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CMUCOK COKPALLEHUA 1 OBO3HAYEHUI

B HacToswen MHCTPYKUUN NCNONb3YKTCA cnegyroumne CoKkpaweHna mn 0603HaueHuns:

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

an - AOBEPUTENIbHbLIN UHTEpBaI

OHK - Ae3oKcnpunboHykienHoBast KMcIoTa
OHKa3bl - Ae30KCUpUbOHYKeassbl

K- - oTpuuUaTesbHbI KOHTPO/bHbIN 06pasel
K+ - NOAOXUTENbHbIN KOHTPOJIbHBLIN 0bpasel
JIKO - NabopaTopHbIN KOHTPOJIbHLIN 06pa3eL
HK - HyKnenHoBble kncnotbl (PHK n AHK)
Mnup - NoSINMepasHas LuenHas peakuus
PHKa3bl - pnboHykneasbl
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BBEAEHUE

Xnammngums TpaxoMaTuc (Chlamydia trachomatis) aBnaeTcs MaToreHHbIM
MUKPOOPraHM3MoOM, OTHOCUTCSA K BO36yanTensMm nHbekunin, nepegaBaemMbixX Noa0BbIM MyTeEM.

Hanbonee uyacto xnamuaumHas WHQeEKUMs nopa)kaeT opraHbl MOJOBON CUCTEMBbI.
XnamMmanimHasa WHMeKUMs MOoXeT npoTekaTb KakK C  KJAMHMYECKUMM CUMMNTOMaMu, TakKk w
6eccMMnTOMHO, 0OAHaKO He3aBMCMMO OT HaaAn4yMs CUMNTOMOB CNeACTBMEM  XJ1TaMUAWAHOM
MHMEeKUMN SBNAIOTCS CepPbe3Hble OC/IOXHEHUS B BUAE HapYLIEHUN penpoayKTUBHOM (YHKUNK U
pasBUTMM MYXCKOro W XeHckoro 6ecnsoavsa. 3apaxeHme MNpoucxXoauT BO BPEMS MOJIOBbIX
KOHTaKTOB WUAn Npu poxaeHunn pebeHka yepes nHbnuMpoBaHHbIe NOSIOBbIE NYTH.

Bonee peako xnammamiiHaa wHMEKUMS nNopaxaeT MnpsMylo KULWKY, POTOrA0TKY,
KOHBIOHKTUBY rnas.

MpumeHeHne Habopa peareHToB Ans BbigsneHns AHK xnammamm tpaxomatuc (Chlamydia
trachomatis) XJIAMU-TEH no3BonsieT CBOEBpPEMEHHO BbISSBUTb BO36yanTensa wn Ha3HauuTb
fleyeHne, B TOM 4uCne U C MUCNoNb3oBaHMeEM creumduyecknx npenapaTtos. Habop peareHToB
XNAMU-TEH MoXeT ucnonb3oBaTbCA ANA KOHTPOSS YCMNELWHOCTU /evYeHUs nyTeM MOBTOPHbIX
nccnegoBaHun. OTpuuaTenbHbI pe3ynbTaT MCCAen0BaHMS MO3BONASIET UCKIKOYUTL XJ1aMUANO03

npu nposeaeHnn andbdepeHumanbHOM AMarHoCcTMKM 3aboneBaHuni.
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1 NPEAHA3HAYEHHOE NPUMEHEHMUE

1.1 MonHoe HamMmeHoBaHWe Habopa peareHToB: Habop peareHTOoB Ans BbissBneHus OHK
xnammamm Tpaxomatuc (Chlamydia trachomatis) MeToAOM NOAMMEpPa3’HON UEnHOW peakumu

(XJTAMU-TEH), nanee no TekCTy — Habop peareHToB.

1.2 Ha3HaueHne: Habop peareHToB npeAHa3HayeH Ansa BbigeieHns [OHK xnamuaum
Tpaxomatuc (Chlamydia trachomatis) metogom MMLUP B 6uonornyeckoM maTtepuane 4desioBeKa:
COCKOObI anuTennanbHbIX KIETOK (M3 yPOreHMUTanbHOro TpakTa, POTOrMOTKWU, MPSAMOW KWLLKW,

KOHBIOHKTMBbI r1a3a), Mo4da, CeKpeT NpocTaTthbl, 3AKYNAT.
1.3 OYHKUMOHANbHOE Ha3HavYeHue: AnarHocTuka in vitro.

1.4 MokasaHns K NpOBEAEHUID UCCNeAOBaHMs: CUMMOTOMbl  WMHQMEKLUMOHHOIO WK
BocnanmnTenbHoro 3aboneBaHmMsa MOYENOOBOro TpakTa, KNWeYHnKa, pOTOrn0TKM, Fa3, KOHTPOJsib
neyeHns xnammamosa.

MpoTMBOMOKa3aHWn K MPUMEHEHUIO HET.

1.5 MonynsaumoHHble K agemorpadumyeckme acnekTbl: MpuMeHeHne Habopa peareHToB

He 3aBUCUT OT NONYNALUMNOHHbIX U ,D,eMOI'paCI)VI‘-IeCKVIX aCneKkToB.

1.6 O6bnactb NMPpUMEHEHNA ! Ha6op peareHToB MOXeET ObITb MCNONb30BaH B KJIMHWUKO-

ANAarHoCTU4eCKunx na6opaTopM;|x MEeANLUNHCKUX yqpe>|<p,eHm71.

1.7 lMoTeHUManbHbIE MOMb30BATENN: KBaﬂM(IIJMLlMDOBaHHbIVI nepcoHan, O6y‘-|€HHbIl71 MEeTodaM

MOﬂeKynﬂpHOVI ANArHoCTnKmM mn npaswmniam pa60Tb| B KJIMHMKO-ANArHOCTUYECKOM na60paTopMM.

1.8 MNpuMeHATbL Habop peareHToB CTPOro Mo HAa3Ha4YeHUI0 COrMTacHO AaHHOM MHCTPYKLUKU MO

NMPUMEHEHMNIO.
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2 XAPAKTEPUCTUKA HABOPA PEAFEHTOB
Habop peareHToB XJIAMU-TEH BbinyckaeTcsa B CeAYOLWMX BapuaHTaX UCMNOSTHEHUS:

- MUP c peTekunen B pexmnme peasbHOro BpeMeHH;

- MLP c dpnyopecueHTHOM AeTeKumen no KOHEYHOW ToYKe.

BapuaHTbl MCMoNHeHMsA pasnnyatoTcs cnocobom getekumn amnanduymposaHHon [HK

Chlamydia trachomatis:

o «MUP c petekumen B pexumMe peanbHOro BpemeHu» (Mapkupyetcsa - «Real-time») -
npegHasHadeH ans gertekumm pesynbTatoB [LP BO BpemMs amnandukaumm C NOMOLLbHO
AeTeKTUpyowmnx amninpnKaTopos;

o «MUP c dnyopecueHTHOW AeTeKUuMen no KOHe4YHoW Touke» (Mapkupyetcs - «Flash») -
npegHasHadeH Ansa getekumnm pesynbtatoB [P nocne oKOHYaHus amnnmdukaumm

C ucnonb3oBaHunem lMLP-geTekTOpa.

2.1 CocTtaB Habopa peareHToB

2.1.1 TIUP c geTekumen B pexmme peasbHOro BpeEMEHU

R1-P101-S3/9, chacoBka S, cTpunbl
o Konunuectso HoOMWHanbHbIN
HanmeHoBaHME KOMMOHEHTOB BHewHnn Bug ..
npo6mpok 06bEM KOMMNOHEHTa

Mpo3payHasa 6ecuBeTHas wau
CMecb ana amnaudukaumu, Po3p 12 cTpunos

po30Basi XXUAKOCTb Moj, no 20 MKkn
3anevaTaHHas napaduHoOM no 8 npobupok

BOCKOOb6pa3HbIM 6enbiM cnoem

Mpo3payHas 6ecuseTHas
PacteBop Tag-nonnmMepassbl po3p H 2 npobunpkun rno 500 Mkn

XKNAKOCTb

Mpo3payHas 6ecuseTHasn BA3Kas
MunHepanbHoe Macno 2 npobunpkun rno 1,0 mn

MaCnsaHUCTasA XUAKOCTb
MonoXxnTtenbHbI Mpo3payHas 6ecuBeTHas

N 1 po3p 1 npobupka 130 mMkn
KOHTPOJIbHbIN 06pa3seL, XKNAKOCTb
KpbIWwKK ang cTpunos 12 wr.
R1-P101-23/9, chacoBka S, npo6upkmu
. Konuyectso HoMUHanbHbIM
HavmeHoBaHMe KOMMOHEHTOB BHewHunn Bug N
npobumpok 06bEM KOMMOHEHTa

Mpo3payHas 6ecuBeTHas wunm
po30Bas XUAKOCTb Moz, 96 npobupok no 20 mkn
BOCKOO6pa3HbIM 6enbiM CNI0EM
Mpo3payHas 6ecuBeTHas

CMmecb ana aMmnnmdukauum,
3aneyvyaTaHHast napaguHoOM

PacTteop Tag-nonnmepassbl 2 npobupkmn no 500 mMkn
XNAKOCTb
Mpo3payHas 6ecuBeTHaa BA3Kas

MuHepanbHoe Macno posp 4 2 npobupku no 1,0 mn
MacnsHUCTas XWAKOCTb

MonoXxunTenbHbl Mpo3pauHas 6ecuBeTHas

o 1 po3p 4 1 npobupka 130 mkn
KOHTPOJIbHbIN 06pa3sew, XNAKOCTb

1 - Ha 3TMKeTKe KOMMOHEHTa Ana Bcex hacoBOK «[MO/IOXKUTENbHbIN KOHTPO/bHbIA 06pasel» yKa3blBaeTcs
Kak «K+»

6
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R1-P101-UA/9, dhacoBka U
o Konnuyecrtso HoMuHanbHbIN
HanMeHoBaHMe KOMMNOHEHTOB BHewHWn BuAa .
npobumpok 06bEM KOMMOHEHTa
Mpo3payHas 6ecuBeTHas Unn
Cmecb ansa amnnamdbukaymm posp 4 1 npobupka 600 Mkn
po30Basi XMAKOCTb
Mpo3payHas becuBeTHas BA3Kas
Monumepasa TexHoTag MAX posp 4 1 npobupka 30 Mkn
XUAKOCTb
Mpo3pauHas 6ecuseTHas
MUP-6yde 1 npobupka 600 mkn
LP-6ydep XUAKOCTb P P
MonoXuTenbHbIN Mpo3payHas becuBeTHas
N 1 po3p 4 1 npobupka 130 mkn
KOHTPOJIbHbIN 06pa3seL, XUAKOCTb

2.1.2

MUP c bnyopecueHTHOM AeTeKUMEN Mo KOHEYHOM Touke

F1-P101-51/1, cdacoBka S, npobupkm 0,5 mL

o Konuyectso HoMunHanbHbIN
HanmeHoBaHME KOMMOHEHTOB BHewHuUn Bug ..
npobumpok 06bEM KOMMOHEHTA
Mpo3payHasa 6ecuBeTHas unu
CMmecb ana aMmnnmdukaumnm,
po30Bas XMAKOCTb Noja 100 npobupok rno 20 mMkn
3anevyaTaHHas napaguHoOM
BOCKOO6pasHbIM 6enbiM cnoem
Mpo3pauHas 6ecuyBeTHas
PacTteBop Tag-nonnmMepassbl posp 2 npobupkmn rno 500 mMkn
XNAKOCTb
Mpo3payHas 6ecuBeTHas
MNUP-6yde OH 1 npobupka 200 Mkn
LiP-6ydep (poH) KIAKOCTb pobup
Mpo3pauHas 6ecuBeTHasn BA3Kas
MunHepanbHoe Macno po3p 2 npobupkmn rno 1,0 mMn
MacnsHUCTas XWAKOCTb
MonoXxnTtenbHbIn Mpo3payHas 6ecuBeTHas
o 1 posp 1 npobupka 130 mkn
KOHTPOJIbHbIN 06pa3sew, XNAKOCTb

Bce KOMMOHEHTHI

Habopa

peareHToB roToBbl

OOMONHUTENbHOM NOAFOTOBKM K pa60Te.

KoMnneKTHOCTb:

K  MNPpUMEHEHUIO U

- Habop peareHTOB B OZIHOM M3 BapUaHTOB UCMONHEHUSA — 1 wWT.

- NHCTPYKLUMS NO NMPpUMEHEHUNI0 — 1 3K3.

- Bknagbiw - 1 3K3.

- MacnopTt — 1 3K3.

2.2

He TpebytoT

Konnuectso aHanunsnpyembix 06pasLos

Habop peareHTtoB B acoBke S paccumTaH Ha npoBegeHuve 96 onpegeneHvin ans
BapuaHTa ucnosHeHus «lMLUP c getekumen B pexmme peanbHoro spemenmn» n 100 onpegeneHunn
AN BapmaHTa ncnosiHenms «MLUP ¢ dnyopecueHTHOM AeTeKumMen N0 KOHEYHOM TOYKe>», BKJKO4Yas
adHa/In3 HeU3BEeCTHbIX 06pa3Ll,OB, oTpunuaTesIbHbIX KOHTPOJIbHbIX 06pa3Ll,OB, MNOJTOXNTENbHbIX
KOHTPOJIbHbIX 06pa3uoB 1 GoHOBbLIX Npobupok. ns BapuaHTa ucnonHenus «MLUP c getekuuen B
pexuMme peanbHOro BpEMEHMU»

npefycMoTpeHo He 6onee 24 NocTaHOBOK, A/ BapuaHTa

ncnonHenus «MUP ¢ dnyopecueHTHOM pOeTeKkuMen no KOHeYyHoW Touyke» - He 6onee

10 nocTaHOBOK.

1 - Ha 3TMKeTKe KOMMOHEHTa Ana Bcex hacoBOK «[MO/IOXKUTENbHbIN KOHTPO/bHbIA 06pasel» yKa3blBaeTcs
Kak «K+»

7
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Habop peareHToB B (pacoBke U paccumTaH Ha npoBeaeHme 96 onpeaeneHunin npu ycrosum
NOCTaHOBKM He MeHee 5 o06pa3uoB 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, ¢ hJIlyopecUeHTHOM AETEKUNEN MO KOHEYHOM TOUYKE; KaYyeCTBEHHbIN aHanms.

MpuHUMN MeTOoAa OCHOBAH Ha WMCNOMb30BaHWM npouecca amnnmdbukaumm AOHK ¢
MOMOLLbIO MosIMMepasHoli uenHolh peakumun (MLP). Mpouecc amMnandukauum 3akayaeTcs B
cepum MNOBTOPSAIOWMXCS LUMKIOB TemnepaTtypHoin aeHatypaumm [OHK, oTxura npariMepoB C
KOMMJAIEMEHTAPHbIMM MNOCNEA0BATENIbHOCTAMU WM Mocaeaylowen AOCTPOMKN MONMHYKAEOTUAHbIX
uenen ¢ 3TMx nparnMepos Tag-noamMmepasomn.

Ons nNOBbIWEHUSA 4YYBCTBUTESIBHOCTU UM CreumduyHOCTM peakunum npeaycMoTpeHO
MpUMEHEeHne <«ropsiyero» crapTa, KoOTopbin obecneumBaeTcs Aas @GacoBkM S MeTOAUKOM
MPUroTOBNEHUSA peaKLMOHHON CMeCK, COCTOSILLEN U3 ABYX CMI0EB, pa3AesiéHHbIX MPOCIONKON U3
napaduHa. CmeweHne croés M nNpeBpalleHne UX B PEeaKUMOHHYIO CMeCb MPOMCXOAUT TOSIbKO
nocne njaefeHUs napaduHa, YTO UCKOYaeT Hecneunduyeckmin oTXXur npanMmepoB Ha [OHK-
MULLEHM NPU Ha4YanbHOM nporpese Npobupkn. «Fopsaunn>» ctapTt ans dacoskn U obecneumBaeTcs
MCNO/Ib30BaHMEM MONIMMEPA3bl, aKTUBHOCTb KOTOpPOW 6510KMpOBaHa aHTMTENaMM, aKTuBaLUS
pepMeHTa NpPOMCXOAMT TONbKO MOCNe NpeABapuTeNbHOrO MporpeBa peakUMOHHOM CMecu npwu
94°C. DT0 UCKJYaET Hecneunduyeckuin oTXur npanmepos Ha AHK-muweHn npu HavanbHOM
nporpese Npobupku.

B peakuunoHHyto cMecb ans amnandukaumm eeegeHbl JHK-30HAbI, KaXablil N3 KOTOPbIX
HeCcéT dbyopecueHTHY0 MeTKy n racutens dnyopecueHumn. MNMpu obpasosaHum cneumdmnyHoOro
npoaykta [OHK-30H4 pa3pywaetcs, pApencteme racmtens Ha  (yopecueHTHY  MeTKy
npekpawaercsa, 4to BeAéT K BO3pacTaHUIo YPOBHS dnyopecueHunm, KOTopblid UKcupyeTtcs
AeTekTmpytowmnm amnnmdmkatopom mnm MLP-aeTekTopom.

KonnyectBo pas3pylleHHbiX 30HA0B (@, cnepoBaTenbHO, M ypoBeHb dyopecueHumn)
yBenn4mnmBaeTCcs nNponopunoHanbHO Konnyectsy obpasoBasBlunxcs cneundunyeckmx amnanKoHoB.
YpoBeHb diyopecueHuMn U3MepsSeTcs Ha KaxaoM uukie aMmnamdukauum B BapuaHTe
ncnonHeHnsa «MLUP c petekuuen B pexume peasibHOr0 BpPEMEHM» WKW nocne nposeaeHus
amMnaudunkaumm B BapuaHTe ucnonHenus «MUP ¢ dnyopecueHTHON AeTekumen no KOHEeYHOW
TOUKe»,

B coctaB cmecn ans amnandukauum BKAKOYEH BHYTPEHHWUI KOHTposb (BK), koTopbii
npegHasHadeH Ans KOHTPOS NMPOXOXAEHMS NOIMMEpPasHON LEeNHON peakLuuu.

B coctaB AHK-30HAOB, MCNoONb3ylwWUXCca AN AeTeKUuMM MpoayKTa amnnmdbukaumnm
nckomon AHK, BkaoyeHa pnyopecueHTHas metka Fam. B coctas AHK-30HA0B, NCMNOb3YIOLWMXCS
AN AeTeKkuum npoaykta amnamdukaumm BHYTPEHHEro KOHTPOss, BXOAUT (J1yOpeCLEHTHbIN

KpacuTtenb Hex. B Tabnnue 1 npuBeAeHbl KaHallbl AETEKLUNN NMPOAYKTOB aMI'IJ'IVICbMKaLI,VIM.
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Tabnuua 1 - KaHanbl AeTeKumMn NpoayKTOB aMiandukaumnm

Fam/Green Hex/Yellow/Vic Rox/Orange Cy5/Red Cy5.5/Crimson
Chlamyd/e'z BK } ) )
trachomatis

NccnepoBaHue coCTOMT M3 cnepytowmnx stanos: BbigeneHne AHK (npobonogrotoska),
nupP-amnnndunkauma LOHK Chlamydia trachomatis w petekumss NpoAyKTOB amnaudukaumu
C ncnonb3oBaHmeMm Habopa peareHToB XJIAMU-TEH. MNpn ncnonb3oBaHnn HabopoB peareHToB B
BapuaHTe wucnosHenns «MUP ¢ petekuvenn B pexume peanbHOro BpPEMEHM»  3Tarbl

nuP-amnandpukaunm OHK n getekumm AHK coBMeLLEHbI.

2.4 Bpemsi npoBeneHns aHanusa (Bkawo4yas npobonoaroToBKy): oT 2 yacos (B 3aBUCUMMOCTH

OT KonmyecTBa 06pa3uoB 1 ncnonbdyemoro Habopa/komnnekTta ans ebigenenms QHK).

3 AHAJINTUYECKUE U ANATHOCTUYECKUE XAPAKTEPUCTUKHN

3.1 AHanuTnyeckas cneundunyHoCTb

B ob6pa3uax 6uonornyeckoro MaTtepuana 4yenoseka, cogepxawux AHK Chlamydia
trachomatis, NUP-petekTop («MNUP c dnyopecueHTHON AeTeKUuMen Mo KOHEYHOW TOouKe») Wamn
aetektmpytowmin amnandumkatop («MLUP ¢ getekunen B pexunme peanbHOr0 BPEMEHU») AOJIKEH
peErnMcTpnpoBaTb MONOXWUTENbHbIM pe3ynbTaT aMnandukauum cneunduruyeckoro npoaykra
(dbparmenTa reHoma Chlamydia trachomatis).

B obpasuax 6uonorndyeckoro Mmatepunana, He cogepxawmx AHK Chlamydia trachomatis,
AeTEeKTUpPYOWNN aMnandgukatop mnm MNLUP-geTekTop A0/KEH perncrpMpoBaTb OTpuUUATENbHbIN
pesynbTaT amnaudukaumm cneumdpuueckoro npoaykra (dparmeHta reHoma Chlamydia
trachomatis) 1 NONOXWUTeNbHbIN pe3ynbTaT amnandumKaumm BHyTPEHHEro KOHTPOSIS.

MNMokasaHo OTCYyTCTBME Hecneumdmnuyecknx NoaoXnTenbHbIX pe3ynbTaToB aMmnnmdunkaunm
npu Hanuuum B obpasue AOHK Ureaplasma urealyticum, Gardnerella vaginalis, Mycoplasma
genitalium, Mycoplasma hominis, Ureaplasma parvum, Neisseria gonorrhoeae, Candida albicans,
Streptococcus spp., Staphylococcus spp., a Takxe [OHK 4enoBeka B KOHUEHTpauuu

no 1,0x108 konuit/mn obpasua.

3.2 NHTepdepupytoume BewecTsa

Hannune wHrnébutopos [MLP B o6pasue 6umonornyeckoro matepuana MoxeT 6biTb
NMPUYNHON  COMHUTENbHbLIX (HeonpeaenéHHbIX/HeaAOCTOBEepHbIX) pe3ynbTaToB. [1pu3HaKOM
MHrnbmposanusa TLUP saBnserca oaHOBpeMeHHOe OTCYTCTBME aMnandukauum BHYTPEHHEro
KOHTposisa n cneundunyeckoro npoaykra (cm.2.3, 9.3, 9.4).

K nHrmbmtopam MLUP oTHOCATCHA cneayrowmve BewecTsa: npucyTcreme B obpasue cinsn,

npuMecei KpoBu; Ny6puKaHTbl, TanbK, MECTHbIE JIEKapCTBEHHbIE NpenapaThbl.


https://ru.wikipedia.org/wiki/%D0%93%D0%B5%D0%BC%D0%BE%D1%84%D0%B8%D0%BB%D1%8C%D0%BD%D0%B0%D1%8F_%D0%BF%D0%B0%D0%BB%D0%BE%D1%87%D0%BA%D0%B0
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Ons cHuxeHus konundecTsa MHrnbmutopos MNLP Heob6xoammo cobnofaTte npasuia B3ATUS
6uonornyeckoro matepmana. lNMpu Noao3peHUn Ha Hanmuume B obpasue H60MbLWIOro KonuyecTsa
nHrnéutopos T[LP pekomeHayeTca BblibuMpaTe MeToabl BblaeneHns [OHK, nossonswowme
MaKCMManbHO yAanuTb UHrunbutopsl [MUP u3 obpa3sua, He pekoMeHAYyeTCS WCNoNb30BaTb

aKcnpecc-MeToabl BbiaeneHusa AHK.

3.3 Mpenen obHapyxeHus

5 konnin AHK Chlamydia trachomatis Ha amnnndurKaunmoHHyo Nnpobupky.

Mpepen ob6HapyXeHWss yCTaHOB/IEH nMyTeM aHanuM3a CepuilHbiX  pa3BeneHun
nabopaTtopHoro KoHTponbHoro obpasua (JIKO). Ona Kaxaon KOHUeHTpauuu 6bino NpoBeaeHO
94 onpepeneHuns.

KOHueHTpa:"' ms JIKO, Konunuectso %
KOMNUM Ha Konunuecrso
MOJIOXXUTEJIbHbIX MOJI0OXXUTEJIbHbIX
aMMIM(PUKALNOHHYIO noBTOpPOB
pe3ynbTaTtoB pes3y/ibTaToB
npo6upky
10 94 94 100
5 94 94 100
2 94 82 87
0 94 0 0,0

MpumeuvaHne - MNpepen obHapyxeHua OHK Chlamydia trachomatis B o6pa3ue 3aBuCUT OT MeToAa

npobonoarotoBku obpasua u KoHeyHoro o6véma BbigeneHHon JHK (o6béma anounn).

Hanpumep: Mpeaen o6HapyXeHnsa 5 Konuii Ha aMNIMMUKALMOHHYIO MPpOBUPKY COOTBETCTBYET
CNeaylowmM 3HadeHuaMm KkoHueHTpauun [OHK Chlamydia trachomatis npu Mcnonb3oBaHnM

KOMMMNEKTOB ANS BblAENEeHNSA HYKIenHOBbIX KUCoT npomssoactea OO0 «HMO AHK-TexHonorns»:

KoMnnekTbl ANnA BbiAe/IeHUA HYKJIEMHOBbIX KUC/OT
O6pasen NPOBA-MY-
PANMUA NMPOBA-
MPOBA-HK NMPOBA-TC (npw sntouMm PANNA
B 300 Mkn)
- Cockob anutenuasnbHbIX
knetok B 500 MKkn
TPaAHCMNOPTHOM Cpeabl;
- 2akynat B 500 Mkn
TPAHCMNOPTHOWN cpeabl; 50 100 300 500
- CekpeT npocTtaThl konun/obpasey | konuin/obpasen | konuii/obpasey | konuini/obpasey
B 500 MK/ TpaHCNOpPTHOM
cpeabl;
- Moua (npu BblaeneHum
n3 1,0 mn obpasua)
3.4 AunarHocTmyeckne XxapakTepucTuku

Konnuectso obpasuos (n) — 488;
[narHoctnyeckas 4yBCTBUTENbHOCTb cocTtaBnsaeT (95% AN) - 98,5% (94,1-98,5%);

OnarHoctnyeckas cneundunyHoctb coctasnsieT (95% AN) - 100% (99,3-100%).
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4 MEPbI NTPEAOCTOPOXHOCTU

Opranusauma pabotbl [UP-nabopatopuu, obopyaoBaHue u MaTepuanbl LOMXKHbI
cooTBeTcTBOBaTh TpeboBaHmsam FOCT P 52905-2007, meToamyeckmnx ykasaHui MY 1.3.2569-09
«OpraHunsaumns paboTbl nabopaTtopuii, UCNOAb3YHOLWNX MeToAbl amnanduKaumm HYKIEUHOBbIX
KMUCNOoT, Npu paboTe C MaTepuasnoMm, cogepkanmMm MnkpoopraHnsmel I-IV rpynn natoreHHoCTU»,
c cobnogeHneMm  caHuTapHbiXx npaBua M HopM  CaHluH 3.3686-21  «CaHuTapHo-
annaeMmnonornyeckne TpebosaHus no npodunakTMke MHMOEKUNOHHbIX 6onesHen».

HenseecTHble 06pa3ubl pacCMaTpMBAOTCS KakK MoTeHUManbHO-onacHble. MNMpu paboTte ¢
HabopoM peareHTOB c/leayeT HageBaTb 04HOpa30Bble nepyaTkm 6e3 Tanbka.

Mpu paboTte ¢ MmkpoopraHmnamamu I-IV rpynn naTtoreHHoCcTu BbI6GOp TUNa 3aWMTHOro
KocTioma (pabouer ogexabl U CpeacCTB MHAVMBMAYAs/bHOW 3aWMTbl) MPOBOAUTCS B CTPOrOM
COOTBETCTBMW C CaHUTapHbIMM NpasuiamMmm n HopMmamm CanlnH 3.3686-21 n onpeaensieTca BUAOM
B0o36yauTens, paboyel 30HOM, OCHaweHneM ee 6bokcamu buonornyeckon 6esonacHoOCTu.

CnepyeT UCcnonb30BaTh TO/IbKO OAHOPA30Bble HAKOHEYHMKN U NMPOobmpKu.

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

K pabote ¢ Habopom peareHTOB JOMycCKaeTcs nepcoHan, obydeHHbln MeToAaMm
MOJIEKYNAPHOM ANArHOCTUKM M NpaBmnamM paboTbl B KIIMHUKO-ANArHOCTMYECKON nabopaTopun.

Boinenenvne AHK cneayet nposBoauTh B 60kcax 6uonornyeckon 6esonacHoctm II knacca.
MoaroTtoBky k MNLP c ncnonb3osaHneM Habopa peareHTOB BO3MOXHO npoBoauTb B ML P-60kcax.

3anpewaeTca nepemelleHne nabopatopHoro obopynoBaHus, B TOM 4yMcne A03aTopos,
WTaTMBOB, J1labopaTOPHOM MOCyAbl, XanaToB, rOMOBHbIX Y6OpoOB M np., @ TakXe pacTBOPOB
peareHToB U3 OAHOro NMoMeLleHns B Apyroe.

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

Ncnonb3oBaHHble OAHOPA30Bble MPUHAANEXHOCTM (MPO6bUMPKKM, HAKOHEYHUKM WU Aap.)
OO/MKHbI  cbpacbiBaTbCA B KOHTeWMHep A9  MeAMUMHCKMX  OTX0A0B,  COoAepXalimi
Ae3nHduumpyowmnin pacteop (Npn HeobxognmocTtn).

MoBepxHOCTM pabounx CTOMOB, @ TakXe NoMeLleHNs, B KOTOPbIX MPOBOANTCS BblAeNeHune
HK u noctaHoBka [LUP, cneayer obszatenbHo, 4O M nocne nposegeHus paboTt, obayyatb C
NnoMoLWbio HakTepuUUMAHbIX YCTAaHOBOK B TeyeHue 30 MUHYT.

Bce noBepxHocTn B nabopatopumn (paboume crtonbl, wTtaTtuebl, obopyaoBaHue u 4p.)
eXegHeBHO MoaBepraloT BaxHon ybopke C MpUMEHEeHMEM Ae3UHPUULMPYOLWMX/MOKLWMX

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

BHUMAHME! YTunusnposaTb 0TX0A4bl C npoaykTamu MNLP Heo6xoaAnMO TONMbKO B 3aKpbITOM BUAE.
He ponyckaeTtcs oTkpbiBaTb Npobupkun nocne amnamdukaumm, Tak Kak 3TO MOXET MPUBECTU K

KOHTaMuHaumun npoayktamm MUP (MY 1.3.2569-09).
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Mpn ucnonb3oBaHuM Habopa peareHTOB B KAMHUKO-AMarHoctuyeckon nabopaTtopumn
obpasylTcs oTX0oAbl Kfhacca B, KOTopble yTUAM3MPYKOTCA B COOTBETCTBMM C TpeboBaHMSAMMU
CaHuTapHbIX npasun U HopM CaHluH 2.1.3684-21 «CaHuTapHo-3anunaeMuonormyeckme
TpeboBaHUS K coaepXaHUIO TEPPUTOPUIN TOPOACKNX U CEMbCKUX NOCENEHUI, K BOAHbIM 06beKkTam,
NUTbEBOM BOAE U MNUTLEBOMY BOAOCHabXeHWto, aTMocdepHOMy BO34yXY, MO4YBaM, XMWUJbIM
noMeLleHnsaM, 3KCnyaTaunum nNpousBOACTBEHHbIX, 06LWECTBEHHbIX MOMELLEeHUA, OpraHu3aunm u

NpoBeAEeHNI0 CAHNUTapHO-NMPOTMBOINMAEMUYECKNX (NPODUNAKTUHECKNX) MEPONPUATUI».

OnacHble KOMMOHEHThLI B Habope peareHToB

Hanunumne/otcyrcrBue
KoMmnoHeHT Habopa

eareHToB
P dacoska S ®dacoska U
CMecb ana amnaudukaumu, HeT onacHbIX -
3ane4dyaTaHHas napagpuHoM BELLECTB
HeT onacHbIX -
PactBop Tag-nosnmepassl -
BELLECTB
HeT onacHbIX -
MunHepanbHoe Macno -
BELLEeCTB
HeT onacHbIX -
MnuP-6yde OH -
LIP-6ydep (poH) BeLecTs

HeT onacHbIX -
CMecb ans amnnmdbumkaumm -

BELLeCTB
HeT onacHbIx -
Monumepasa TexHoTag MAX -
BELLeCTB
HeT onacHbIx -
nupP-6yde -
LP-6ydep BELLeCTB
MonoxuTenbHbIN A3na HaTpua A3up HaTpua siBnseTcsa 6e3onacHbIM
KOHTPO/bHbIN 06pasel MmeHee 0,1% MmeHee 0,1% ANs KOHEeYHOro nosib3oBaTens

MNpu paboTe c HabopoM peareHTOB C/leAyeT MCMOJIb30BaTb CPEACTBA MHAWBUAYANbHOM
3alWmMTbl 4718 NpeaoTBpalleHMss KOHTaKTa C OpraHu3MoM 4yenioBeka. [loc/nie oKOH4YaHusa paboThbl
TWATENbHO BbIMbITb PYKWU. M36eraTh KOHTaKTa C KOXeW, rnasamMmm U CIM3UCTbIMU 060/104KaMU.

MpX MCNONb30BaHMKN NO Ha3HAYEHMUIO U COBNOAEHUN MeP NPEeAOCTOPOXHOCTM KOHTAKT C
OpPraHU3MOM YesIoBEKa UCKJTIOYEH.

He ncnonb3oBaTb Habop peareHToB:

—  NPW HapyLEHUN YCNOBUIA TPAHCMOPTUPOBAHMUS U XPaHEHWUS;

— NPV HECOOTBETCTBUM BHELUHErO BMAA peareHToB, YKa3aHHOro B nacrnopre kK Habopy

peareHToB;

—  NpW HapyLlIeHMM BHYTPEHHEN ynakoBKN KOMMOHEHTOB Habopa peareHToB;

— MO0 WCTEYEHMIO CPOKa rOAHOCTM Habopa peareHToB.

MpuMmeyaHne - Habop peareHTOB He COAEPXWUT MaTepuasioB BGUMONOrMUYECKOro MPOUCXOXKAEHUS,
BELLECTB B KOHLEHTpaunsX, obnaaatowmx KaHLEpOreHHbIM, MyTareHHbIM AEACTBMEM, @ TaKXKXe BAUSIIOLLNX
Ha pPenpoayKTUBHYI dYHKUMIO 4denioBeka. MpuM MUCMOb30BaHMW MO Ha3HAYEHU U cobnoaeHun Mep

NpeaoCTOPOXHOCTK siBNseTcs 6e3onacHbIM.
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5 OBOPYOQOBAHME N MATEPUAIDbI
Mpwn paboTe c HabopoM peareHToB TpebytoTca cneayowme obopyaoBaHne, peareHTbl U

pacxXogHble MaTeEpUalbl:

Real-time
O6opynoBaHue, peareHTbl U1 pacxoaHble MaTepuanbl Flash
®dacoBka S | ®acoska U
MNuP-6okc Aa ha ha
aMnanduKaTop C AeTeKLMen B pexnMe peanbHoOro BpemeHn? Aa na HeT

LeTtekTop dnyopecueHumn Od-520/560-«OAXKUH»,
000 «HMNO OHK-TexHonorusa», Poccusa, PY N2 ®CP 2007/01274

[eTtekTop payopecueHTHbIn «OXNH-4», HeT HeT Aa
000 «HMNO AHK-TexHonorusa», Poccus, PY N2 ®CP 2007/01249

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

MUKpOLEeHTpUdyra-BopTekc ha aa aa
pOTOp AJ1S MUKPOLEHTpUdYyrm-eopTekca s 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 o6vEMOM 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
rnosyaBToMaTU4eCcKmMx AosaTtopoB, cBoboaHbie oT PHKas n [HKas, 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 € KpblWwKaMu,

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, NPO6upok na na na

M ApYrMX pacxOAHbIX MaTepunanos

TpaHcnopTHasa cpeaa (npyn Heob6xoaMMoCTH) Aa na na

dusmonornyeckmin pactsop (0,9% NaCl) ctepunbHbIR

(npn HeobxoamMMocCTH) Ad Aa Aa
1 - panee no TekCTy - JAeTeKTUMpywwWwMin amnnundukatop; TpebyeMble napaMeTpbl AeTEKTUPYHOLNX

aMNAN@UKaTOPOB yKasaHbl HUXeE
2 - ToNbkO Anst HacoBKM S, CTpUnbI
3 - Tonbko Ana dacoBkun S, Npobupkmn
4 - TONbKO ANS pyYHOro A03MpoBaHUS
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Real-time
O6opynoBaHue, peareHTbl U pacxoaHble MaTepuanbl Flash
dacoBka S | ®acoska U

YcTpoicTBO fo3mpytowee ATCTpMM B BapuaHTe UCNOHEHUS
12M1 nnm 15M1 000 «HIMO AHK-TexHonoruna», Poccus, HeT nat HeT
PY N¢ P3H 2015/2982

OZHOPA30Bble HAKOHEYHUKM C PUNLTPOM AN A03UPYIOLLErO
ycTporictea ATcTpuM B kKoMnnekTauuu *M1, ceoboaHble oT

N HeT al HeT

PHKa3 n JHKa3, 06béMomM 200 MKN nnm pekoMeHaoBaHHble Ans A
aHaNorMyHOro MCNob3yEMOro A03MPYHOLLErO YCTPONCTBA
YCTPOWCTBO A5 3aneyaTtbiBaHmsa niaaHwet ATnak, 1

HeT na HeT
000 «HMNO AHK-TexHonorus»

eHTpudyra ¢ RCF He Huxe 100, c apanTepom Ans

ueHTpudy (9) , C apgantepom 4 Her at Her
MUKPOMAaHLWETOB
nosiMMepHas TepMornieHKa An4 3aneyvyatbiBaHuUs )

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

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

- KoMnnekT peareHToB ANs BblaeneHns HyknenHoBbix kucnoTt MPOBA-HK/MPOBA-HK-MOC

no TY 9398-035-46482062-2009 B popmMe koMniekTaumm: komnnekt NMPOBA-HK,

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

- KoMnniekT peareHToB ans Bbiaenenms AHK no TY 9398-037-46482062-2009 B hopMe KOMMJIEKTALWUN:
MPOBA-T'C, OO0 «HMNO AHK-TexHonorus», Poccus, PY N2 ®CP 2010/08696;

- Habop peareHTOB ANns BblAeNeHNa HyKAenHoBbiX kucioT NMPOBA-MY no TY 9398-088-46482062-2016
B bopme komnnekTaunm MPOBA-MY-PAMNA, OO0 «AHK-TexHonorus TC», Poccus,

Py N° P3H 2017/5753;

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

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

Habop peareHTOB NpMMEHSETCA C AETEKTUPYHOLWMMN aMnnMduKaTopaMm NiaHLWETHOro m
POTOPHOrOo TUMa C CUCTEMOM AeTekumn GAYyOpPEeCLEeHTHOr0 CUrHasa B pexXuMe peasibHoro
BPEMEHW, 3aperucTpMpoBaHHbIMW B YCTAHOBMIEHHOM nopsake B P® M COOTBETCTBYHOLUMMU
cnepywwmm TpeboBaHUAM:

- obecneumBaeTcsa paboTa c 06bEMOM peakuUMOHHOM cMecn 35 Mkn (dacoska S) nnm 18 Mkn
(dbacoska U);

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

- rnogorpeBaeMasl Kpbilwka c TemnepaTtypon 6onee 100 °C;

- CKOpPOCTb Harpesa He MeHee 2 °C/cek;

- CKOpOCTb oxNaxaeHus He MeHee 1 °C/cek;

- TOYHOCTb NOAAEPXXAHMSA N OAHOPOAHOCTL TeMnepaTypbl He 6onee = 0,4 °C.

B xo4e KAMHMYECKUX WCMNbITaHUI BanuMAMPOBaHbl creaylolwmne AeTeKkTupylowme
amnnndukaTopsbl:
- «OTnpanm» (mogndukauma «OTnpanm *M*»), 000 «HMO AOHK-TexHonorus», Poccus,
PY N2 ®CP 2011/10229;

! - Tonbko ANs aBTOMaTU3NPOBAHHOIO AO3UPOBaHMS
2 - BO3MOXHOCTb MCMoSb30BaHWs Habopa/koMniekTa peareHToB Ans BblaeneHus [AHK Chlamydia
trachomatis onpegenseTcs BMAoM 6MoNorMyeckoro Mmatepuana
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- «ATnpanm» (Mogmndukaumna «ATnpanm *X*») 000 «HMO AHK-TexHonorusa», Poccus,
PY N2 ®CP 2011/10229 (Ttonbko pans Habopa peareHtoB B dacoske U ans
aBTOMaTM3UPOBAHHOIO A03MPOBaHUS);

- «OTnant» (Mogmdukaums <«OTnant *S*»), 000 «HMO [OHK-TexHonorus», Poccus,
PY N2 ®CP 2011/10228;

- Rotor-Gene Q, QIAGEN GmbH, NepmaHnusa, PY N2 ®C3 2010/07595 (tonbko ans Habopa
peareHToB B (acoBke S, npobupku; B dacoBke U ana py4vyHOro A03MpoOBaHUS Npu
MCcnosb30BaHMM Npobupok);

- CFX96, bno-Pap JlabopaTtopues, MHk; CLUA, PY N2 ®C3 2008/03399;

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

Mo BompocaM MpUMeEHeHUs AeTEeKTUPYHLWUX aMnanduUKaTopoB, HE yKa3aHHbIX Bbille,

TpebyeTca cornacoBaHue c npousBoaMTeneM Habopa peareHToB.

6 AHAJIN3NPYEMDBIE OBPA3LLbI

6.1 MaTepuan gns nccnenoBaHus
Onsa nccnepoBaHMs UCNOAb3YHT COCKOObI aNUTENNaNbHbIX KNETOK (M3 ypOoreHUTas bHOro

TpaKTa, pOTOrN0TKH, I'IpﬂMOVI KNLWKWN, KOHBIOHKTUBDI rnasa), MO4Yy, CEKPET NpPOCTAThbl, 3AKYNAT.

6.2 Obuwume TpeboBaHus

NUccnepoBaHne wMetogom T[UP oTHocMTCa K npsMbiIM - MeToAaM nabopaTopHOro
nccnenoBaHus, No3ToMy B3siTMEe 6MONOrMYEecKoro MaTepmana Yenoseka Heo6xoaAnMMo NpoBOAUTL
M3 MecTa Jlokanm3aumn MHpEeKLMOHHOro npouecca. PeweHne o HeobxoanMMOCTM nccnenoBaTb Ty
WAN MHYIO0 NOKaausauumio NpUHUMAET siedaliMin Bpad Ha OCHOBaHWMM CObpaHHOro aHamHesa U
KJIMHNYECKOWN KapTuHbl 3aboneBaHus.

[Onsa nony4yeHns KOPPEKTHbIX pe3ynbTaTtoB 6onblioe 3HaYeHne MMeeT Ka4vyeCTBO B3ATUS
obpasua OuomaTepmana AnNa UCCNefoBaHMS, €ro  XpaHeHue, TpaHCNopTMpoOBaHuMe U
npeaBapuTenbHas obpaboTka.

HenpaBunbHoe B3sTne 6buomaTepuana MOXeT MPMBECTU K MOSYYEHUI0 HeAOCTOBEPHbIX
pe3ynbTaToB W, BCIeACTBME 3TOro, He06X0AMMOCTU ero MOBTOPHOro B3STHS.

Ha »asTane noarotoBku 6uomaTtepmana WCNONb3YNTE HAKOHEYHUKU C DUNLTPOM,
cBoboaHbie oT PHKa3 n 1HKas.

Ons npeaoTBpalleHns KOHTaMMHAUMWM OTKPbIBAWTE KPbIWKY TOJIbKO TOW MNpobupkwy,
B KoTopyto byaete BHOCUTb Bumonormyeckun MaTepuan, M 3akpbiBanTe ee nepeq paboton co

cneaytouwemn npobupkon.

MpuMeyaHne - B3aTWe, npeaBapuTenbHyl0o 06paboTKy, XpaHeHMe W MepeBo3Ky, nepeaady
nccneayeMmoro matepvana B Apyrue opraHvMsaumy OCYLLECTB/IAKT COrMlacHO MHCTPYKTUBHO-METOAMUYECKUM
[OKYMEHTaM, pEerfaMeHTUpYyoWmnM BbINOSIHEHNE WCCNeAOoBaHWA B COOTBETCTBUM C  TpeboBaHUSAMMU
MY 1.3.2569-09 n CaHlunH 3.3686-21.
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6.3 B3daTne matepmana Ha nccnegosaHue

BHUMAHME! lMepen Bblgenenmem AHK moxeT noTpeboBaTbcs npeaBaputenbHas obpaboTka

obpasuos 6uonornyeckoro matepmnana (6.5).

6.3.1 CockobHoe oTAensieMoe yporeHuTaabHOro TpakTta (LepBuMKanbHOro KaHana, Bnaranuuwa,
YPeTpbl), POTOrNOTKN, NPSMON KULLKWN, KOHBbIOHKTUBbI rna3a
B3aTne maTepmana ocCyLLeCcTBASIOT C MOMOLWLbIO CneuuvasnbHbiX MeAUUMHCKUX u3aenumn
(B 3aBMCUMOCTMU oT NCTOYHMKA 6rnonornyeckoro MaTepwuana), nMeLwmx

pPEerncTpaumoHHble YAOCTOBEPEHUS, COMNIAacHO YCTAaHOB/IEHHOM Npoueaype.

BHUMAHME! Vcnonb3oBaHMe UMTOLIETOK A1 B3ATUS COCKOOOB M3 ypOreHUTaslbHOro TpaKTa

NPOTMBOMOKAa3aHo Npu 6epeMeHHOCTHU.

OrpaHnueHue mertogal:

npu B3ATUM COCKOBOB M3 YypOreHUTanbHOro TpakTa - MeCTHOe TrpUMeHeHne
NlekapCTBeHHbIX npenapatoB, Y3W BarvHasbHbIM AdaTYMKOM MeHee 4eM 3a 24 4aca Ao
nccnenoBaHus;

npu B3ATUM  peKTanbHbIX COCKOBGOB - MCMNONb30OBaHMe peKTasibHbIX CBeYyen,
cnabutenbHblX MNpenapaTtoB, MeAWKaMEHTOB, COAEpXXalMX BbICOKUW MPOLEHT Xenesa,

KOSIbMOCKONMSA MeHee 4yeM 3a 48 yacoB A0 UcCenoBaHus.

B3aTne cockob6oB NpoBOANTCS:

- B O0A4HOpa30Bble MJacTUKoBble Npobupkn obbLEMOM 1,5 Mn, B KOTOpble nNpeaBapuUTeNbHO
BHeceHO 300-500 Mk cTepunbHOro GM3N0N0rM4ecKoro pacTeopa;

- B NpobupKM C TPaHCMNOPTHOW Cpeaown, npeAHa3HaAa4YeHHOW npou3BoaUTENEM  ANS
TPaAHCNOPTMPOBAHMA U XpaHeHus obpas3uyoB 6uonormyeckoro Matepuana ansg [LP-
nccnenoBaHuii;

- B npobupku c peaktusoMm <«[POBA-PANMUA» (npoussoamtens OO0 «HMNO [OHK-

TexHonormsa»).

MpumeuvaHne - «MNPOBA-PANWO» He pekoMmeHayeTca ana BblgeneHus [OHK u3  cockoboB U3

YPOreHUTaNbHOro TpakTa y My>X4uH.

BHUMAHMUE! Bssatne m™Martepuana B npobupkm c peaktmeom «MPOBA-PANMUA»
OCYyLLEeCTB/ISIeTCA CYXMM 30HAOM! Heob6xoanmMO MCKAIOUUTBL KOHTAKT pacTBOPOB C KOXeW,

rnasaMmm v CNmM3ncTbiMm 060104KaMN.

B3datne ™MaTtepmana npoBOAUTCS B COOTBETCTBUU C WMHCTPYKUMSMM MO MNPUMEHEHMUIO

MCNnosib3yeMbiX HabopoB/KOMMAEKTOB peareHToB Ans ebiaenenms HK (7.1).

1 - ecnn aTo He NpoTUBOpPeYUT TpeboBaHWAM K MCNOSb3yeMblM HabopaM/KOMMJEKTaM peareHToB Ans
BblaeneHns HK
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6.3.1.1

OcobeHHOoCTH B3STUSA YPOreHnTanbHbIX cockobos

XKeHLWnHbI HakaHyHe obcnenoBaHna HE AOMXKHbI npoBOANTb TyaJlET MOJZIOBbIX OpraHoB
U cnpuHuesaHue. [ng nony4veHus 06BEKTUBHOIO pe3ysibTaTa HeO6XO,ClVIMO, yTObbI
VICCﬂeLlyeMbIVI MaTepuan cogep>xxasi BO3MOXXHO 6osbliee KOMMYECTBO anuTennasbHbIX

KNeETOK U MMHMUMaJ/IbHOE KOJIMYECTBO C/IN3N N MPUMECU KPOBMW.

BHUMAHME! lMepen nonyuyeHnem cockoba anutenunasnbHbIX KNETOK U3 ypeTpbl, C 3a4Hero csoaa

Bnaranvua n UuepBMKaZibHOro KaHasa cBob60aHO CcTeKkatowee oTaensemoe Heob6xoanmmo yYAalnTb

CTeEPpUNIbHbIM BAaTHbIM TaMMOHOM.

6.3.1.2

6.3.1.3

6.3.1.4

6.3.1.5

Mpn HeobxoamMmoCcTn B3ATUS BMoMmaTepuana M3 HeCKosbKMx 6MOTOMOB MOBTOpUTE
npoueaypy, Kaxabin pa3 3abupas matepman HOBbIM 30HAOM B HOBYO NMpobupky.
OcobeHHOCTN B3aTUA MaTepuana n3 Bnaraamwa

MaTtepuan gomxkeH 6bITb B3AT 40 NPOBeAEeHNA MaHyasibHOro uccienoBaHus. 3epKano
nepes MaHuNynsumMen MOXHO CMOYUTb ropsivyen BOAOW, MPUMEHEeHWe aHTMCENTUKOB
ans obpaboTkmn 3epkana npotusonokasaHo. Cockob 6epyT ¢ 3aaHeboKOBOro ceoa
Bnaranuvwa. Y AeBoYeK B3sTMEe MaTepumana npousBOAAT CO CAU3UCTOM 0605104KU
npeaaBepus Bnaranuua, a B OTAEMbHbIX C/yyasx — M3 3ajHero ceoja Braranuvwa
yepes rmmeHanbHble KosbLa.

OcobeHHOCTU B3aTUA MaTepuana u3 ypeTpbl

Mepen B3aTMEM OunomaTepuana nauMeHTy pEKOMEeHAYEeTCS BO34epXaTbCs OT
MouyeuncnyckaHus B TedeHmne 1,5-2 yacos.

HenocpeacTteseHHO nepep B3aTMeM buoMaTepurana Heobxoammo o6paboTaTb HapyKHoe
OTBEepCTMe  ypeTpbl  TaMMOHOM,  KOTOpPbIM  MOXHO  CMOYMTb  CTEPWUSIbHbBIM
dun3nonornyeckmM pacTsopom.

Mpn HanMuuMM TrHOMHbIX BblAenieHMn cockob pekomeHayeTcs 6paTb 4epes
15-20 MMHYT nocne Mo4yencnyckaHusi, npu OTCYTCTBMM BblaeneHuii Heob6xoammo
MpPOBECTN Maccax ypeTpbl C MOMOLLbIO 30HAA ANd B3aTMSA 6MomaTepmana. B ypeTtpy vy
KEHLWMH 30H4 BBOAUTCA Ha raybwuHy 1,0-1,5 cm, y petein martepuan Aans
nccnepoBaHus 6epyT TOIbKO C HAPYXXHOMO OTBEPCTUS YpeTpbl.

OcobeHHOCTN B34TUA MaTepuana M3 LepBUKasbHOro KaHana

Mepen B3aTMEM MaTepuana HeobXxoAMMO yAanuTb BaTHbIM TaMMOHOM CNM3b U 3aTeM
obpaboTaTb WeNnKy MaTKu CTEPUIIbHBIM (PU3NONOMMYECKMM PacTBOPOM. 30HA BBOAAT B
uepBuKanbHblA KaHan Ha rnybuHy 0,5-1,5 cM. MNMpu n3BneyeHmn 3oHga HeobxoanmMo
MOJSIHOCTbIO UCK/IIOUYUTb €r0 KacaHne CTeHOK BAaranuuia.

OcobeHHOCTU B3ATUS MaTepuana C KOHbIOHKTUBLI Inasa

Mpn HanNM4MM 06MNBLHOIrO THOWMHOIO OTAENSEMOro ero ybuparT CTEPUNbHLIM BaTHbIM
TaMMOHOM, CMOYEHHbIM (pn3nonornyecknm pactsopom. Cockob 6epyT C BHYTpPEHHEN
NOBEPXHOCTM HUXHEr0 BeKa ABWXXEHMEM K BHYTPEHHEMY Yrnay rnasHoin wenu. Mpwu
B3ATUM COCkoba HeobxoaMMO NpuaepXmBaTb BEKO pykKaMu, yTobbl nMpu MopraHuu

peCHuUbl HE KaCalnCb 30HAA.
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6.3.2

6.3.3

MepBas nopums yTpeHHENR MOYN

MepByto NMOPUUNIO YTPEHHEN MOYM B KadecTBe BMOSIOrMYEeCcKoro mMatepuana UCronb3yoT
npuv OCTPOM BOCMaINTE/IbHOM MpoLecce HUXHUX OTAE/I0B MOYEMNO/I0BOro TpakKTa B CBSA3MU
C BblpaXXeHHOM 601e3HEHHOCTbIO B3STUA COCKOBa anuTenmanbHbIX KIeToK.

Ona aHanm3a otbupalT nepByl MNOpuUMIO YyTpeHHeWm Mouum B konudectse 10-15 mn.
BO3MOXHO MccnenoBaHMe NepBon NOpUMM MO4YK, NOSyYeHHONM Yyepe3 aBa n 6onee yacos
nocne npeawwecTByOLWEero Mo4YencnycKaHms.

B3aTne MouMm NpoBOAAT B CNeunanbHbli CyXOW CTepwu/bHbI KOHTenHep O06bEéMOM
00 60 Mn, CHabXXEHHbIN repMETUYHO 3aBUHUYMBAKOLLENCS KPbILIKOM.

Mocne cb6opa MOUM KOHTENHEP MJIOTHO 3aKpbIiBAalOT U MapKUPYIOT.

CekpeT npocrtaThl (MpeacraTtesibHON Xese3bl)

MNepen B3ITMEM ceKkpeTa NpOCTaTbhl PEKOMEHAYETCS MOJSIOBOE BO3AEpXaHWEe B TeYeHue
Tpex CyTOK A0 UCCcnenoBaHus.

Mepen B3siTMEM CekpeTa NpPOCTaThl FONIOBKY NOJSIOBOrO YieHa obpabaTbiBalOT CTEPUIIbHBIM
BaTHbIM TaMMOHOM, CMOYEHHbIM (PU3NONTOrMYECKMM PACcTBOPOM.

CekpeT npoctaTbl cobupaloT nocne npeaBapuTENIbHOrO Maccaxa npocTaThbl 4epe3
NpSAMYI0 KMWKY. Maccax npoBoAUT Bpad, NOCpPeACTBOM SHEPrMYHOro HaAaB/IMBAOLWLETO
OBMXEHNS OT OCHOBAHUSA K BEPXYLUKE Xenesbl.

B3aTve BblAeNMBLUErocss MNPOCTaTUYECKOro CeKpeTa MpoOBOAUTCSA MNOCAe OKOHYaHuS
Maccaxa B 04HOpa30BYyl Npobupky o6bémMom 2,0 M K KoHTenHep o6béMom o 60 mn
B Buae ceobogHo crekatowen kanam (0,15-1,0 mn).

Mocne cbopa ™MaTepmana €EMKOCTb C CEKpeTOM npocTaTbl MAOTHO 3aKpbiBalT U

MapKupYytoT.

BHUMAHME! Tlpy noao3peHMM Ha OCTpblil MNPOCTATUT BbINOMHATL MaccaX MnpocTaThl

KaTeropmyeckmu 3anpewleHo!!!

6.3.4

OcTaTo4yHas Mo4ya nocsie Macca)a npocraTbl

Mepen B3ATMEM OCTAaTOYHOM MOYUM MOC/IE Macca)ka MpocTaTbl PeKOMeHAyeTCs MOoJsIoBoe
BO34ep)XXaHue B TeYeHne Tpex CyTOK A0 UCCNeaoBaHus.

MauMeHT MoOYMTCA B TyaneTe, OCTaBNAs YaCTb MOYM B MOYEBOM My3bIpe.

Mepen cbopoM MoOYM rOSIOBKY MOMOBOro uyieHa obpabatbiBaldOT CTEPWUIbHBIM BaTHbIM
TaMMOHOM, CMOYEeHHbIM (BUN3MONOMMUYECKNUM PacTBOPOM.

MaumeHTy npoBOASAT Maccax nMpeacTtaTesibHOW Xenesbl B TeyeHune 1-3 MUHYT.
NHTEHCMBHOCTb Maccaxa 3aBUCUT OT KOHCUCTEHUMW npocTaTtbl: Mpu  MSATKOM
npeacrtaTteslbHOW >ene3e OCYLWECTBASKT HeCWU/bHble HaAaB/MBaHUS, MNpWU MNOTHOM
KOHCUCTEHLUMWN NPOCTaTbl CUY AaBNIEHNS YBENNYMBAIOT.

C60p 0CTaTOYHOM MOUM OCYLLECTBISIETCA NALMEHTOM MOC/Ie OKOHYaHMSA Maccaxa. BaaTtue
nepBoy NOpLUUN MOYN MPOBOANTCHA B CYXOMN CTEPWUSIbHbLINA KOHTENHep o6béMoM o 60 mn,
CHabXXeHHbIV repMeTUYHO 3aBMHUYMBAIOLLIENCS KPbIWKOM, B Konmdectee 10-15 mn.

Mocne cbopa MaTepunana KOHTEHep MJIOTHO 3aKpbIBAOT U MApPKUPYIOT.
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BHMUMAHME! T[lpyv noao3peHuUM Ha OCTPbI MPOCTATUT BbINOMHATL MacCaX npocTaThl

KaTeropuyecku 3anpewieHo!!!

6.3.5 2akynar
Mepepn B3aTMEM 351KyNsATa (CEMEHHOM XNAKOCTM) PEKOMEHAYeTCS NosI0BOe BO3AepXaHne
B TeYeHMe Tpex CYyTOK A0 MCCnenoBaHus.
Mepen c60pOM 3aKynATa NauMeHT MOYUTCA B TyaneTe, NoSIHOCTbIO OMOPOXHAS MOYEBOM
ny3blpb.
Mocne MoyencnyckaHnsa naumeHT AO/HKEH TwaTelbHO BbIMbITb PYKM C MbIJIOM Y MPOBECTU
TyaneT HapyXHbIX MOSIOBbIX OPraHOB C MbIIOM M BOAOW. [O/I0BKY MOSIOBOro 4jieHa u
KpamHIOK Na0oTb HE06X0AMMO BbICYLWNTb CTEPUSIbLHOW candeTKon.
DAKYNAT nosy4yatoT nyTeM MacTypbaumun. B3siTne askynsta npoBOAUTCS B CTEPWUIIbHbIN
KOHTenHep 06béMoM 0 60 M, CHABGXKEHHbLIN repMETUYHO 3aBMHYUYMBAIOLWENCS KPbILLKOMN.

Mocne c6opa MaTepuana KOHTENHEP MIOTHO 3aKPbIBAKOT M MAPKMPYIOT.

6.4 TpaHcnopTupoBaHMe n xpaHeHne obpasuos buonormyeckoro Mmatepmana

YcnoBus TpaHCOOPTUPOBaHMSA W XpaHeHus obpasuoB 6Huonornmyeckoro martepuana
onpeaensitoTcsl  UHCTPYKUMAMU N0 MNPUMEHEHUIO pEKOMeHAYeMbIX HabopoB/KOMMNEKTOB
peareHTtoB ansa sblaeneHus OHK (MPOBA-HK, MPOBA-IC, MPOBA-MY-PANKXA, MPOBA-PAMNA)
WKW UCNOJIb3YEMbIX AN TPAHCMOPTUPOBAHUS M XpaHEHUS 06pa3L,0B TPAHCMOPTHbLIX Cpea.

Jonyckaetcsa xpaHeHne obpa3uyoB npu Temnepatype oT 2 °C go 8 °C He 6onee 24 u.
B cnyyae HeBO3MOXHOCTM AOCTaBKM Matepuana B nabopaTopuio B TedeHMe CYTOK AOMnyCcKaeTcs
OAHOKpaTHOEe 3aMopaxuBaHue Matepuana. [onyckaeTcsd XpaHeHne 3aMOpOXXEHHOro Martepumana
npu TeMmnepatype OT MMHYC 18 °C go MuHyc 22 °C B TeyeHMe ogHOro mecsiua (ecnm 3TOo
He MpoTMBopeYnT TpeboBaHMSAM K WCNOoNb3yeMblM HabopaM/KOMMeKkTaM peareHToB A4

BblaeneHns HK).
BHUMAHME! Cnepyet nsberatb NOBTOPHOIO 3aMOpa)knBaHus 1 oTtanBaHus obpasuos.

6.5 MoaroToBka 6mMonorMyeckoro Matepuana yenoseka ansa sbiaenenms AHK
MoarotoBka 6uonorndyeckoro Matepuana (nNpy Heob6XoAMMOCTM) MPOBOAUTCS B
COOTBETCTBUM C MHCTPYKLMSAMM MO MPUMEHEHMNIO NCMOSIb3YEMbIX HabOPOB/KOMMNIEKTOB pEareHToB

ans seblgenenms HK (7.1).

19



XJIAMU-TEH | WHcTpykuus no npuMmeHeHuio | 438-5 ot 28 nioHs 2024 roaa ) AHK-TEXHOJ1I0TUA

7 NMPOBEAEHUE AHAJTU3A

7.1 Boigenenmne AHK 13 6mMonormyeckoro matepuana

Ons BbiaeneHns OHK pekoMeHAyeTCS MCNOMb30BaTb Habopbl/KOMMNEKTbl peareHTos,
UMeKLmMe perncTpaLmoHHblie YyA0CTOBEPEHUSA MEANUMHCKOrO U3genus u npegHasHayeHHble AN
COOTBETCTBYIOLWMNX BNAOB BuoMaTepmana c uenbtlo nocneayrouwero nccnegosaHna AHK metogom
MNupP, Hanpumep, NMPOBA-HK, MPOBA-I'C, MPOBA-MY-PANNA, MPOBA-PANNA.

MpuMeyaHne - He pekoMeHayeTCsa MCNOAb30BaTb KOMMeKT peareHToB NMPOBA-PAMW 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 Heo6xoanmo
NOAroTOBUTL OTpuUaTeNbHbIN KOHTPOJIbHLIN Obpa3ely, M NpoBecTM ero 4epes BCe 3Tanbl
npobonoaroToBkK. [ANna 3TOro pekoMeHAYeTCs WCNoab30BaTb (HU3MOAOrMYECKUn pacTBOp MU
oTpuuUaTeNbHbIN KOHTPOJIbHLIN 0bpa3seL, Bxoasawmin B coctaB Habopa/KoOMNAeKTa peareHToB 4ns
BblAENEHNS HYKIEUHOBbIX KUCNOT B 06BbEME, yKasaHHOM B WHCTPYKUMM MO MPUMEHEHUIO

COOTBETCTBYOWEro Habopa/KoMnnekTa peareHToB.

7.2 Moprotoeka n nposegeHue MLP. ®acoska S
BHMUMAHME!
1. Mpn npoBeaeHMM BCeEX MOCHeAYHOWNX AEeNCTBUA cnepyeT mlberatb BO3AENCTBUSA MPSAMbIX

COSTHEYHbIX NyYein Ha NpobupKM co cMecbto aAns amnambunkaumm!
2. Mpu ncnonb3oBaHun Habopa peareHTOB B BapuaHTe ucnosHeHus «dacoBka S, CTpuUnbl»
cneayeT CTporo cobnoaath KOMMAEKTHOCTb CTPUMOB M KpbIWeEK K HAM. He ncnonb3oBaTh KpbILWKK

K cTpunam us apyrux Habopos peareHTos!

7.2.1 TlpomapkupynTe no ogHoM npobupke/cTpunoBaHHoOM npobupke CoO CMecblo Ans
amMnnaudukaummn, 3anedyataHHOW NapaduHOM, AN9 KaXaoro HeusBecTHoro obpasua,
oTpMUaTENIbHOIrO KOHTpoNbHOro obpasua (K-) n mnonoXxutenbHOro KOHTPOJbLHOro obpasua
(K+). Mpu wncnonb3oBaHum Habopa peareHToB B BapuaHTe wucnosiHeHusa <«[MUP c¢
dbnyopecueHTHOW AeTeKuMen N0 KOHEYHOMN TOYKE» NPOMApPKUPYMNTE AOMONHUTENBHO ABE

npobupkn «®OH» ana kKoHTponsa doHa dpnyopecueHumn.

BHMUMAHME! KonnuecTBo peareHToB paccuymTaHo He 6osiee yeM Ha 24 NoCTaHOBKMW MpuU YCI0BUMK
BapmabenbHOro Kon4yecTea HEM3BECTHbIX 06pa3uoB, 1 oTpuUaTeNbHOro KOHTPObHOro obpasua
M 1 NOMOXWUTENbHOr0 KOHTPO/bHOro obpasua B KaxAoW MNOCTaHOBKe (BapWaHT WCMOSHEHUs
«Real-time») nnn He 6onee yem Ha 10 MOCTAaHOBOK MpW ycnoBuMu BapumabenbHOro Kosmn4yectsa
HeM3BeCTHbIX o06pa3uoB, 1 OTpMUATENBHOINO KOHTPOABHOMO obpasua, 1 noNoXUTENbHOro
KOHTpPONbHOro obpasua m 2 npobupok «®OH» (BapuaHT ucnonHeHus <«Flash») B kaxagon

NMOCTaHOBKE.
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Mpumep:
Heobxoanmo npoaHanusunposaTb 4 obpasua. 5 3TOro HYXHO:
—  «[MUP c petekumnen B pexunme peasibHoro speMermn» (Real-time): npomapkupoBaTtb 4 nNpobupku
ANs HEM3BECTHbIX 06pasuoB, oaHY Npobupky ans «K-» u oaHy npobupky ans «K+». Obuwee
KOJINYeCTBO Npobumpok — 6.
— «MUP c dnyopecueHTHOM p[AeTekuMen no KoHeyHoh Touke» (Flash): npomapkupoBaTb
4 npobupkn ans HensBeCTHbIX 06pa3uos, oaHY Npobupky ana «K-», oaHy npobupky ana «K+»,
ABe npobmpkn «®OH». Obuiee KONMNMYeCTBO NMPobmMpok — 8.
7.2.2 BcTpaxHuTe npobupky c pactBopoM Tag-nonmMmepasbl Ha MUKpOLEHTpUdYyre-sopTekce B
TeyeHne 3-5 c 1 ueHTpudyrnpynte Ha MMKpoueHTpudyre-sopTekce B TeyeHue 1-3 C.
7.2.3 [obaBbTe B Kaxayt npobupky (kpoMme npobupok «®OH»), He nosBpexaas Cnomn
napacdpmHa, no 10 mkn pactBopa Tag-nonumepasbl. [obaBbTe B Npobupky,

npomMmapkmpoBaHHble «®OH», no 10 mkn MUP-6ydepa (dboH).

BHUMAHME! [Mpu mncnonb3oBaHun pnsa nposeaeHus MUP peTekTupytowero amnnudukaTopa

Rotor-Gene Q MuMHepanbHOe Macno B Npobupku He BHocmUTCS!

7.2.4 [dobasbTe B Kaxayt npobupky (npn HeobxoamumocTn) no ogHon kanse (okono 20 MknN)
MUHepanbHOro Macna. 3akponte npobupkun/crTpunsi.

7.2.5 BcCTpaAxXHUTEe npobupky C MOJSIOXUTENbHbBIM KOHTPOJIbHbIM obpasuom Ha
MUKpoOLEeHTpudyre-sopTekce B  TeyeHue 3-5c¢ n LueHTpudyrnpymTe Ha

MUKpoLeHTpudyre-sopTekce B TedeHne 1-3 c.

BHUMAHME!

1. Mpn wucnonb3zoBaHmn ansa sblaenenms [OHK koMmnnektoB peareHtoB [1POBA-HK u
MPOBA-PAMWNL BCTpAxHMUTE Npobupku ¢ npenapatoM AHK u oTpuuatenbHbIM KOHTPOJIbHbLIM
obpasuoM Ha MUKpoueHTpudyre-soptekce B TedyeHme 3-5 C wn  ueHTpudyrupymte Ha
MUKpOLeHTpUdyre-BopTekce B TedeHune 1-3 c.

2. Mpun ncnonb3osaHnn ang sblaenennsa OHK komnnekTta peareHToB NPOBA-I'C BCTpAxHUTE
npobupku ¢ npenapatom AHK 1 oTpuuaTenbHbIM KOHTPOSIbHLIM 06pasLOM Ha MUKpOLEHTpUdyre-
BOopTekce B TeyeHue 3-5 ¢ n yeHTpudyrmpyiite npm RCF(g) 12000 - 16000 B Te4yeHne oaHOM
MUHYTbI AN ocaxaeHusa copbeHTa. B cnyyae ecnm nocne BblAeNneHUsa Haf0CcafouHas XUAKoCTb,
cofepxawas BbiageneHHyto OHK, 6bina nepeHeceHa B HOBble Npobupku, LeHTpudyrnposaHue
nocne BCTPAXUBAHUSA NPOU3BOAUTCHA Ha MUKPOLEHTpUdyre-sopTekce B TedeHue 3-5 c.

3. Mpn wucnonb3oBaHun anga Bblgenedns [OHK Habopa peareHtoB [MPOBA-MY-PAMUA
HeobxoaMMO, He BCTpsaxXuBas, UeHTpudyrmposaTb npobupkn ¢ npenapatoMm [OHK wu
oTpuuaTeNbHbIM KOHTPOJIbHbIM 06pa3uoM Ha MukpoueHTpudyre-soptekce B TedeHume 1-3 ¢,
3aTeM noMecTuTb Npobmpkmn ¢ npenapatoMm AHK B MarHutHbIM wTtatme. B cnydae ecnu nocne
BblAENEeHNs HaAocadouHas >XWAKOCTb, coaepxawas sbiaeneHHyto AHK, 6biia nepeHeceHa B
HOBble MNpobupkn, cnepayeTt BCTPAXHYTb Npobupkn ¢ npenapatoMm [OHK un oTpuuatenbHbiM
KOHTPOJIbHbIM 06pa3LOoM Ha MUKpPOLEHTpUdyre-sopTekce B TedeHme 3-5 ¢ n ueHtpudyrnposatb

Ha MUKpoLUeHTpudyre-sopTeKce B TeyeHme 1-3 c.
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4. [ns npeaoTBpalleHMs KOHTaMMHauWn cneayet nepes BHeceHneM [HK oTKpbiBaTb KpbIWKK
TONbKO TeX Npobupok, B KOTopble 6yAeT BHOCUTbLCA AaHHbINM 0bpasel, W 3aKkpbiBaTb UX, nepea
BHECEHMEM cneaytowero. B cnyyae ncnonb3oBaHMsa CTPUNOB CeAyeT 3aKkpbliBaTb KPbIWKY CTpuUna
nocne BHeceHWss B Hero o6pasuoB nepes HavasoM paboTbl CO CreaylowmMM. 3akpbliBanTe
npobupku/cTpunbl  NnoTHo. [penapatel OHK W KOHTPONbHble 06pasubl crneayeT BHOCUTb

HaKOHEUYHUKaMK C HUNbTPOM.

7.2.6 BHecuTe B COOTBETCTBYHOLME MPOMapKMpOBaHHbIE MPoObUpKKM, He noBpexaas C/ok
napaduHa, no 5,0 mMkn BblgeneHHoro m3 obpasuyos npenapata AHK. B npobupku,
npoMapkmpoBaHHble «K-», «K+» n «®OH», HK He BHOoCKTCS.

7.2.7 BHecuTe B npobupkun, npomapkumpoBaHHble «K-» un «®OH», He noBpexagas C/oun
napadwuHa, no 5,0 Mkn oTpuuaTenbHOro KOHTposbHOro obpasua, npoweawero stan

Bbigenenns OHK (cm. 7.1).

MpnMmeyaHune - lOTOBble HOPMUPOBOYHbIE MPObMpKM «OOH» aonyckaeTcs UCMosb30BaTb MHOMOKPaTHO
npu Kaxxaon getekunmn pesynotatos MNLP ¢ peakumoHHbIMM Npobupkammn 13 Tom xe cepun Habopa peareHToB
npu yCnoBMM MCNONb30BaHMSA TOMO Xe Habopa/KoMnekTa peareHToB An4 BblaeneHus HK. HopMrnpoBoUHble
npobupkn cnepgyet xpaHuTb Npu Temnepatype oT 2 °C go 8 °C B 3aWMLLEHHOM OT CBETa MecTe B TeyeHue
oaHoro mMecsiua. MNpu npoBeaeHUn aAeTekuMn NpobUpKU AOMKHbI MMETb KOMHATHYIO Temnepatypy (oT 18 °C

no 25 °C), ans 3T0ro 3a 0AWH 4Yac A0 NMpoBeAeHUs AeTeKUunM nx HeobxoammMo AoCTaTb U3 XON0AUIbHMKA.

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

7.2.9 LUeHTpndyrmpynte Bce nNpobupKn/CTpunbl Ha MUKPOUEHTpU@yre-BOpTEKCE B TEYEHUE
3-5 ¢ (npu ncnonb3oBaHun ana nposegaeHus [MUP getektupywowero amnavdukatopa
Rotor-Gene Q ueHTpudyrmpoBaHue He 0b693aTeNnbHO).

7.2.10 YcraHOBUTE BCE NPOBUPKU/CTpUMNbl B NPpOrpaMMmMpyeMblii TepMocTat/amnamdukaTop mam
B AETEKTMpYOLWMin amnandunkaTtop.

7.2.11 [ng BapuaHTa ucnosHenus «MLP ¢ dnyopecueHTHOM AeTeKUMEN NO KOHEYHON TOYKE»:
Mposeante MUP c yyétom 06béMa peakKuMOHHOWM cMecu, paBHoro 35 mMkn, B pexume,

npueeaéHHoM B Tabnuue 2.
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Tabnuua 2 - [(porpaMMa amnavdukaumMm Ana  aMnandukKaTopoB C  aKTUBHbIM
perynnpoBaHMeM (Hanpumep, NnporpaMMupyeMblit TepMocTaT Tepumk). Bpemsa B ckobkax ykasaHo

ANns amnamdukaTopoB 6€3 akTUBHOMO peryMpoBaHus.

Bpems
N2 n.n. TemnepaTtypa, °C Konuuectso umknos
MWH C

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 XpaHeHue

MpuMmeuyaHune - Bonee noapobHoe onucaHWe MPOrpaMMUMPOBAHUSA U YMNpPaB/iEHUs MPOrpaMMUpPyeEMbIM
TepMoCTaToM «TepuuK» COAEPXKUTCS B WMHCTPYKLMM MO 3KCnayaTaumm npubopa (cM. «PykoBOACTBO

nosb3oBaTens»).

7.2.12 [ns BapmaHTa ncnonHeHmsa «MLUP c geTekunen B pexnme peasbHOro BpeMeHm» :
Ona petekTupyrowmx amnandukatopos cepun OT:
3anyctute nporpaMmmHoe obecneveHue amnandgukaTtopa. MNpu nepsom nposeaeHmn MLP
3arpysuTe COOTBETCTBYOWMI TecT!. [lanee v Npu nocrneaywLmMx NnocTaHoBKax co3gaiTe
COOTBETCTBYIOLUMI MPOTOKOST MCCNEAOBAHUA: YKaXNTE KOMNYECTBO N naeHTuduKaTopbl
06pa3uoB, B TOM 4ucC/ie OTPULLATENIBHOIO M MOJSIOXUTENbHbIX KOHTPOJbHbIX 06pa3uos,
OTMETbTE pacnosioXKeHmne npobupok/cTpnnos Ha MaTpuue TepMobaioka B COOTBETCTBUN C
X yctaHoBkon un nposeaunTe MLUP. Mpu Bbibope TeCcTa Ao/KHa oTobpa)kaTbCs NporpamMmma,
npuBeaéHHas B Tabnuue 3.
Onsa petektupyowmx amnandukatopos Rotor-Gene Q, CFX96 un Applied Biosystems
QuantStudio 5:
MposeaunTe MUP c yyeToM 061EMa peakLMOHHOM CMECK, paBHOro 35 MK, NoO NporpaMMam

amnandukaummn, npmeeaéHHolM B Tabnmnuax 4, 5, 6 COOTBETCTBEHHO.

1 - TecT ansa AeTekTMpylWNX amnandukaTopos cepun AT co3gaércs NyTéM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa yKasaHbl B [punoxeHnn A) UM npeaocTaBnseTca npoussoanteneM Habopa peareHTos
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Tabnuua 3 - T[porpamMma amMnaudukaumm pna  AeTeKTUPYHLWKUX aMnandukaTopos

«ATnpanm», «ATnant» (dbacoska S)

Pexxum
N2 Yucno
TemnepaTtypa, °C MWH C ONTUYECKUX Tun 6n10kKa
6noka LIMKNOB -
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
5 101 XpaHeHune XpaHeHune
V - peXuM ONTUYECKNX U3MEPEHU

Tabnuuya 4 - [T(porpamMa amnaudukaumm Ana geTtekTvpylowero aMnaumdukatopa

Rotor-Gene Q (dacoska S, npobupkn)

o
Ne / Cycling Temnepartypa, °C / BPEMS.I, c/ Konunuecrso umnknos /
Temperature Hold Time, s Cycle Repeats
80 deg 60
Cycling 1 time
94 deg 90
94 deg 30
Cycling 2 5 times
57 deg v 15
94 deg 10
Cycling 3 45 times
57 deg v 15
V - peXuM ONTUYECKUX M3MEPEHWI, YCTaHOBUTb M3MepeHune dryopecueHumn (Acquiring) no kaHanam
aetekumn Green (Fam) u Yellow (Hex) npu 57 °C

Tabnuuya 5
(dacoBku S, U)

- Mporpamma amnnmndukaumm ans geTekTupyrowmnx amnnmdukatopos CFX96

Bpems, KonuuecrBo uMknoB
o o
N2 6noka (Step) TemnepaTtypa, °C MWH: CeK ()

1 80 01:00 1

2 94 01:30 1

3 94 0:15

50

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

1 - nonyckaeTcsa XpaHeHue npu Temnepatype 25 °C
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Tabnuua 6 - T[porpamMma amMnaudukauum pna  AeTeKTUPYHLWKUX aMnandukaTopos

Applied Biosystems QuantStudio 5 (dacosku S, U)

o
Gy N© Temneparypa, °C Bpems, Konunuecrso umknos
wara MMH: CeK (noBTOpOB)
CTaﬂMﬂ 1 80 0100 1
YAEpXaHuA 2 94 01:30 1
1 94 0:20
Ctagunsa NupP 50
2 64 v 0:20
V - cbop AaHHbIX Ans HeobxoanMbix dryopodopos (Fam, Vic (Hex)) BkoueH

7.3 MoarotoBka u nposeaeHune MNLUP. ®acoska U, pyyHoe ao3mnpoBaHue

BHUMAHME! [pu npoBeaeHnn BCeX NOCMeayOWNX OENCTBMI cneayeT nlberaTtb BO34ENCTBUS

MPSAMbIX COTHEYHbIX Ny4Yelr Ha NpobupkM co cMecbto ans amnamdukauymm!

7.3.1 Tlpomapkupynte Heobxogmmoe KONMYECTBO OAHOPA30BbiX aMNANMUKALMOHHbIX
npobupok o6LEMOM 0,2 MA Ans Heu3BeCTHbIX o06pa3uos, 418 OTpuMUATENbHOro

KOHTPO/IbHOro obpasua «K-» 1 MoMoXUTelbHOr0O KOHTPOJIbHOro o6pasua «K+»,

MpumeyaHne - PekoMeHOyeTcs MOCTAHOBKa He MeHee 5 06pasuoB B OAHOM WUCCAEA0BaHMMU

(3 HemzBecCTHbIX 06pa3ua, oTpMuaTesbHbIA U MOIOXUTENbHbIN KOHTPOJIbHbIE 06pa3ubl).

Mpumep:
Heobxoanmo npoaHanuMsanpoBaTb 4 Heu3BeCTHbIX obpasua. [ns 3TOro Hy>XHO MpOMapKuMpoBaTb
4 npobupku ANs HEU3BECTHbIX 06pa3UoB, oaHY Npobupky ansa «K-» n ogHy npobupky ans «K+».
Obwee kKonnyecTso Npobupok - 6.

7.3.2 BcTpsaxHuTe npobupKky co cMecbio Ansd amMnandukaumm Ha MMKpoUeHTpudyre-BopTekce
B TeyeHue 3-5 C u ueHTpudyrupymntTe Ha MUKpoueHTpudyre-sopTeKce B TeyeHme 1-3 c.

7.3.3 BHecuTe BO BCe npoMapkupoBaHHble npobupku (Bkatouas «K-» n «K+») no 6,0 Mkn
cMecu ansa amnandukaumn.

7.3.4 BcTtpsaxHuTe npobupkn ¢ TUP-6ydepom wn nonumepason TexHoTaq MAX Ha
MUKpoOLeHTpuodyre-sopTekce B  Te4yeHue 3-5¢ n LeHTpudyrmpymTte Ha

MUKpOLEeHTpudyre-sopTekce B TeyeHue 1-3 c.

BHMUMAHME! T[lonumepasy TexHoTaq HeobxoauMMO AoCTaBaTb W3 MOPO3USIBHOW KaMepbl

HENOCPpEeACTBEHHO Nepe UCMNOJZIb30OBAHNEM.

7.3.5 T[purotoBbTe cMech MMLP-6ydepa c nonnmepasoin TexHoTaq MAX. [1na 3Toro cMelwwante
B OTAE/IbHOM OAHOpa30BoON npobupke:
e 6,0 x (N+1) mkn MUP-6ydepa,
e 0,3 x (N+1) mkn nonumepasbl TexHoTaq MAX,

raoe N - KonnmyecTBo NPOMapKMPOBaAHHbIX NMPOBUPOK C YUETOM «K-», «K+>»,

Mpumep:
Heobxoanmo npoaHanu3anpoBaTb 4 HeusBeCTHbIX obpa3sua, «K-», «K+». lNpoMapKnpoBaHHbIX
npobmpok - 6. HyxHo npurotoButb cMmecb [lLP-6ydepa n nonumepasbl TexHoTaq MAX ans
7 (6+1) npobupok, T.e. 42 mkn MUP-6ydepa + 2,1 mkn nonumepasbl TexHoTaq MAX.
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7.3.6  BcTpsAXHUMTe npobupKy C nNpurotoBneHHom cmecbto T(LP-6ydepa u nonumepassbl
TexHoTaq MAX Ha MukpoueHTpudyre-BopTekce B TedeHune 3-5 ¢ n ueHTpudyrnpyite Ha

MUKpPOLIEHTpUdYyre-BopTekce B TeyeHme 1-3 c.

BHUMAHME! Cwmecb MMUP-6ydepa n nonmmepasbl TexHoTaq MAX Heob6xoaAMMO roTOBUTb

HENocpeacTBeHHO Nepea 1UCrnoJsib30BaHNEM.

7.3.7 [dobaBbTe B npobupku co cMecbto and amnamdukauymm no 6,0 Mmkn cmecu MLUP-6ydepa un

nonnmepasbl TexHoTaq MAX. 3akpoiiTe Nnpobupku.

BHUMAHME! Tocne pob6asnennsa cMmecu T[LP-6ydepa u nonumepasbl TexHoTaq MAX B
npobmpkn co cMecbio ana amnamdukaumm HeobxoAMMO B TeyeHue ABYX 4YacoB BbIMNOSHUTb
7.3.8-7.3.13.

7.3.8 BcTpaAxHUTEe npobupky C MOSTIOXUTESNbHbIM KOHTPOJIbHbIM obpasuom Ha
MUKpoOLEeHTpudyre-soprekce B  Te4yeHue 3-5c¢ n LeHTpudyrnpymTe Ha

MUKpoLeHTpudyre-sopTekce B TedeHne 1-3 c.

BHUMAHME!

1. Mpn wncnonb3oBaHmn anga BblageneHns [OHK koMmnnektoB peareHToB [MPOBA-HK u
MPOBA-PAMWNL BCTpAxHMUTE Npobupku ¢ npenapatoM AHK u oTpuuatenbHbIM KOHTPOJIbHbIM
obpasuoM Ha MUKpoueHTpudyre-soptekce B TedyeHme 3-5 C w©n  ueHTpudyrupymrte Ha
MUKpOLeHTpUdyre-BopTekce B TedyeHune 1-3 c.

2. Mpun ncnonb3osaHnn ang eblaenenunsa OHK komnnekTta peareHToB NPOBA-I'C BCTpAxHUTE
npobupku ¢ npenapatom AHK 1 oTpuuaTenbHbIM KOHTPOSIbHLIM 06pa3LOM Ha MUKpOLEHTpUdyre-
BopTekce B TeyeHue 3-5 c un yeHTpudyrmupyite npm RCF(g) 12000 - 16000 B Te4yeHne ogHOM
MUHYTbI AN ocaxaeHusa copbeHTa. B cnyyae ecnm nocne BblAeNneHMsa Haf0Caf0uHas XUAKOCTb,
cojepxawas BblaeneHHyto OHK, 6bina nepeHeceHa B HOBble Npobupku, ueHTpudyrnposaHme
nocne BCTPAXMBAHUSA NPOU3BOAUTCHA Ha MUKPOLEHTpUdyre-sopTekce B TedyeHue 3-5 c.

3. Mpn wucnonb3oBaHun anga Bblgenedns [OHK Habopa pearenHtoB [MPOBA-MY-PAMUA
HeobxoaMMO, He BCTpsAxXuBas, UeHTpudyrmposaTb npobupkn ¢ npenapatom [AOHK wu
oTpuuaTeNbHbIM KOHTPOJIbHbIM 06pa3uoM Ha MukpoueHTpudyre-soptekce B TedeHme 1-3 ¢,
3aTeM noMecTuTb Npobupkmn ¢ npenapatoMm AHK B MarHuTHbIM wTatme. B cnydae ecnu nocne
BblAENEeHNs HaAocadouHas >XWAKOCTb, coaepxawas sbiaeneHHyto AHK, 6bina nepeHeceHa B
HOBble Mpobupkn, cnepayeTt BCTPAXHYTb nNpobupkn ¢ npenapatoMm [HK wn oTpuuatenbHbiM
KOHTPOJIbHbIM 06pa3LOM Ha MUKpPOLEHTpUdyre-sopTekce B TedeHmne 3-5 ¢ n ueHTpudyrnposatb
Ha MUKpoUEeHTpudyre-sopTeKce B TeyeHme 1-3 c.

4., Ons npenoTBpaweHns KoOHTaMMHauuu cnegyet nepes sHeceHneM [JHK oTKpbiBaTb KPbIWKK
TOJIbKO TeX Npobupok, B KOTOpble ByaeT BHOCUTLCA AaHHbIN 0bpa3el, U 3akpbiBaTb MX, nepej
BHeceHueM creaytouero. 3akpbiBate npobupku nnoTtHo. Mpenapatbl AHK n KOHTpOSbHbIE

O6pa3Ll.b| cneayetr BHOCUMTb HAKOHEYHUKAMU C CbMJ'IprOM.
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7.3.9

7.3.10

7.3.11

7.3.12

7.3.13

7.3.14

7.3.15

BHecuTe B COOTBETCTBYHOLLNE NPOMapKMpOBaHHble Npobupkn no 6,0 MK BblAENEHHOIO
n3 obpasuyos npenapata AHK. B npobupku, npoMapkupoBaHHble «K-» n «K+», AHK
He BHOCMKTCS.

BHecute B npobupky, npomapkumpoBaHHyt «K-», 6,0 MKn  OTpuUATENbHOro
KOHTpoNnbHOro obpasua, npowealwero atan BblgeneHnsa AHK (cm.7.1).

BHecuTte B npobupky, npoMapkupoBaHHyt «K+», 6,0 MKA MNONOXWUTENBbHOro
KOHTponbHOro obpasua.

LeHTpndyrnpyinte Bce Nnpobupkn Ha MnKpoueHTpudyre-sopTekce B TedeHue 3-5 ¢ (npu
MCMOSIb30BaHuM  Ans nposeneHns MUP  petektupytowero  amnaudukaTopa
Rotor-Gene Q ueHTpudyrmpoBaHue He 06593aTeNnbHO).

YcTtaHoBuTE BCe Npobmnpkun B getekTmpyowmin amnandmkatop n nposegute MUP (7.3.14,
7.3.15).

Ona petekTmpyowmnx amnandumkatopos cepum OT:

3anyctute rnporpaMmMHoe obecneyeHune AeTeKTupytowero amnnudukaTopa.
Mpu nepsom npoBeaeHun T[LIP 3arpysuTe cooTBeTcTBYOLWMK TecT!. [anee u npwu
nocneayrowmx MNOoCTaHOBKax co3aanTe COOTBETCTBYHOLWMIA MPOTOKOA UCCAefOoBaHUSA:
YKaXuTe KOM4YecTBo U mnaeHtudukaTopbl obpasuoB, B TOM 4ucne oTpuuatesbHOro 1
MOSIOXKUTENBbHBIX KOHTPOJIbHbIX 06pa3uUoB, OTMeTbTe pacnosoXxeHne npobupok Ha
MaTpuue TepMobaoka B COOTBETCTBUM C UX YCTaHOBKOM n nposegute MUP. MNMpu Bbib6ope
TecTta gosikHa otobpaxaTbca nporpamma, npueenéHHasa B Tabnuvue 7.

Onsa petexktupyowmnx amnangukatopos CFX96, Applied Biosystems QuantStudio 5 un
Rotor-Gene Q:

MposeaunTte MUP c yyeToM 06bEMa peakLMOHHOM CMeCcK, paBHOro 18 Mk, No nporpaMMam

amnnmdukaumm, npuBeaéHHbIM B Tabnmuax 5, 6, 8 COOTBETCTBEHHO.

1 - TecT ansa AeTekTMpyloWNX amnandukaTopos cepun AT co3gaércs NyTéM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa ykasaHbl B MpunoxeHnn B) nnm npeaoctasnsercsa npoussoanteneM Habopa peareHToB
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Tabnuuya 7 - MporpamMa aMmnandukaumnm Ans AeTeKTUpylwmx amnandukaTopos
«ATnpanm», «OTnant» (dacoska U)
Ne Yncno Pexum
Temnepartypa, °C MUH C ONTUYECKNX Tun 6noka
6noka LIMKNIOB -
n3MmepeHunn
80 0 5
1 15 Uwvkn
94 0 5
2 94 5 00 1 Umkn
94 0 30
3 5 LUwnkn
64 0 15 v
94 0 10
4 45 Lmkn
64 0 15 v
5 94 0 5 1 LUwnkn
6 101 XpaHeHune XpaHeHue
V - peXuM onTUUYECKUX U3MEPEHNA
Tabnuuya 8 - [lporpaMma amnandukaumnm ans AeTekTupylowero amnauvdukaTopa
Rotor-Gene Q (dacoska U)
o
Ne / 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 vV 15
V - peXuM ONTUYECKMX U3MEPEHUI, YCTaHOBUTb U3MepeHune dryopecueHumnn (Acquiring) no KaHanam
petekumn Green (Fam) um Yellow (Hex) npu 57 °C

7.4 MoarotoBka wn npoeeaeHne [UP. ®acoska U, C MUCNOMb30OBaHMEM A03MpPYHOLWLEro

ycTponctea ATcTpuM (TONbKO ANsg AeTekTupyrowero amnandukatopa ATnpanm)

BHUMAHME! [pu npoBeaeHnn BCcex NOCneayoWwmMx AEeNCcTBmMin cneayet mlberatb BO34ENCTBUS

MPSAMbIX COIHEYHbIX Ny4yen Ha NpobupKM Co cMecbto ans amnamdukaumm!

MpumeyaHne - PekoMeHOyeTCs MOCTAHOBKa He MeHee 5 06pasuoB B OAHOM WUCCAEA0BaHMMU

(3 HemzBecCTHbIX 06pa3ua, oTpuuaTesbHbIA N NONOXUTENbHbIN KOHTPOJIbHblE 06pa3subl).

7.4.1 BcTpaxHUTe NpobupKy CO CMecbio Ana amMnanduKaumm Ha MUKpPOLLEHTpUdyre-BopTekce

B TeyeHune 3-5 ¢ n ueHTpudyrnpymnte Ha MUKpPOLLEHTPpUdYre-BopTeKce B TeyeHne 1-3 c.

1 - nonyckaeTcsa XpaHeHue npu TemnepaType 25 °C
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7.4.2 BctpaxHute npobupkn ¢ [UP-6ycdpepom w©n nonumepason TexHoTaq MAX Ha
MUKPOLIEHTpUdyre-sopTekce B TeyeHne 3-5¢ wu ueHTpudyrmpymnte  Ha

MUKPOLEHTpUdYre-BopTeKce B TeyeHne 1-3 c.

BHUMAHME! T[lonnmepasy TexHoTaq HeobxoaMMo p[oCTaBaTb M3 MOPO3UbHOW KaMmepbl

HenocpeacTtBeHHO nepea 1UCrnojib3oBaHNEM.

7.4.3 Cnepysa ykasaHuam MO posupytowlero ycrpoictsa ATCTpyMM, NpMroToBbTE B OTAENbHOM
oAHopa3zoBon npobupke cmeck MLUP-6ydepa c nonnmepasoit TexHoTaqg MAX.

7.4.4 BcTpaxHuTe npobupKy C npurotoesneHHon cmecbto [1LUP-6ydepa u nonvmepasbl
TexHoTaq MAX Ha MuKpoueHTpudyre-sopTekce B TeueHne 3-5 ¢ n ueHTpndyrnpymTe Ha
MUKpoueHTpudyre-soptekce B TedeHne 1-3 c.

7.4.5 BcTpsaAxHuTe NpobuMpPKy MOSIOXUTENbHLIM KOHTPO/bHbIM 06pa3LoM Ha MUKpoUeHTpugyre-
BOpTEKCE B TeyeHume 3-5Cc u ueHTpudyrupymte Ha MUKpoUeHTpudyre-sopTekce B

TeyeHue 1-3 c.

BHUMAHME!

1. Mpn wncnonb3oBaHmn anga BblgeneHns [OHK koMmnnektoB peareHtoB [TPOBA-HK u
MPOBA-PAMNA BCcTpaxHuTe npobupku ¢ npenapatoMm AHK n oTpuuaTenbHbIM KOHTPOSbHbIM
obpasuoM Ha MUKpoUeHTpudyre-sopTekce B TedeHuMe 3-5C KW ueHTpUdyrmpymte Ha
MUKpOLeHTpudyre-sopTekce B TedyeHune 1-3 c.

2. Mpun ncnonb3osaHnn ang sblaeneHnsa OHK komnnekta peareHToB NPOBA-I'C BCTpAxHUTE
npobupku ¢ npenapatoMm AHK 1 oTpuuaTenbHbIM KOHTPOJSIbHLIM 06pasLOM Ha MUKpOLEHTpUdyre-
BopTekce B TeyeHue 3-5 c n uyeHTpudyrupyite npm RCF(g) 12000 - 16000 B TeyeHne oaHoOM
MUHYTbI ANnS ocaxaeHusa copbeHTa. B cnyyae ecnm nocne BblAeNneHMsa Haf0cafouHas XUaKoCTb,
cofepxawas BblageneHHyto OHK, 6bina nepeHeceHa B HOBble Npobupku, LeHTpudyrnposaHme
nocne BCTPAXMBAHUSA NPOU3BOAUTCHA Ha MUKPOLEHTpUdyre-sopTekce B TedyeHue 3-5 c.

3. Mpn wucnonb3oBaHun anga Bblgenedns [OHK Habopa pearenHtoB [MPOBA-MY-PAMNUA
HeobxoaAMMO, He BCTpsAXMBas, UeHTpudyruposaTb npobupkn ¢ npenapatom [OHK wu
oTpuuUaTeNbHbIM KOHTPONbHbIM 06pa3sLOM Ha MUKpoUeHTpudyre-soptekce B TeyeHue 1-3c,
3aTeM noMecTuTtb Npobmpkmn ¢ npenapatoMm AHK B MarHutHbIM wTtatme. B cnydae ecnu nocne
BblAeNeHNs HaAocadouyHas >XWAKOCTb, coaepxawas sbiaeneHHyro AHK, 6biia nepeHeceHa B
HOBble Mpobupkn, cneayeTr BCTPAXHYTb nNpobupkn ¢ npenapatoM [HK wn oTpuuatenbHbiM
KOHTPOJIbHbIM 06pa3LOM Ha MUKpPOLEHTpUdyre-sopTekce B TedeHme 3-5 ¢ n ueHTpudyrnposatb

Ha MUKpouUeHTpudyre-sopTeKce B TeyeHme 1-3 c.

7.4.6 YcraHoBUTe npobupkm co cMmecbio ansd amnandukaumm, co cmecbto TMUP-6ydepa um
nonnmepasbl TexHoTaq MAX, ¢ npenapatammn AHK, oTpuuatenbHbIMWU KOHTPOJIbHbIMU
obpasuamum 1 NONOXKUTENBHBIMU KOHTPOJIbHBIMW 06pa3uamMm, a TakXKe MUKponaHwWweT ANns
MUP Ha paboumn cton ATCTpMM M npoBeauTe A03MPOBAHME KOMMOHEHTOB COM1acHO

PYKOBOACTBY MO 3KCrJltlyaTauunn.
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7.4.7 TloMecTuTe aKKypaTHO, He BCTpSXMBasi, MMKPOMJAHLWET B MNOAJIOXKKY YCTpOWCTBa ANS
3anevaTtbiBaHMsa nnaHweTt [Tnak nocne 3aBeplleHuMs nporpaMMbl Ha A03UPYHOLLEM
ycTponctee ATCTpuUM.

7.4.8 T[lpoBeauTe 3anedaTbiBaHne MmkponnaHweTa MNMUP nonnMepHoih TEpMONJSIEHKOM COrnacHo
MHCTPYKUMKN K Nnpmnbopy ATnak.

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

7.4.10 YcrtaHoBuTe MmkponnaHweT MNLP B 610Kk geTekTnpytowero amnandukaropa.

7.4.11 3anyctute nporpamMMmHoe obecneyeHne JeTeKTupytoLiero amnnndunkaTopa.
Mpu nepeBoM npoBeaeHun [LP 3arpysuTte cooTBeTcTByOWMIM TecT!. [anee u npwu
nocneayrowmx MNOCTaHOBKaxX co34anTe COOTBETCTBYHOLWMIA MPOTOKOA MCCAefOoBaHUS:
YKaXuTe KomyecTso n maeHtudmkaTopbl 06pa3suoB, B TOM 4ucie oTpuuaTenbHOro um
MOJIOXKUTENbHBIX KOHTPOJIbHbIX 06pa3uoB, OTMETbTE pacnonoxeHne obpasuoB Ha
maTpumue TepMmob6sioka B COOTBETCTBMM C WX YCTaHOBKOM W nposegute [LP.

Mpun BbIBOpE TecTa foMKHA oTobpaxaTbCsl NporpamMma, npuseaéHHas B Tabnuue 7.

8 PETNCTPALUMSA PE3VJIbTATOB AMIVINOUKALIN

8.1 Perncrtpauus pesynbtaTtoB amnnmdukaunm ¢ ncnonbsosaHmem MNLUP-geTekTopa

Mocne npoxoxaeHns peakuuMn amnnudukaumm nomectute npobupkn B MUP-getekTop,
odopMmUTE NPOTOKON U MPOBEAUTE perncTpauuvio pesysbTaTtoB B COOTBETCTBUM C UHCTPYKUMEN MO
akcnnyataumn npubopa (NoporoBble 3HadeHWs ANS cneunmduyeckoro npoayKTa COCTaBASAOT

1,75-2,10, pnsa BHyTpeHHero KoHTponsa — 2,50).

8.2 Pernctpauusa pesynbTatoB amnaMdukaumm C UCMOMb30BaHMEM AeTeKTUPYHOLNX
aMnnndunkaTopos

Perncrpaumnsa curHana dnyopecueHUnm Ha AeTEKTUMPYOWKNX amnandukaTopax cepum AT,
Rotor-Gene Q, CFX96 u Applied Biosystems QuantStudio 5 npoBoaMTCa aBTOMaTn4yeckn BO BpeMs

amnnmdunkaunm.

1 - TecT ansa AeTekTMpyloWNX amnandukaTopos cepun AT co3gaércs NyTéM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa ykasaHbl B MpunoxeHnn B) nnm npeaoctasnsercsa npoussoanteneM Habopa peareHToB
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9 YYET U UHTEPMNPETALMUSA PE3YJIbTATOB

9.1 YUéT pe3ynbTaToB aMmanduKaumMm OCYLLECTBASAETCA aBTOMAaTMYECKM C MOMOLLbIO
nporpaMMHoro obecneyeHunss, nocrtaenseMoro c [LP-geTeKTopoM wNuM AETEKTUPYIOLWMM

aMHﬂM¢MKaTOpOM.

9.2 Mpn MCnonb3oBaHUN AEeTEKTUPYOLWMX aMnandunkatopos CFX96 cneayeT nmcnonb3oBaTb
perpeccnoHHbin TN aHanusa (Cq Determination Mode: Regression), BO Bkiaake «Baseline

Subtraction» HeobxoamMo Bbi6paTb «Baseline Subtraction Curve Fit».

9.3 NHTepnpeTauusa pesynbTaToB MPOBOAUTCA B COOTBETCTBMWU C Tabnuuei 9. PesynbTaThbl
NMOCTaHOBKWN Bas/iNAHbl, €CNIN BbIMOJIHAKTCA YCNIOBUS MHTEPMNpEeTaunmn pesynbTaToB, MOSyUYeHHbIX

ANt KOHTPOJIbHbIX 06Pa3L0B.

Tabnuuya 9 - UMHTepnpeTtauuns pesynbtatos lMLUP

Flash Real-time
PezynbTar,
NnoJly4eHHbIN Ha Kanan perexkuunm Kawnan petexuuu
bnyopecueHTHOM Fam,Green Hex/Yellow/Vic WHTepnpetauus
yopeen (BHYTpEeHHUM pe3ynbTaTa
AeTekTope (nckomas AHK), <OHTPOb)
< DKUH» nnn Cp/Cq/Ct i /(F:’ /Ct’
«AXXUH-4> p/tq

HeunsBecTHble 06pa3ubl

O6Hapy>xeHa AHK

«+>» YkasaH He yunTbiBaeTcs Chlamydia trachomatis
(«+»)
He obHapyxeHa AHK
«=» He ykasaH Yka3saH Chlamydia trachomatis

(«-»)
HepoctoBepHblli pe3ynbTaT
(«Hp»)

«HO» He ykasaH He ykasaH

OTpuuaTenbHbIA KOHTPONbHbIA 06pasey

OTpuuaTeNnbHbIN
pe3ynbTart
«=-» He ykasaH YkasaH («-»)
Pe3ynbTaTbl NOCTAaHOBKM
BaNUAHbI

Mono>kuTenbHbIN KOHTPOJIbHbINA 06pa3ey

Mono>xntenbHbIN

pe3ynbTaTr
«+>» YkasaH He yuutbiBaeTca («+»)
Pe3synbTaTbl MOCTAaHOBKM
BaNNAHbI
9.4 HepoctoBepHbIt pe3ynbTaT MOXET 6blTb CBA3aH C MPUCYTCTBMEM WHIMOGUTOPOB B

npenapate [AHK, noayyeHHOM w3 6uonornyeckoro martepuana; HeBepHbIM BbINOJHEHWEM
MpoTOKONa aHanusa; HecobnlaeHneM TeMnepaTypHOro pexumma amnamdukaunm v ap. B atom
cny4yae Heobxoaumo noBTOpHO nposectu MUP, nubo BbigeneHne OHK n nocraHoeky MUP ans
aToro ob6pasua, nmbo B3ATME 6uonornyeckoro martepumana y naumeHTa (BbIMOSIHAETCS

rnocnegoBaTeNbHO).

31



XJIAMU-TEH | WHcTpykuus no npuMmeHeHuio | 438-5 ot 28 nioHs 2024 roaa ) AHK-TEXHOJ1I0TUA

9.5

Mpn nonyyeHUM MONOXKUTENbLHOrO pesysbTaTta ANd OoTpuuaTenbHOro KOHTPOJSIbHOMO

obpa3ua pe3ynbTaTbl BCEW MOCTAHOBOYHOW CEPUU CUUTAOT HEAOCTOBEPHbIMW. B 3ToM cnydae

Heobxoanmo npoBeaeHme cneynasibHblX MGDOHPMHTMVI Ansa BblABNEHNA U YCTPAHEHUA BO3MOXHOMN

KOHTaMUHauUunu.

9.6

Mpn nonyyeHUn oOTpUUATENBHOIO pe3ynbTaTta ANd MNOMIOXKUTENbHOMO0 KOHTPOJSIbHOMO

obpasua pe3yfibTaTbl BCEM MOCTAHOBOYHOW CEPUM CUUTAKOT HEAOCTOBEPHbIMU. B 3TOM cnydae

TpebyeTca NoBTOpHas NOCTaHOBKa aMnamdukaunm Bcer naptmm obpasuos.

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

TPAHCNOPTUPOBAHME, XPAHEHUE N SKCINJIYATALUA

TpaHcnopTupoBaHue

TpaHcnopTupoBaHve Habopa peareHToB OCYWECTBAAKT B TEpPMOKOHTelnHepax C
XnapoaneMeHTaMm BCEMM BMAAMU KpbITOro TpaHCnopTa nNpu TemnepaType BHYTpU
TEPMOKOHTENHEpPA, COOTBETCTBYHOWEN YCNOBUAM XpPaHEHUS KOMMOHEHTOB, BXOASLNX B
coctaB Habopa peareHTOB.

Jonyckaetca TpaHcnopTupoBaHue Habopa peareHToB, 3@ WUCK/OYEHMEM MosiMMepasbl
TexHoTaq MAX (dacoeka U), B TepMOKOHTENHEpPaX C X/1af03/1EMEHTaMN BCEMU BUAAMM
KpbITOFO TpaHCMopTa npu TemnepaType BHYTPU TepMOKoHTenHepa oT 2 °C pgo 25 °C
He 6onee 5 cyToK.

JonyckaeTtca TpaHcrnopTMpoBaHue nonuMepasbl TexHoTagq MAX (dacoska U)
B TEPMOKOHTENHepax C X1ajod/eMeHTaMu BCEMW BMAAMU KPbITOrO TpaHCnopTa
npu TemnepaType BHYTPU TEPMOKOHTENHepa Ao 25°C He 6onee 5 cyToK.

Habopbl peareHTOB, TPaHCNOPTUPOBAHHbIE C HapylLleHMeM TeMnepaTypHOro pexuma,

NMPUMEHEHNIO HE MoANIEXAT.

XpaHeHune

Bce KOMMNOHEHTbI Habopa peareHToB, 3a WCK/IOYEHMEM nonmMmepasbl TexHoTaq MAX
(dbacoBka U), cnegyeT XpaHUTb B XONOAMNbBHUKE WM XONOAWIbLHOW KaMepe npu
TemnepaTtype oT 2 °C go 8 °C B TeueHune BCero cpoka rogHoCTu.

Monumepasy TexHoTaq MAX (dacoska U) cneayeT XpaHUTb B MOPO3UJ/IbHOW KamMepe npu
TemnepaType oT MnHyc 18 °C go mmnHyc 22 °C B TeueHume BCero cpoka rogHocTn Habopa
peareHTOB.

CMecb anga amnandukaumn n cMecb ansd amnandukaumm, 3anedyataHHyro napaduHoM,
cneayeTt XpaHUTb B XON0AMNBbHUKE UKW XON0AMIbHOW Kamepe npu TemMnepartype ot 2 °C
0o 8 °C B 3awMWEHHOM OT CBETa MeCTe B Te4yeHMe BCero cpoka rogHoctm Habopa
peareHTOB.

Habopbl peareHToB, XpaHMBLUMECS C HApYLWEHWEM perl1aMeHTUPOBAHHOIO peXunma,

NMPUMEHEHUNIO HE nMoANeEXar.
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10.3 YkKasaHud no akcnayaTtaumu
10.3.1 Habop peareHTOB A0/IKEH NPUMEHSATBHCS COrNAacHO AENCTBYHOLEN BEPCUN YTBEPXKAEHHOMN

WHCTPYKUMM MO NPUMEHEHMIO.

10.3.2 [Ona nonydeHuMs L[OCTOBEPHbIX pe3ynbTaToB HeobxoAMMo CcTporoe cobnwgaeHue

WHCTPYKLUMM MO NpUMeHeHnto Habopa peareHToB.

10.3.3 TMMocne BCKpbITUS YMakoBKM KOMMOHEHTbl Habopa peareHToB cnegyet XpaHuUTb Mpwu
cneaywmx ycnoBumsx:

- BCe KOMMOHEeHTbl Habopa peareHToB, 3a UCKJIOYEeHMeM nonumepasbl TexHoTaq MAX
(dbacoska U), cneayeT XpaHuTb B XOA0AWNBbHWKE WAN XONOAWBHOM Kamepe mnpu
TemnepaTtype oT 2 °C go 8 °C B TeueHuMe BCEro cpoka roaHoctn Habopa peareHToB;

- nonumMmepasy TexHoTaq MAX (dacoeka U) cneayer xpaHuUTb B MOPO3U/IbHOW Kamepe
npu Temnepatype oT MMHyC 18 °C go MuHyc 22 °C B Te4YeHne BCero cpoka rogHocTm
Habopa peareHToB;

- CMecb An4 amnamdukaumm n cMecb ans amnandukaumm, 3anedataHHyo napaduHoM,
cnenyet XpaHWTb B XONOAMNBHWUKE WM XONOAWSIBHOM KaMmepe npu TemnepaTtype
oT 2 °C o 8 °C B 3alMLEHHOM OT CBeTa MecCTe B TeuyeHue BCero cpoka rogHocTu
Habopa peareHTOB.

10.3.4 Ha6opb| peareHToB C UCTEKWWNM CPOKOM rogHOCTU NPUMEHEHUIO HE NoANeEXaT.

11 YKA3AHUA NO YTUWIN3ALUNU

11.1 [pu wncnonb3oBaHWM Habopa peareHTOB B KJIMHWKO-AMArHOCTMYECKoW nabopaTtopuu
obpasyloTcs 0TX0oAbl Knacca B, koTopble yTUAM3MPYKOTCS B COOTBETCTBUM C TpeboBaHMAMMU
CaHlunH 2.1.3684-21 n MY 1.3.2569-09.

11.2 Habopbl peareHToB, NpuweaWNE B HEMPUTOAHOCTb, B TOM UYMC/IE B CBSA3N C UCTEYEHUNEM
CpoKa rOAHOCTW, TOBpPEXAEHMEM YMNAKOBKW, MoasexaT yTuauM3aumm B COOTBETCTBUM C
TpeboBaHmsaMmn CanllnH 2.1.3684-21.

12 FAPAHTUN N3TOTOBUTENA

12.1 [peanpuaTne-mn3roToBmTENb rapaHTMpyetr  COOTBETCTBME Habopa peareHToB
TpeboBaHNAM TEXHUYECKUX YCOBUI NMpu coboaeHnn yCnoBUn TPaHCNOPTUPOBAHUS, XPaHEHUS

M 3KCcnnyaTaunn, yCtaHOBJIEHHbIX TEXHUYECKNMU YCITOBUAMN.

12.2 Cpok rogHoctn Habopa peareHToB — 12 MecaueB npu cobnogeHnn BCEX YCIOBUIA

TPaHCMOPTMPOBAHUS, XPAHEHUS M 3KCMyaTauuu.

13 PEMOHT U TEXHUYECKOE OBCJ1Y)XUBAHUE

Habop peareHTOB npeaHasHayeH AN OAHOKPATHONO MPUMMEHEHUS U He MNoANEeXUT

TEXHUYECKOMY OBC/TYXXUBAHUIO U TEKYLLIEMY PEMOHTY.
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14 CMBO/J1bl, NCNOJIb3YEMbIE NP MAPKUPOBKE HAGOPA PEATEHTOB

MeauunHckoe usaenne
ONS ANArHOCTUKW in Vvitro

Mpepen TemnepaTypbl

Coaep>xXmMoro AoCTaTo4vyHo
A5 NpoBeAeHuns n TeCcToB

Mcnonb3oBaTb A0

5 0| <>~ 3

Koa naptum (cepun)

[JaTa nsrotoBneHunsa

O6paTtuTechb K MHCTPYKLUUK
no NpuUMeHeHnto

B = &

Homep no katanory

E

M3rotosutenb

-
~

’37:“ He ponyckaTb
1*\ BO34ENCTBUSA COTHEYHOro CBEeTa
ok HecTtepunbHo

STERILE
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15 MEPEYEHb NPUMEHAEMbIX HALIMOHAJIbHbIX CTAHAAPTOB

FOCT ISO 14971-2021 W3penua MeauuuHckume. TIpyMMeHeHue MeHeaXMeHTa pucka K
MeAVLMHCKUM n3aenunam

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

FOCT P 2.105-2019 EanHas cuctemMa KOHCTPYKTOPCKOM AoKyMeHTauum. Obwme TpeboBaHmsa K
TEKCTOBbIM AOKYMEHTaM

FOCT P 15.013-2016 Cuctema pa3paboTkm M MNOCTAaHOBKM NpOAYKUMM Ha NpPOU3BOACTBO.
MeauunHckme nsgenms

FOCT P 51088-2013 MeguMuuHCKUE u3genus Onas ANArHOCTMKUM UH BUTPO. PeareHTbl, Habopsbl
peareHTOB, TeCT-CUCTEMbl, KOHTPOJIbHble MaTepuasnbl, NuTaTenbHble cpeabl. TpeboBaHusa K
n3genvsaM n noaaepXxuBarollent AOKYMeHTaunm

FOCT P 51352-2013 MeanumHckme nsgenus anasa AMarHoCTMKM MH BUTPo. MeToabl UCMbITaHUI
FOCT P 52905-2007 (MCO 15190:2003) JlabopaTtopumn MeAULMHCKME. TpeboBaHus
6e3onacHoCcTH

FOCT P NCO 15223-1-2020 Uzpenuns MeAULUMHCKME. CuMBOSbI, npuMeHseMble npu
MapKUPOBaHUN MEAMLUMHCKUX U3Aennid, Ha 3TUKETKaX WU B COMPOBOAMTENbHON AOKYMEHTauuu.
Yactb 1. OcHOBHble TpeboBaHus

FOCT P NCO 18113-1-2015 MeamumnHckme usgenus Ans AuarHoCcTuku in vitro. WNHdopmaums,
npenoctasnsaemas miarotosuteneMm (Mapkuposka). Yactb 1. TepMuHbl, onpeaeneHus u obwme
TpeboBaHus

FOCT P NCO 18113-2-2015 MeauumHckne msgenus Ans AmarHoCTukm in vitro. MHdopmaums,
npeaocTaBnsemMas M3rotoputenemM (Mapkuposka). Yactb 2. PeareHTbl Ans AMarHOCTUKMK in vitro
Ansa NnpodeccMoHanbHOro NpUMeHeHus

FOCT P NCO 23640-2015 N3penua MeauvUMHCKME ANA  AMArHoCcTMkM  in vitro. OueHka
CTabunNbHOCTN peareHToB AN ANArHOCTMKM in vitro

FOCT P 53022.3-2008 TpeboBaHuMs K KauecTBY KNMHMYECKNX nabopaTopHbiX ncciengosaHumn, Y.3.

MpaBuna oUueHKN KIIMHMYECKON MHPOPMAaTMBHOCTK labopaTopHbIX TECTOB

MpumeyaHuMe - YKaszaHHble Bbllle CTaHAapTbl 6blIM AEACTBYIOLWMMU HaA MOMEHT YTBEPXAEHWS
WHCTPYKLMW MO NMpUMEHeHWto. B fanbHeliweM, Npyn Noib30BaHUM AOKYMEHTOM, Lienecoobpa3Ho NpoBepUTb
[eCTBUE CCbITOYHbIX HOPMATUBHbIX JIOKYMEHTOB Ha TEKYLLMIA MOMEHT. ECn CCbITIOYHBIN AOKYMEHT 3aMeHéH
MAN U3MEHEH, TO Npu MPUMEHEHUM HACTOSILLEro J[AOKYMEeHTa cneayeT MoNb30BaThCs 3aMEHEHHbIM

(M3MEHEHHbIM) AOKYMEHTOM.

35



XJIAMU-TEH | WHcTpykuus no npuMmeHeHuio | 438-5 ot 28 nioHs 2024 roaa ) AHK-TEXHOJ1I0TUA

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 MONEKYNSPHO-
reHeTUYeCcKoM AMarHoCTUKWM K Apyroro nabopatopHoro npumeHeHums u ISO 13485 B obnacrtu
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MpunoxxeHue A

MapameTpbl TecTa, KOTOpble Heo6xoaQMMO BHECTU B nporpaMmMmHoe ob6ecneueHune

AeTeKkTupyrwmux amnampukartopos «ATnpaim», «ATnant»
npu Mcnonb3oBaHun Habopa peareHToB XJIAMU-TEH

B ¢pacoBke S

1) Konnuectso npobupok B Tecte - 1;
2) O6béM peakumoHHOM cMmecn — 35 MKn;
3) B okHe «[lporpamMmma amnindukaunm» BBECTU CNeaylolme napaMeTpbi:
Ne Yucno Pexcm
TeMmnepaTtypa, °C MUH C ONTUYECKNX Tun 6noka
6noka LMKNOB -
U3MepeHunn
80 0 30
1 1 Linkn
94 1 30
94 0 30
2 5 Lnkn
64 0 15 %
94 0 10
3 45 Lnkn
64 0 15 \
4 94 0 5 1 Lnkn
5 101 XpaHeHune XpaHeHune
V - peXuM onTUUYECKUX U3MEPEHNA
4) BHecTu cneaytowme napaMeTpbl KaHanoB AeTeKuUnn:
Fam Hex Rox Cy5 Cy 5.5
Chlamyd/alz BK ) ) )
trachomatis

1 - nonyckaeTcsa XpaHeHue npu Temnepatype 25 °C
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Mpuno>xeHue b

MapamMeTpbl Tecta, KOToOpble Heo6xoaAMMO BHeCTU B nporpaMMHoe obecneyeHue
AeTeKTUpyrwmux amnampukartopoB «ATnpainm», «ATnant»
npu ucnonb3oBaHuun Habopa pearentoB XJIAMU-TEH

B ¢pacoBke U
1)  Konuuectso npobupok B Tecte — 1;
2) O6béM peakUMOHHOM cMecn — 18 MK;

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

Pe>xxum
Ne Yucno
Temnepartypa, °C MUWH C ONTUYECKUX Tun 6noka
6noka LIMKNIOB -
n3MepeHum

80 0 5

1 15 Uunkn
94 0 5

2 94 5 00 1 Umkn
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 LUnkn

6 101 XpaHeHune XpaHeHue

V - peXuM ONTUUYECKUX U3MEPEHNA
4) BHecTu cneaytowme napamMeTpbl KaHanoB AeTeKUnn:
Fam Hex Rox Cy5 Cy 5.5
Chlamyd/alz BK } )
trachomatis

Homep 438-5
2024-06-28

1 - jonyckaeTcsa xpaHeHue npu TemMnepatype 25 °C
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	7.4.5 Встряхните пробирку 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 идентификато...

	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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