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CMUCOK COKPALLEHUA 1 OBO3HAYEHUI

B HacToswen MHCTPYKUUN NCNONb3YHKTCA cnegyroumne CoKkpaleHna 1 0603HaueHuns:

RCF - relative centrifugal force, oTHoCcMTENbHOE YCKOpPEHUE LEHTPUDYTH
BK - BHYTPEHHUI KOHTPO/1b

an - AOBEPUTENIbHbLIN UHTEpBa

OHK - Ae3oKkcnpuboHykenHoBast KMcioTa
OHKa3bl - Ae30KCUpuboHykKeasbl

K- - oTpuuUaTesbHbI KOHTPOJbHbLIN 06pasel
K+ - NOAOXUTENbHbIN KOHTPOJIbHbLIN 0bpasel
JIKO - NabopaTopHbIN KOHTPOJIbHLIN 06pa3eLl
HK - HyKnenHoBble kncnotbl (PHK 1 AHK)
Mnup - NosINMepasHas LuenHas peakuus
PHKa3bl - pnboHykneasbl
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BBEAEHUE

TpuxoMOHKWa3 - Haubosiee pacnpoCTpaHeHHas BO BCEM MUpe m3neumMmas MHdeKuns ms
yncna WHdgekumi, nepegasaeMbix nosoBbiM nytem (UMMM), Bbi3biBaeMass napasvTapHbIM
npocrenwmnm, Trichomonas vaginalis.

KnuHundeckn uHdekumsa Trichomonas vaginalis npoTekaeT B BWAe BYJ/IbBOBarMHUTA,
uepsuumTa n pexe - ypetputa. OcnoxHeHnamm nHdbekunmn Trichomonas vaginalis moryT 6biTb
3HAOMETPUT WM BoOcCnanuTenbHble 3aboneBaHMs OpraHoB Manoro Ta3a, OC/AOXHEHUSAMWU npu
6epeMeHHOCTN M podax MoryT 6biTb NpexaeBpeMeHHbl pa3pblB MeMbpaH, npexaeBpeMeHHble
poAbl N HU3KUI BEC Mao4a Npu poXAeHUW.

Y MyX4uH KanHudeckn wuHdekuma Trichomonas vaginalis npoTekaeTr B BuAae
ypPEeTpasnbHbiX BblaeneHun, banaHmta n 6anaHonoctmta. OCAOXHEHUAMU UHADEKLUMN Y MYXKYUMH
MoryT O6bITb MNpocTaTUT WM 3NMANAMMUT. bBblI0 NOKa3aHo, 4YTO TPUXOMOHMA3 MOBbIWAET
BOCMPMUMUYMBOCTb K BUY-nHdpekunn B ga pasa.

XOTS MUKpOCKONUYeckue n KynbTypasbHble METOAbl UCCegoBaHUsS OcTatoTcs Hanbonee
LWNPOKO WCMOJIb3yeMbIMU AMArHOCTUYECKMMW TecTaMu ANs TPUXOMOHMasa, MeToAbl aHanusa
HyKnenHoBbIx kncnot (MAHK), K KOTOpbIM OTHOCUTCS METOA MOSIMMEPA3HOM LENHOM peakunu
(MNUP), asnaoTca Hanbonee 4yBCTBUTENbHBIMU ANS ANArHOCTUKU 3TON UHGEKLUK.

MpumeHeHne Habopa peareHToB A1 BbigBneHus [OHK TpuxoMmoHac BarmHanuc
(Trichomonas vaginalis) no3BonseT CBOEBPEMEHHO BbISIBUTb BO36YyAUTENS N HAa3HAUUTb Jle4eHune,
B TOM 4YMC/Ie N C UCMONb30BaHMEM cneumduyecknx npenapaTos. Maaenme MOXeET NCMOb30BaTbCH
ONS KOHTPOJIS  YCMNEWHOCTM JledeHns nyTeM MNOBTOPHbIX wuccneaoBaHuii. OTpuuaTenbHbIR
pe3ynbTaT WUCCNeaoBaHMs  MNO3BONSIET  UCK/UYUTb  TPUXOMOHMAs MNpuv  NpoBeAeHUU

avdbdepeHumanbHOM AMarHOCTUKKN 3aboneBaHun.
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1 NPEAHA3HAYEHHOE NPUMEHEHMUE

1.1 MonHoe HamMmeHoBaHWe Habopa peareHToB: Habop peareHTOB Ans BbissBneHus OHK
TpuxoMmoHaca BaruvHanuc (Trichomonas vaginalis) MeToaoM MOAMMEepasHoW LEeMnHOMW peakuunu

(TPUXO-TEH), nanee no TekcTy — Habop peareHToB.

1.2 HasHauyeHue: Habop peareHTOB npeaHasHayveH Ans BbigneHns [OHK TpuxoMoHaca
BarmHanuc (Trichomonas vaginalis) metogom TMLUP B 6MonornMyeckom maTtepuasne 4enoBeka:

Ccockobbl anuTeNnmManbHbIX KNETOK U3 YPOreHUTanbHOro TpakTa, Mo4a, CeKpeT NMpocTaThbl, ISKynAT.
1.3 QOYHKUMOHANbHOE Ha3HavyeHWe: AnarHocTuka in vitro.

1.4 MokazaHus K npoBeageHuo nccneaoBaHuA: CMMMNTOMBI VIHCbEKLI,VIOHHOFO Nz

BOCMasIMTENbHOro 3a60/1eBaHUA MOYENOI0BOr0 TpakKTa, KOHTPOJIb SIeYeHUss TPUXOMOHKMasa.
MpoTMBOMOKAa3aHU K MPUMEHEHUIO HET.

1.5 MonynsaumoHHble K agemorpadumyeckme acnekTbl: MpuMeHeHne Habopa peareHToB

He 3aBUCUT OT NONYNALUMOHHbLIX N ,El,eMOI'paCIJVI‘-IGCKVIX aCrneKkToB.

1.6 O6nacte nNpuMeHeHusi: Habop peareHTOB MOXET ObiTb MCAO/Ab30BaH B KJIWMHUKO-

AMarHoctTuyeckmnx nabopaTopmsaix MEANLMHCKUX YUPEXAEHUN.

1.7 MoTeHuManbHble NONb30BATENMN: KBAaTNMUUMPOBAHHbIN NepcoHan, obyyeHHbIn MeToaaMm

MOﬂeKynFIpHOP’I ANarHoCTtnkKnM m npaswmniam pa60TbI B KJIMHUKO-AMArHOCTUYECKON na6opaTopMM.

1.8 MpUMeEHATbL Habop peareHToB CTPOro Mo Ha3Ha4YeHUIO COTMIAacHO AAaHHOW MHCTPYKLUUU MO

NMPUMEHEHMNIO.
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2 XAPAKTEPUCTUKA HABOPA PEATEHTOB

) AHK-TEXHONOrusa

Habop peareHToB TPUXO-IEH BbinyckaeTcsa B cneayowmx BapMaHTax UCMOJSIHEHUS:

- MUP c peTekunen B pexmnme peasbHOro BpeEMEHN;

- MLP c dpnyopecueHTHON AeTeKumen no KOHEYHOW To4Ke.

BapuaHTbl UCMOMHEHUA pa3/inyaloTcsa cnocoboM aeTekumMn aMmnnudbuumnpoBaHHoi AHK

Trichomonas vaginalis:

. «MUP c petekumen B pexuMe peanbHOro BpeMeHwn» (MapkupyeTtca - «Real-time») -

npeaHasHauyeH Ans agetekumm pesynbtaTtoB [UP Bo BpeMs aMnnudukaumMmM C MOMOLLbO

AETEKTUPYHOLNX aMNINbUKaTOPOB;

o «MUP c dnyopecueHTHOW AeTeKUuMen No KOHe4YHoW Touke» (Mapkupyetcs - «Flash») -

npeAHasHayeH Ana geTekumm pesynbTatoB [UP nocne okoH4YaHus amnaudukaumm c

ncnonb3osaHunem lMNLP-geTekTOpa.

2.1
2.1.1

CocrtaB Habopa peareHToB

MUP c getekunen B pexunme peasbHOro BpeMeHwu

R1-P107-S3/9, chacoBka S, cTpunbl

. Konnuectso HoMWHanbHbIN
HanmeHoBaHMe KOMMNOHEHTOB BHewHWn BuAa .
npobupok 06bEM KOMMOHEHTA
Mpo3payHasa 6ecuBeTHas unu
CMecb ana amnaudukaumu, po3p 12 cTpunos
po30Bas XXMAKOCTb Noja no 20 mMKkn
3anevaTaHHas napaduHoOM no 8 npobupok
BOCKOO6pa3HbIM 6enbiM cnoem
Mpo3payHas 6ecuyBeTHas
PacteBop Tag-nonnmMepassbl po3p H 2 npobupkmn no 500 mMkn
XKNAKOCTb
Mpo3payHas 6ecuseTHasa BsA3Kas
MunHepanbHoe Macno 2 npobupkmn no 1,0 mn
MacCnsaHUCTasA XXUAKOCTb
MonoxunTenbHbI Mpo3pauHas 6ecuyBeTHas
N 1 posp 1 npobupka 130 mkn
KOHTPOJIbHbIN 06pa3seL, XNAKOCTb
KpbIWwKK ang cTpunos 12 wr.

R1-P107-23/9, cbacoBka S, npobupkmu

HavmeHoBaHMe KOMMOHEHTOB

BHewHun Bua

KonunyecTtBo
npobumpok

HoMMHanbHbIN
06BbEM KOMMOHEHTa

Cmecb ana aMmnnmdukauum,

MNpo3payHasa 6ecuBeTHasa UIn

KOHTPOJIbHbIV 06pa3zeu!

XNAKOCTb

po30Bas XUAKOCTb Mo 96 npobupok no 20 mkn
3anevyaTtaHHas napaguHOM
BOCKOO6pasHbIM 6enbiM cnoem
Mpo3payHas 6ecuseTHas
PacTteop Tag-nonnmepassbl posp 2 npobupkun no 500 mMkn
XNAKOCTb
Mpo3pauHasa 6ecuBeTHas BA3Kas
MuHepanbHoe Macno posp 4 2 npobupku no 1,0 mn
MacnsHUCTas XWAKOCTb
MonoXxunTenbHbl Mpo3pauHasn 6ecuBeTHas
posp 4 1 npobupka 130 mkn

1 - Ha 3TMKEeTKE KOMMOHEHTa ANS Bcex (acoBOK «M0OXUTENbHbIA KOHTPOMbHbIM 06paseL» ykasbliBaeTcs

Kak «K+»
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R1-P107-UA/9, dacoBka U
HaumeHoBaHune . Konuuectso HOMMHanbHbIN
BHewHun Bng ..
KOMMOHEHTOB npobumpok 06bEM KOMMOHEHTa
Mpo3payHas 6ecuBeTHas uam
Cmecb ansa amnnamdbukaymm posp 4 1 npobupka 600 mMkn
po30Bas XMAKOCTb
Mpo3payHas 6ecuBeTHasn BA3Kas
Monumepasa TexHoTag MAX posp 4 1 npobupka 30 Mkn
XNAKOCTb
Mpo3payHas 6ecuBeTHas
MNuP-6yde 1 npobupka 600 mMKkn
LiP-6ydep XNAKOCTb P P
MonoXxnTtenbHbI Mpo3pauHas 6ecuseTHas
N 1 posp 4 1 npobupka 130 mkn
KOHTPOJIbHbIN 06pa3seL, XNAKOCTb

2.1.2 TIUP c dnyopecueHTHON geTeKumen no KOHEYHOMN ToYKe

F1-P107-51/1, ¢acoBka S, npobupkm 0,5 mL

KonuyecTtso HoMWHanbHbIN

HanMeHoBaHMe KOMMOHEHTOB BHewHun BuA, N
npobunpok 06bEM KOMMOHEHTA

Mpo3payHas 6ecuBeTHas um
po30Bas XWAKOCTb NoA 100 npobupok no 20 mMkn
BOCKOO6pasHbIM 6enbiM cnoem
Mpo3pauHas 6ecuBeTHas

Cmecb ana amnaudukaumm,
3arne4dyaTaHHas napaguHoOM

PactBop Tag-nonnmepassl 2 npobupku no 500 mMkn
XNAKOCTb
Mpo3payHasa 6ecuseTHas

MNuP-6yde OH 1 npobupka 200 mkn

LIP-6ycbep (cpow) SHAKOCTS poGup

Mpo3payHas 6ecuBeTHas BA3Kas

MuHepanbHoe Macno Posp H 2 npobupku no 1,0 mn
MacnsaHUCTas XWAKoOCTb

MonoxunTenbHbI Mpo3payHas 6ecuBeTHas

N 1 posp 4 1 npobupka 130 mkn
KOHTPOJIbHbIN 06pa3seL, XNAKOCTb

Bce KOMMOHeHTbl Habopa peareHTOB TrOTOBbl K TMPUMEHEHUIO W He TpebytoT
AONOHUTENBLHOW NOAroTOBKU K paboTe.
KoMM/ieKTHOCTb:
- Habop peareHTOB B O4HOM M3 BapMaHTOB UCMOJIHEHMS — 1 WT.
- UMHCTpYKUNS NO NPUMEHEHMUIO — 1 3K3.
- Bknagbiw - 1 5K3.

- MacnopTt — 1 3K3.

2.2 KonnyectBo aHanunsnpyembix o6pasLos

Habop peareHTOoB B (pacoBke S paccuuTaH Ha npoBeaeHne 96 onpeaeneHwui ans
BapuaHTa ucnonHeHus «lLP c getekumen B pexuMe peanbHoro spemeHmn» n 100 onpeneneHni
ANns BapmaHTta ncnonHeHns «MLUP ¢ dnyopecueHTHOM aeTekumnen No KOHEYHOoM ToYKe», BKtovas
aHanuM3 Heun3BeCTHbIX 06pasuoB, OTPMUATEsNbHbIX KOHTPOJIbHbIX 06pa3uoB, MOAOXUTENbHbIX
KOHTPOJIbHbIX 06pa3uoB 1 GoHOBbIX Npobupok. [nsa BapmaHTa ucnonHenus «MLUP c getekunen B
pexuMme peanbHOro BpEMeHM» npeaycMoTpeHO He 6o0see 24 NOCTaHOBOK, AN BapuaHTa
ncnonHenus «MUP ¢ dnyopecueHTHOM pOeTekuMen no KOHeYyHoW Touyke» - He 6onee

10 NnocTaHOBOK.

1 - Ha 3TMKEeTKE KOMMOHEHTa ANS Bcex (acoBOK «M0OXUTENbHbIA KOHTPOMbHbIM 06paseL» ykasbliBaeTcs
Kak «K+»
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Habop peareHToB B (pacoBke U paccumTaH Ha npoBeaeHme 96 onpeaeneHuin npun ycrosum
NOCTaHOBKM He MeHee 5 o6pa3uoB B OAHOM wuccnesoBaHuu (3 HeM3BeCTHbIX obpasua,

OTpULUATENbHbIN U MNONOXUTENbHbIN KOHTPOJIbHbIE 06pa3ubl).

2.3 MpuHUMN MeTOAa

MeTopa: NonumepasHasa uenHasa peakuums (MLP) c peTekumein pesynbTaToB: B pexXuMme
peasnibHOro BpeMeHu, ¢ hJIlyopecUueHTHOM AETEKUNEN MO KOHEYHOM TOUYKE; KaYeCTBEHHbIN aHanms.

MpuHUMN MeTOoAa OCHOBAH Ha WCNOMb30BaHWM npouecca amnnmdbukaumm AOHK ¢
MOMOLLbIO MosaiMMepasHol uenHoih peakumun (MLP). Mpouecc aMnandukauum 3akayaeTcs B
cepum MOBTOPSAIOLWMXCS UMKIOB TemnepaTtypHoin aeHatypaumm [OHK, oTxura npariMepoB C
KOMMJIEMEHTAPHBLIMM MNOCNEA0BATENIbHOCTAMU U MOCAe[ylowen AOCTPOMKN MONMHYKAEOTUAHbIX
uenen ¢ 3aTux nparMepos Tag-noamMMepason.

Ons noBbIWEHUS 4YYBCTBUTENIbBHOCTM U CcreuMdUyHOCTM peakunum npeaycMoTpeHo
NMpUMEHeHnEe <«ropsidero» crapTa, KoTopbin obecneumBaeTcs Anas ¢dacoBkn S MeTOAUKOM
MPUroTOBAEHUSA peaKLMOHHON CMeCK, COCTOSILLEN U3 ABYX CNOEB, pa3AesiéHHbIX MPOCNONKON 13
napaduHa. CmeweHne CroéB M nNpeBpalleHne MUX B PEeaKLUMOHHYI CMeCb MPOUCXOAMUT TOJSIbKO
nocne njaeneHUs napaduHa, 4YTO WUCKJOYaeT Hecneunduyeckmin oTXur npanMmepoB Ha [OHK-
MULLEHW NPU Ha4YanbHOM nporpese Npobupkn. «Fopaunn>» ctapTt ans dacoskn U obecneumBaeTcs
MCNO/Ab30BaHMUEM MONMMEPA3bl, aKTUBHOCTb KOTOpPON 6/10KMpoOBaHa aHTMTENaMu, aKTUBaLUS
depMeHTa NpoucxoauT TOSIbKO MOC/E MpeaBapUTENbHOro NMporpeBa peakuMoHHOW cMecu npu
94°C. DT0 UCK/IYaET Hecneunduyeckuin oTxur npanmepos Ha AHK-muweHn npu HavyanbHOM
nporpese Npobupku.

B peakunoHHyto cMecb ans amnandukaumm seegeHbl JHK-30HAbI, KaXabll U3 KOTOPbIX
HeCcéT dhyopecueHTHY0 MeTKy M racutenb dnyopecueHumn. NMpu obpasosBaHum cneuymdmUyHOro
npoaykta [OHK-30H4 paspywaertcs, AenctBue racutensd Ha  (GayopecueHTHY  MeTKy
npekpawaercsa, 4To BeAET K BO3pacTaHUio YpOBHS dnyopecueHunn, KOTOpbI duKCcupyetcs
AETEKTUPYIOWMM amnnmdumkaTopom nnn MNLP-geTekTopom.

KonnyecTtBo pas3pylleHHbiX 30HAO0B (a, cnepoBaTeflibHO, M ypoBeHb dnyopecueHumn)
yBeIN4YMBAETCS NMPonopUMOHaNbHO KonnyecTsy obpa3soBasBlunxcs cneundunyeckmx amninkoHoB.
YpoBeHb diyopecueHuMn U3MepSeTcs Ha KaxaoM uukie aMmnamdukauum B BapuaHTe
ncnonHeHus «MLUP c pgetekumen B pexume peasibHOr0 BPEMEHM» WM Nocne npoBeneHus
amMnaudunkaumm B BapuaHTe ucnosnHeHus <«MUP ¢ dnyopecueHTHON aeTekumen no KOHEeYHOW
TOUKe»,

B coctaB cmecu ans amMnandukaumm BKAKOYEH BHYTPEHHUN KoHTponb (BK), koTopbii
npegHasHadeH A5 KOHTPOAS NMPOXOXAEHMSA NOIMMEPA3HON LLENHON peakuun.

B cocras AHK-30HAOB, mcnonb3ylowMxcs A8 AeTekunum npoaykta amnandukauum
nckomon AHK, BkntoueHa dnyopecueHTHasa MeTka Fam. B coctas [JHK-30HA40B, ncnonb3yowmxcs
AN AeTeKuunm npoaykTa amnamdukaumm BHYTPEHHEro KOHTPOsS, BXOAUT (JyOpeCLEeHTHbIN

Kpacutenb Hex. B Tabnnue 1 npunBeaeHbl KaHallbl AETEKUNN NMPOAYKTOB aMI'IJ'IMCbMKaLI,MM.
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Tabnuua 1 - KaHanbl getekumm npoayKToB aMmnandukaumm

Fam/Green Hex/Yellow/Vic Rox/Orange Cy5/Red Cy5.5/Crimson
Tr/cho'mOﬁas BK _ - -
vaginalis

NccnepoBaHue coCTOMT M3 cnepylowmnx atanos: BbigeneHne OAHK (npob6onoarortoska),
NnuP-amnandukauma OHK Trichomonas vaginalis v petekuuMs nNpoayKTOB aMnandukaumm
C ncnonb3oBaHmeM Habopa peareHToB TPUXO-TEH. Mpu ncnonbszosaHnn HabopoB peareHToB B
BapumaHTe wucnonHeHus «MUP ¢ peTekumMen B pexume peasbHOro BpPEMEHU»  3Tanbl

nuP-amnnnpukaunm AHK n getekuymn AHK coBMeLLEHbI.

2.4 Bpems npoBeaeHns aHanusa (Bkaw4yas npobonoaroToBKy): oT 2 yacos (B 3aBUCUMMOCTH

OT KonmyecTsa 06pa3uoB 1 ncnonbdyemoro Habopa/komnnekrta ans sbigenenms AHK).
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3 AHAJTUTUYHECKME U ANATHOCTUYECKUE XAPAKTEPUCTUKMU

3.1 AHanuTu4yeckast cneunduyHoOCTb

B obpasuax 6uonormyeckoro maTtepuana denoseka, coaepxawmx OHK Trichomonas
vaginalis, TNUP-petektop («MUP ¢ ¢dnyopecueHTHON aeTekUMEN MO KOHEYHOM TO4Ke») Uau
aeTekTmpytowmnin amnangukatop («MUP ¢ aetekumeln B pexmme peanbHOro BpeMeHU») OO0JSIKEH
perucTpnpoBaTb MONOXKUTENbHbIM pe3ynbTaT aMnandukauum cneunduruyeckoro npoaykKra
(dbparmenTa reHoma Trichomonas vaginalis).

B obpasuax 6uonornyeckoro matepuana, He cogepxawmx AHK Trichomonas vaginalis,
AeTeKTUpYoWKnn amMmnangunkatop mnm MNLP-geTekTop A0/KEH perncrpMpoBaTb OTpuUAaTENbHbIN
pesynbtaT amnandukaumm cneumdunyeckoro npoaykrta (dpparmeHta reHoma Trichomonas
vaginalis) n NonoXunTenbHbli pe3yabTaT aMandmKaumm BHYTPEHHErO KOHTPOS.

lNMokasaHo OTCYyTCTBME Hecneumdmnuyecknx NoaoXMTeNbHbIX pe3ybTaToB aMnamdunkaunm
npu Hanudum B obpasue OHK Ureaplasma urealyticum, Gardnerella vaginalis, Mycoplasma
genitalium, Mycoplasma hominis, Ureaplasma parvum, Neisseria gonorrhoeae, Candida albicans,
Chlamydia trachomatis, Streptococcus spp., Staphylococcus spp., a Takxe [OHK uyenoseka

B KOHLEeHTpauuun ao 1,0x108 konuit/mn obpasua.

3.2 NHTepdepupyowine BelecTsa

Hannumne wuHrubutopos [LUP B o6pa3ue 6uonormyeckoro martepumana MoxeT 6biTb
MPUYMHON COMHUTENbHbIX (HeomnpeaenéHHbIX/HeLOCTOBEPHbIX) pe3ynbTaTtoB. [lpM3HaKoM
MHrnbmposanusa TILUP gaBnsetrca OAHOBpeMEHHOe OTCYTCTBME aMnandukauum BHYTPEHHEro
KOHTpOns u cneuunduryeckoro npoaykra (cm. 2.3, 9.3, 9.4).

K nHrnémutopam MLUP oTHocATCS cneaylowme BewecTBa: NpUCyTcTeme B obpasue cimsn,
npumecer KpoBu; NybpuKaHTbl, TanbK, MECTHbIE NIeKApPCTBEHHbIE Npenaparthbl.

Ons cHuxeHus konudectsa MHrnbutopos MNLUP Heob6xoammo cobnofaTte npasuia B3ATUS
6uonornyeckoro matepmana. lNMpu Noao3peHUn Ha Hanmume B obpasue 60MbLIOro KonMyecTsa
nHrnébutopos T[LP pekomeHayeTca BblbupaTe MeToabl BblaeneHns [OHK, nossonswowme
MaKCMManbHO yAanuTb UHrnbutopel TMLUP un3 obpa3ua, He pekoMeHAYyeTCS WCNoNb30BaTb

aKcnpecc-MeToabl BblaeneHunsa AHK.
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3.3

Mpenen obHapyxeHus

) AHK-TEXHONOruA

5 konun OAHK Trichomonas vaginalis Ha aMmnanduKauMoHHY Npobupky.

Mpepen

obHapyxeHus

YyCTaQHOB/EH

nyTem aHaJln3a

CepuiiHbIX  pas3BeaeHun

nabopaTopHoro KoHTposibHoro obpasua (JIKO). Ons kaxaon KoHueHTpauunm 6bl10 npoBefeHo

94 onpepeneHuns.

KoHueHTpauus JIKO,
- Konnuecrso
KOMNUM Ha Konunuecrso %0 NONIOXKUTENbHbIX
aMnIM(PUKaLNOHHYIO noBTOPOB NOJIOKUTENBHBIX pe3ynbTaTtoB
pe3ynbTaTtoB
npo6upky
10 94 94 100
5 94 94 100
2 94 73 77,6
0 94 0 0,0

MpnmeyaHwne

- MNpepen obHapyxenusa OHK Trichomonas vaginalis B obpa3ue 3aBUCUT OT MeToAa

npobonoarotoBku obpasua U KoHeyHoro o6béma BbiaeneHHon AHK (o6béma antounn).

Mpumep:

Mpenen obHapyxeHust 5 Konuii Ha aMnNAMUKaALMOHHY NPOBUPKY COOTBETCTBYET CReAyowmuM

3HaueHnsaAM KoHueHTpaumn OHK Trichomonas vaginalis npu MCnNonb30BaHUM KOMMNEKTOB AN

BblAe/IeHNa HYKTEMHOBBIX KMCoT npoussoactea OO0 «HIMO AHK-TexHonorns»:

KoMnnekTbl Ansa BbiaesieHuns HYKJ/1IENHOBbIX KUCNOT

O6pasen NMPOBA-MY-
PANMUA NMPOBA-
NMPOBA-HK NMPOBA-TC T S PAMMA
B 300 mk)
- Cockob anutenuanbHbIX
knetok B 500 MKkn
TPaAHCNOPTHOM Cpeabl;
- 2akynat B 500 Mkn
TPaAHCMNOPTHOWM Cpeabl; 50 100 300 500
- CekpeT npocTtaThbl B kKonuii/obpasey | konun/obpaseu | konuii/obpasey | konun/obpasel
500 Mkn TpaHCNOPTHOM
cpeabl;
- Moua (npu BblgeneHun
n3 1,0 mn obpasua)

3.4

AnarHoctmyeckmne xapakTepucTUKM

Konunyectso obpasuos (n) — 398;

JnarHoctmnyeckast 4yBCTBUTENbHOCTb cocTasnsieT (95% AN) - 100,0% (76,8-100,0%);

OnarHocTtmnyeckas cneymdunyHocTb coctasnseT (95% AN) - 99,7% (99,0-99,7%).
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4 MEPbI MPEAOCTOPOXXHOCTH

Opranusauma pabotbl [LUP-nabopatopuu, obopyaoBaHue u MaTepuanbl LOXKHbI
cooTBeTCcTBOBaTb TpeboBaHuam MOCT P 52905-2007, meToamyeckux ykasaHun MY 1.3.2569-09
«OpraHusaumnsa paboTbl nabopaTtopuii, UCNOABL3YKOLWNX MeToAbl amnaMdumKaumm HYKIEMHOBbIX
KWUCNOT, Npu paboTe C MaTepuasioMm, cogep)kalnmMm MnkpoopraHnsmel I-IV rpynn natoreHHoCcTu»,
Cc cobnogeHneMm  caHuTapHbiXx npaBua M HopM  CaHluH 3.3686-21  «CaHuTapHo-
annageMmnonornyeckne tpebosaHus no npodunakTMke MHMOEKUNOHHbIX bonesHen».

HenseecTHble 06pa3ubl paccMaTpMBAOTCS KakK MoTeHuManbHO-onacHble. Mpu paboTte ¢
HabopoM peareHTOB c/leayeT HageBaTb 04HOpPa30Bble nepyaTkm 6e3 Tanbka.

Mpn pabote ¢ MmkpoopraHmuamamu I-IV rpynn naTtoreHHocTu BbIGOp TUMNa 3aWMTHOro
KocTioma (pabouer ogexabl M CpeacTB MHAMBUAYA/bHOW 3aWMTbl) MPOBOAUTCS B CTPOrOM
COOTBETCTBMM C CaHUTapHbIMK Npasuiammn n Hopmamm CaHlnH 3.3686-21 n onpepensieTcs BMAOM
B0o36yauTens, pabouel 30HOI, OCHaweHneM ee 6okcamu buonornyeckon 6e3onacHoOCTu.

CnepyeT ncnonb3oBaTh TO/IbKO OAHOPA30Bble HAKOHEYHUKN U NPOo6bmpKM.

He ponyckaeTcs WCNOMb30BaHWE OAHMX W TeX e HaKOHEeYHMKOB npu obpaboTtke
pa3nnyHbix o6pa3uos bnonormyeckoro matepuana.

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

Boiaenenve AHK cneanyet nposoanTb B 6okcax buonornyeckon 6esonacHocTu II knacca.
MoaroTtoBky k MNLP c ncnonb3osaHneM Habopa peareHTOB BO3MOXHO npoBoauTb B ML P-60kcax.

3anpewaeTca nepemelleHne nabopatopHoro obopynoBaHus, B TOM 4yMcne A03aTopos,
WwTaTMBOB, JN1labopaTOpHOM MOCyAbl, XaslaToB, rO/IOBHbIX y6OpoB M Mp., a TakXe pacTBOpPOB
peareHToB U3 O4HOro NMOMeLWeHnsa B Apyroe.

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

Ncnonb3oBaHHble OAHOPA30Bble MPUHAANEXHOCTM (MPOBbUMPKM, HAKOHEYHUKM U Aap.)
OO/MKHbI  cbpacbiBaTbC B KOHTeMHep A8  MeAMUMHCKMX  OTX0A0B,  CoAepXXalimi
Ae3nHduumpyowmnin pacteop (Npn HeobxoanmocTn).

MoBepxHOCTM pabounx CTOMOB, @ TaKXe NOMeLlEeHNS, B KOTOPbIX MPOBOANTCS BblAe/eHne
HK wn noctaHoeka [MUP, cneayer obsizatenbHo, 40 M nocne nposegeHus paboTt, obnyyatb C
NOMOLLbIO BaKTepuUUMAHbIX YCTAaHOBOK B TeyeHue 30 MUHYT.

Bce noBepxHocTn B nabopatopumn (paboume crtonbl, wTtaTtuebl, obopyaoBaHue u 4p.)
eXXegHeBHO MoABepratoT BfaxHon ybopke C MpUMEHEHMEM Ae3nHPUUUPYOLWMX/MOKLWMX

CpeacTB, pernaMeHTUpPOBaHHbIX CaHUTapHbIMW NpasuiamMu u Hopmamm CanluH 3.3686-21.

BHUMAHME! YTunusnposaTb 0TX0A4bl C NpoaykTamu MNLP Heo6xoanMo ToNbKO B 3aKpbITOM BUAE.
He ponyckaeTca oTKpbiBaTb NpPO6MpPKKU nocne amnamdukauum, Tak Kak 3TO MOXeT MpPUBECTU K

KOHTaMuHaumun npoayktamm MUP (MY 1.3.2569-09).
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Mpn ucnonb3oBaHuM Habopa peareHTOB B KAMHUKO-AMarHoctuyeckon nabopaTtopum
obpas3ylTcs 0TX0oAbl Kfhacca B, KOTopble YyTUAM3MPYKOTCA B COOTBETCTBMM C TpeboBaHMSAMMU
CaHuTapHbiX npasun U HopM CaHluH 2.1.3684-21 «CaHuTapHo-3anunaeMunonormyeckme
TpeboBaHUS K coaepXaHUIO TEPPUTOPUIN TOPOACKNX U CENMBbCKMUX NOCENEHUI, K BOAHbIM 06beKkTaMm,
NUTbEBOM BOAE U MNUTLEBOMY BOAOCHabXeHWto, aTMochepHOMY BO34yXY, MOYBaM, XWUSbIM
noMeLleHNsaM, 3KCnyaTaunum npousBOACTBEHHbIX, 06LWECTBEHHbIX MOMELLEeHUA, OpraHu3aunm u
NpoBeAEHNI0 CAHNUTApPHO-NMPOTMBOINMAEMUYECKNX (NPODUNAKTUHECKNX) MEPONPUATUI».

OnacHble KOMMOHEHThLI B HAabope peareHToB

Hanuumne/orcyrcremue

KomnoHeHT Habopa OonacHOro KOMNoHeHTa

YKasaHue Ha pUCKM

peareHToB
®dacoBka S ®dacoska U
CMecb ansa amnaudukaumu, HeT onacHbIX
3anevyaTaHHas napaguHoOM BELeCTB
HeT onacHbIX
PacTteop Tag-nonnmepassbl - -
BeLlecTB
HeT onacHbIx
MunHepanbHoe Macno - -
BellecTB
HeT onacHbIx
MNupP-6yde OH - -
LiP-6ydep (poH) BelecTs

HeT onacHbIX
Cmecb ana amnnudurkaumm - -

BELLECTB
HeT onacHbIx
MonumMepasa TexHoTag MAX - -
BELLECTB
HeT onacHbIx
MLP-6ydep - -
BELLECTB
MonoxuTtenbHbl A3unp HaTpusa A3up HaTpusa ABnaeTca 6e3onacHbIM Ansa
KOHTpPOJIbHbIN 06pa3zew, meHee 0,1% meHee 0,1% KOHEYHOro nosib3oBaTens

Mpn pabote c HabopoMm peareHTOB cregyeT MCMNOMb30BaTb CPeACTBa MHAMBUAYASIbHOW
3alWnTbl 4N NpeaoTBPalleHMs KOHTaKTa C OpraHu3MoM 4esnoseka. [locne okoH4YaHus paboThl
TLLATENbHO BbIMbITb PYKU. N36eraTb KOHTaKTa C KOXEW, rnaszaMmn 1 CIM3NCTbiMM 060/104KaMM.

Mpn ncnonb3oBaHMKU MO Ha3HAYEHMIO U COBNIOAEHUM Mep NPefOoCTOPOXHOCTU KOHTAKT C
OpraHM3MOM 4esioBeKa MCKIHOYEH.

He ncnonb3oBaTb Habop peareHToB:

- NpyY HapyLWeHUN YCI0BUA TPAHCMOPTUPOBAHUA U XPAHEHUS;

- Mpu HECOOTBETCTBMM BHELIHEr0 BMAA peareHToB, YKa3aHHOro B Macnopte K Habopy
peareHToB;

- nMpw HapyLweHnn BHYTPEHHEN YNaKOBKN KOMMOHEHTOB Habopa peareHToB;

- no NCTeYEHNKO CpOKa rogHoCTmn Ha6opa peareHTos.

NMpuMmeyaHne - Habop peareHTOB He COAEPXMUT MaTepunanoB HGUONOrMUYECKOro MPOUCXOXAEHMS,
BELLECTB B KOHLIEHTpaumMsax, 061ajatolmx KaHLePOreHHbIM, MyTareHHbIM AEACTBMEM, @ TaKXe BIUSIOWNX
Ha penpoayKTUBHYIO (yHKUMIO 4YenoBeka. [pu MCNONb30BaHMM MO HA3HAYEeHUO M COBMOAEHUN Mep

NPeAOCTOPOXHOCTUN ABNAETCA 6e3onacHbIM.
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5 OBOPYAOBAHUE U MATEPUAJDbI

Mpwn pabote c HabopoM peareHToB TpebytoTca cneayowme obopyaoBaHne, peareHTbl U

pacxXogHble MaTeEpUalbl:

Real-time
O6opynoBaHue, peareHTbl U pacxoaHble MaTepuanbl Flash
®dacoBka S | ®acoBka U
MNuP-6okc Aa ha ha
aMnanduKaTop C AeTeKLMen B pexnMe peanbHoOro BpemeHn?t Aa na HeT

LeTtekTop dpnyopecueHumn Od-520/560-«OAXKUH»,
000 «HMNO AHK-TexHonorusa», Poccunsa, PY N2 ®CP 2007/01274

mnu [letektop pnyopecueHTHbIn «IXKNH-4», HeT HeT Aa
00 «HMNO AHK-TexHonormsa», Poccus, PY N2 ®CP 2007/01249

TepmocTaTt nporpamMmmupyembii TMN4-MUP-01-«Tepunk», et et na
000 «HMO AHK-TexHonorus», Poccus, PY N°®CP 2007/01275

MUKpOLEeHTpUdyra-BopTekc ha aa aa
pOTOp AJ1 MUKPOLEHTpUdYyrm-eopTekca Anas CTpMNOBaHHbIX 5

npobmpok o6LEmMoMm 0,2 Mn Aa Aa HeT
XONOAWSTIbHUK C MOPO3UJTbHO KaMepo Aa na na
wTaTmB «pabouee mecTto» Ans npobupok o6vEMOM 0,2 Mn nas na4 HeT
wTaTme «pabouee MeCTo» AN CTPUNOBAHHbLIX MPobmupok

06BbEMOM %,2 M g P P P na* HeT HeT
wraTtne «paboyvee mecto» Ansa npobupok o6Lémom 0,5 Mn HeT HeT na
wTaTme «pabouee mecto» Ans npobupok o6bEMOM 1,5 mn aa aa aa

[03aToOpbl MEXAHUYECKNE UIKN D1EKTPOHHbIE OAHOKAHabHble
C nepeMeHHbIM 06bEMOM, no3sonsowme otbnpatb 06bHEM aa aa aa
xuakoctn 2,0-20 mkn, 20-200 Mk, 200-1000 mkn
OAHOpa30Bble HAKOHEYHUKK C DUNLTPOM ANs
rnosyaBToMaTU4YeCKMX Ao3aTtopoB, cBoboaHble oT PHKa3 n [HKa3, aa aa aa
06béMom 20 MKn

OAHOpa30Bble HAKOHEYHWKM ANS MoJlyaBTOMaTU4eCcKmx

Ao3aTtopos, cBobogHble oT PHKa3 1 [JHKa3, o6bémom 200 mkn, aa na na

1000 mkn

wTaTMe Ans 403aTopoB ha ha ha

npobupkn MMKpoueHTpUdyxxHble 06bEMOM 1,5 M € KpblwKaMu,

cBobogHble oT PHKa3 n HKas3 Aa Aa Aa

npobupkn amnangukaumoHHble 06bEMOM 0,2 M C KpbIlKaMm HeT nat HeT

OA4HOpa30Bble NepyaTtkm MeanumHckme, 6e3 Tanbka,

TEKCTYpPUpPOBaHHbIE Ad Ad Ad

EMKOCTb ANnsa cbpoca MCcnonb30BaHHbIX HAKOHEYHMKOB, NPo6bupok na na na

M ApYrMX pacxOAHbIX MaTepunanos

TpaHcnopTHasa cpeaa (npyn Heob6xoaMMoCTH) Aa na na

dusmonornyecknin pactsop (0,9% NaCl) ctepunbHbIR

(npn HeobxoamMMocCTH) Ad Aa Aa
1 - nanee Mo TeKCTy - [AeTeKTUMpywlWMin amnnandukatop;, Tpebyemble napaMeTpbl AETEKTUPYHOLINX

aMnNAMdUKaTOPOB yKa3saHbl HUXe
2 - Tonbko Ana ¢acoBKM S, CTpuUnbI
3 - Tonbko ans hacoBku S, NPoBUPKU
4 - TONbKO AN1A PYYHOro 403MPOBAHMS
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) AHK-TEXHONOrusa

Real-time
O6opynoBaHue, peareHTbl U pacxoaHble MaTepuanbl Flash
dacoBka S | ®acoska U
YcTpoicTBO fo3mpytowee ATCTpMM B BapuaHTe UCNOHEHUS
12M1 nnm 15M1, OO0 «HIMO AHK-TexHonormus», Poccus, HeT nat HeT
PY N¢ P3H 2015/2982
OZHOPA30Bble HAKOHEYHUKM C PUNLTPOM AN A03UPYIOLLErO
ycTporictea ATcTpuM B kKoMnnekTauuu *M1, ceoboaHble oT 1
.. HeT aa HeT

PHKa3 n JHKa3, 06béMomM 200 MKN nnm pekoMeHaoBaHHble Ans
aHasIorMYHOro UCNONb3yEMOro A03UPYIOLLEro YCTPOMUCTBA
YCTPOMCTBO ANS 3anedaTbiBaHus niaadweT ATnak, 1

HeT na HeT
000 «HMNO AHK-TexHonorus»

eHTpudyra ¢ RCF He Huxe 100, c apanTepom Ans

LeHTpudy (9) , C ajanTepom A4 Her at Her
MUKPOTJaHLLIETOB
nonnMepHas TepMornJ/eHKa ANns 3aneyaTbiBaHUs )

HeT aa HeT
MUKponnaHweToB 384 nyHKU
MukponnaHuwert MNUP 384 nyHku HeT aal HeT

000 «OHK-TexHonorusa TC», Poccus, PY N2 P3H 2017/5753;

000 «HMO AHK-TexHonorus», PY N2 ®CP 2008/02939

Habop/KOMNNEKT peareHToB AN BblaeneHns HK u3 6uonornyeckoro matepmanaZ:

- KoMnnekT peareHToB ANs BblaeneHns HyknenHoBbix kucnoTt MPOBA-HK/MPOBA-HK-MOC
rno TY 9398-035-46482062-2009 B popmMe koMniekTaumm: komnnekt NMPOBA-HK,

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

- KoMnnekT peareHToB ans Bbigenenms AHK no TY 9398-037-46482062-2009 B hopMe KOMMAEKTaUNN:
MPOBA-I'C, OO0 «HMNO AHK-TexHonorus», Poccus, PY N2 ®CP 2010/08696;

- Habop peareHToB A5 BblAeNeHUs HYKNeMHOBbIX kncnoT NMPOBA-MY

no TY 9398-088-46482062-2016 B ¢opme komnnektaumu NMPOBA-MY-PANNL,

- KomnnekT peareHToB ans sblgenednsa AHK MPOBA-PAMWA no TY 9398-015-46482062-2008

Habop peareHTOB NMpMMEHSIETCS C AETEKTUPYIOWMMU aMnandUKaTopaMmn NaaHWeETHOro U

pPOTOPHOro TMMa@ C CUCTEMOW JeTeKumnm IyopecLeHTHOro CuUrHana B pexuMe peasibHoro

BpEMEHUN, 3aperncTtpuposaHHbiIMM B YCTAHOBJIEHHOM TnMOpAAKE B PO un COOTBETCTBYHOLWLMMH

cnepywwmm TpeboBaHUAM:

- obecneumBaeTcsa paboTta c 06beMOM peakuUMOHHOM cMecn 35 Mkn (dacoeka S) nnm 18 Mkn

(dbacoska U);

- obecneuunBaetcs pabota c pnyopodopamu: Fam, Hex (Vic);

- nogorpesaeMasl Kpbilwka c TemnepaTtypoin 6onee 100 °C;

- CKOpOCTb Harpesa He MeHee 2 °C/cek;

- CKOpOCTb oXxNnaxaeHus He MeHee 1 °C/cek;

- TOYHOCTb NOAAEPXAHMSA N OA4HOPOAHOCTL TeMnepaTypbl He 6onee = 0,4 °C.

1 - Tonbko Ana aBTOMaTU3NPOBAHHOIO 403NpoBaHUA

2 - BO3MOXHOCTb MCNOJIb30BaHUs Habopa/KoMnieKTa peareHToB ANns Bolaenenus AHK Trichomonas vaginalis

onpeagenseTca snaom 6rnonornyeckoro MaTtepunana
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B xo04e KAMHMYECKUX WCMbITaHU BanMAMPOBaHbl cheaylowmne AeTeKkTupylowme
aMnnmdunkaTopsbl:

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

- «OTnpanm» (mogundukauma «ATnpanm *X*») 000 «HIMO [OHK-TexHonorusa», Poccus,
PY Ne ®CP 2011/10229 (tonbko Aans Habopa peareHtoB B (¢acoBke U ang
aBTOMaTM3UPOBAHHOIO A03MPOBaHUSA);

- «OTnant» (Mmoandukauma <«ATnant *S*»), 000 «HMNO [AOHK-TexHonorusa», Poccus,
PY N2 ®CP2011/10228;

- Rotor-Gene Q, QIAGEN GmbH, 'epmanusa, PY N2 ®C3 2010/07595 (Ttonbko ans Habopa
peareHToB B dacoBke S, npobupku; B dacoske U ansg pyyHOro A[03MpOBaHUS Npwu
MCNosib30BaHNM Npobmpok);

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

- Applied Biosystems QuantStudio 5, «Jlaind TekHonogxuc Xonauurc Mre. Jitg.», CuHranyp,
PY N¢ P3H 2019/8446.

Mo BonMpocamM MNpUMEHEeHUa AeTEKTUPYIOLLUNX aMI'IJ'Il/ICbMKaTopOB, HE€ YyKa3aHHbIX BbllWIE,

TpebyeTcs cornacoBaHue C NpoM3BOAUTENIEM HAbopa peareHTos.

17



TPUXO-TEH | MHCTpyKumsa no npuMeHeHumto | 442-5 ot 28 uioHs 2024 roaa ) AHK-TEXHOJ1I0TUA

6 AHAJTIUSNPYEMbIE OBPA3Lbl

6.1 MaTepuan ons nccneaoBaHus
Onsa nccnepoBaHMA MCMONb3YOT COCKOObI anUTENManbHbIX KIETOK U3 YPOreHUTasIbHOro

TpakTa, Mo4y, CEKPET NPOCTaThl, IAKY/IAT.

6.2 O6bwme TpeboBaHus

NccnepoBanHme w™etogoMm T[LUP oTHocmTCcs K npsiMbiM  MeTogaM nabopaTopHoOro
nccnenoBaHus, No3ToMy B3siTMe 6MON0OrM4Yeckoro Matepmana dyenoBeka Heo6xoanMMo NpoBOAUTL
M3 MecTa Jlokanm3saumn nHpekLMoHHOro npouecca. PeweHne o HeobxoanMMOCTM nUccnenoBaTb Ty
WAW MHYI0 NOKaausauumio NpuHUMAET sedaliMin Bpad Ha OCHOBaHMM CobpaHHOro aHamHesa U
K/IMHUYECKOM KapTuHbl 3abonesaHusl.

Onsa nony4vyeHns KOppEeKTHbIX pe3ynbTaTtoB 60nblioe 3HaYeHne UMeeT KayeCTBO B3ATUS
obpasua 6HuomaTepmana AnNa UCCefOBaHMSA, €ro  XpaHeHue, TpaHCnopTMpoBaHuMe u
npeasaputensHas obpaboTka.

HenpaBunbHoe B3aTME buoMaTepuana MOXeT NPMBECTU K MONYYEHUID HeAOCTOBEPHbIX
pe3ynbTaToB W, BCAeACTBMUE 3TOro, HeE06XOANMMOCTU ero NOBTOPHOIO B3ATUS.

Ha stane noarotoBkn 6uomatepmana WCNOAb3YWTE HAKOHEYHUKU C  UIbTPOM,
cBoboaHble oT PHKa3 1 HKas.

Ona npenoTtBpawleHUss KOHTaMUMHAUWMM OTKpbIBAMWTE KpbIWKY TONbKO TOW Npobupky,
B KOTOpYlO byaeTe BHOCMTb 6MonorMyeckmit Matepuan, M 3akpbiBailTe ee nepes paborton co

cnepywowern npobupkon.

MpumeyaHune - B3ATMe, npeaBapuTenbHYl0 06paboTKy, XpaHeHue W NepeBo3Ky, nepeaayvy
nuccregyemMoro MaTepuana B Apyrve opraHusaumy OCyLLEeCTBASIIOT COrIaCHO MHCTPYKTUBHO-METOAMYECKUM
[OKYMEHTaM, perfaMeHTUpyoWmnM BbINOSIHEHWE WCCIeAoBaHWA B  COOTBETCTBUMM C TpeboBaHUSAMU
MY 1.3.2569-09 n CaHluH 3.3686-21.

6.3 B3aTne matepmana Ha nccnegoBaHue

BHUMAHME! [lepen Bbigenenmem OHK MoxeT notpeboBaTtbcsi npeaBaputenbHass obpaboTka

obpas3uosB buonormyeckoro matepmnana (6.5).

6.3.1 CockobHoe oTaensieMoe yporeHmTasnbHOro TpakTta (LepBMKaabHOro KaHana, Bnaranmua,
YPEeTpbI)
B3aTne maTepmana oCyLecTBASOT C MOMOLWbIO CneuvasnbHbiX MeAUUMHCKUX u3aenumn
(B 3aBUCUMOCTH oT UCTOYHUKA éunonormyeckoro MaTepuana), UMeILLKNX

perncTpaumoHHble YA0CTOBEPEHMS, COMNTACHO YCTAHOBMEHHOW npoleaype.

BHUMAHME! licnonb3oBaHne UMTOWETOK A7 B3ATUS COCKOHBOB M3 ypOreHuTasibHOro TpakTa

NpPOTMBOMOKA3aHO Npu 6epeMeHHOCTH.
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OrpaHuueHue MetTogal: MecTHOe MNpUMEHEHWE JIEKAPCTBEHHbIX npenapaTtos, Y3U
BarvHasbHbIM AAaTYMKOM MeHee 4yeM 3a 24 4aca A0 MCCefoBaHus.
B3aTne cockoboB npoBoanTCS:
- B 04HOpas30Bble MjacTukosbie Npobupkm obbEMOM 1,5 MmN, B KOTOpble npeaBapuTebHO
BHeceHo 300-500 mMkn cTepuiibHOro M3noNorM4eckoro pacTeopa;
- B NpobupKM C TpaHCNOPTHOM Cpeaown, npeaHasHa4YeHHOW npousBoguTeneMm Ans
TPAHCMOPTMPOBaHUSA W XpaHeHus obpasuoB 6uonormyeckoro matepwana ans [MLUP-
nccnenoBaHuii;

- B Npobupku ¢ peaktneom «MPOBA-PAMNO» (nponssoantenb OO0 «HMO AHK-TexHonornsa»).

MpunmeuaHnune - <«[MPOBA-PANWO» He pekomeHayeTca ana Bbigenenma [OHK w3 cockoboB u3

YPOreHnTasabHOro TpakTta y My>X4uH.

BHUMAHME! Bssatne wMartepmana B npobupkm c¢ peaktmusom «IMPOBA-PANMUNA>»
OCYLLEeCTB/ISETCA CyXuM 30HAOM! HeobxoaAMMO MCKAKOUMTb KOHTAKT PacTBOPOB C KOXEH,

rnasaMmm n CnmMancTbiMm 060104KaMMN.

B3aTne ™MaTtepuana npoBOAMUTCSA B COOTBETCTBMM C WMHCTPYKUMAMU MO MNPUMEHEHUIO
ncnosb3lyembix HabopoB/KOMMAEKTOB peareHToB A1 Bbigenenmsa HK (7.1).
6.3.1.1 OcobeHHOCTM B3ATUS YPOreHUTanbHbIX COCKO60B
XKeHWMuHblI HakaHyHe o06crief0BaHNS HEe AO/KHbI MPOBOAMTL TyaneT NoJIOBbIX OPraHoB
M crnpuHueBaHue. [ns nonydyeHmss o6bEKTMBHOMO pe3ysbTaTta Heobxoammo, yTobbl
nccneayeMbin MaTepuan coaepxan Bo3MOXHO 6onbliee KOMMYeCcTBO anuTenmanbHbIX

KNNETOK N MUHUMAJIbHOE KOJTIMYECTBO C/IIN3UN U NMPUMECU KPOBMW.

BHUMAHME! lepen nonyyeHneM cockoba anutenunasnbHbIX KNETOK U3 YPeTpbl, C 3a4HEero ceoaa
BNaranviia n LepBuKanbHOro KaHana cBobo4HO CTekalllee oTAeNnsieMoe HeobxoaAnMo yaanuTb

CTeEPpUNIbHbIM BATHbIM TaMMNOHOM.

Mpn HeobxoammocTn B3ATUA HBuomaTepuana M3 HeCKOSbKMX 6MOTOMOB MNOBTOpUTE
npoueaypy, Kaxabin pa3 3abupas matepman HOBbIM 30HAOM B HOBYO NMpobupky.
6.3.1.2 OcobeHHOCTM B3STUS MaTepuasaa U3 Bnaranmua
MaTepuan gomxkeH 6bITb B3AT 40 NpPOBeAEeHNS MaHyasibHOro uccienoBaHus. 3epkano
rnepeg MaHuMNynsumen MOXHO CMOYUTb ropsiyen BOAOW, NPUMEHEeHWe aHTMCENTUKOB
ans obpaboTkn 3epkana npotusonokasaHo. Cockob 6epyT ¢ 3aaHebokoBOro ceoga
Bnaranuwa. Y AeBoyeKk B3ATWME MaTepuana npom3BOASAT CO CAU3UCTON 060/104KMU
npeaaBepus Bnaraauwa, a B OTAENbHbIX CyyasX — M3 3aAHero CBoja Braranuvuia
yepes rmMmeHanbHble KobLua.
6.3.1.3 OcobeHHOCTM B3ATUS MaTepuana u3 ypeTpbl
Mepen B3dATMEM 6uoMaTepuana naumMeHTy peKOMeHAYEeTCa BO34epXaTbCd OT

MOYENCNYCKaHMs B TedeHne 1,5-2 yacos.

1 - ecnu 3TO He MNpPOTUBOPEYUT TPebGoBaHUSAM K WUCMOMb3yeMblM HabopaM/KOMMJIEKTaM peareHToB ANs
BblaeneHnsa HK
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6.3.1.4

6.3.2

6.3.3

HenocpeacrteseHHO nepep B3aTMEM buoMaTepurana Heobxoammo 06paboTaTb HapyKHoe
OTBEpPCTUE  ypeTpbl  TaMMOHOM,  KOTOPbIA  MOXHO  CMOYMTb  CTEPWUSIbHbBIM
dU3nNoNornyeckmM pacTsopom.
Mpn HanMuMM TrHOMHbLIX BblAesieHMn cockob pekomeHayeTcs 6paTb 4epes
15-20 MWUHYT nocne MoYencrnyckKaHus, Nnpu OTCYTCTBUM BblAesieHMn Heobxoammo
NpOBECTM Maccax ypeTpbl C NOMOLWbIO 30HAA A4 B3ATUSA buomatepumana. B ypetpy y
KEHLWMH 30H4 BBOAUTCA Ha raybwuHy 1,0-1,5 cMm, y petein martepuan Aans
nccnenoBaHus 6epyT TOIbKO C HAPYXXHOMO OTBEPCTUS YPEeTpbl.
OcobeHHOCTN B39TUS MaTepuana M3 LepBUKasbHOro KaHana
Mepen B3aTMEM MaTepuasna HeobxoAMMO yAanuTb BaTHbIM TaMMOHOM CNM3b U 3aTeM
obpaboTaTb WeNKy MaTKu CTEPUIIbHBIM (PU3NONOrMYECKMM PacTBOPOM. 30HA BBOAAT B
LepBMKanbHbIM KaHan Ha rnybuny 0,5-1,5 cMm. Mpu nsenedyeHnn 3oHga HeobxoanMMO
NOMHOCTbLIO UCK/OUYUTb €ro KacaHue CTeHOK Braranuiia.
MepBas nopumsa yTpeHHEN MOUn
MepByto NOPUUIO YTPEHHEN MOYM B KadecTBe BMOSIOrMYeckoro Matepmana UCrnonb3yoT
npv OCTPOM BOCMasIMTENIbHOM NPOLECCe HMXHUX OTAEN0B MOYENOSI0BOro TpakTa B CBA3MU
C BblpaXxeHHOW 60M1e3HEHHOCTbI0 B3ATUA COCKOba anuTenmanbHbIX KIeTOK.
Ona aHanun3a oTbupaloT nepByk NOpUMIO YTPEHHEM Mouum B konudectse 10-15 mn.
BO3MOXHO uccnenoBaHue Nepsor NOpLUMKM MOYM, NONYYEHHOW Yepe3 aBa n 6onee vacos
nocne npeawecTBYOLWEro MOYENCcnyCcKaHus.
B3ATne MouM npoBOASAT B cCheuuasnbHbI CYXON CTepusibHbIA KOHTElHep O06bEMOoM
00 60 Mn, CHAabXXEHHbIN repMeTUYHO 3aBUHUYMBAKOLLENCS KPbILIKOM.
Mocne cbopa MO4YM KOHTENHEP MSIOTHO 3aKpbIBAOT M MapKUPYIOT.
CekpeT npocTaTbl (NpeacraTtenbHON Xenesbl)
Mepen B3ATMEM ceKpeTa MpoCTaTbl PEKOMEHAYEeTCS MOSI0BOe BO3AEpXXaHWe B TedeHue
Tpex CyTOK A0 UccnenoBaHms.
Mepepn B3STMEM CeKpeTa NpocTaTbl FOJI0BKY NOM0OBOro YieHa obpabaTbiBatoT CTEPUIIbHBIM
BaTHbIM TaMMNOHOM, CMOYEHHbIM (DU3NO0OrMYECKMM PaCcTBOPOM.
CekpeT npoctaTbl cobupaloT nocne npeaBapuTENIbHOr0 Maccaxa npocTaTbl 4epes
NpAMYI0 KMLWKY. Maccax npoBoAuT Bpay, NOCPeaACTBOM 3HEPrMYHOro HagaB/MBaOLWEro
ABVKEHNS 0T OCHOBAHMA K BEPXYLUKE Xenesbl.
B3AaTve BblAeNMBLUEroCcqd MNpPOCTaTUYECKOro CekpeTa MpoBOAUTCHA MNOCAe OKOHYaHuS
Macca)a B 04HOpPa30BYy Npobupky 06LEMom 2,0 MA UM KOHTenHep 06bEMOM Ao 60 M
B Buae csobonHo crekatowen kanam (0,15-1,0 mn).
Mocne cbopa MaTepuana €EMKOCTb C CEKPETOM npocTaTbl MAOTHO 3aKpbiBAKT W

MapKUpYIoT.

BHMUMAHME! Tlpn noao3peHun Ha OCTPbI MPOCTATUT BbINOMHATL MacCaX npocTaThl

KaTeropuyecku sanpetieHo!!!
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6.3.4 2aKkynat
Mepepn B3aTMEM 35IKYyNsATa (CEMEHHOM XNAKOCTM) PEKOMEHAYETCS NOJIOBOE BO34EpXaHNe
B TEYEHMe Tpex CYyTOK A0 MCCenoBaHus.
Mepen c60pOM 3aKynATa NaUMeHT MOYNTCHA B TyaneTe, NMoJSIHOCTbIO OMOPOXHAS MOYEBOM
ny3blpb.
Mocne MoyencnyckaHmsa naumeHT AO/HKEH TWwaTelIbHO BbIMbITb PYKM C MbIZIOM M MPOBECTU
TyaneT HapyXHbIX MOSIOBbIX OPraHOB C MbIIOM M BOAOW. [O/I0BKY MOSIOBOr0 4jieHa u
KPanHIOK NA0Tb HE06X0AMMO BbICYLLMUTb CTEPUIBHOMN candeTKon.
DaKynaT noaydatoT nyteM mMactypbaumun. BagTtue agkynata npoBOAUTCS B CTEPWUSIbHbIN
KOHTenHep 06béMoM 0 60 M, CHABGXKEHHbLIN repMETUYHO 3aBMHYUYMBAIOLWENCS KPbILLKOMN.

Mocne c6opa MaTepuana KOHTEWHEP MIOTHO 3aKPbIBAKOT M MAPKMPYIOT.

6.4 TpaHcnopTupoBaHMe n xpaHeHmne obpasuos bnmonornyeckoro matepmana

YcnoBus TpaHCOOPTUPOBaHMSA W XpaHeHus obpasuos 6Huonornmyeckoro matepuana
onpeaenstTcs  UHCTPYKUMAMU N0  MNPUMEHEHUI0 peKkoMeHAyeMblix HabopoB/KOMMNEKTOB
peareHToB ansa ebigeneHuns OHK (MPOBA-HK, MPOBA-I'C, NMPOBA-MY-PANKNA, NMPOBA-PAMNA)
WN UCMOJIb3YEMbIX ANS TPAHCMOPTUPOBAHUS U XpaHEHUS 06pa3L,0B TPAHCMOPTHbLIX Cpea.

Jonyckaetcs xpaHeHne obpa3uyoB npu Temnepatype oT 2 °C go 8 °C He 6onee 24 u.
B cnyyae HeBO3MOXHOCTM AOCTaBKM MaTtepuana B nabopaTopuio B TeYeHMEe CYTOK AOMnyCKaeTcs
O[lHOKpATHOE 3aMopa)kuBaHue maTtepuana. JonycKkaeTcsd XpaHeHne 3aMOpPOXEHHOro MaTepuana
npun Temnepatype OT MUHYC 18 °C go MuMHycC 22 °C B Te4yeHuMe ogHoOro Mmecsiua (ecnum 3TO
He MpoTMBOpPEeYNT TpeboBaHMSAM K WUCNONb3yeMbiM HabopaM/KOMMeKTaM peareHToB A4

Bblaenenmsa HK).
BHUMAHME! Cnepyet nsberatb NOBTOPHOIO 3aMOpPa)nBaHus 1 oTtanBaHus obpasuos.

6.5 MoaroToBka 6MonorMyeckoro Matepumana yenoseka ans sbiaeneHmns AHK
MoarotoBka 6uonornyeckoro Matepuana (nNpy Heob6XoAMMOCTM) MPOBOAUTCSH B
COOTBETCTBUM C MHCTPYKLUMAMM MO NPUMEHEHUIO MCMONb3yeMblX HABOPOB/KOMMNIEKTOB peareHToB

ans sbigenenus HK (7.1).
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7 NMPOBEAEHUE AHAJTU3A

7.1 Bboligenenne AHK 13 6mMonormyeckoro matepuana

Ons BbigeneHns OHK pekoMeHAyeTCS MCNOMb30BaTb Habopbl/KOMMNEKTbl peareHTos,
UMeLWmMe perncTpaLmoHHblie YA0CTOBEPEHUA MEANUMHCKOrO usgenus u npegHasHadyeHHble AN
COOTBETCTBYIOLWMNX BNAOB BuoMaTepmana c uenbtlo nocneayrouwero nccnegosaHna AHK metogom
MNupP, Hanpumep, NMPOBA-HK, MPOBA-I'C, MPOBA-MY-PANNA, MPOBA-PANNA.

MpuMmeyaHne - He pekoMeHAyeTCS MCNOb30BaTb KOMMNeKT peareHtos NMPOBA-PAMWI npu BblaeneHumn

OHK 13 cockob0B 13 yporeHUTanbHOro TpakTa MyX4mH.

Boigenenne [OHK npoBoAAT B COOTBETCTBUM C  WHCTPYKUMEN MO MPUMEHEHUIO

ncnosblyeMmoro Habopa/KoOMNIeKTa peareHToB.

BHUMAHME! OpgHoBpemeHHO c BbigeneHnem OHK n3 6unonornyeckoro matepmana Heob6xoanmo
NOAroTOBUTL OTpUUaTeNbHbIN KOHTPOJIbHLIN 0bpasely M NpoBecTM ero 4epes BCe 3Tanbl
npobonoaroToBkK. [Nna 3TOro pekoMeHAYyeTCs WCNoAb30BaTb (U3MOAOrMUYECKUN pacTBOp WU
oTpuLUaTeNbHbIN KOHTPOJIbHLIN 0bpa3seL, Bxoasawmin B coctaB Habopa/KoOMNAeKTa peareHToB 4ns
BblAENEHNA HYKNEUHOBbIX KWUCNOT B O6bEME, YKasaHHOM B WHCTPYKUMM MO MNPUMEHEHUIO

COOTBeTCTBYlOWEro Habopa/KoMnnekTa peareHToB.

7.2 Mogrotoeka n nposegeHue MNLP. ®acoska S
BHUMAHME!
1. Mpu npoBeaeHMM BCeX MOCeAYOWNX AeNCTBUA cnepyeT mlberatb BO3AENCTBUSA MPSAMbIX

COJTHEYHbIX NyYein Ha NpobupKM Co cMecblo ANns aMmnandukaumm!
2. Mpu ncnonb3oBaHun Habopa peareHTOB B BapuaHTe ucnosHeHus «dacoBka S, CTpuUnbl»
cneayeT CTporo cobnoaaTh KOMMNAEKTHOCTb CTPUMOB M KpbIWeK K HAM. He ncnonb3oBaTh KpbILWKK

K cTpunam us apyrux Habopos peareHTos!

7.2.1 TlpomapkupynTe no ogHon npobupke/cTpmnoBaHHoOM npobupke Cco CMecblo Ans
amMnandukaummn, 3anedyataHHOW napaduHOM, ANS KaXAoro HewmsBecTHoro obpasua,
OTPMUATENIbHOIO KOHTpPOJSIbHOro o6pasua (K-) M MOSIOXWUTENbHONO KOHTPOJIbHOIO
obpasua (K+). MNpn ncnonb3osaHnn Habopa peareHToB B BapmaHTe ncnonHeHuns «MLUP c
dbnyopecueHTHOW AeTeKUMen N0 KOHEYHOMN TOYKE» NMPOMApPKUPYMNTE AOMONHUTENBHO ABE

npobupkun «®OH» ans kKoHTpons doHa payopecueHLmn.

BHMUMAHME! KonnuyecTtso peareHToB paccymTaHo He 6oniee yeM Ha 24 NOCTaHOBKM NMpu yCN0BUMU
BapmnabenbHOro KonyecTea HEM3BECTHbIX 06pa3uoB, 1 oTpuuaTebHOro KOHTPOSIbHOro obpasua
M 1 NOMOXWUTENbHOr0 KOHTPO/bHOro obpasua B KaXxAoW MNOCTaHOBKe (BapwaHT WCMOSHEHUS
«Real-time») nnn He 6onee yem Ha 10 NOCTAaHOBOK MpW ycnoBuMu BapunabenbHOro Kosmn4yectsa
Heu3BeCTHbIX o06pa3uyoB, 1 OTpUUATENBHOINO KOHTPOABHOrO obpasua, 1 noNoXUTENbHOro
KOHTPOSIbHOrO obpasua m 2 npobupok «O®OH» (BapuaHT ucnonHeHus <«Flash») B kaxaon

NMOCTaHOBKE.
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Mpumep:

Heobxoanmo npoaHanunsmpoBaTb 4 obpasua. s 3TOro HyXHo:

- «MUP ¢ petekumeln B pexuMme peanbHoro BpemeHu» (Real-time): npomapkupoBaTtb
4 npobupkn Ans HeM3BeCTHbIX 06pa3uoB, oaHY Npobupky ans «K—» n ogHy npobupky ans
«K+>». Obwee konnuyecTso Nnpobupok — 6.

- «MUP ¢ dnyopecueHTHON petekumeinn no KoHedHon Touke» (Flash): npomapkuposaTtb
4 npobupkn Ans HemsBeCcTHbIX 06pa3LoB, 0AHY Npobupky ana «K-», ogHy npobupky ans
«K+>», nBe npobmpkn «®OH». Obwee kKonmyecTso Npobupok — 8.

7.2.2 BcTpaxHuTe npobupky C pacTtBopoM Tag-nonmMmepasbl HA MUKpOLEHTpUdyre-sBopTeKkce B

TeyeHue 3-5 c n ueHTpmudyrupymTe Ha MMKpoueHTpudyre-eopTekce B TeyeHme 1-3 c.

7.2.3 [dobaebTe B Kaxayt npobupky (kpome npobumpok «®OH»), He noBpexaas Cnowm

napadmHa, no 10 mkn pactBopa Taqg-nonuMmepasbl. [JobaBbTe B Npobupkuy,

npoMmapkmpoBaHHble «®OH», no 10 mkn MUP-6ydepa (dhoH).

BHUMAHME! [pu uncnonb3oBaHuu ans nposegerHus TMLUP getekTupylowero amnamdgukatopa

Rotor-Gene Q MuHepanbHoe Macso B Npobunpkn He BHocKTCS!

7.2.4 [obaBbTe B Kaxay npobupky (Npu Heob6xXxoaMMOCTK) NO oA4HOM kanne (okoso 20 mkn)
MWHepasnbHOro Macna. 3akpounTte npobupkn/cTpune.

7.2.5 BcTpsAxHUTE  nNpobupky € MOJOXUTENbHbIM KOHTPO/SIbHbIM ~ 06pa3L oM Ha
MUKpoueHTpudyre-sopTekce B  TedyeHMe 3-5¢c un  ueHTpudyrupymte  Ha

MUKPOLEHTpUdYre-BopTeKce B TeyeHne 1-3 c.

BHVUMAHME!

1. Mpu wucnone3zoBaHun ang Bblaenenms [OHK komnnektoB peareHtoB [1POBA-HK u
MPOBA-PAMWUL BcTpsixHuTe npobupku c npenapatom AHK u oTpuuaTesbHbIM KOHTPOJbHbIM
obpasuoM Ha MuKpoueHTpudyre-soptekce B TeuyeHme 3-5c wun ueHTpudyrmpymte Ha
MUKpoLUeHTpudyre-sopTekce B TeyeHune 1-3 C.

2. Mpu ucnonb3oBaHun ansa sBbigeneHua OAHK komnnekta peareHToB MPOBA-I'C BCTpAXHUTE
npobupku ¢ npenapatom AHK 1 oTpnuaTenbHbIM KOHTPOJIbHLIM 06pa3uUoM Ha MMKpoueHTpudyre-
BopTekce B TeyeHue 3-5 ¢ un ueHtpudyrmnpynte npu RCF(g) 12000 - 16000 B TeyeHne ogHoOM
MUHYTbI 418 ocaxaeHus copbeHTa. B cnyyae ecnn nocne BblAeNeHUs HagocaouHas XUAKOCTb,
cogepxalwas BbigeneHHyto OHK, 6bina nepeHeceHa B HOBble NMpPobUMpKKU, UEHTpUdyrnpoBaHme
nocne BCTPSAXMBAHMS NPOU3BOAMTCA Ha MUKpoueHTpudyre-sopTekce B TeueHue 3-5 c.

3. Mpu wucnonb3oBaHmn ans BblgeneHns [OHK Habopa pearentoB [MPOBA-MY-PAMNNA
HeobxoomMO, He BCTpsixmBas, uUeHTpudyrmpoBatb npobupkn ¢ npenapatom [OHK wu
OTPULATENbHBLIM KOHTPOJIbHbIM 06pa3uoM Ha MUKpoUeHTpudyre-eopTekce B TedeHue 1-3c,
3aTeM NoMecTuTb Npobupkun ¢ npenapatom AHK B MarHuTHbIA wTaTmB. B cnyyae ecnm nocne
BblAeNEeHNS HaAocaAouyHas XWAKOCTb, coaepxawas sbiaeneHHyto AHK, 6biia nepeHeceHa B
HOBble MpobUpKK, crneayeT BCTPAXHYTb Npobupku ¢ npenapatoM [HK un oTpuuaTenbHbiM
KOHTPOJIbHbIM 06pa3LoM Ha MUKpoOLEHTpUdYyre-BopTekce B TedeHue 3-5 ¢ n ueHTpudyrnposatb

Ha MUKpOLIEHTpUdyre-BopTekce B TedeHue 1-3 c.
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4. Anga npenoTBpaweHnsa KOHTaMMHaUuu cnenyet nepes sHeceHneM HK oTKpbiBaTb KPbIWKK
TONbKO Tex Npobupok, B KOTOpble 6yaeT BHOCUTLCS AaHHbIM obpa3el, M 3aKkpbiBaTb MX, nepej
BHeceHueM cneaytoulero. B cnyyae ncnonb3oBaHUs CTPUMOB CeAyeT 3aKpbiBaTb KPbIWKY CTpuna
rnocne BHeCeHUss B Hero o6pas3uoB nepen HadanoMm paboTbl CO cneaywuwmMm. 3akpbiBanTe
npobupkun/ctpunbl naoTHo. [penapatbl OHK ©n KOHTponbHble o06pa3ubl cregyeTr BHOCUTb

HaKOHEUYHUKaMU C DUIbTPOM.

7.2.6 BHecuTe B COOTBETCTBYHOLME MPOMapKMpOBaHHbIE MPoObMpKM, He noBpexaas C/ok
napaduHa, no 5,0 mkn BblaeneHHoro m3 obpasuos npenapata AHK. B npobupku,
npoMapkmpoBaHHble «K—», «K+» n «®OH», AHK He BHOCUTCS.

7.2.7 BHecuTe B npobupku, npomMapkumpoBaHHbie «K-» n «®OH», He noBpexaas Ccion
napadwuHa, no 5,0 Mkn oTpuuaTenbHOro KOHTpPosbHOro obpasua, npoweawero stan

Bbigenenna AHK (cm. 7.1).

MpnMmeyaHune - [OTOBble HOPMUPOBOYHbLIE NMPObUpKM «OOH» aonyckaeTcs UCMosb30BaTb MHOMOKPaTHO
npu Kaxxaon getekunmn pesynobtatos MLP ¢ peakumMoHHbIMM Npobupkamun 13 Tom xe cepumn Habopa peareHToB
npu yCNnoBMM MCMNONb30BaHMSA TOMO Xe Habopa/KoMnekTa peareHToB An4 BblaeneHus JHK. HopMrupoBoUHble
npobupkn cnepgyeTt xpaHuTb Npu Temnepatype oT 2 °C go 8 °C B 3aWMLLEHHOM OT CBETA MecTe B TeyeHue
oAHoro mMecsua. lNMpu npoBeaeHnn getekumn NpobmupKM AOMKHbI UMETb KOMHATHYO TeMnepaTypy (oT 18 °C

no 25 °C), ans 3T0ro0 3a 04AWH 4Yac A0 NMpoBeAEeHUS AeTeKUnM nx HeobxoammMo AoCTaTb U3 XON0AUSIbHUKA.

7.2.8 BHecuTe B nNpobupKy, NMpoMapKmpoBaHHyl «K+», He noBpexaas cnon napadwuHa,
5,0 MK/ MONOXUTENBbHOr0 KOHTPOALHOro obpasua.

7.2.9 LUeHTpndyrmpynte Bce nNpobupKn/CTpunbl Ha MUKPOUEHTpU@Yyre-BOpTEKCE B TEYEHUE
3-5 ¢ (npn ncnonb3oBaHun ana nposegeHus [MLUP pgetektupylowero amnavdukatopa
Rotor-Gene Q ueHTpudyrmpoBaHue He 0b693aTenbHO).

7.2.10 YcraHOBUTE BCE NPOBUPKU/CTpUNbl B NPpOrpaMMmUpyeMblii TepMocTaT/amnamdukaTop mnm
B AETeKTMpyowmin amnamdunkartop.

7.2.11 [ns BapuaHTa ucnosiHeHus «MLP ¢ dnyopecueHTHOM AeTeKUMEN NO KOHEYHON TOYKE»:
Mposeante MUP c yyétom 06béMa peakuMOHHOM cMecu, paBHoro 35 Mkn, B pexume,
npueeaéHHoM B Tabnuue 2.

Tabnuua 2 - [porpamma amnaudukaumm And amMnaMPUKaATOpoB C  aKTUBHbIM

perynnpoBaHunem (HanpuMMmep, NporpaMMuUpyemblii TepMocTaT Tepunk). Bpems B ckobkax ykasaHo

ANns amnnmdukaTopoB 6e3 akTUBHOMO perysMpoBaHus.

Bpems
N° n.n. Temnepatypa, °C Konuuecrtso
MWH C LMKOB
1 94,0 1 00 1
94,0 0 05 (50)
2 64,0 0 05 (50) 5
67,0 0 05 (50)
94,0 0 01 (50)
3 64,0 0 05 (50) 40
67,0 0 05 (50)
4 10,0 XpaHeHune
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MpuMmeyaHune - bonee noapo6Hoe onucaHMe NMPOrpaMMMpPOBaHUA M YNpaBieHUs NporpaMMUpyeMbIM

TepMocTaToM <«TepuuK» COAEPXUTCA B WHCTPYKUMM MO 3KChayaTauum npubopa (cM. «PyKOBOACTBO

nonb3oBaTtens >>) .

7.2.12

Ons BapuaHTa ncnonHenus «MNLUP ¢ geTekunen B pexnme peanbHOro BpeEMEHM> :

Ona petexkTupytowmx amnandukatopos cepun AOT:

3anyctuTe nporpaMmMmHoe obecnedeHue amnaundukaTtopa. MNpun nepsom nposeaeHumn MLP
3arpysuTe COOTBETCTBYOWMI TecT!. [lanee v nNpu nocrneayoLmx nocTaHoBKax cosgaiTe
COOTBETCTBYIOLUMIA MPOTOKON UCCNEA0BAHUA: YKaXUTE KOMNYECTBO U naeHTUdnKaTopbl
o6bpasuoB, B TOM 4ucne OTpULATENBHOINO U MOJIOXUTENbHbLIX KOHTPONbHbIX 06pa3LoB,
OTMETbLTE pacnosioXXeHne Npobnpok/cTpmMnos Ha MaTpuue TepMoba0Ka B COOTBETCTBUM C
MX ycTaHoBKoM n nposeauTe MLP. Mpu Bbibope TecTa AomkHa oTobpaxkaTbCsa nporpamma,
npueeaéHHas B Tabnuue 3.

Ona petexktupylowmx amnandukatopoB Rotor-Gene Q, CFX96 wn Applied Biosystems
QuantStudio 5:

MposeaunTte MUP ¢ yyeToM 06bEMaA peakUMOHHOM CMeCcu, paBHoro 35 MkJ, No nporpaMMam

amnandukaummn, npmeeaéHHbIM B Tabnnuax 4, 5, 6 COOTBETCTBEHHO.

Tabnuuya 3 - T[porpamma aMmnaudukaumnm AN AETEKTUPYHOLWMX aMnanduKaTopos

«OTnpanm», «ATnant» (dpacoska S)

Pe>xxum
No Yucno
TeMmnepaTtypa, °C MWH C ONTUYECKUNX Twun 6n0kKa
6noka LMKIOB .
n3MepeHum
80 0 30
1 1 Lnkn
94 1 30
94 0 30
2 5 Lnkn
64 0 15 2\
94 0 10
3 45 Luvkn
64 0 15 2\
4 94 0 5 1 Lnkn
5 102 XpaHeHue XpaHeHue
V - peXuM onTUUYECKUX U3MEPEHMNIA

1 - TecT ansa geTekTMpyloWNX amnandukaTopos cepun AT co3gaércs NyTéM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa ykasaHbl B [MpunoxeHun A) nnm npepocrtaBnseTcs nponssoamteneMm Habopa peareHToB
2 - nonyckaeTcs XpaHeHue npu TemnepaType 25 °C
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Tabnuuyua 4 -

’ AHK-TEXHONOruA

MporpaMmMa aMnaudukaumn Ans AeTekTupylowero amnavdukaTopa

Rotor-Gene Q (dacoska S, npobupkm)

o
Ne / Cycling TeMmnepartypa, °C / BPEMS-I, c/ Konunuecrso 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 v 15
V - pexuM OonTUYECKUX U3MEPEHWI, YCTaHOBUTb M3MepeHue dnyopecueHuun (Acquiring) no kaHanam
aetekumn Green (Fam) um Yellow (Hex) npu 57 °C

Tabnuuya 5
(cdpacoBku S, U)

- [Mporpamma amnamndukaumm gnsa geTekTupyrowmnx amnnmdukatopos CFX96

Bpems, Konunuecrso UMkoB
o o
N2 6noka (Step) TeMmnepartypa, °C MWH: CeK CeEmere0)

1 80 01:00 1

2 94 01:30 1

3 94 0:15

50

4 64 v 0:20
Vv - pexuMm onTuuecknx usmepeHuit (Plate Read), ycTaHOBUTb uM3MepeHue GyopecueHLun Mo
HeobxoanMbIM KaHanam getekumm (Fam, Hex) npu 64 °C

Tabnuuya 6 -

Applied Biosystems QuantStudio 5 (¢pacoBku S, U)

MNporpamMMa amnaMdukaumMm ans AeTEKTUPYLWMX aMnandukaTopos

Cragus Ne wara Temnepartypa, °C Bpems, Konuuecrso umknos
MMH: CeK (noBTOpPOB)
Ctaaus 1 80 01:00 1
yaepxaHus 2 94 01:30 )
1 94 0:20
Ctagusa MNupP 50
2 64 vV 0:20

Vv - c60p AaHHbIX Ans HeobxoanMblx dyopodopos (Fam, Vic (Hex)) BkaoueH

7.3 MoarotoBka u nposeneHune MLUP. ®acoska U, pyyHoe ao3mpoBaHune

BHUMAHME! [pu npoBeaeHnn Bcex Nocneaylowmx AencTemin cneayet mlberatb BO34ENCTBUS

MPSAMbIX COTHEYHbIX Ny4Yen Ha NpobupkM Co cMecbto ans amnamdukaumm!

7.3.1

npobmpok o6bvémom 0,2 MN ANS HeU3BeCTHblIX 06pasuos,

Mpomapkunpymnte

Heobxoagnmoe

KON4ecTBO

0AHOPa30BbIX

aMI'IJ'IVICbVIKaLI,VIOHHbIX

ana  oTpuuaTenbHOro

KOHTPOJIbHOIo o6pa3u,a «K=>» 1 NONOXUTENbHOIrO0 KOHTPOJSIbHOIO o6pa3u,a «K+>».

MpnmeyaHne -

PekomeHayeTca nocTaHoBKa He MeHee 5 o6pa3uoB B OAHOM WCCNefOBaHUMU

(3 HemzBecCTHbIX 06pa3ua, oTpuuaTesbHbIA N MONOXUTENbHbIN KOHTPOJIbHbIE 06pa3subl).

Mpumep:

Heobxoanmo

rnpoaHanusmposaTtb 4

HEN3BECTHbIX o6pa3u,a . Ansa

3TOr0  HY>HO
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npoMapkupoBatb 4 Npobupkn Ans HeUs3BeCcTHbIX 06pasuoB, OAHY Npobupky Ans
«K-» 1 ogHy npobupky ansa «K+». Obwee konn4yectso npobupok - 6.

7.3.2  BcTpsixHuTe NpobupKy CO CMecbio ANns aMnanduKaumm Ha MUKpPOLLEHTpUdyre-sopTekce
B TeueHue 3-5 ¢ n ueHTpudyrnpyinTe Ha MUKpoueHTpudyre-BopTekce B TeyeHme 1-3 c.

7.3.3 BHecuTe BO BCe NpoOMapKuMpoBaHHble Npobupkn (Bkauyas «K-» n «K+») no 6,0 mkn
cMecu ana amnnndukaumm.

7.3.4 BctpaxHute npobupkn ¢ [MUP-6ycdpbepom w©n nonumepason TexHoTaq MAX Ha
MUKpOLEeHTpndyre-sopTeKkce B  TeyeHue 3-5c¢ " ueHTpudyrmpynite Ha

MUKpoOLEeHTpudyre-sopTekce B TeyeHue 1-3 C.

BHUMAHME! Tonumepasy TexHoTaq HeobxoauMMo p[ocrtaBaTb W3 MOPO3WIBHOW KaMepbl

HenocpeacTtBeHHO nepea Mcnosib30BaHMUEM.

7.3.5 TpurotoBbTe cmech MNLUP-6ydepa c nonnmepason TexHoTaq MAX. [ns aToro cmewanTe
B OTAE/IbHOM 04HOpa30BoOn npobupke:
e 6,0 x (N+1) mkn NUP-6ydepa,
e 0,3 x (N+1) mkn nonnmepasbl TexHoTaq MAX,

roe N — KonnM4ecTBo NMPOMapKMPOBAHHbIX MPOBUPOK C YUETOM «K—», «K+>».

Mpumep: HeobxoanMo npoaHanu3anpoBaTb 4 HeusBeCTHbIX o0bpasua, «K-», «K+»,
MpoMapknpoBaHHbIX Mpobupok - 6. HyxHO npurotoButb cMmecb [LUP-6ydepa wu
nonnmepasbl TexHoTaq MAX gna 7 (6+1) npobupok, T.e. 42 mkn MNUP-6ydepa + 2,1 Mkn
rnonumepasbl TexHoTaq MAX.

7.3.6  BcTpaxHuTe npobupky C npurotosreHHon cMmecbio T[LUP-6ydepa u nonumepasbl
TexHoTaq MAX Ha MukpoueHTpudyre-sopTekce B TedeHue 3-5 ¢ n ueHTpudyrnpyiTte Ha

MUKPOLIEHTpUDYre-BopTeEKCE B TeueHne 1-3 c.

BHMUMAHME! Cwmecb [MUP-6ydepa n nonumepasbl TexHoTaqg MAX HeobxoauMMO rOTOBUTH

HENOCPpEeACTBEHHO Nepe] UCNOJZIb30OBAHNEM.

7.3.7 [obaBbTe B Npobupkun co cMechbio ana amnnmbukaumm no 6,0 Mkn cmecu MNLUP-6ydepa n

nonumepasbl TexHoTaq MAX. 3akporiTe npobupku.

BHUMAHME! [Mocne gobasnennsa cmecu MLP-6ydepa n nonnmepasbl TexHoTaq MAX B npobupku

CO cMecblo ana amnandukaumm Heob6xoaAnMMo B TedeHne ABYX YacoB BbINOMHUTL 7.3.8 - 7.3.13.

7.3.8 BcTpsaxHuTe npobumpky C MOSIOXUTESIbHbBIM KOHTPOJIbHbIM ob6pa3suom Ha
MUKpoUeHTpudyre-soptekce B TedeHne 3-5 ¢  u  ueHTpudyrmpymte Ha

MUKpoUeHTpudyre-sopTekce B TeyeHue 1-3 c.

BHUMAHME!

1. Mpn wucnonb3oBaHmn ansa Bblgenenms [OHK komnnektoB peareHtoB [MTPOBA-HK n
MPOBA-PAMNA BcTpsaAxHUTE npobupku ¢ npenapatom AHK n oTpuuaTenbHbIM KOHTPOJIbHbLIM
obpa3uoM Ha MukpoueHTpudyre-soptekce B TeuveHnme 3-5 C n  ueHTpudyrupymte Ha

MUKpOLEeHTpUdyre-sopTekce B TedeHue 1-3 c.
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2. Mpun ncnonb3osaHnn ang sblaenennsa OHK komnnekTta peareHToB NPOBA-I'C BCTpAxHUTE
npobupku ¢ npenapatoMm AHK 1 oTpuuaTenbHbIM KOHTPOJSIbHbIM 06pa3u oM Ha MUKpoUeHTpudyre-
BopTekce B TeyeHue 3-5 c n uyeHTpudyrupyite npm RCF(g) 12000 - 16000 B TeyeHne oaHoOM
MUHYTbI AN ocaxaeHusa copbeHTa. B cnyyae ecnm nocne BblAeNeHUsa Haf0cafouHas XuaKocTb,
cofjepxawas BblageneHHyto OHK, 6bina nepeHeceHa B HOBble Npobupku, ueHTpudyrnposaHme
nocne BCTPSAXMBAHMS NPOU3BOAMTCA Ha MUKpoLeHTpudyre-sopTekce B TeveHue 3-5 C.

3. Mpn wucnonb3oBaHun ansa Bblgenedns [OHK Habopa pearenHtoB [MPOBA-MY-PAMNUA
Heobxoammo, He BCTpAxuBas, uUeHTpudyrmposaTb npobupkn ¢ npenapatom [OHK wu
OTpUUATENbHbIM KOHTPOJIbHbIM 06pa3uoM Ha MUKpoueHTpudyre-sopTtekce B TeueHue 1-3c,
3aTeM noMecTuTtb Npobmpku ¢ npenapatoMm AHK B MarHuTHbIM wTatme. B cnydae ecnu nocne
BblAeNeHNs HaAocadouyHas >XWAKOCTb, coaepxawasa sbiaeneHHywo [AHK, 6biia nepeHeceHa B
HOBble Mpobupkn, crneayeTr BCTPAXHYTb Npobupkn ¢ npenapatoM [AHK wn oTpuuaTenbHbIM
KOHTPOJIbHbIM 06pa3LOoM Ha MUKpPOLEHTpUdYyre-BopTekce B TedeHue 3-5 ¢ n ueHTpudyrmposatb
Ha MUKpoueHTpudyre-sopTeKce B TeyeHme 1-3 c.

4, Ons npenoTBpaweHns KOHTaMMHauun cnenyet nepes sHeceHueM [JHK oTKpbiBaTb KPbIWKK
TONbKO TeX NpobupoK, B KOTOpble ByaeT BHOCUTLCS AaHHbIN obpa3el, W 3aKkpbiBaTb UX, Nepea
BHeceHneM crieaytoulero. 3akpbiBaite npobupku nnoTtHo. Mpenapatbl OAHK © KOHTpOSbHbIE

06pa3Ll,b| cneayeTtr BHOCUMTb HAKOHEYHUKAMU C CbMJ'IprOM.

7.3.9 BHecuTe B COOTBETCTBYIOLME NMPOMAPKMPOBAHHbIE NPobupku no 6,0 MK BblAENEHHOMO U3
obpa3suos npenapata AHK. B npobupkun, npomMapkmpoBaHHble «K—» 1 «K+», HK He BHOCKTCS.

7.3.10 BHecute B npobupky, npoMapkmpoBaHHyt «K-», 6,0 Mkn oTpuUaTenbHOro
KOHTposibHOro obpasua, npoweglwero atan sbigeneHmna AHK (cm.7.1).

7.3.11 BHecnte B npobupky, NpOMapKuMpoBaHHY <«K+», 6,0 MKA MNOAOXUTENbHOrO
KOHTposibHOro o6pasua.

7.3.12 LUeHTpudyrmpyrite Bce npobmnpkm Ha MnkpoueHTpudyre-soptekce B TeveHune 3-5 ¢ (npum
ncnonb3oBaHum ans nposeaenus MNLUP getektupytowero amnandmkatopa Rotor-Gene Q
LeHTpudyrmposaHme He ob6s3aTesibHO).

7.3.13 YcraHoBuTe BCe Npobupkn B AeTeKTUpyowmin amnandukaTtop n nposegute MNUP (7.3.14,
7.3.15).

7.3.14 [na getektupytowmx amnnmdukatopos cepmmn AT:
3anycTute nporpammHoe obecneyeHue getekTmpytowero amnandukatopa. lNpu nepsom
nposeaeHun MUP 3arpysuTe cooTBeTCTBYOWMI TecT!. Janee u npu nocneayLmx
NOCTaHOBKAxX co34aMTe COOTBETCTBYHWOLMN MNPOTOKOA  WUCCAEAO0BaHUA:  yKaxXuTe
KONM4ecTBO W wunaeHtudukaTopbl 06pas3uoB, B TOM 4ucne oOTpuuaTenbHOro u
MOJSIOXKUTENbHbIX KOHTPOJIbHbIX 06pa3uoB, OTMeTbTe pacnosoXxeHne npobuMpok Ha
MaTpuue TepMob/oKa B COOTBETCTBUM C UX yCTaHOBKOWM n nposeauTe MUP. MNMpu Bbibope

TecTa Ao/KHa oTobpaxaTbCsl NporpamMMa, npvBeaéHHas B Tabnuvue 7.

1 - TecT ans AeTekTupytowmnx amnandukaTopos cepum AT co3aaéTtcs nyTéM BBoAA NapaMeTpoB (NapaMeTpbl
TecTa ykasaHbl B MNpunoxeHnn B) nnu npegocraensercs npoussoantenemMm Habopa peareHToB
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7.3.15 [Ana petektupytowmx amnangukatopos CFX96, Applied Biosystems QuantStudio 5 u
Rotor-Gene Q:
MposeaunTte MUP c yyeToM 06BbEMA peakLMOHHOM cMecu, paBHoro 18 Mk, no nporpamMMam

amnnudukaummu, npmBeaéHHbIM B Tabnnuax 5, 6, 8 COOTBETCTBEHHO.

Tabnuua 7 - T[porpamMa ammaMdukaumm Ans OETEKTUPYIOWMX aMnaMbukaTopoB

«ATnpanm», «ATnant» (dacoska U)

Pe>xxum
N¢ Yucno
Temnepartypa, °C MWH C ONTUYECKUNX Tvn 6noka
6noka LIMKNIOB -
n3MepeHunn
80 0 5
1 15 Lnkn
94 0 5
2 94 5 00 1 LUwvkn
94 0 30
3 5 LUnkn
64 0 15 \
94 0 10
4 45 LUnkn
64 0 15 \
5 94 0 5 1 LUnkn
6 10t XpaHeHue XpaHeHune
V - peXUM ONTUYECKUX U3MEPEHU
Tabnuuya 8 - MporpamMMa aMmnnMdukaunm Ans AeTeKTMpylowero aMmnandgukaTtopa

Rotor-Gene Q (dacoska U)

o
N2 / Cycling TeMmnepaTtypa, °C / Bpem_|, c/ Konunuecrso 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 v 15
V - peXUM OMTUYECKMX W3MEPEHWN, YCTaHOBWUTbL M3MepeHue diyopecueHumn (Acquiring) mo KaHanam
netekumn Green (Fam) m Yellow (Hex) npu 57 °C

1 - fonyckaeTca xpaHeHue npu TemnepaTtype 25 °C
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7.4 MoarotoBka wn nposeaeHue TLUP. ®acoBka U, C WUCMOSb30BaHMEM [A03MpPYHOLWEro

yctponctea ATcTpuM (TONbKO ANS AeTeKTupylowero amnandukatopa ATnpanm)

BHUMAHME! [pu npoBeaeHnn BCeX MNOCAeAYOWMNX AENCTBUIA cneayeT nsberaTtb BO3AenCcTBus

NPAMbIX CO/THEYHbIX JTyYell Ha NPOBUPKM CO CMEChIO ANs aMmnanbunkaumm!

MpuMedaHne - PekoMeHAYETCHA MOCTaHOBKA He MeHee 5 o6pasuoB B 04HOM MccnenoBaHum

(3 Hen3BeCTHbIX 0bpa3ua, OTpULATENbHbIA U MONOXUTENbHbIA KOHTPOJIbHbIe 06pa3Lbl).

7.4.1 BcTpaxHuTe npobupKy CO cMecblo Ansa amnamdumKaumm Ha MUKpoLEeHTpudyre-sopTekce
B TedeHue 3-5 c 1 ueHTpudyrnpymnte Ha MMKpoLeHTpudyre-sopTekce B TeveHue 1-3 c.

7.4.2 BctpaxHute npobupkn ¢ [MUP-6ycdpepom w©n  nonumepason TexHoTaq MAX Ha
MUKpOUEHTPpUdyre-sopTeKkce B  Te4yeHue 3-5¢ n LeHTpudyrnpymnTe Ha

MUKpOUEHTpUdyre-sopTekce B TeyeHue 1-3 c.

BHMUMAHME! T[lonumepasy TexHoTaq HeobxoanMmMo p[ocrtaBaTb W3 MOPO3WUSIbBHOW KaMepbl

HenocpeacTBeHHO nepea Mcnosib30BaHUEM.

7.4.3 Cnepys ykasanusam O go3upytowero ycrponcresa ATCTpuM, NMpUroToBbTe B OTAE/bHOM
oAHopa3oBol npobupke cmeck MUP-6ydepa ¢ nonumepason TexHoTaq MAX.

7.4.4 BCTpsAXHUTE npobupKy C NpuUroToBneHHom cmecbto TILP-6ydepa u nonumepassbl
TexHoTaq MAX Ha MukpoueHTpudyre-sopTekce B TedeHue 3-5 ¢ n ueHTpudyrnpyite Ha
MUKpOLLeHTpUdyre-BopTekce B TedeHume 1-3 C.

7.4.5 BcTpsixHUTe  NpoBbMPKY  C  MOSOXMUTENbHbIM KOHTPOSIbHbIM ~ 06pa3L oM Ha
MUKpOLEHTpUdyre-soptekce B  TedeHMe 3-5¢Cc 1 uUeHTpudyrmpynte  Ha

MUKPOLEHTpUDYre-BopTeKCe B TeueHne 1-3 c.

BHUMAHME!

1. Mpu wucnone3zosaHun ang Bblaenenms [OHK komnnektoB peareHtoB [1POBA-HK u
MPOBA-PAMWUL BcTpsixHuTe npobupku c npenapatom AHK u oTpuuaTesbHbIM KOHTPOJbHbLIM
obpasuoM Ha MuKpoueHTpudyre-soptekce B TeuyeHme 3-5c wn ueHTpudyrmpymte Ha
MUKpoLUeHTpudyre-sopTekce B TeyeHune 1-3 c.

2. Mpu ucnonb3oBaHnn ansa sBbigeneHua OAHK komnnekta peareHToB NMPOBA-I'C BCTpaAXHUTE
npobupku ¢ npenapatom AHK 1 oTpnuaTenbHbIM KOHTPO/bHbLIM 06pa3uLoM Ha MMKpoueHTpudyre-
BopTekce B TedyeHue 3-5 ¢ un ueHtpudyrmnpynte npu RCF(g) 12000 - 16000 B TeueHne ogHoMn
MUHYTbI 4158 ocaxaeHus copbeHTa. B cnyyae ecnm nocne BblAeNeHMs HagocaouyHas XUAKOCTb,
cogepxawas BbigeneHHyt [OHK, 6bina nepeHeceHa B HOBble Mpobupku, LeHTpudyrmpoBaHmne
nocne BCTPAXMBAHMSA NPOU3BOAUTCA Ha MUKpoUeHTpudyre-sopTekce B TeyeHue 3-5 c.

3. Mpn wucnonb3osBaHun ansa Bbigenenusas [OHK Habopa peareHtos [MPOBA-MY-PAMUNA
HeobxoanMo, He BCTpsAxXMBas, UeHTpudyrmpoBaTb npobupkn ¢ npenapatom [OHK wu
OTpULATENbHBLIM KOHTPOJIbHbIM 06pa3uoM Ha MUKpoUeHTpudyre-eopTekce B TedeHue 1-3c,
3aTeM noMecTtuTb nNpobupku c npenapatom AHK B MarHuMTHbIA wWTaTMB. B cnyyae ecnu nocne
BblA€NEeHNS HaZocaAouyHas XWAKOCTb, copepxawas sblaeneHHyio [AHK, 6bina nepeHeceHa B

HOBble MpPoO6WpKM, cneayeT BCTPAXHYTb MNpobupku c npenapatom [AHK u oTpuuaTenbHbIM
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KOHTPO/bHbIM 06pa3LOM Ha MUKPOLLEHTpUdYyre-BopTeKCce B TedeHne 3-5 ¢ n ueHTpudyrmnposaTb

Ha MUKpPOLEeHTpudyre-BopTekce B TeyeHume 1-3 c.

7.4.6 YctaHoBuTe npobupkum co cMecblo ansa amnandukaummn, co cmecbto [LP-6ydepa u
nonumepasbl TexHoTaq MAX, c npenapatamm OHK, oTpuuaTesibHbIMU KOHTPOJSIbHbIMU
obpasuamMm 1 NoNOXUTENbHBIMU KOHTPOJIbHBIMKM 06pa3uamMm, a TakxKe MUKpPOMIaHWeT a4
MUP Ha pabouunn cton ATCTpyM M npoBeauTe A03UMPOBAHME KOMMOHEHTOB COrflacHo
pPYyKOBOACTBY MO 3KCryaTaumm.

7.4.7 TloMecTuTe aKKypaTHO, He BCTpSXMBasi, MMKpPOMJaHLWeT B NOAJIOXKY YCTPOWCTBa AN
3aneyaTtbiBaHMa nnadHwet ATnak nocne 3aBeplleHuMs nporpaMMbl Ha A03UPYHOLLEM
ycTponctee OTCTpuM.

7.4.8 TlpoBeauTe 3anedaTbiBaHne MmkponnaaHweta MNMUP nonnMmepHoOn TEpMONJIEHKOM COrnacHo
MHCTPYKUMM K Nnpnbopy ATnak.

7.4.9 UeHTpndyrmpymnte mnkponnanuwet MNMUP npn RCF(g) 100 B Teuenune 30 c.

7.4.10 YcraHoBuTe MukporaHweT MUP B 610K geTekTupyowero amnandukaTopa.

7.4.11 3anyctute nporpamMMmHoe obecnedyeHune getekTumpytowero amnandukartopa. lNpu nepsom
nposeaeHun TMLP 3arpy3ute cooTBeTCTBYlOWMIA TecT!. [anee M nNpu MNOCAeayroLmX
MOCTaHOBKAaxX CO34aMTe COOTBETCTBYHLWMA MPOTOKOA  WUCCAEAOBaHUA:  YKaXxuTe
KONM4yecTBO W unaeHtTudukaTopbl o06pasuos, B TOM 4ucCne OTpuUUATENbHOMO U
MOSIOXUTENBbHBIX KOHTPOJIbHbIX 06pa3uoB, OTMETbTE pacnosoxeHne obpasuoB Ha
MaTpuue TepMobaoka B COOTBETCTBUM C UX YCTaHOBKOW n nposegute IMLP. MNMpu Bblib6ope

TecTta go/kHa otobpaxaTbca nporpamma, npmeeaéHHas B Tabnuvue 7.

8 PETNCTPALUMSA PE3YJIbTATOB AMITVINMOUKALIN

8.1 Perncrpauusa pesynbtatoB amnandukaumm ¢ ncnonbsosaHmem lMLP-geTekTopa

MNMocne nNpoxoxaeHnsa peakuumn amnnamdukauyum nomectute npobupkm B MUP-peTekTOp,
oOopMUTE NPOTOKOS U NPOBEAUTE PErUCTPaLMIO pe3ynbTaToB B COOTBETCTBUM C UHCTPYKLUMERN NO
akcnnyaTtauum npubopa (NoporosBble 3Ha4YeHWs Ans cneumdUyeckoro MNpoayKTa COCTaBASOT

1,75-2,10, ansa BHyTpeHHero KoHTpons - 2,50).

8.2 Pernctpauus pesynbTatoB amnamdukaumm C  UCMOSb30BaHMEM AeTeKTUPYHOLWNX
aMnandnKaTopos

Perncrpauuns curHana dpnyopecueHumm Ha AeTEKTUPYIOWNX amnnmndukaTopax cepun AT,
Rotor-Gene Q, CFX96 n Applied Biosystems QuantStudio 5 npoBoauTCS aBTOMaTUYECKM BO BpEMS

amnandukaumn.

1 - TecT ans AeTekTupytowmnx amnandukaTopos cepum AT co3aaéTtcs nyTéM BBoAa NapaMeTpoB (NapaMeTpbl
TecTa ykasaHbl B MNpunoxeHnn B) nnu npegocraensercs npoussoantenemMm Habopa peareHToB
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9 YYET U MHTEPMNPETALMUSA PE3YJIbTATOB

9.1 YUéT pe3ynbTaToB aMmInduUKaLMn OCYLLECTBAAETCA aBTOMAaTMUYECKM C MOMOLLbIO
nporpaMMHoro ob6ecnevyeHnss, nocrtaenseMoro c [LP-geTeKTopoM wnNu AETEKTUPYIOLWMM

aMI'IJ'IVI(bVIKaTOpOM.

9.2 Mpn nMCcnonb3oBaHUM AeTeKTUpYoWKMX amnandunkatTopos CFX96 cneayet nmcnosnb3oBaTb
perpeccnoHHbIin TN aHanusa (Cq Determination Mode: Regression), BO Bkiaake «Baseline

Subtraction» Heobxoammo Bbi6paTb «Baseline Subtraction Curve Fit».

9.3 NHTepnpeTauusa pesynbTaToB MPOBOAUTCA B COOTBETCTBMWU C Tabnuuein 9. PesynbTaThbl
NMOCTaHOBKWN BasUAHbl, €CNIN BbIMOJHAKTCA YCNOBUS MHTEPMNpPETaunn pesynbTaToB, MOSyUYeHHbIX

ANt KOHTPOJIbHbIX 06Pa3LoB.

Tabnuuya 9 - UHTepnpeTtauuns pesynbtatos lMLUP

Flash Real-time
Pe3ynbrar,
= KaHan pertekuum
nonyyeHHbl Ha | KaHan gerekumu Hex/Yellow/Vic n
cdhnyopecueHTHOM Fam/Green (BHYTPEHHMIA TR PRI [ AT o]
AeTeKkTope (nckomas OHK), KoszOHb)
«OXXWH>» vnn Cp/Cq/Ct C /g /Ct,
«AXXWUH-4» P/-q
HeunsBectHble 06pa3uybl
«+>» Yka3aH He yunTbiBaeTcs O6napysxeha AHK(::_::;I;omonas vaginalis
“on He yka3aH VKasaH He obHapy>xeHa ,El,H(iiLr;chomonas vaginalis
«HO» He ykasaH He ykasaH HepnoctoBepHbIN pe3ynbTaT

(«HO»)

OTpuuaTenbHbIA KOHTPONbHbIA 06pasey

OTpuuaTenbHbIW pe3ynbTaT
«=>» He yka3aH Yka3saH («-»)
Pe3ysibTaTbl MOCTAHOBKM BalWUAHbI

Mono)xurtenbHbI KOHTPOJNbHbIW 06pa3el

MonoXxutenbHblA pesynbTar
«+>» Yka3aH He yuunTbiBaeTcs («<+>»)
Pe3ynibTaTbl NOCTAHOBKU Ba/IMAHbI

9.4 HenoctoBepHblit pe3ynbTaT MOXET ObiTb CBSi3aH C MNPUCYTCTBMEM WHIMO6UTOPOB B
npenapate AHK, nony4YeHHOM n3 6Monormyeckoro matepmana; HeBepHbIM BbIMOSIHEHMEM MPOTOKONA
aHanusa; HecobnogeHneM TeMnepaTypHOro pexuMma amnandukauum u ap. B aTom cnydae
Heobxoanmo nosTopHO nposecTtu [MUP, nubo BbiaeneHne OHK u nocrtaHosky MLUP gns atoro

obpasua, nnMbo B3sITME BMOOrNMYecKoro Mmatepmana y naumeHTta (BbINOAHSETCS NOCNeA0BaTENBHO).

9.5 Mpyn nony4yeHUM TMOMOXUTENBHOIO pe3ynbTata A4S OTPULATENIbHOr0 KOHTPOJIbHOIO
obpasua pesynbTaTbl BCEM MOCTAHOBOYHOM CEpUW CUYMTAOT HeAOCTOBepHbIMU. B aTom cnyuae
HeobxoaAMMO NMpoBeAeHMEe CneLnanbHbIX MEPONMPUATUIA A5 BbISBEHNS U YCTPAHEHMS BO3MOXHOM

KOHTaMUHauunu.

9.6 MNpn nNony4YeHMM OTpULATENbHOro pe3ynbTaTta A MONOXUTENbHOM0 KOHTPOSbHOMO
obpa3ua pe3ynbTaTbl BCEN MOCTAHOBOYHOW CEPUU CUUTAOT HEAOCTOBEPHbIMW. B 3TOM cnydae

TpebyeTca NoBTOpHas NOCTaHOBKa aMnaMdukaumm Bcer naptum ob6pasuos.
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10

10.1
10.1.1

10.1.2

10.1.3

10.1.4

10.2
10.2.1

10.2.2

10.2.3

10.2.4

10.3
10.3.1

10.3.2

TPAHCNMOPTUPOBAHMUE, XPAHEHUE N DKCIMJIYATALNA

TpaHcnopTupoBaHMe

TpaHcnopTupoBaHme Habopa peareHTOB OCYWECTBAAT B TEPMOKOHTeMHepax ¢
X1apo3neMeHTaMm BCEMM BMAAMU KpbITOro TpaHCMopTa npu TemnepaType BHYTPU
TEPMOKOHTENHEpPA, COOTBETCTBYHOWEN YCNOBUSAM XpaHEHUS KOMMOHEHTOB, BXOASLUNX B
cocTtaB Habopa peareHToB.

[lonyckaetcsa TpaHcnopTupoBaHne Habopa peareHTOB, 3a WUCK/OYEHMEM MosMMepasbl
TexHoTaq MAX (dacoska U), B TEpMOKOHTENHepax C Xsafo3/eMeHTaMn BCEMU BUAAMM
KPbITOrO TpaHCnopTa Mpu TemnepaType BHYTPU TepMoKoHTeilHepa oT 2 °C pgo 25 °C
He 6onee 5 cyTok.

JonyckaeTca TpaHcnopTMpoBaHue nonuMepasbl TexHoTaq MAX (dacoeBka U) B
TEPMOKOHTEMHEpAX C X/Jajo3/eMeHTaMM BCeMUM BMAAMM KpbITOro TpaHCnopTa npu
TemnepaType BHYTpM TepMOKOHTenHepa Ao 25 °C He 6onee 5 cyTok.

Habopbl peareHTOB, TpPaHCNOPTUPOBAHHbIE C HapyLleHWEeM TeMnepaTypHOro pexuMa,

nNpUMEHEHNI0 HE noanexart.

XpaHeHune

Bce KOMMNoOHeHTbl Habopa peareHTOB, 3a WCK/AKYEHMEM MonmMmepasbl TexHoTaq MAX
(dbacoska U), cneayer XpaHWTb B XOAOAWIbHWUKE WU XONOAUSIBHOW Kamepe npwu
TemnepaTtype oT 2 °C go 8 °C B TeueHuMe BCero cpoka rogHoCTH.

Monnmepa3sy TexHoTaq MAX (dacoska U) cneayet xpaHUTb B MOPO3UIBHON KaMepe npu
TemnepaType oT MMHyC 18 °C no MuHYyC 22 °C B TeueHune BCcero cpoka rogHoctm Habopa
peareHToB.

CMmecb ang amnnudukaumm n cmecb Ans amnamdukauum, 3anedataHHyo napaduHoOM,
cnepyeTt XpaHUTb B XONOAUNbHUKE MW XONOAMBHOM KaMmepe npu Temnepartype ot 2 °C
Ao 8 °C B 3alUMLEHHOM OT CBETa MeCcTe B TeYeHMe BCero cpoka rogaHoctm Habopa
peareHToB.

Habopbl peareHTOB, XpaHWBLUMECH C HapyLeHWeM periaMeHTUpPOBaHHOro pexuma,

NMPpUMEHEHUNIO HE noaneXxar.

YKasaHus no akcniyatauum

Habop peareHTOB AO/IXEH NPUMEHATBLCS COr/1aCHO AENCTBYIOLWEN BEPCUUN YTBEPXKAEHHOWN
WHCTPYKLMKN NO NPUMEHEHMUIO.

Ons  nonyyeHuss [OCTOBEPHbLIX pe3ynbTaToB HeobxoaMMo CTporoe cobnwogeHue

WMHCTPYKLMW MO NpUMEHEHUI0 Habopa peareHToB.
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10.3.3 Tlocne BCKpbITUS YMNakKoOBKM KOMMOHEHTbl Habopa peareHToB cnegyeT XpaHuTb Mpwu
cneayowmx ycnoBusax:

- BCE KOMMNOHEeHTbl Habopa peareHToB, 3@ UCKIKYEHNEM nonmMepasbl TexHoTaq MAX
(dbacoska U), cneayeT XpaHWUTb B XOJOAWBHWUKE WAW XONOAWbHOM Kamepe npu
TemnepaTtype oT 2 °C go 8 °C B TeueHMe BCEro cpoka roaHocTn Habopa peareHToB;

- nonmmepasy TexHoTaq MAX (dacoska U) cnegyetr XpaHuUTb B MOPO3UJIbHOW Kamepe
npu Temnepatype oT MUHYC 18 °C go MUHYyC 22 °C B Te4yeHWe BCEro cpoka rogHocTu
Habopa peareHToB;

- CMecb An4 amnamdukaumm n cMecb ans amnandukaumm, 3anedaTaHHyo napadmHoM,
cnenyet XpaHWTb B XONOAMNBHWKE WU XONOAWBHOMW KaMmMepe npu TemnepaTtype
ot 2 °C po 8 °C B 3aWMLIEHHOM OT CBETa MecCcTe B TeyeHue BCero Cpoka rogHoOCTH
Habopa peareHToB.

10.3.4 Habopbl peareHToOB C UCTEKLIMM CPOKOM FOAHOCTU MPUMEHEHUIO HE noanexar.

11 YKA3AHUA NO YTUWIN3ALUNU

11.1 Mpn wmcnonb3oBaHuM Habopa peareHToOB B KIMHWKO-AMArHoctunyeckon nabopatopum
obpa3sylTcsa oTxoabl Knacca B, kKoTopble yTUAM3UPYIOTCS B COOTBETCTBMW C TpeboBaHMSMMK
CaHlnH 2.1.3684-21 n MY 1.3.2569-09.

11.2 Habopbl peareHToB, NpuweaLllMe B HEMPUIOAHOCTb, B TOM YUC/E B CBS3U C UCTEYEHNEM
CpoKa TrOAHOCTWU, TMOBpexXAeHMeM YNakoBKW, nognexaTt yTuamsaumm B COOTBETCTBUM C
TpeboBaHmamm CanlnH 2.1.3684-21.

12 FAPAHTUN N3TOTOBUTENA

12.1 [peanpuaTne-usroToBUTENb  rapaHTMpPYeT  COOTBETCTBMe  Habopa peareHToB
TpeboBaHUSAM TEXHUUYECKMX YCITOBUIA NPU COBMIOAEHNN YCNOBUIA TPaHCNOPTUPOBAHMUS, XpPaHEHUS

N aKCcnnyatTauunn, yCtaHOBJIEHHbIX TEXHNUYECKUMWN YCNTOBUAMN.

12.2 Cpok rogHoctu Habopa peareHTOB - 12 MecaueB npu cobngeHMn BCeX YCI0BUNA

TPaHCNOPTMPOBAHUSA, XPAHEHUS M IKCMyaTauum.

13 PEMOHT U TEXHUYECKOE OBCJ1Y)KXUBAHMUE

Habop peareHTOB npeaHasHayeH AN OAHOKPATHOrO MPUMEHEHUS U He MNoANEXUT

TEXHUYECKOMY 06CNYXMBAHUIO N TEKYLLEMY PEMOHTY.
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14

CNMBO/J1bl, NCNOJIb3YEMbIE NP MAPKUPOBKE HAGOPA PEATEHTOB

MeauunHckoe nagenne ans AMarHoCcTuKu in vitro

Mpenen TemnepaTtypsbl
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15 MEPEYEHb NPUMEHAEMbIX HALIMOHAJIbHbIX CTAHAAPTOB

FOCT ISO 14971-2021 W3penua MeauuuHckume. T[IpUMMeHeHue MeHeaXMeHTa pucka K
MeAVLMHCKUM n3aenunam

FOCT 15.309-98 Cucrema pa3paboTkm n NOCTaHOBKM NMPOAYKLWM Ha NpoOM3BOACTBO. McnbiTaHus
W NpuveMKa BbiNyckaeMon npoaykumm. OCHOBHbIE MOJSIOXEHUS

FOCT P 2.105-2019 EanHas cuctemMa KOHCTPYKTOPCKOM AOoKyMeHTauun. Obwme TpeboBaHmsa K
TEKCTOBbIM AOKYMeHTaM

FOCT P 15.013-2016 Cuctema pa3paboTkKm W MOCTAHOBKM MNpPOAYKUMM Ha MNpOM3BOACTBO.
MeauuMHCKUE n3genus

FOCT P 51088-2013 MeguumHckne wnspenust Ans AMarHoCTUKM MH BUTPO. PeareHTbl, Habopbl
peareHTOB, TeCT-CUCTEMbl, KOHTPOJIbHble MaTepuasnbl, nuTaTenbHble cpeabl. TpeboBaHusa K
n3genvsaM u noaaepxuBarollert JOKYMeHTaunm

FOCT P 51352-2013 MeanuuHCcKMe nsgenus ans AMarHoCTMKM MH BUTPO. MeToabl UCMbITaHUN
FOCT P 52905-2007 (MCO 15190:2003) JlabopaTtopumn MeAULMHCKME. TpeboBaHus
6e3onacHoCcTH

FOCT P UCO 15223-1-2020 N3penusa MeAULUMHCKKE. CumMBOSbI, npuMeHseMble npu
MapKMPOBAHUN MEAULMHCKUX U3Aennii, Ha 3TUKeTKaX WU B COMpPOBOAMTENbHON AOKYMEHTaLUMU.
Yactb 1. OcHOBHble TpeboBaHus

FOCT P NCO 18113-1-2015 MeanuunHckue usgenua ana AWMArHOCTUKW in vitro. WHdopmaums,
npenoctaeBnsemMas marotosuteneMm (Mapkuposka). Yactb 1. TepMuHbl, onpeaeneHus u obwme
TpeboBaHus

FOCT P NCO 18113-2-2015 MeauvuMHCKME m3genusa Anasa AMArHoCTukM in vitro. WHdopmauus,
npeaocTaBnsemMas n3rotoputenem (Mapkumposka). Yactb 2. PeareHTbl Ans AMarHOCTUKMK in vitro
Ana npodeccMoHanbHOro NpUMeHeHus

FOCT P NCO 23640-2015 N3penua MeauvUMHCKUE ANa  AMArHOCTUKKM  in  vitro. OueHka
CTabunbHOCTN peareHToB AN ANMArHOCTMKM in Vitro

FOCT P 53022.3-2008 TpeboBaHMs K KauecTBY KNMHMYeCKnx nabopatopHbiX ncciegosaHumn, 4.3.

MpaBuna oueHKN KIMHMYECKON MHPOPMATMBHOCTU flabopaTopHbIX TECTOB

MpumeuyaHuMe - YKaszaHHble Bbllle CTaHAapTbl 6blIM AEACTBYIOWMMU Ha MOMEHT YTBEPXAEHUS
WHCTPYKLMW MO NMpUMEHeHWto. B fanbHeliweM, Npyn No/b30BaHUM AOKYMEHTOM, Lienecoobpa3Ho NpoBepUTb
[eCTBUE CCbITOYHbIX HOPMATUBHbIX JIOKYMEHTOB Ha TEKYLLMIA MOMEHT. ECn CCbITIOYHbIN AOKYMEHT 3aMeHéH
MAN U3MEHEH, TO nNpu TMPUMEHEHUM HACTOSILLEro J[AOKYMEeHTa cneayeT MoNb30BaThCs 3aMEHEHHbIM

(M3MEHEHHbIM) AOKYMEHTOM.
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16 ALOPEC ONAA OBPALLEHUA

MpoussoacTeo HabopoB peareHTOB MMEET CeEPTUDULMPOBAHHYIO CUCTEMY MEHEOXMEHTa
KayecTBa W COOTBETCTBYEeT TpeboBaHMAM CTaHAapTa CUCTEM MeHeaXMeHTa kadectBa ISO 9001
B obnacTtu paspaboTkum, NnpomnssoacTea n npogaxun IVD peareHToB 1 NnpnbopoB A1 MONEKYASPHO-
reHeTUYeCcKoM AMarHoCTUKWM K Apyroro nabopatopHoro npuMmeHeHuns u ISO 13485 B obnacrtu
pa3paboTku, npoussoacTtBa M npogaxun IVD peareHToB wn npmbopoB ANa MeAMUMHCKOM

MOﬂeKynﬂpHO-FEHeTMHeCKOVI ANarHoCTukKu.

MpousBoanTenb: O6WeCcTBO C OrpaHUYEeHHOMW OTBETCTBEHHOCTb <«[HK-TexHonorms TC»
(000 «OHK-TexHonorunsa TC»), Poccus.

Appec npoussogurtensa: 117246, Poccus, r. MockBa, npoe3g HayuyHbin, 4. 20, ctpoeHune 4.

MecTto npousBoAacTBa:
- 000 «OHK-TexHonormna TC», 117246, Poccus, r. Mockea, npoe3a HayudHbein, a. 20, ctpoeHue 4;
- 000 «HIMO [AOHK-TexHonorusa», 142281, Poccmsi, Mockosckas obnacrtb, r. [poTBMHO,

yn. XenesHogopoxHas, 4. 3.

Mo BompocaM, KacawwuMmcs kadectBa Habopa peareHToB, cnegyeT obpawaTtbcs B
CNyX6y KIMEHTCKOWN MOoAAEPXKMU.
Cny»xb6a KIMeHTCKON NoAAEepPXKKU:
8(800) 200-75-15 (ans Poccmn, 3BOHOK 6ecnnaTtHbIit),
+7(495) 640-16-93 (ana ctpan CHI n 3apybexbsi, 3BOHOK MAaTHbIN),

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

MapaMeTpbl TecTa, KOTOpble HE06X0ANMMO BHECTU B NporpaMMmHoe obecneueHue
AeTeKTUpyrouwmnx amnampukatopoB «ATnpanm>», «ATnant»
npu ucnonb3oBaHmMun Habopa pearentoB TPUXO-TEH

B (bacoBke S
1) Konnuectso npobupok B Tecte - 1;
2) O6béM peakUMOHHOM cMecn — 35 Mk,

3) B okHe «[porpamMma amnnndukaumms» BBECTU Cleayomne napaMeTpbl:

Pexxum
N2 Yucno
Temnepartypa, °C MUWH C ONTUYECKUNX Tun 6noka
6noka LIMKNOB -
n3MepeHunn

80 0 30

1 1 LUnkn
94 1 30
94 0 30

2 5 LUwnkn
64 0 15 v
94 0 10

3 45 Unkn
64 0 15 v

4 94 0 5 1 LUwnkn

5 10? XpaHeHune XpaHeHue

V - peXuM onTUUYECKUX U3MEPEHMNIA
4) BHecTn cneaytowme napamMeTpbl KaHanoB AeTeKunn:
Fam Hex Rox Cy 5 Cy 5.5
TI‘IChO.ITlO{?aS BK ) ) )
vaginalis

1 - nonyckaeTca xpaHeHue npu Temnepatype 25 °C
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Mpuno>xeHue b

MapamMeTpbl TecTa, KOTOpble HE06X0ANMMO BHECTU B NporpaMMHoe obecneueHue
AeTeKTUpyrouwmux amnampukatopoB «ATnpanm>», «ATnant»
npu ucnonb3oBaHmun Habopa pearentoB TPUXO-TEH

B ¢hacoBke U
1) KonunuyectBo npobupok B Tecte - 1;
2) O6béM peakUMOHHOM cMech — 18 MKI;

3) B okHe «[lporpamMma amnnndukaumms» BBECTU Cleayolmne NnapaMeTpbl:

Pe>xxum
N¢ Yucno
Temnepartypa, °C MUH C ONTUYECKUX Tun 6noka
6noka LIMKNOB -
U3MepeHun

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 10! XpaHeHue XpaHeHune

V - peXuM ONTUUYECKUX U3MEPEHNA
4) BHecTn cnegyrouwme napamMeTpbl KaHan0B AeTeKUNN:
Fam Hex Rox Cy 5 Cy 5.5
Tr/cho'mOﬁas BK _ - -
vaginalis
Homep 442-5
2024-06-28

1 - fonyckaeTca xpaHeHue npu Temnepatype 25 °C
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	7.4.1 Встряхните пробирку со смесью для амплификации на микроцентрифуге-вортексе в течение 3-5 с и центрифугируйте на микроцентрифуге-вортексе в течение 1-3 с.
	7.4.2 Встряхните пробирки с ПЦР-буфером и полимеразой ТехноTaq МАХ на микроцентрифуге-вортексе в течение 3-5 с и центрифугируйте на микроцентрифуге-вортексе в течение 1-3 с.
	7.4.3 Следуя указаниям ПО дозирующего устройства ДТстрим, приготовьте в отдельной одноразовой пробирке смесь ПЦР-буфера с полимеразой ТехноTaq MAX.
	7.4.4 Встряхните пробирку с приготовленной смесью ПЦР-буфера и полимеразы ТехноTaq MAX на микроцентрифуге-вортексе в течение 3-5 с и центрифугируйте на микроцентрифуге-вортексе в течение 1-3 с.
	7.4.5 Встряхните пробирку с положительным контрольным образцом на микроцентрифуге-вортексе в течение 3-5 с и центрифугируйте на микроцентрифуге-вортексе в течение 1-3 с.
	7.4.6 Установите пробирки со смесью для амплификации, со смесью ПЦР-буфера и полимеразы ТехноTaq МАХ, с препаратами ДНК, отрицательными контрольными образцами и положительными контрольными образцами, а также микропланшет для ПЦР на рабочий стол ДТстри...
	7.4.7 Поместите аккуратно, не встряхивая, микропланшет в подложку устройства для запечатывания планшет ДТпак после завершения программы на дозирующем устройстве ДТстрим.
	7.4.8 Проведите запечатывание микропланшета ПЦР полимерной термопленкой согласно инструкции к прибору ДТпак.
	7.4.9 Центрифугируйте микропланшет ПЦР при RCF(g) 100 в течение 30 с.
	7.4.10 Установите микропланшет ПЦР в блок детектирующего амплификатора.
	7.4.11 Запустите программное обеспечение детектирующего амплификатора. При первом проведении ПЦР загрузите соответствующий тест13F . Далее и при последующих постановках создайте соответствующий протокол исследования: укажите количество и идентификатор...

	8 РЕГИСТРАЦИЯ РЕЗУЛЬТАТОВ АМПЛИФИКАЦИИ
	8.1 Регистрация результатов амплификации с использованием ПЦР-детектора
	8.2 Регистрация результатов амплификации с использованием детектирующих амплификаторов

	9 УЧЁТ И ИНТЕРПРЕТАЦИЯ РЕЗУЛЬТАТОВ
	9.1 Учёт результатов амплификации осуществляется автоматически с помощью программного обеспечения, поставляемого с ПЦР-детектором или детектирующим амплификатором.
	9.2 При использовании детектирующих амплификаторов CFX96 следует использовать регрессионный тип анализа (Cq Determination Mode: Regression), во вкладке «Baseline Subtraction» необходимо выбрать «Baseline Subtraction Curve Fit».
	9.3 Интерпретация результатов проводится в соответствии с таблицей 9. Результаты постановки валидны, если выполняются условия интерпретации результатов, полученных для контрольных образцов.
	9.4 Недостоверный результат может быть связан с присутствием ингибиторов в препарате ДНК, полученном из биологического материала; неверным выполнением протокола анализа; несоблюдением температурного режима амплификации и др. В этом случае необходимо п...
	9.5 При получении положительного результата для отрицательного контрольного образца результаты всей постановочной серии считают недостоверными. В этом случае необходимо проведение специальных мероприятий для выявления и устранения возможной контаминации.
	9.6 При получении отрицательного результата для положительного контрольного образца результаты всей постановочной серии считают недостоверными. В этом случае требуется повторная постановка амплификации всей партии образцов.

	10 ТРАНСПОРТИРОВАНИЕ, ХРАНЕНИЕ И ЭКСПЛУАТАЦИЯ
	10.1 Транспортирование
	10.1.1 Транспортирование набора реагентов осуществляют в термоконтейнерах с хладоэлементами всеми видами крытого транспорта при температуре внутри термоконтейнера, соответствующей условиям хранения компонентов, входящих в состав набора реагентов.
	10.1.2 Допускается транспортирование набора реагентов, за исключением полимеразы ТехноTaq MAX (фасовка U), в термоконтейнерах с хладоэлементами всеми видами крытого транспорта при температуре внутри термоконтейнера от 2  С до 25  С не более 5 суток.
	10.1.3 Допускается транспортирование полимеразы ТехноTaq MAX (фасовка U) в термоконтейнерах с хладоэлементами всеми видами крытого транспорта при температуре внутри термоконтейнера до 25  С не более 5 суток.
	10.1.4 Наборы реагентов, транспортированные с нарушением температурного режима, применению не подлежат.

	10.2 Хранение
	10.2.1 Все компоненты набора реагентов, за исключением полимеразы ТехноTaq МАХ (фасовка U), следует хранить в холодильнике или холодильной камере при температуре от 2  С до 8  С в течение всего срока годности.
	10.2.2 Полимеразу ТехноTaq МАХ (фасовка U) следует хранить в морозильной камере при температуре от минус 18  С до минус 22  С в течение всего срока годности набора реагентов.
	10.2.3 Смесь для амплификации и смесь для амплификации, запечатанную парафином, следует хранить в холодильнике или холодильной камере при температуре от 2  С до 8  С в защищённом от света месте в течение всего срока годности набора реагентов.
	10.2.4 Наборы реагентов, хранившиеся с нарушением регламентированного режима, применению не подлежат.

	10.3 Указания по эксплуатации
	10.3.1 Набор реагентов должен применяться согласно действующей версии утвержденной инструкции по применению.
	10.3.2 Для получения достоверных результатов необходимо строгое соблюдение инструкции по применению набора реагентов.
	10.3.3 После вскрытия упаковки компоненты набора реагентов следует хранить при следующих условиях:
	10.3.4 Наборы реагентов с истекшим сроком годности применению не подлежат.


	11 УКАЗАНИЯ ПО УТИЛИЗАЦИИ
	11.1 При использовании набора реагентов в клинико-диагностической лаборатории образуются отходы класса В, которые утилизируются в соответствии с требованиями СанПиН 2.1.3684-21 и МУ 1.3.2569-09.
	11.2 Наборы реагентов, пришедшие в непригодность, в том числе в связи с истечением срока годности, повреждением упаковки, подлежат утилизации в соответствии с требованиями СанПиН 2.1.3684-21.

	12 ГАРАНТИИ ИЗГОТОВИТЕЛЯ
	12.1 Предприятие-изготовитель гарантирует соответствие набора реагентов требованиям технических условий при соблюдении условий транспортирования, хранения и эксплуатации, установленных техническими условиями.
	12.2 Срок годности набора реагентов – 12 месяцев при соблюдении всех условий транспортирования, хранения и эксплуатации.

	13 РЕМОНТ И ТЕХНИЧЕСКОЕ ОБСЛУЖИВАНИЕ
	14 СИМВОЛЫ, ИСПОЛЬЗУЕМЫЕ ПРИ МАРКИРОВКЕ НАБОРА РЕАГЕНТОВ
	15 ПЕРЕЧЕНЬ ПРИМЕНЯЕМЫХ НАЦИОНАЛЬНЫХ СТАНДАРТОВ
	16 АДРЕС ДЛЯ ОБРАЩЕНИЯ
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