»
(000 «OHK-TexHonorusa TC»), Poccus.

Appec npounsBoguTensa: 117246, Poccus, r. MockBa, npoesg HayuyHbinn, 4. 20, ctpoeHune 4

MecTo npou3sBoAacTBa:
— 000 «[OHK-TexHonormna TC», 117246, Poccus, r. MockBa, npoe3a HayuHbin, 4. 20, ctpoeHue 4;
- 000 «HMNO OHK-TexHonorus», 142281, Poccus, Mockosckas obnactb, r.o. Cepnyxos,

r. NMpoteuHo, yn. XXenesHofopoXHas, 4. 3.

Mo BompocaM, KacawwuMmcs KayectBa Habopa peareHToB, cneayetr obpawaTtbes
B CNY>X0Y KIMEHTCKOM NoAAEpXKKU.
Cnyx6a KNMEHTCKOM NOAAEPKKN:
8(800) 200-75-15 (ansa Poccuun, 3BoOHOK 6ecnnaTtHbii),
+7(495) 640-16-93 (ansa ctpaH CHI n 3apybexbsl, 3BOHOK MaTHbIN),
E-mail: hotline@dna-technology.ru

www.dna-technology.ru

Homep 1126
2025-06-18
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MpunoxxeHune A

MapameTpbl TeCTa, KOTOpPble HE0O6X0AMMO BHECTU B NporpaMMHoe obecneueHune
AeTeKTupyrwwmnx ammandukatopoB «ATnpanm>», «ATnanr»
npu Mcnosib30BaHMM Habopa peareHToB Streptococcus pneumoniae

B ¢pacoBke S

1) Konnuectso npobupok B Tecte - 1;
2) O6béM peakumoHHOM cMmecun - 35 MKn;

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

Pe>xum
N2 Yucno
Temnepartypa, °C MUWH C ONTUYECKUX Tun 6noka
6noka LMKJI0B .
n3MepeHun
80 0 30
1 1 Lnkn
94 1 30
94 0 30
2 5 LUnkn
64 0 15 v
94 0 10
3 45 Uwvkn
64 0 15 v
4 94 0 5 1 LUnkn
5 251! XpaHeHue XpaHeHune
V - pexuM ONTUYECKNX U3MepeHui
4) BHecTu cneaytowme napamMeTpbl KaHanoB AeTeKUnn:
Fam Hex Rox Cy5 Cy5.5
Streptococcus BK _ _ _
pneumoniae

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

MapameTpbl TecTta, KOTOopble He06X0AMMO BHECTU B NporpaMMHoe obecneueHune
AeTeKTupyrwwmnx amminpukatopos «ATnpanm>», «ATnanr»
npu Mcnosb30oBaHUM Habopa peareHToB Streptococcus pneumoniae

B ¢pacoBke U

1) Konnuectso npobupok B Tecte - 1;
2) O6béM peakUMOHHOM cMecn — 18 MK;

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

Pe>xum
N2 Yucno
Temnepartypa, °C MWH C ONTUYECKUX Tun 6n0ka
6noka LMKNOB .
n3MepeHun
80 0 5
1 15 Unkn
94 0 5
2 94 5 00 1 Lunkn
94 0 30
3 5 Unkn
64 0 15 v
94 0 10
4 45 Unkn
64 0 15 v
5 94 0 5 1 Unkn
6 251 XpaHeHue XpaHeHue
V - pexuM ONTUYECKUX U3MepeHUi
4) BHecTn cnegyrouwme napamMeTpbl KaHan0B AeTeKUUN:
Fam Hex Rox Cy5 Cy5.5
Streptococcus BK B _ _
pneumoniae

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 TEPMOCTAT AN nporpeBaHuns Ao 65 °C;

- AOCTaTb M3 XOJI0AWIbHUKA KOMMJIEKT peareHToB A4S BblAeNEeHUs HYKNEMHOBbIX KUCIOT U
NMPOKOHTPOSIMPOBaTb OTCYTCTBME OCaZaKa B NM3MPYLOLEM pacTBope. B cryyae BbinageHMs ocagka
Heobxoanmmo nporpeTb hNakoH C AU3UPYIOWMM pacTBOPOM Ha TepMmocTaTe, npeaBapuTenbHO
nporpetoM ao 65 °C, Ao nMosHOro pacTBOpeHUs ocajka. 3aTeM creayeT nepeMewaTtb pacTBop
nepesopadmBaHneMm d¢dnakoHa BBepx aHoM 5-10 pa3, u3beras neHoobpasoBaHus. [lepen
MCMNOSIb30BaHMEM OXJ1laAnTe pacTBOp A0 KOMHaTHoM TemnepaTypbl (oT 18 °C go 25 °C). Ocagok
TakKXXe MOXHO pacTBOpWUTb MNpu KOMHaTHOM TemnepaTtype (oT 18 °C pgo 25 °C) B TeuyeHwue
npubnnsntensHo 12 yacos.

2. Mpun nporpeBaHun npobupok c obpasuamm BO3MOXHO OTKpbiBaHWe Kpbiwek! Cnepyet
MCNonb3oBaTb NpobMpkM C 3allénkuBarWwmmmca Kpbiwkamm (Hanpumep, Eppendorf Safe-Lock
Tubes) wnn nporpaMmmmpyemMbie TEPMOCTaTbl C MPUXMMHOM KpblWKOM (Hanpumep, TepMocTaT
TBEpAOTENbHbIA NporpamMmmumpyembln  ManorabaputHbii TT-1-«AHK-TexH.», OO0 «HMO AHK-

TexHonorusa», Poccus).

1. MpoMapKMpynTe 04HOPa30BYO MIACTUKOBYO Npobupky o6bEMoM 1,5 Mn ana oTpuuaTenbHoOro
KOHTposibHOro obpasua (K-).

2. BHecuTe B Kaxayl NMpoMapKUpoBaHHYO NMpobupKy C NOAroTOBJSIEHHbIM A1 UCCe40BaHUs
MaTepunanoMm B ob6béme 100 mkn (cM. 6.5) m B npobupky, NpoMapKMpoBaHHYK «K-»,
no 300 MKA nn3npytowero pacTteopa, He Kacascb Kpas npobupku.

3. BHecnTe B NpobupkKy, npoMapkupoBaHHyto «K-», 100 MK OTpMUATENbHOr0 KOHTPOJIbHOMO

obpasua.

MAoTHO 3akpoliTe NPpobUpKM, BCTPAXHUTE HA MMKPOLEHTpUdyre-BopTekce B TeyeHume 3-5 c.

TepMmocTaTupyite npobupku npm temnepatype 65 °C B TeyeHne 5 MuH.

LleHTpndyrupyinte npobupkm Ha MMKpoueHTpudyre-BopTekce B TedeHue 3-5 c.

N o u ok

[JobaBbTe B Kaxayt npobupky no 400 Mkn peareHTa Ans npeumnuTaummn, BCTPSXHUTE

Ha MUKpoueHTpudyre-sopTeKce B TeyeHme 3-5 c.

8. LeHTpudyrupyinte npobupkm npm RCF(g) 12000 - 16000 npu KOMHATHOM TeMmnepaType
(ot 18 °C pgo 25 °C) B TeueHue 10 MUH.

9. He 3apeBass 0cafoK, MOMHOCTbI YAaNMTE HAZOCAAOYHYH KMAKOCTb (OTAENbHbIM
HAaKOHEYHWKOM U3 Kaxaolh npobupkmn).

10. [dob6asbTe k ocagky no 500 Mkn npombiBOYHOro pacrtesopa N1, 3akponTe npobupku wm

nepemewarnTte, 3-5 pa3 akKypaTHO nepeBepHyB Npobupku.
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11.

12.

13.

14.

15.

16.
17.

18.

19.

UeHTpudyrmnpynte npobupkm npu RCF(g) 12000 - 16000 npn KOMHATHOM TemnepaType
(o1 18 °C pgo 25 °C) B TeueHme 1 MuH.

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

JobaBbTe Kk ocagky mno 300 Mkn npoMbIBOYHOrO pactBopa N°2, 3akponte npobupku
N nepemellante, 3-5 pa3 akKypaTHO nepeBepHyB Npobupku.

LeHTpndyrmnpynte npobmpkm npm RCF(g) 12000 - 16000 npu KOMHaTHOM TemnepaType
(o1 18 °C no 25 °C) B TeueHme 1 MuH.

He 3apeBasi ocapok, yAanute HaAOCAAOYHYH XKMAKOCTb (OTAEeNbHbIM HaKOHEYHUKOM
N3 Kaxkxgaon npobupku). [lonyckaeTcs oCTaBUTb XNUAKOCTb, MOKPbIBAOLLYIO 0CaAoK, 06 bEMOM
He 6onee 20-30 MKJ.

OTkponTe NpobMpKn 1 BbICYLLNTE OCAA0K Npu Temnepartype 65 °C B TeueHne 5 MuH.
Job6aBbTe Kk ocagky 50 mkn (komnnektaumsa MPOBA-HK) nnn 300 Mk (KkoMMieKTauus
MPOBA-HK-IMJIKHOC) 6ydepa ans pacTBOpeHus, BCTPSIXHUTE NMPpobUpPKN Ha MUKpoLeHTpudyre-
BOpTekce B TeyeHMe 3-5c u ocagute Kanau UuUeHTpudyrmpoBaHneM npobuMpok
Ha MUKpoLeHTpudyre-BopTekce B TeueHne 3-5 C.

TepMmocTaTmpynTe npobupkm npu Temnepatype 65 °C B TeueHue 5 MUH. BCTpsaxHuTe
npobunpkn Ha MUKpOLLeHTpUdyre-sopTekce B TedeHue 3-5 c.

OcaanTte KoHAeHcaT ueHTpudgyrmposaHmem npu RCF(g) 12000 - 16000 npu KOMHaTHOM

TemnepaTtype (oT 18 °C no 25 °C) B TeueHune 30 c.

MpenapaTt AHK rotoB K BHECEHUIO B peakKuUOHHY cMecb anga MLup.

Mpenapat AHK MOXHO XpaHUTb MNpu TemnepaTtype oT MUHyC 22 °C no MumHyc 18 °C

He 6osiee ogHOro Mecsua nnu Npm TemnepaTtype oT MMHyc 72 °C o MuHyc 68 °C He 6onee ogHoro

roga.

lMepen wcnonb3oBaHveM npenapata AHK ans noctaHosku [1UP nocne xpaHeHus

Heobxoanmmo pasmopo3uTb npenapat AOHK wn oTpuuatenbHbll KOHTPONbHbIA 0b6pasey npu

KoMHaTHoOM Temnepatype (ot 18 °C pgo 25 °C) wnu npu Temnepatype ot 2 °C go 8 °C, 3aTem

BCTPAXHYTb nNpobupkn ¢ npenapatoM [JHK U1 oTpuuaTesbHbIM KOHTPOJSIbHbIM 06pasLOM

Ha MUKPOLIEHTpUdYyre-BopTeKce B TedeHne 3-5 C U UeHTpudyrnpoBaTb Ha MUKpoLeHTpudyre-

BOpTeKcCe B TeueHne 1-3 C.

BHUMAHME! [na npenapata JHK gonyckaeTcs ToNbKO O4HOKpaTHOe pa3Mopa)usaHue!

MpenapaT AHK roToB K BHECEHUIO B peaKUMOHHYI cMecb ang lMLUP.
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