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cnucok COKPALLEHUA M OBO3HAUYEHI

B HacToSILLEN MHCTPYKLUMUM UCMONb3YHTCS CriedyHoLLe COKPALLEHNS 1 0603HaYeHNS:

RCF -0T aHrn, relative centrifugal force, oTHOCUTENbHOE YCKOPEHUE
BK - BHYTPEHHWUT KOHTPO/1b

an - LOBEPUTE/bHbIN MHTepBa

AHK - e30KCMPUBOHYK/IEMHOBAsH K1CIoTa
JAHKasbl - [le30KCUPNBOHYKeasbl

K- - OTpULATENbHbIA KOHTPO/IbHBLIN 06pasey,
K+ - NONOXUTENbHbIN KOHTPOSIbHLIV 06pasel,
KO - NabopaTopHbIN KOHTPO/bHBIN 06pasel,
HK - HyYKNenHoBble Kucnotbl (PHK n HK)
rnupP - NoMMepasHas LenHasa peakums
PHKasbl - pUboHyK/easbl

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



NUK-TEXHOMOUS VHCTPYKUMS NO MPUMEHEHUIO Nuct 3
KAHA-TEH JlnctoB 39

BBEAEHUE
KaHgnga  anbbukaHc  {Candida  albicans)  aBnsetcs YCNOBHO-NATOreHHbIM
MWKPOOPraHnU3MoM, CrnocobHa Bbi3blBaTb Takue 3ab0/ieBaHUA, KakK KaHAWMLO03 MOJI0BbIX OpraHoB
(MOMoYHULY), BarvHO3, KaHAVAO03  KULWIEYHWKa, KaHAWL03  CM3UCTbIX, CBA3@HHble  CO
3HAUNTE/IbHBIM YXYALIEHMEM Ka4vecTBa >XXU3HW. Takxe BO3MOXeH KaHAMA03 HOBOPOXAEHHbIX,
3apakeHVe TMpy KOTOPOM MPOUCXOAUT BO BPemMs pPoAoB. [laToreHes BO MHOrNOM CBfi3aH C
COCTOSAHMEM MaKpoopraHuama, B TOM YUC/Ie C UMMYHHbIM CTaTycOM, NMPUMeHEHNEM aHTUOMOTUKOB
LUMPOKOr0 CcrekTpa feicteua u T1.4. lNpumeHeHne Habopa peareHTOB Ans BbisBneHns AHK
KaHamabl anbbvkaHc {Candida albicans) no3BossieT CBOEBPEMEHHO BbIABUTL BO3OyAUTENA W
HasHauMTb JfleYeHVe, B TOM 4YUC/le N C WUCMOSb30BaHWEM creunpuyeckux npenapaTtos. Habop
peareHTOB MOXeT WCMo/b30BaTbCA A1 KOHTPOASA YCNELWHOCTU JieYeHUA MyTeM MOBTOPHbIX
nccnegoBaHnin. OTpuLaTebHbIA pe3ynbTaT UccefoBaHUA MO3BOASET UCKIKUMTL KaHAML03 npu
npoBegeHNN gnddepeHUnanbHON AMarHoCTUKN 3a601eBaHuA.
Cnncok nutepaTypsl
1. HO.K.CKpuNKuH. KoXHble 1 BeHepuyeckme 60M1e3HN. YUeOHMK ANnga Bpadeil n CTyJeHTOB
Mef. By30B. — Mocksa: "Tpuaga-X'", 2000. — C. 204-205.
2. Achkar JM, Fries BC. Candida infections of the genitourinary tract. Clin Micro Reviews.
2010 Apr; 23(2): 253-273.
3. Anaisse E. J., McGinnis M. R., Pfaller M. A. Clinical Mycology. Churchill Livingstone,
London, UK; 2003: 608 pp.
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1 NMPEAHA3HAYEHHOE NPUMEHEHWE
MonHoe HammeHoBaHMe Habopa peareHToB: Hab6op peareHToB Ans BbisiBAeHMs OHK
KaHamabl anbbukaHce {Candida albicans) meTogoM mnonuMMepasHol UEMHOM peakuuu
(KAHAO-T'EH), ganee no TeKCTy - Habop peareHTOB.
HasHaueHune: Habop peareHTOB rnpegHasHayveH Ans BbissneHna JHK kaHanabl anbbrvkaHc
{Candida albicans) metogom TLIP B 6Monornyeckom MmaTepuasne 4esioBeKa: COCKOObI
ANUTENNANBbHBLIX KNETOK (M3 YPOreHUTasIbHOro TpakTa, POTOr0TKMW, MPSAMOMA KULLKW,
KOHBIOHKTVMBBbI [/1a3a), MoYa, CEKPeT NpocTaTtbl, IAKYNAT.
DYHKLUMOHa/IbHOE Ha3HauYeHuMe: AuMarHocTumKa in vitro.
MokaszaHMA K MNPOBEAEHUI0 WCCNeA0BaHUA: CUMMMOTOMbl  UHQEKLMOHHOTO WK
BOCMa/IMTENbHOr0 3ab0/1eBaHMA MOYENosI0BOr0 TPakTa, KWLIeYHWKa, POTOr/0TKKU, rnas,
KOHTPO/Ib SIeYEHUA KaH4NAO03a.
MpoTBONOKa3aHUi K NPUMEHEHUIO HET.
MonynAunoHHbIE N feMorpauryeckme acnekTbl: NPUMeHeHUe Habopa peareHTOB He
3aBUCUT OT NOMYNSAUMOHHBIX U AeMOorpagmyecKnx acneKToB.
O6nactb MPUMeHeHUs: Habop peareHTOB MOXeT ObITb WCMNOAb30BaH B K/NHUKO-
ANAarHOCTMYEeCKNX NabopaTopusix MeULMHCKNX YUPEeXAeHWIA.
MoTeHuManbHble NONAb30BaTeNN:  KBIM(PUUUPOBaHHbLIA  MepcoHas, 00Y4YeHHbIN
MeTOoAaM MOJIEKY/IAPHON AMarHOCTUKN 1 npasuiaMm paboTbl B KIMHUKO-LMArHOCTUYECKOWA
nabopatopun: Bpad KNHMKO-AWArHOCTUYECKOW nabopatopun, denbguep-nabopaHT
(MeanUNHCKMIA NabopaToPHbIA TEXHUK).
MpyMeHATbL Habop peareHTOB CTPOro Mo Ha3HayYeHU COrnacHo AaHHOW MHCTPYKUMK MO

NMPUMEHEHNIO.
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2 XAPAKTEPUCTUKA HABOPA PEATEHTOB

Hab6op peareHToB KAH/-IEH BbinycKaeTcs B CneayoLnx BapnaHTax MCNOSHEHUS:
- MLP c peTekumein B pexkMme peasibHOro BPEMEHMU;
MLP ¢ ¢hnyopecueHTHON AeTeKLUMen Mo KOHEUHOWN TOYKE.

BapraHTbl MCMONHEHNS pa3NnyaroTca CNocobom AeTeKuunm amnnnguumpoaHHoi JHK
Candida albicans:
. «MUP ¢ geTekumeidi B pexxnme peasibHOro BpeMeHW» (MapKupyeTca - «Real-time») -
npefHasHayveH Ana getekumu pesynbTatoB [MLUP Bo BpeMa amnanukaumm ¢ MOMOLLbIO
AEeTEKTUPYHOLWMX aMNIMDUKATOPOB;
. «[UP ¢ nyopecueHTHOW [eTeKuueinl No KOHeYHOM Touke» (Mapkupyetca - «Flash») —
npegHasHavyeH [Ana  getekuun pesynbtatoB  TLIP  nocne  OKOHYaHWA  amnanukauum ¢
ucnosnb3oBaHmem lMLUP-geTekTOpA.
2.1. CocTaB Habopa peareHToB

2.1.1.  TUP c geTeKumnein B pexknme peasibHOro BpeMeHu

R1-P110-S3/9, (hacoBKa S, cTpunbl

HanmeHoBaHue . Konunyectso HoMuHanbHbIN
BHewHN1 BUg, .
KOMIMOHEHTOB NPo6MPoOK  06bEM KOMMOHEHTA
MNpo3payHasn GecLBeTHaA Un
Cwmecb anga amnnudumkauum, 12 cTpunos
po30Bas XUAKOCTb Moj no 20 mMKn

3arneyaraHHas napaguHom no 8 Npo6upok

BOCKO06pa3HbIM 6e/bIM C/10eM
PactBop Tag-nonumepassbl Mpo3payHasn 6ecuseTHas XULKOCTb 2 NPOBUPKU no 500 mkn

MNpo3payHas 6ecLBeTHas BA3Kasi

MwuHepanbHoe Macno 2 Npo6upKm no 1,0 mn
MacnsHUCTas XULKOCTb

MoNOXNTENbHBIN

Mpo3payHas becLBeTHas XNAKOCTb 1 npobrpka 130 MKN
KOHTPO/bHbIN 0bpaseLl)’ po3p U a -

KpbILWK® Ansa cTpunos 12 wr.

' - Ha 3TUKETKE KOMMOHEHTa Ansi Beex (hacoBOK «[MONOXKMUTENbHBIN KOHTPO/bHBINA 06pasel» yKasbiBaeTcs
KakK «K+»
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R1-P110-23/9, thacoBKa S, NpobupKu

HanmeHoBaHWe

BHeLUHWI BYA

KOMMOHEHTOB
CMech /15 aMr/IquKaLmK,

3arevaraHHas napamHom

PactBop Tag-nosmmepasbl
YKNAKOCTb

MwuHepasibHoe Mac/io

Mpo3payHas 6ecLiBeTHasA W
p030Bast XXNAKOCTb Moj,
BOCKOOOPasHbIM 6e/1bIM C/I0eM
Mpo3payHast 6ecLiBeTHas

Mpo3pauHas GecLiBeTHas BSi3KasT

MacC/TAHUCTaA >XKNAKOCTb

MonoXXnTENBbHbIN

KOHTPO/IbHbI 06pazeLr* YKNAKOCTb

Mpo3payHas GecLBeTHas

R1-P110-UA/9, thacoBka U

HanmeHoBaHWe KOMMOHEHTOB

Cwmech /151 aMMIMKaLWK
P030Bast XKUAKOCTb

Monumepasa TexHoTaq MAX
YKNOKOCTb

MLIP-6ycep

MonoXUTENbHBIN
KOHTPO/TbHb I 06paseL*

XNOKOCTb

YMAKOCTb

2.1.2.

BHeLuHWIA BUG,

Mpo3payHasa GecupeTHass Wi
Mpo3payHasn GecLBeTHasA BSA3Kas
Mpo3payHas GecLpeTHas

Mpo3pauHas GecLiBeTHas!

Konunyectso HoMWHa/bHB IV
NPOOUPOK  0OBEM KOMMOHEHTA
96 NpobrpokK no 20 MKn
2 NpobupKn no 500 mkn
2 Npo6upKU no 1,0 mn
1 npobupka 130 mKn
KonnuyectBo  HOMUHasIbHBIN
NPobrpoK  06BLEM KOMMOHEHTA
1 npobupka 600 MKn
1 npobupka 30 MKnN
1 npobrpka 600 MKn
1 npobupka 130 mKn

MLLP ¢ chnyopecueHTHOM feTeKL e Mo KOHEYHOM ToYKe

[E=3 F1-P110-51/1, dhacoBka S, npobupkm 0,5 mL

HavmeHoBaHVe KOMIMOHEHTOB

CMech /15 aMnmdvKaLmm,
3areyaTaHHasi napadgyiHOM

PactBop Tag-nonum bl
acTBop Tag-nonmmvepas ATKOCTb

MLIP-Gycpep (cboH) YULKOCTb

MwHepasibHoe Maco

MonoXKUTENbHBIN

KOHTPO/bHbI 0bpaseL™ XVAKOCTb

Bce KOMMOHEHTHI Ha6opa peareHToB

[OMO/THNTENbHOM MOArOTOBKM K paGoTe.

BHeLwHuiA Bug

Mpo3payHas 6ecLiBeTHas Win
po30Bast XXMAKOCTb Moj,
BOCKO0OOPa3HbIM 6e/1bIM C/1I0em

Mpo3payHas becLgeTHasA
Mpo3pauHas GecLseTHas
Mpo3spayHasn 6ecuBeTHas Bs3Kas

Mac/SHUCTas XXMULKOCTb
Mpo3payuHas GecLseTHas

roToBbI

HoMuHanbHbIN
KonunyecTtBo

06BbEM
NPo6GUPOK
KOMMOHeHTa

100 npobupok no 20 mMKn
2 NPo6MpKK no 500 MK

1 npobrpka 200 mKn

2 NMpobupKm no 1,0 mn

1 npobrpka 130 mKn

K NPUMEHEHMIO U He TpebylT

' - Ha 3TUKETKe KOMMOHEHTAa ANsi Bcex (hacoBOK «[M00XNTENbHbIN KOHTPO/IbHbIM 06paseL» yKasblBaeTcs

KaK «K+»
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KomnneKTHOCTb:
- Habop peareHTOB B 0f4HOM 13 BapuvaHTOB UCMO/IHEHUSA - 1 WT.
- MHCTPYKLNA Mo NPUMEHEHUIO - 1 3K3.
Bknagbiw -1 3Ks.
- MacnopT - 1 3K3.
2.2. KonuuectBo aHannsnpyemMmbix 06pasu,oB

Hab6op peareHTOB B (hacoBKe S paccumTaH Ha NpoBefAeHMe 96 onpeaeneHnii Ans BapnaHTa
ncnosHeHus «MLP ¢ geTekumein B pexxrme peasibHOro BpemeHu» 1 100 onpeaeneHunii Ans sapuaHta
ncnonHenns «MUP ¢ dayopecueHTHOM fAeTeKuueinl No KOHEYHON TOYKe», BK/OYasA aHaui
Hen3BEeCTHbIX 00pa3LLoB, OTPULATENbHBLIX KOHTPO/IbHLIX 006pasLoB, NOMOXKUTE/TbHbLIX KOHTPO/IbHbIX
06pasuoB 1 (HOHOBbIX MPOOMPOK. AnA BapuaHTa ucnosiHeHUsa «MLP ¢ geTekuuneid B pexume
peasibHOro BpeMeHW» NpesycMOoTPeHo He 60/1ee 24 NOCTaHOBOK, 151 BapuaHTa UcnosiHeHus «MLP
C (h/lyOpecCLEeHTHOM AeTeKLMe N0 KOHEYHOM TOUYKe» - He 6osiee 10 NOCTaHOBOK.

Habop peareHTOB B (hacoBke U paccumTaH Ha nposefeHne 96 onpegeneHnin npu ycnoBmm
nocTaHOBKM He MeHee 5 o06pasyoB B 0fHOM uccnefoBaHUM (3 HEM3BECTHbIX 06pasua,
oTpuLAaTeNIbHBIV U MONTOXUTENbHbIA KOHTPO/bHbIE 06pasLbl).

2.3. MpuHyMn metoga

MeTog: MonvmepasHas uenHas peakums (MLP) ¢ geTekuueln pesynbTaTtoB: B pexume
peasibHOro BpeMeHu, ¢ )1yOpecLLeHTHOM feTeKL el N0 KOHEYHON TOUKe; Ka4yeCTBEHHbIW aHaIun3.

MpuHUMN MeToAa OCHOBAH Ha WCMOMb30BaHMM Mpouecca amnandpukaumm AHK c
MOMOLLLbIO MONMMePa3sHoN LenHo peakumm (MLP). Mpouecc amMnangukaumm 3akniovaeTcs B cepun
NOBTOPSAKOLWMXCA UMKIOB TemnepaTypHoh feHaTtypauun [OHK, oDxura npainmepos ¢
KOMM/IEMEHTapHbIMW MOC/1eA0BaTe/IbHOCTAMM W NOC/EAYIOLWLen AOCTPONKN MOSUHYK/TEOTULHbBIX
Lenemn ¢ 3Tux npanmepoB Tag-nosmmepaso.

[nsa nNOBbIWEHNSA YYBCTBUTENIBHOCTM W CMELUPUUYHOCTA peakumn npesycMoTpPeHo
NPUMeHeHNe «ropsYero» CcTapTa, KOTOpbIi obecrneuvMBaeTcs AN (hacoBKM S METOAMKOM
NPUroTOB/IEHNA PeaKLUMOHHOW CMeCKu, COCTOSALLEA M3 ABYX CMOEB, pas3feNiéHHbIX MPOCNONKON 13
napadguHa. CmeLLeHVe C/I0EB M NPeBpaLLeHMe NX B PeaKLMOHHYIO CMEeCh MPOUCXOANT TO/IbKO Nocse
nnaBneHns napaguHa, YTo UCKIOYaeT Hecrneunuyecknii omkuUr npanmepos Ha AHK-muweHn
npyv Hava/lbHOM nporpeBe nNpooupku. «lopaunin» cTapT ans  dacoBkn U obecneymBaeTcs
MCronb3oBaHveM MosiMMepasbl, aKTUBHOCTb KOTOPOW 6/10KMpOBaHa aHTuTenaMu, akTusauums
(hepMeHTa NPOMCXOAMT TO/IbKO NOC/e NpeABapuTe/IbHOI0 NPOrpeBa peakLMoHHOW cmecn npu 94°C.
3TO UCK/THOYAeT HecneumMuyeckunii omKUr nparimepos Ha AHK-MuweHn npn Haya/lbHOM NPorpese

Npo6MpKN.
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B peakLUMOHHYI CMeCb AN aMnangukauun seegeHbl AHK-30HAbI, KaXXAbI U3 KOTOPbIX
HEeCET (h/TyOpPECUEHTHYO MeTKY M racutesb (hayopecueHunun. Mpu obpasoBaHMn cneuupuyHOro
npogykta [OHK-30H4 paspyluiaetcs, AelcTBMe racutenss Ha  (IyOPecUEHTHYH  MeTKY
npekpataeTcs, 4YTo BeAET K BO3PacTaHMIO YPOBHA (PNyOpecLeHLUn, KOTOPbIA (UKCUpyeTcs
JeTeKTUpyoLWumM amnangukatopomM nnv MNMLUP-getekTopom.

KonnyecTBo paspylUeHHbIX 30HA0B (@, CnefoBaTesibHO, W YPOBeHb (J1yopecLeHLnn)
yBeNIMUYMBaEeTCSA MPOMNoOPLUOHaNIbHO KOIMYeCTBY 00pa3oBaBLUMXCA CReumu{uyecKnx amnivKoHOB.
YpoBeHb 1yopecLEeHLNN N3MEPSETCA Ha KaXKAOM LIMK/IE aMnInuKaum B BapuaHTe UCMOJTHEHUSA
«[MLP ¢ geTekumen B peXXume peasibHOro BPEMEHM» WKW NOCMe NPOBEAEHUS amMnanguKaumm B
BapuaHTe ncrnosiHeHns «MLP ¢ hyopecLeHTHOM AeTeKLUMed M0 KOHEYHOM TOUKEY.

B coctaB cmecu gns amnavumkaumMm BKAKOYEH BHYTPEHHUA KOHTponb (BK), KoTopbii
npegHasHa4veH Ansi KOHTPO/IA NPOXOXKAEHMS NOMIMMePasHOM LLeNMHON peakuun.

B coctas AHK-30HZ0B, MCMNOMb3YOWMXCA A0S AeTeKUUM NPoAyKTa amnangpukaumn
nckomoii AHK, BkatoyeHa hayopecueHTHaa meTka Fam. B coctaB [JHK-30HA0B, MCMO/b3YHOLWNXCA
ANS [eTeKuMM NpoayKTa amMnanukaunum BHYTPEHHEro KOHTPOASA, BXOAUT (h/1yOpPeCcUeHTHbIN
KpacuTtenb Hex. B Tabnvue 1 npuBefeHbl KaHasbl AeTEKLUUM NPOAYKTOB amnangmKaunm.

Tabnuuya 1 - KaHasbl jeTeKuun NpogyKToB aMnandukaumm

Fam/Green HexA"eliow/Vic Rox/Orange CyS/Red Cy5.5/Crimson

Candida albicans BK - - -

ViccnepoBaHue cocTouT U3 criefytowmx atanos: BblgeneHne AHK (npobonogrotoska),
MnupP-amnmmkaums OHK Candida albicans v fgeTekums npoAykKToB amnangukaumm ¢
ncrnonb3oBaHnem Habopa peareHtoB KAHA-F'EH. lNMpu ucnonb3oBaHWM HabopoB peareHToOB B
BapuaHTe ucnonHeHnst «MLP ¢ pgeTekuuMen B pexunme peasibHOro BpemMeHW» aTanbl [MLP-
amnnndmkaumm AHK n getekunn JHK coBMeLLEHbI.

2.4. Bpemsa npoBefeHua aHanm3a (BkAwYad NpobonoAroToBKy): OT 2 4acoB

(B 3aBMCUMOCTM OT KOMMYECTBA 06pa3L,0B U NCNONb3YEMOro Habopa/KOMMNEKTa peareHToB

Ans sblgenenHms AHK).
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3. AHANTNTUYECKNE N ANATHOCTUNYECKUME XAPAKTEPNCTUKWN
3.1 AHanuTunyeckasa crneyngpmnyHocTb

B o6pasuax 61Monornyeckoro Mmatepuana venoBeka, cogepxxawero AHK Candida albicans,
nporpammHoe obecriedeHune MLP-geTekTopa («MLP ¢ hnyopecueHTHOM AeTeKumneld Mo KOHeYHOM
TOUKe») WM AeTeKTupyowero amnangukatopa («MLP ¢ geTekunei B pexume peasibHOro
BPEMEHWU»)  [OO/DKHO  PErucTpupoBatb  MOMOXKUTENbHbIN pesynbTar  amnaudukaumm
crieumngmyeckoro npogykra (parmeHTta reHoma Candida albicans).

B obpasuax 6uonormyeckoro marepuana, He cogepxawero AHK Candida albicans,
nporpaMmMHoe obecneyeHne [eTeKTUpYlOLero amnaudukaropa wnm MLUP-geTekTopa LOMXKHO
perucTpvpoBaTb OTpUUATeNbHbIA  pe3ynbTaT  aMrnukaumn  cneunpuyeckoro npoayKra
(bparmeHTa reHoma Candida albicans) ¥ NONOXWTENbHbIA pe3ynbTaT amnAnpuKaymm
BHYTPEHHEr0 KOHTPOJISA.

lMokaszaHOo OTCYTCTBME HecneuuuUyecKnX NnofoKNTEeNbHbIX Pe3ybTaToB amnaMpukaumm
npn Hannumn B obpasue AHK Ureaplasma urealyticum, Gardnerella vaginalis. Mycoplasma
genitalium. Mycoplasma hominis. Chlamydia trachomatis, Ureaplasma parvum. Neisseria
gonorrhoeae, Candida glabrata, Candida tropicalis. Streptococcus spp.. Staphylococcus spp., a
Takke AHK yvenoseka B KoHUeHTpauun o 1,0x10* konuii/mn obpasua
3.2. NHTepdepupytou e BelLecTBa

Hannuune uHrnéutopos MMLP B o06pasue 6M0N10rMyecKoro martepuana MOXeT ObITb
NPUYNHOM  COMHUTENbHbLIX  (HeonpeaenéHHbIX/HeLOCTOBEPHbIX)  pe3ynbTaToB.  [1pu3HaKOM
nHrnébuposaHma T[ILIP aBnseTcA OAHOBPEMEHHOE OTCYTCTBME ammnInpUKaumMym BHYTPEHHEro
KOHTpPONSA M cneumduyeckoro npogykra (cm.2.3, 9.4, 9.5).

K nHrnéutopam IMLP oTHOCATCA cnefytoL e BewwlecTBa: NPUCYTCTBUe B 06pasLe Cnmsu,
npumecei KpoBu; Ny6puKaHTbl, Ta/lbK, MECTHbIE /leKapCTBeHHbIE Npenaparthbl.

[na cHWKeHNA KonnyectTsa MHrMomnTopos MNLP Heobxognumo cobnojaTe npasuia B3ATUA
6rvonornyeckoro mMartepuana. MNpv nofo3peHNn Ha Hamuve B obpasue 60/bLLIOr0 Ko/M4vecTBa
nHrnémtopos TLIP pekomeHayeTcs BbloMpaTb MeToAbl BblgeneHna [OHK, nossonstoLime
MaKCUMa/IbHO yaanuTb MHrnémTopbl MLP 13 o6pasya, He peKOMeHAYeTCs UCNOo/b30BaTb IKCMpecc-
MeToAbl BblgeneHna AHK.

3.3. Mpenen o6HapyxxeHns
5 konuin AHK Candida albicans Ha amnAMUKauMoHHY NPoBMpPKY.
Mpeaen o6Hapy>XeHWs1 YCTaHOB/IEH MYTEM aHaNM3a CePUINHbIX Ppa3BefeHMin N1abopaTopHOro

KOHTpPO/IbHOr0 o6pasua (JIKO). Ana Kaxk[on KoOHUeHTpaumm 6b1710 NpoBeAeHOo 94 onpegeneHus.
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KoHueHTpaumsa JTIKO, Konnyectso %
KOMWi Ha aMnIMUKALOHHYHO Konwectso MOJIOXKUTENbHBIX MOJIOXKUTE/TBbHBIX
MoBTOPOB
NPoBUPKY pesynbTaToB pesynbLTaToB
10 94 94 100
5 94 94 100
2 94 42 44.6
0 94 0 0,0

npumedaHue - [pegen obHapyxeHnss OHK Candida albicans B 06pasue 3aBMCUT OT MeToAa

Npo6onoAroToBKM 06pasLa M KOHeYHoro o6bémMa BbigeneHHon HK (06bEma antoumn).
Mpumep:

Mpeaen o6Hapy»XeHM 5 Konnid Ha aMNANGIMKALMOHHYHO NPOGUPKY COOTBETCTBYET C/IeAYHOLLIMM 3HAYEHUSIM
KOHUeHTpauyn AHK Candida albicans npy ucnonb3oBaHUM HabopoB/KOMMIEKTOB /11 BblAe/ieHMs
HYKenHoBbIX K1cnoT nponssogctea OO0 «HIMNO JHK-TexHomorms»:

KoMnieKTbl 4N BblAeNeHNA HYKEeMHOBbIX KNCOT
Oo6paszey, MPOBA-MUY-PATINL

MPOBA-HK MPOBA-TC npu anwouun B MPOBA-
( p300 MKLIt'I) PAMNA
- Cockob aNUTeNNanbHbIX
KNeTok B 500 MK/
TPaHCMNOPTHOI cpegpl;
- Oakynat B 500 wmKn
TPaHCMNOPTHOM cpegpbl; v50 v100 v300 500
Konuit/obpasel,  konuit/o6pasell Konwuit/obpasel, Korwii/obpasel,

- Cekpet npocTaTbl B 500 MK
TpaHCMNOPTHOl cpegpl;

- Moua (npu BblgeneHUn u3
1,0 mn o6pasua)

3.4. JunarHoctuyeckune xapaKTepnucTuku
KonnyecTtBo o06pasyos () -491;
[unarHoctmnyeckasa YyBCTBUTENbHOCTb cocTaBnsAeT (95% AN) - 98,3% (96,0-99,2%);

[unarHoctuyeckas cneumnguuHoOCcTL coctasnsaet (95% AN) - 99,4% (98,1-99,9%).
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4. MEPbI MPEJOCTOPOXHOCTU

OpraHunzauma pabotbl [LIP-nabopatopun, o060pyaoBaHMe W MaTepuasibl  JO/DKHbI
cooTBeTCTBOBaTb TpeboBaHMsiM TOCT P 52905-2007, MeToANYECKMX YKazaHuii MY 1.3.2569-09
«OpraHuzauusa paboTbl nabopaTtopuii, UCNOMb3YIOWNX MEeTOAbl aMMIMpUKaUUM HYKIEUHOBbIX
KNCMOT, Npu paboTe ¢ MaTteprasioM, CoAepXaLlinm MMKpoopraHnsmbl 1-1V rpynn naToreHHocTu», ¢
cobngeHneM  caHUTapHbIX  NpaBuil U Hopm  CaHlnH  3.3686-21 «CaHuTapHo-
3aNNLEeMNONIOrNYecKme TpeboBaHUA No NPoUIaKTUKE NHPEKLNOHHBLIX 601e3HEN».

HeunsBecTHble 06pasubl paccMaTpyBalOTCA Kak MoTeHumasibHo-onacHble. Mpu paboTe ¢
HabopoM peareHTOB c/efyeT HaZeBaTb O4HOPA30Bble rMepyaTKu 6e3 TasbKa.

Mpn paboTte ¢ MuKpoopraHusmamu I-1V rpynn naTtoreHHOCTW BbIGOP TUMa 3aWMTHOrO
KocTioma (paboueil ogexabl M CPeAcTB MHAMBUAYasIbHOM 3aliMTbl) MPOBOAUTCA B CTPOroMm
COOTBETCTBUU C CaHUTAPHbIMK NpasuiaMmm n Hopmamn CaHllMnH 3.3686-21 v onpegensieTcsa BUAOM
BO30yAnTENs, paboyein 30HOI, OCHaLLEHEM ee BOKCaMuM BMOI0OrMYecKon 6e30MacHOCTM.

CnepfyeT UCNOMb30BaTb TO/IbKO 04HOPa30Bble HAKOHEYHUKWN U MPOBUPKMN.

He ponyckaeTcsa MCNONb30BaHUE OAHMX W TeX e HaKOHEYHMKOB npu 06paboTke
pasznnyHbIX 06pasLoB 6MOI0rMYeCcKOro Martepuania.

K pa6ote c HabopoMm peareHTOB [OMNYCKaeTCA MepcoHas, O060yYeHHbIR MeToham
MOMEKYNAPHOWN AUArHOCTUKM U npaBuiam paboTbl B KIMHUKO-AMArHOCTUYeCKOon nabopaTopun.

BbigeneHne AHK cneayeT npoBoanTb B 60Kcax 6uonornyeckoi 6esonacHocTtu |l knacca.
MogroToBKy K MNMLP ¢ ncnonb3oBaHnem Habopa peareHTOB BO3MOXHO NpoBoauTb B ML P-60Kcax.

3anpeLyaeTca nepemelleHve slabopaTopHOro o6opynoBaHusA, B TOM 4ucie [03aTOPOB,
LUTaTUBOB, NabopaToOPHOM NOCYAbl, XasiaToB, rO/IOBHbIX YO6OPOB W Mp., a TakXe pacTBOPOB
peareHTOB U3 O4HOr0 NOMELLEHMSA B APYroe.

[o3aTopbl JO/HKHbI 6bITb COOTBETCTBYHOLLMM 06pa3oM rMoBepeHbl (B aKKPeAUTOBAHHbIX
nabopatopusax) 1 NPOMapKMUpoBaHbI.

Mcnonb3oBaHHble 04HOPa30Bble NPUHALIEXHOCTU (NPOBUPKK, HAKOHEYHWKU W [p.)
JO/MKHbI  cOpacblBaTbCA B KOHTeliHep AN MeAUUMHCKUX  OTXOA0B,  COAepKaliuii
AesvHUUMpyowWwmin pacteop (Npy He06Xo4MMOCTN).

MoBepXHOCTM paboymx CTOMOB, a TaKXe NOMELLEHNSA, B KOTOPbIX MPOBOAUTCS BblAe/IeHne
HK un noctaHoBka TLIP, cnesyeT o6s3atefnibHO, 40 WM Mocfie npoBefeHUA paboT, obnyyaTb ¢
NMOMOLLbIO 6aKTEPULMAHBIX YCTAHOBOK B TeveHne 30 MUHYT.

Bce noBepxHOCTWM B nabopatopun (paboume CTONbI, WITaTMBbLI, 060pyAoBaHMEe U ap.)
eXeHeBHO NOABEPratoT BIAXKHON YOOPKe C NPUMeEHEHMEM Ae3VHMULNPYHOLLMX/MOOLLUX CPEACTB,

pernamMeHTUPOBaHHbIX CaHUTapHbIMW NpasuiaMmm 1 HopMmamu CaHllMvH 3.3686-21.
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NHCTPYKLUMSA NO NPUMEHEHUIO

AN OHKTEXHONOTNA KAH/-TEH

BHUMAHWE! YtunnsnposaTb 0TX0A4bl ¢ NpogyKTamu MLP Heo6X04MMO TO/IbKO B 3aKPbITOM
BUAe. He fonycKaeTcs OTKPbIBaTb NPOOMPKM NOCcne aMnanmKaunm, Tak Kak 3T0 MOXKET MPuBECTU
K KOHTamuHaumn npogyktamu MLP (MY 1.3.2569-09).

Mpn wncnonb3oBaHWM Habopa peareHTOB B KJ/IMHMKO-[MArHOCTUYeCKOlM nabopatopun
obpasyloTcs 0TX0A4bl Kracca B, KOTOpble YTWIM3MPYKOTCA B COOTBETCTBMM C TpeboBaHUSAMMU

CaHUTapHbIX CaHlnuH 2.1.3684-21

npasun 1M HOPM «CaHNTapHO-3NUemMNoIornyecKkune
TpeboBaHMs K COEPXKAHMNIO TEPPUTOPUIA TOPOACKMNX U CeIbCKUX MOCENIEHUIA, K BOAHbIM 00beKTaM,
NUTLEBOI BOLE W MUTLEBOMY BOLOCHAbXEHWIO, aTMOC(EPHOMY BO3AYyXYy, M0YBaM, XWU/bIM
NOMELLLEHVAM, 3KCMJyaTauun Npov3BOACTBEHHbIX, 0OLLECTBEHHbIX MOMELLEHWA, opraHm3auum u
NPOBEAEHNIO CaHUTaPHO-NMPOTUBO3ANUAEMUYECKIMX (MPOUIAKTUHECKNX) MEPONPUSATUR.

OnacHble KOMMOHEHTLI B Ha6ope peareHToB

KOMMOHEHT Ha6opa Hal'IVIl—II/IB/OTCyTCTBVIe OMnacHOro KOMMOHEHTa

peareHToB

CMecb ana amnaugukaumm,
3aneyaTaHHas napaguHoOM
PacteBop Tag-nonumepassl

dacoBka S

HeT onacHbIX BeLlecTs

HeT onacHbIX BeLLlecTs

YKa3aHue Ha pUckKu
dacoBka U

MwuHepanbHoe macno
MLIP-6ytep (hoH)

Cwmecb ans amnammkaymm
Monnmepasa TexHoTao MAX
MuP-6ydep

HeT onacHbIx BeLecTs
HeT onacHbIX BelLecTB - -
HeT onacHbIX BeLLECTB
HeT onacHbIX BeLecTs
HeT onacHbIX BeLLEeCTB -
fABnsetca 6e30nacHbIM
LN KOHEYHOro
nosb3oBartens

Mpu pa6oTe ¢ HaGOPOM peareHTOB C/efyeT UCMo/b30BaTh CPeAcTBa WMHAMBUAYasIbHOM

MoN0XNTENbHBIA KOHTPOMbHBIA
obpasel,

A3ung HaTpusa MeHee
0,1%

A3ung HaTpus MeHee
0,1%

3alMTbl ANS NPeoTBPaLLEHUsl KOHTaKTa C OpraHvM3MoM 4efioBeka. locne OKOHYaHWst paboThbl
TLLATE/IbHO BbIMbITb PYKW. V136eratb KOHTaKTa ¢ KOXel, rnasamm 1 ennsncTbiMn 060104Kamu.

Mpwn 1Mcnosib3oBaHWM MO Ha3HAYEHWIO U COBMIOAEHMM Mep NMPEAO0CTOPOXXHOCTU KOHTAKT C
OpPraH13MOoM Yesl0BeKa UCKJTHOYEH.

He ncnonb3oBaTb HA6op peareHToB:

- NPV HapYLLEHWUM YCIOBUIA TPAHCMOPTUPOBAHUS U XPaHEHWS;

- NPV HECOOTBETCTBMM BHELLHEro BUAa peareHToB, YKasaHHOro B MacropTe K Ha6opy

peareHToB;
- NPV HapyLeHUN BHYTPEHHe YyNakoBKM KOMMOHEHTOB Habopa peareHToB;

- MO NCTEeYEeHNH0 CPpOoKa rogHocTun Ha60pa peareHToB.

MpumeyaHue - Habop peareHTOB He COAEPXWUT MaTepuasoB 6MONOTMYECKOro MPOUCXOXAEHUS,

BELL,ECTB B KOHLIEHTPaLMsX, 06/1a4a0 WX KaHLEPOTreHHbIM, MyTareHHbIM AelicTBMEeM, a TaKXXe BN LW NX
Ha pPenpoAyKTUBHYIO (YHKLMIO 4YenoBeka. [pu UCNOMb30BaHMM MO Ha3HAYeHUIO M CO6IOAEHUN Mep

NpefoCTOPOXKHOCTU AB/MSIeTCS 6e30MacCHbIM.
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5 OBOPYLOBAHWE NN MATEPUA/DbI
MNpu paboTe ¢ HabopoM peareHTOB TPebylOTCA crefylouimMe 060pyaoBaHMe, peareHTbl U

pacxoiHble MaTepuasib:

Real-time
O6opypaoBaHue, peareHTbl U pacxoAHble MaTepuanbl dacoBka  dacoBka Flash
S 7
MLP-60kc fa fa Ja
amnnmqwlmaTop C fleTeKLMel B peXXnme peasibHOro na " Het
BPEMEHMN

JetekTop thnyopecueHumnmn 4P-520/560-« KN H>»,

000 «HINO gHK-TexHonoruna», Poccus,

PY Ned®CP 2007/01274 HeT HeT fa
nnn OetekTop hayopecueHTHbIM «AXKWNH-4», OO0 «HMO

OHK-TexHonorusa», Poccus, PY Ne ®@CP 2007/01249

TepmocTat nporpammmpyemblid TM4-MLP-01-«Tepymnk»,

000 «HINO AHK-TexHonorunsa», Poccus, HeT HeT fa

PYNedCP 2007/01275

MUKPOLIEHTPUYra-BopTeKC na aa aa

POTOP 4151 MUKPOLEHTPU(YTN-BOPTEKCA A4/151 CTPUMOBaHHbIX HeT

. fan aa

NpobMpoK 06bEMOM 0,2 M/

X0N0ANNBHUK C MOPO3U/IbHOM KaMepoi na na fa

LTaTnB «paboyee MecTo» 41 NPO6UPOK 06bEMOM 0,2 Mn fa i HeT

LUTaTUB «paboyee MecTo» 411 CTPUMOBAHHbIX MPOBMPOK A HeT
) JiF:| HeT

06béMoM 0,2 Mn

LTaTnB «paboyee MecTo» AN NPobupok o6bEmom 0,5 mn HeT HeT aa

wTaTuB <thabouee MeCTO» A5l NPO6UPOK 06bEMOM 1,5 Mn fa fa na

[03aTopbl MEXaHNYECKNE NN INEKTPOHHDbIE
OAHOKaHaJ/1bHbl€ C NePeEMEHHbLIM 06bEMOM, nosposidowne

oTbupatb 06BEM xungkoctn 2,0-20 mkn, 20-200 mkn, 200- Aa Aa Aa
1000 mkn
0[HOPa30Bble HAKOHEYHVKM C PUNLTPOM 415
noslyaBTOMaTUYeCKMX [03aTopoB, cBO60AHbIE 0T PHKa3 1 aa aa ha
OHKa3, 06bémom 20 MKN
04HOpPa30Bble HAKOHEYHVKM /1A M0/lyaBTOMaTUYECKUNX
fo3aTopos, cBob6ogHble 0T PHKa3 n IHKa3, 06bémom na a fa
200 mkn, 1000 mMkn
LITaTMB /19 [103aTOPOB aa Ja ha
NPOBMPKN MUKPOLEEHTPUPYXHbIE 06BEMOM 1,5 M1 €
KpbliwKamn, cBo6ogHble oT PHKa3 n JHKas Aa ha Aa
NPO6GVPKM aMnNANgUKaLMoHHble 06béMom 0,2 M ¢ Het s HeT
KpbILLKaMu
04HOpa3oBble NnepyaTky MefULUNHCKIME, 6e3 TasbKa, na na na
TEKCTYPUPOBaHHbIE
EMKOCTb /19 cbpoca MUCnosib30BaHHbIX HAKOHEYHUKOB,

Aa Aa Aa

NPO6GUPOK 1 AAPYTMUX PacXoAHbIX MaTepraioB

’ - anee no TEKCTY - AEeTEKTUPYIOWMIA aMnanguKaTop; TpebyeMble NapameTpbl AeTEKTUPYIOLLMX aMMIN(UKATOPOB
yKasaHbl H/Xe
- TONbKO Ans hacoBKM S, CTPUMbI
- TONbKO A/151 PYYHOTO [031POBaHus
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Real-time
O6opypoBaHue, peareHTbl U pacxof4Hble maTepuanbl dacoBka ®acoska Flash
S n
TpaHcrnopTHas cpefa (Npn Heo6Xo4MMOCTI) aa aa aa

thmsnonormndeckmin pacteop (0,9% NaCl) cTepwibHbIit
(Mpn Heob6xoAMMOCTN)

YCTpoicTBO fo3vpytolee ATcTpuM B BapuaHTe
nucnosiHeHma 12M1 wam 15M1, OO0 «HIMNO AHK- HeT pa’ HeT
TexHonorus», Poccns, PY Ne P3H 2015/2982

0f4HOpa30Bble HAKOHEYHNKN C (OUIbTPOM 415 LO3MPYIOLLErO

ycTpoiictBa ATcTpum B KoMnnekTaumm *M1, cBo60AHble OT

Aa Aa Aa

PHKa3 n HKa3, 06bémom 200 MK/ UM PeKOMeHL0BaHHbIe HeT ga’ HeT
L1 aHaNNOTMYHOI0 UCMO/1b3YeMOro 4O3MPYIOLErO
ycTponcTea
YCTPONCTBO ANs 3aneyaTbiBaHUS NaaHWweTosB JTnak, ,
000 «HMO [AHK-TexHoMorms» HeT Aa HET

eHTpudyra ¢ RCF He HMWXKe 100, ¢ aganTepom s ,
;MKpF;n(ﬁ};HLueTOB © ! P HeT Aa HET
NnosMMepHan TepMor/ieHKa 415 3anevaTbiBaHWA ,

HeT na HeT

MUKPONAaHWweToB 384 NyHKU
MuKponnaHwet MUP 384 nyHkn HeT aa’ HeT
Habop/KoMnneKT peareHToB 415 BblgeneHna HK 13 6ronornyeckoro mMatepuana’™:

- KomnnekT peareHToB 4151 BbleneHns HyKnenHosbix KucnoT MPOBA-HK/TTIPOBA-HK-TJ/THOC
no TY 9398-035-46482062-2009 B hopme KomnnekTaumn: komnnekt MPOBA-HK, OO0 «HIMO
OHK-TexHonoruna», Poccns, PY Ne ®CP 2010/08867;

- KomnnekT peareHToB And BbigeneHna AHK no TY 9398-037-46482062-2009 B ¢hopme
KOMI/IeKTauum: MPOBA-TC, 000 «HIMO OHK-TexHonormna, Poccus,
PY Ne ®CP 2010/08696;

- Habop peareHTOB Ana BblgeNeHNA HYKenMHoBbIX KucnoT MPOBA-MY no TY 9398-088-
46482062-2016 B hopme komnnektaunmn NMPOBA-MY-PAMNLI, OO0 «AHK-TexHonornsa TC»,
Poccnsa, PY Ne P3H 2017/5753;

- KomnnekTt peareHTtos gns BoigeneHnsa AHK MPOBA-PAMNA no TY 9398-015-46482062-2008
000 «HIMNO AHK-TexHonorusa», PY Ne ®@CP 2008/02939

Habop peareHTOB NPUMEHSAETCA C AETEKTUPYIOLWMMN amMnangrkaTopamm naaHLWeTHOro u
POTOPHOrO TUMa c CUCTEMON AeTeKLMN (hIyOPeCLLeHTHOI0 CUrHasa B peXxnMe peasibHOro BpemMeHu,
3aperncTpuUpoBaHHbIMW B YCTAHOBMIEHHOM Mopsigke B P® 1 COOTBETCTBYHOLWMMU CReAyHOLWUM
TpeboBaHWAM:

- obecneumBaeTcs pabota ¢ 06 bEMOM peaKLMOHHON cMmeck 35 MK (hacoBka S) nnm 18 Mk
(dhacoBka U);

- obecneumBaeTcs paboTa ¢ diyopodopamn: Fam, Hex (Vic);

- noforpeBaemasi KpbillKa ¢ TemnepaTypoin 6onee 100 °C;

- CKOpPOCTb HarpeBa He MeHee 2 °C/cek;

- CKOPOCTb OXNaXkaeHns He MeHee 1 ®C/cek;

- TOYHOCTb NOJAAEPXXaHMS 1 OIHOPOAHOCTb TeMMepaTypbl He 6onee + 0,4 °C.

- TONILKO [}/19 aBTOMATU3NPOBAHHOIO [JO3VPOBaHUA
A~ BO3MOXHOCTb UCMOJb30BaHMsA Habopa/KoMMeKTa peareHToB Ang Buigenenuns JHK Candida albicans onpegensetcs
BW/OM 61OMOTMYECKOr0 MaTepuana
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Ona paboTbl ¢ HabopoM peareHTOB Ba/MAMPOBaHbl Clefyolie [eTeKTUPYHoLLne
amnAMuKaTopbl:
- «OTnpaiim» (Mogndmkaumnsa «AOTnpainm *M*»), OO0 «HMO AHK-TexHonorus», Poccus,
PYNedCP 2011/10229;
- «ATnpaim» (Mognpukauua «ATnpanm *X*») O00 «HMO [AHK-TexHonorus», Poccus,
PY Ne ®CP 2011/10229 (TonbKo AN Habopa peareHToB B (hacoBke U /19 aBTOMaTU3MPOBAHHOIO
[03MPOBaHNSA);
- «OTnaim» (Mogugmkaumsa «OTnait *S*»), OO0 «HMO [OHK-TexHonorus», Poccus,
PY Ne ®CP 2011/10228;
- Rotor-Gene Q, QIAGEN GmbH, lNepmaHusa, PY Ne ®C3 2010/07595 (Tonbko ana Habopa
peareHTOB B (hacoBKe S, Npobupku; B hacoBke U ana pyvyHoOro 4o3npoBaHus);
- CFX96, buo-Pag Nabopatopues, NHK; CLLUA, PY Ne ®C3 2008/03399;
- Applied Biosystems QuantStudio 5, «Jlaid TekHonomkuc XonguHre Mre. J1Ta.», CuHranyp,
PY NeP3H 2019/8446.

Mo BompocaM MPUMEHEHMA AETEKTUPYHOLMX aMNINPUKATOPOB, He YKa3aHHbIX BblLLE,
TpebyeTcs cornacoBaHue ¢ NPOM3BOAMTEleM Habopa peareHToB.
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6. AHANMN3NPYEMbBIE OBPA3LbI
6.1. MaTepunan anga nccnefoBaHus

[ns viccnegoBaHMs UCMONb3YOT COCKOObI ANMUTENNAIbHBLIX KNETOK (M3 ypOreHUTasibHOro
TpakTa, POTOrN0TKKY, NPSMOA KULLKW, KOHBbIOHKTUBbI rN1asa), Moyy, CeKpPeT NpocTaTbl, 3AKyNST.

6.2. O6uwune TpeboBaHMA

WccnegosaHne metogom  TLP  oTHoCcUTCA K MpAMbIM - MeToZam  /1abopaToOpHOro
nccrefoBaHms, NO3TOMY B3sTME OMONOTMYECKOro MaTeprana YenoBeka Heo6XoANMMO NPOBOAUTL U3
MecTa SloKanmsaLmm MHPeKLNOHHOMo npotecca. PelleHne 0 HeO6X04MMOCTHY 1ccefoBaTb Ty UN
WHYIO JloKa/in3aumio NpUHUMaeT JfledalmMii Bpad Ha OCHOBaHUM COO6PaHHOro aHamHesa W
KNIMHWNYECKO KapTWHbI 3a60/1eBaHNS.

[N nony4vyeHMs KOPPeKTHbIX Pe3y/ibTaToB 60/1bLUOe 3HaYeHWe MMEET KayecTBO B3ATUSA
obpasua 6uomatepuana ANA UCCMNEfOBaHWSA, €ro XpaHeHue, TpPaHCMOPTUPOBaHWE W
npegsapuTenbHasa obpaboTka.

HenpaBunbHoe B3ATME GMoMaTepuasia MOXeT MPUBECTU K MOSTYYEHUIO HeJ0CTOBEPHbIX
pe3ynibTaToB W1, BC/IEACTBME 3TOr0, HEO6XOANMMOCTM €ro NOBTOPHOI0 B3ATUA.

Ha aTane nogrotoBku 6uomMartepuana Ucrnonb3ynTe HAKOHEUHUKUN C (OUIbTPOM, CBOOOAHbIE
oT PHKas n JHKas.

[na npefoTBpalleHns KOHTaMMUHaUMM OTKPbIBaiTe KPbILWKY TObKO TOW MpPoOMpKK, B
KOTOpyto OygeTe BHOCUTb O6MONOTrMYECKUIA MaTepuas, W 3aKpblBaiTe ee nepeg paboToi co
cneaytouleii NPo6MPKONA.

MpumeyaHune - BsaTue, npegBapuTeNbHY0O 00paboTKY, XpaHeHWe U NepeBO3Ky, Mepegady
nuccrefyemMoro Matepmana B Apyrue opraHmsaumm ocyLLecTBASAOT COr/lacHO UMHCTPYKTUBHO-METOAMYECKUM

[OKYMEHTaM, PerfiaMeHTUPYIOWMUM  BbINOJTHEHWE WCC/Ie[0BaHNA B COOTBETCTBUW C TpeboBaHMAMMU
MY 1.3.2569-09 n CaHllunH 3.3686-21.

6.3. B3aTue matepuana Ha uccregosaHue
BHUMAHWE! MMepeg BbigeneHem AHK MoxeT noTpeboBaTbCs NpeasapuTe/ibHas o6paboTka
o6pasuoB 6uonornyeckoro marepuasa (6.5).
6.3.1. CoOCKOOHOe O0TAensiemMoe YpPOreHUTanbHOro TpaKTa (UepBUKANIbHOIO KaHana,
Bnaranuuia, ypeTpbl), pOTOr10TKU, NPSAMONA KULLIKWN, KOHBbOHKTUBbI F1asa

B3AaTne maTepmana OCyLecTBNAIOT C MOMOLLbIO CheunanbHbIX MEAUUMHCKUX U3[eNUiA,
NMEIOLLMX PerucTpaumoHHble YLOCTOBEPEHUs, COrfiacHO YCTaHOBJ/IEHHOW B 3aBUCUMOCTU OT
MCTOYHMKaA 6MOTIOrMYECKOro Matepuana npoueaype.
BHNMMAHWE! WVcnonb3oBaHue LNTOLETOK ANs B3ATUSI COCKOO0OB 13 YPOreHUTabHOIro TpakTa

NpPOTMUBOINOKasaHOo Mnpu 6epemeH HOCTW.
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OrpaHuyeHune metogan

npu B3ATUM COCKOOOB M3 YPOreHUTa/IbHOr0 TpakTa - MeCTHOe MpPUMeHeHue
NIEKapCTBEHHbIX npenapaToB, Y3W BarvHajsbHbIM [JaTyMKOM MeHee 4eM 3a 24 yaca Ao
nccneoBaHus;

NPV B3ATUM PEKTa/IbHbIX COCKO60B - NCMOJIb30BaHMeE PEKTa/IbHbIX CBeYel, cnabuTenbHbIX
npenapaToB, MeANKaMeHTOB, COAePXKaLLMX BbICOKNIA NPOLEHT XKene3a, KONbMOCKONUA MeHee YeM
3a 48 yacoB A0 uccnefoBaHuUA.

B3ATne cocko6oB npoBoANTCA:

- B 0fHOpa30Bble MacTUKOBbIE MPOOUPKM 06BLEMOM 1,5 M/, B KOTOpble NpeABapuUTenbHO
BHeceHo 300-500 MK CTepUIbHOro MU3N0I0rM4ecKoro pacTeopa;

- B MNpPoOOGMPKM C TPaHCMOPTHOW Cpeaol, npefHasHa4YeHHOW MpPOM3BOAUTENEM  ANS
TPaHCNOPTUPOBAHUS U XpaHeHMs1 00pasuoB 6monornyeckoro matepuana ansa MLP-
nccnefoBaHui;

- B npobupkn c peaktnsoMm «MPOBA-PAMWAO» (npoussogutens OO0 «HMO AHK-
TexHonorns»).

MpumevaHue - «IMPOBA-PAMNA» He pekomeHayeTca ansa BblgeneHna OHK u3 cockoboB U3
YPOreHNTa/IbHOro Tpakrtay My>X4uH.

BHUMAHWE! B3atue maTepuana B npobupkun ¢ peaktusom «MPOBA-PAMNA»
OCYLLLeCTBAISAETCA CyxXuMm 30HAOM! Heob6X0AMMO MCKAKUYUTb KOHTaKT pacTBOPOB C KOXEMN,
rnasamu n cM3UCTbIMU 060/104KaMMU.

B3aTne martepvana nNpoBOAMTCA B COOTBETCTBUW C WHCTPYKUMAMW MO MNPUMEHEHUID
NCMoNb3yemMbIX HAO0POB/KOMMNEKTOB peareHToB Ans BbigeneHns HK (7.1).
6.3.1.1. OC006eHHOCTN B3ATUA YPOreHUTalbHbIX COCKO60B

>KeHLMHbI HaKaHyHe 00C/iefjoBaHNA He JO0/KHbI MPOBOAUTbL TyasieT MOJSI0BbIX OPraHoB U

CNpUHUeBaHMe. 0N nonyyeHNs O0O6BbEKTUBHOINO pesysibTata HeobxoamMmo, 4ToObl uccnefyembli
MaTepuas Cofep)asl BO3MOXHO 60/bLUee KOIMYECTBO 3MUTENNA/IbHbIX KIETOK U MUHUMasIbHOE
KO/IMYECTBO C/IN3M U NPUMECU KPOBMU.
BHUMAHWE! [Mepen nony4veHneM cockoba anuUTeNMasibHbIX K/IETOK U3 YPeTpbl, C 3afHEro
CBOJa Braramwia M LEepBMKaIbHOINO0 KaHasia CBOOOAHO CTeKalollee OTAenseMoe HeobXoAMMO
YyAaINTb CTEPUNbHBLIM BATHBIM TAMMOHOM.

Mpu HeobxoAMMOCTU B3ATUA OuomaTepuana W3 HECKO/IbKMX OMOTONOB MOBTOPUTE

npoueaypy, Kaxkablil pas 3a6upasi MaTepvasa HOBbIM 30HA0M B HOBYIO NMPOGMPKY.

' - eC/I1 3TO He MPOTMBOPEUNT TPe6OBAHMAM K UCMO/b3YeMbIM HabopaM/KOMMIeKTam peareHToB A4/
BblgeneHna HK
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6.3.1.2. OC06eHHOCTM B3ATUA MaTepuana U3 Bnaranuila

MaTepuan pos/mkeH 6blTb B3AT 40 MNPOBEAEHUA MaHyas/lbHOro ucciefoBaHus. 3epKaso
nepeg MaHUNyNALMeR MOXHO CMOYNTL FropsYelt BogoM, NpUMeHeHNe aHTUCENTUKOB 4151 06paboTKM
3epKana npoTMBonokasaHo. Cockob 6epyT ¢ 3aHe60KOBOro CBOAa Braravwa. Y AeBOYEK B3ATUE
MaTepuana Npon3BOAAT CO C/IM3UCTON 060/104KM NPeABEPUS BRaraiuLLa, a B OTAe/bHbIX C/yyasx
- 13 33JHero cBoja Bnarasmwia Yepes rmmMmeHasibHble KosbLa.
6.3.1.3.  OC06eHHOCTN B3ATUA MaTepuana U3 ypeTpsbl

Mepeg B3aTMEM  6uomaTepvana nauveHTy  PeKOMEHAYyeTCs  BO3jepXXaTbCA  OT
MoYeuncnyckaHus B TedeHne 1,5-2 yacos.

HenocpeacTBeHHO nepej B3sATMEM 6Grvomartepuana HeobxoguMmo o06paboTaTb Hapy>XHOe
OTBEPCTME YPETPbl TaMMOHOM, KOTOPbIA MOXHO CMOYUTb CTEPUIbHBLIM  (U3MONOTNYECKUM
pacTBOPOM.

Mpn HaNMuMKU rHOMHBLIX BblAeNeHNA COCKOO pekomeHayeTcA 6paTb vepe3 15-20 MUHYT
nocsie MOYencrnycKaHusl, npu oTCyTCTBUU Bblfe/NIeHNIA HEO6X0AMMO NPOBECTU MacCaXK YpeTpbl C
MOMOLLIbIO 30HAA AN B3ATUA bromartepuania. B ypeTpy y XeHLW M H 30H4 BBOAUTCA Ha rnyouHy 1,0-
1,5 cm, y geTelt maTepvan 4ns uccnefoBaHnsa 6epyT TONbKO C HAPY>KHOI0 OTBEPCTUS YPETPbI.
6.3.1.4.  Ocob6eHHOCTU B3ATUSA MaTeprana 13 LiepBUKa/IbHOr0 KaHaa

Mepef B3ATMEM MaTepuasia Heob6X04MMO YAa/MTb BaTHbIM TaMMOHOM C/M3b U 3aTeMm
obpaboTaTb LKy MaTKM CTePU/IbHbIM  (DU3NOSIOTUYECKMM PacTBOpPoM. 30HJ BBOAAT B
LepBUKanbHbIA KaHan Ha rnyounny 0,5-1,5 cm. Npun n3eneyeHMn 30HAa Heo6X0AMMO MOMHOCTbIO
WCKJ/TIOUYUTb €ro KacaHue CTeHOK Bnaraivuga.
6.3.1.5. OC06eHHOCTN B3ATUA MaTepuasia ¢ KOHbIOHKTUBBI 1as3a

Mpn HaAMuum 06UNBHOIFO FHOMHOFO OTAENISEMOro ero yomparT CTepusibHbIM BaTHbIM
TaMMOHOM, CMOYEHHbIM (hM3M0/I0rNMYeCKUM pacTBOpPoM. COoCcKo6 6epyT ¢ BHYTPEHHEN NOBEPXHOCTU
HUXXHEro Beka ABUXXeHNEM K BHYTPEHHeMY Yray rnasHon wenwu. Mpu B3aTum cockoba Heo6Xxoanmo
NpUAEP>XKMBaTb BEKO pyKamu, YT0ObI MPU MOPraHumn pecHULbl He KacasICb 30HAa.

6.3.2. lMepBas nopuunsa yTpeHHel Mouun

MepBylO MOPUUIO YTPEHHEN MOYM B KayecTBe 6MOI0rMYeCcKOro mMartepuana MCcnosb3yoT
npyv OCTPOM BOCMa/IMTENIbHOM MPOLECCE HMKHWUX OTAEe/I0B MOYEnosioBoro Tpakta B CBA3M C
BbIpaXXeHHO 60/1e3HEHHOCTLIO B3SATUSA COCKOOa anuTeMasibHbIX KeTOK.

[na aHanuM3a 0TO6MpalOT MepBYHD MOPUMIO YTPeHHel Moun B KonudectBe 10-15 mn.
B0o3MOXHO unccnefoBaHue nepBoM NOPLMM MOYM, NOMYYEHHOW yepe3 aBa M 60siee 4acoB nocne
NPeSLIECTBYIOLLLEN0 MOYEUCTTYCKAHWSA.

B3ATne mMoum NpoBOAAT B CreuManbHbIA CyXOl CTepPWUSbHbIA KOHTeliHep 06bEMOM [0

60 M, CHabXXEHHbI repMeTUYHO 3aBUHUYMBAIOLLENCS KPbILLKOM.
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Mocne cbopa MOUM KOHTeliHEP NMOTHO 3aKpbIBalOT U MapKMPYHOT.
6.3.3. CekpeT npocTaTbl (NpeacTaTeNnbHOM Xenesbl)

Mepen B3ATUEM CEKpeTa MPOCTaTbl PEKOMEHAYeTCSA NO/I0BOE BO3fepXKaHne B TeHeHne Tpex
CYTOK [0 MCC/efjoBaHUS.

Mepef B3ATUEM CEKpeTa NpocTaTbl FO/I0BKY MOJI0BOr0 YsieHa 06pabaTbiBalOT CTEPUIIBHBIM
BaTHbIM TaMMOHOM, CMOYEHHbIM (PM3N0/TIOrMYECKUM PacTBOPOM.

CeKpeT npocTaTbl cCobMparoT Nocsie npeLBapuTe/IbHOr0 Maccaxa npocTaTthl Yepes NPAMYHo
KUWKY Maccaxx npoBOAUT Bpay, MOCPeLCTBOM 3HEPrMYHOr0 HaAaB/IMBAKOLLErO [BUXEHUS OT
OCHOBaHWSA K BEPXYLLIKE XXefe3bl.

B3ATve BbILENNBLUErOCA MPOCTATUYECKOr0 CeKpeTa MPOBOAUTCA MOC/ie OKOHYaHUA
Maccaka B 0[HOPa30BY MPOOUMPKY 06bEMOM 2,0 M WM KOHTeMHep 06bEMOM Ao 60 mn B Buae
cB0604HO cTeKarowel karnm (0,15-1,0 mn).

Mocne cbopa maTepmnana EMKOCTb C CEKPETOM MPOCTaThl NMI0THO 3aKPbIBalOT 1 MapKUPYIOT.
BHMUMMAHWE! Tpyn nogo3peHMn Ha OCTPbIA NPOCTATUT BbIMOMHATL MaccaX npocTathl
KaTeropuyecku sanpetleHo!!!

6.3.4. OcTaTouyHada mMo4a nocJsie Mmaccaxa npocraTbl

Mepes B3ATMEM OCTATOMHOW MOYM MOC/e Maccaxa MpocTarbl PeKOMeHAYeTCs MoJsiIoBOe
BO3/ep>KaHWe B TeYEHMe TPex CYTOK A0 MUCC/ef0BaHuS.

MaymeHT MoUnTCA B TyasieTe, OCTaB/AA YacTb MOYM B MOYEBOM My3blIpe.

Mepes c60pom MOYM rOMOBKY MOSIOBOr0 4sieHa o6pabarbiBalOT CTepUSIbHbIM BaTHbIM
TamMroHOM, CMOYEHHbIM (PU3M0NOTMYECKMM PacTBOPOM.

MaumeHTy nMpoBOAAT Macca npeAcTaTe/IbHOM >Kene3bl B TedeHMe 1-3  MUHYT.
VIHTEHCMBHOCTb MaccaXka 3aBUCUT OT KOHCWUCTEHLMM MNpocTatbl: MPU MACKOM NpefcTaTe/bHOM
Xenese OCYLLECTBASAIOT HeCU/IbHbIe Ha4aB/IMBaHWA, NPWU NA0THOM KOHCUCTEHUUM NpocTaTbl CUy
[aBNeHNs YBeIMUYMBAOT.

C60p 0CTATOYHON MOYM OCYLLECTBSETCA NaLMEHTOM Moc/ie OKOHYaHUs Maccaxa. B3stue
NnepBON MOPUMM MOYM MPOBOAUTCHA B CYXOW CTepW/bHbI KOHTeiHep o06bEMOM fo 60 M,
CHA6XXEHHbIN repMETUYHO 3aBMHUYNBAIOLLENCS KPbILWKOM, B KonndecTBe 10-15 M.

Mocne cbopa MaTeprasia KOHTeMHeP NOTHO 3aKPbIBAIOT U MapKUpPYHOT.

BHUMAHWE! T@Npun nofo3peHMn Ha OCTPbIA NPOCTATUT BbIMOMHATL MaccaX MpocTaTbl

KaTeropnyecku sanpetleHo!!!
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6.3.5. 32akynar

Mepep B3sTUEM 35KyNsATa (CEMEHHOW XXMAKOCTW) PeKOMEeHAYeTCA MOJI0BOE BO3fepXKaHue
B TeUYeHMe TPex CyTOK 40 MCCNefoBaHUS.

Mepep c60poM 3siKyNIATa NALMEHT MOYUTCA B TyasieTe, NMOIHOCTbIO OMOPOXHAS MOYEBO
ny3bIpb.

Mocne movencnycKaHus NaumMeHT LOMKEH TWATEIbHO BbIMbITh PYKW C MbIJIOM M NPOBECTU
TyaneT Hapy>XXHbIX MOSI0BbIX OPraHoB C MbLIOM W BOAOW. [0/10BKY MO/I0OBOr0 YsieHa U KpaviHo
NA0Tb HEO6X0AMMO BbICYLUMTb CTEPUNBHON CanteTKOM.

IAKyNAT nonyyatoT nyTemM MacTypbauuun. B3ATue 3skynsta NpoBOAUTCA B CTEPUNbHBIN
KOHTelnHep 06bEMOM A0 60 M/, CHabXEHHbIA repMETUYHO 3aBUHUYMBAIOLLIENCA KPbILLKOIA.

Mocne c6opa MaTepuasia KOHTeiHep MI0THO 3aKPbIBalOT Y MapKUPYHOT.

6.4. TpaHcnopTUpoBaHWe U XpaHeHne 06pasLLoB 6MO0rMYECKOro MmaTepumana

YCnoBusi TPaHCMOPTMPOBaHUSA W  XpaHeHMa 00pas3LoB 6OMOMOrMYecKoro marepuana
OnpeaensitoTCa MHCTPYKUMAMU MO MPUMEHEHUIO PEKOMEHAYEMbIX HA60POB/KOMMIEKTOB peareHToB
ona sbigeneHna AHK (7.1) nnan ncnonb3yemblX 418 TPaHCMOPTUPOBAHUA U XpaHeHUA 06pasuoB
TPaHCMOPTHbIX Cpea,.

JonycKaeTcsi xpaHeHMe 06pa3yoB npu TemnepaType oT 2 °C go 8 °C He 60nee 24 u.
B cnyyae HeBO3MOXXHOCTM [OCTaBKM MaTepuana B f1abopaTopuio B TeYeHMe CYTOK LOMyCcKaeTcs
OAHOKpAaTHOEe 3amopaxKuBaHve Martepuana. [JonyCcKaeTCsa XpaHeHWe 3aMOPOXEHHOro marepuasia
npu Temnepatype oT MuHyc 18 °C o MuHyc 22 °C B Te4yeHMe O4HOro mecsua (ecim 3TO He
NPOTUBOPEUUT TPeboBaHUAM K MUCMNOMb3yeMbIM Habopam/KOMMeKTam peareHToB A/15 BblAe/leHNs
HK).
BHUMAHWE! CneayeT nsberatb NOBTOPHOI0 3aMOpPaXKMBaHUA U 0TTanBaHUA 06pa3LoB.
6.5. MoaroToBKa 6MONOrMYecKOro matepmana yenoseka ans BbigeneHna JHK

MogrotoBka 6uonorvyeckoro matepyana (Npy  Heo6Xo04MMOCTW) MNPOBOAUTCA B

COOTBETCTBUUN C MHCTPYKUNAMN NO NMPUMEHEHNIO UCTTONb3YEMbIX Ha60pOB/KOMI'I]'IeKTOB peareHToB

4ana BblueneHns HK (7.1).
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7. NMPOBEAEHWE AHANN3A
7.1, BbigeneHne AHK 13 6uonormnyeckoro matepuana
Ona BbigeneHna AHK pekomeHAyeTCcsA MCMNO/Mb30BaTb Habopbl/KOMMMIEKTbI peareHTos,
MMeIoLLMe PernmcTpaLMoHHble YAOCTOBEPEHNS MEeAULMHCKOIO W3Aenns U npejHasHaveHHble Ans
COOTBETCTBYHLLMX BUAOB GromaTeprana ¢ Lenblo nocneaytoLero nccnegosanns AHK metogom
MNupP, Hanpunmep, NMPOBA-HK, MNMPOBA-I'C, NMPOBA-MUY-PATIN A, NMPOBA-PATINA.

MpumevaHne - He pekomeHAyeTCA WCMOMbL30BaTL KOMMIEKT peareHToB [MPOBA-PAMAL npn

BblgeneHn JHK 13 cockob0B 13 YPOreHUTaIbHOro TpakTa My>KUuH.

BbigeneHne [AHK npoBogsT B COOTBETCTBUM C  WHCTPYKUMEA N0 MPUMEHEHUIO
MCNO/Ib3yeMoro Habopa/KoOMI/IEKTa peareHToB.
BHNMMAHWME! OpgHoBpemeHHO c BblgeneHnem JAHK wn3 6monornyeckoro marepuana
Heo6X04MMO MOArOTOBUTH OTPULATENbHBLIA KOHTPO/IbHLIA 06pasey, U MPoOBecTU ero 4vepes Bce
aTarnbl NPo6oNoAroToBKN. /19 3TOr0 PeKOMeHAyeTCs MCMNo/b30BaTb (DU3MO00rMYECKNIn pacTBop
WX OTPULATENIbHbIN KOHTPO/IbHBIA 06pasel, BXOAALWMIA B cOCcTaB Habopa/KOMM/eKTa peareHToB
0N BblAeNEeHNS HYK/IEMHOBbIX KUC/IOT B 06bEMe, YKa3aHHOM B MHCTPYKUMW MO MPUMEHEHUIO

COOTBETCTBYHOLLETO Haﬁopa/KOMﬂﬂeKTa peareHToB.

7.2. MogrotoBka u nposegeHue MNUP. ®acoska S
BHUMAHWE!
1 Mpy npoBeAeHMN BCeX NOCMEAYOWMX AeACTBUIA creayeT m3beratb BO3LENCTBUSA MPSAMbIX

COJTHEYHbIX JTy4er Ha NPO6GUPKK CO CMeCbto AN amnaMpuKaumn!

2. Mpy mncnonb3oBaHMM Habopa peareHTOB B BapuaHTe UCMOMIHeHUs «dPacoBka S, CTPUMbI»
cnepyeT CTPOro cob/iofarb KOMMIEKTHOCTb CTPUMOB U KPbILWEK K HUM. He 1cnosnb3oBaTb
KpbILWKY K CTpunam 13 Apyrux Habopos peareHToB!

7.2.1. TlpomapkupyinTe N0 OAHOW NpPOOGMPKE/CTPUNOBAHHONW NPO6MPKE CO CMECbio A/A
amnanuKaumm, 3aneyaTtaHHoOM napauHOM, AN KaXk4oro HemsBecTHOro obpasua,
0TpULAaTENbHOr0 KOHTPONbHOro ob6pasya (K-) n NonoXnTesibHOro KOHTPOIbHOIo obpasya
(K+). Mpun wncnonb3oBaHUM Habopa peareHTOB B BapuaHTe wucnosiHeHuss «MUP ¢
(hlyOpecLEeHTHOM AeTeKuMel N0 KOHEYHOM TOUKe» NPOMapKupyinTe LONONHUTENIBHO [Be
nNpo6rpkn «®@OH» Ana KOHTPoNs goHa h1yopecLeHLNN.

BHUMAHWE! KonnyecTBo peareHTOB paccyMTaHO He 6osiee YeM Ha 24 NOCTaHOBKW npwu

yC/oBMY BaprabenbHOro KomyecTsa HeM3BECTHbIX 06pasLoB, 1 oTpuuaTe/slbHOro KOHTPO/IbHOro

obpasua M 1 MONOXKMTENIbHOrO KOHTPO/IbHOr0 ob6pasua B KaXJoih MnocTaHOBKe (BapuaHT
ncnonHeHns «Real-time») uanM He 6onee yeM Ha 10 NMOCTAHOBOK MpW YCNOBUW BapuabeibHOro

KO/IMYEeCTBA  HEM3BECTHbIX  06pasyoB, 1  oOTpuUATENIbHOr0  KOHTPONbHOrO  06pasua.
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1 NONOXUTENBbHOr0 KOHTPONBbHOIo 06pasua u 2 npobnpok «POH» (BapuMaHT ncnonHeHns «Flash»)

B Ka>K[0l NOCTaHOBKe.

Mpumep:

Heobxoavmo npoaHanM3vpoBsaThb 4 obpasua. [1s 3TOro Hy>Ho:

- «[UP c feTekuyeli B pexxnmMe peasibHOro BpeMeHn» (Real-time): npomapkuposath 4 NpobUpKy A1s
Hen3BeCTHbIX 06pasLoB, OAHY NPOBUPKY 41 «K-» 1 0AHY NPOOUPKY Ans «K+». ObLee KOIMYeCTBO
NPo6UPOK - 6.

- «[MUP ¢ dhnyopecueHTHOM AeTeKUMeld N0 KOHeYHOM Touke» (Flash): mpomapkupoBaTh 4 Npo6upKu
AN1s1 HEV3BECTHBIX 00pasLIoB, 04HY NPOOUPKY Anst «K-», ofHY NPo6MpKy Anst «K+», ABe Npo6upKu
«POHy», ObLee KOMYeCTBO NPOBUPOK - 8.

7.2.2.  BcTpaxHUTe NpobypKy ¢ pacTBOpOM Tag-nonvMmMepasbl Ha MUKPOLEHTPUQYre-BOpTeKCe B
TeyeHwue 3-5 C U LEHTPUADYTMPYiTe Ha MUKPOLLEHTPUMYre-BopTeKCe B TeveHme 1-3 c.

7.2.3. JlobaBbTe B Kaxayl MpobupkKy (Kpome npobupok «POH»), He noBpexpas Ccroi
napamHa, no 10 mkn pactBopa Tag-nonumepasbl. [lo6aBbTe B  MNPOBGUPKMY,
npomapkupoBaHHble «®@OHx», no 10 mkn MUP-6ydepa (hoH).

BHUMAHWE! TNMpn ucnonb3oBaHun Ans nposegeHus MNLUP geTekTupytowero amnangukaropa

Rotor-Gene Q M1HepasibHOe Mac/0 B NPO6UPKK He BHOCUTCS!

7.2.4. [lo6aBbTe B Kaxayt nNpobupky (npu Heo6xoAMMOCTK) Mo o0AHONM Kanne (0Kono 20 M)
MWHepPasIbHOro Macsa. 3aKpoinTe NPo6UPKK/CTPUNBI.

7.25. BCTpAXHUTE  NPOBUPKY € MOMIOXKUTENIbHbIM  KOHTPO/IbHbIM ~ 06pasuoM  Ha
MUKPOLIEHTPUGyre-BopTeKCE B TeUeHue 3-5 C 1 LeHTPUQyrnpyinTte Ha MUKpOLEEHTpUdyre-
BOpTeKce B TeyeHue 1-3 c.

BHUMMAHWE!

1 Mpwv ncnonb3oBaHun ans BbigeneHna AHK komnnekTos peareHToB NMPOBA-HK 1 NMPOBA-

PAMN/L BcTpaxHUTe Npobupku ¢ npenapatom AHK v oTpuuaTenbHbIM KOHTPO/IbHLIM 06pa3uomM

Ha MWKPOLIEHTpUyre-BopTeKce B TeueHue 3-5 € M LEHTPUGYIMpyliTe Ha MUKPOLEHTPUyTre-

BOpTeKce B TeveHue 1-3 c.

2. MNpu ucnonb3osaHnu gng sbigeneHna JHK komnnekta peareHToB NMPOBA-I'C BCTpAXHUTE

npo6upku ¢ npenapatom AHK v oTpuuaTenbHbIM KOHTPO/IbHbIM 06pa3L0oM Ha MUKPOLEHTpUdyre-

BOpTEKCE B TeueHue 3-5 ¢ 1 ueHTpudyrupyinte npu RCF(g) 12000 - 16000 B TeueHne OAHOA

MUHYTbI 415 0caX[eHns1 copbeHTa. B cnyyae ecnn nocne BblgeNeHUss HafocafouHas XXUAKOCTb,

cofepkawasa BblgeneHHyto AHK, 6blna mepeHeceHa B HOBble MPOOMPKW, LEHTPUQYrupoBaHue

nocsie BCTPSAXUBAHUS NPOU3BOAUTCS Ha MUKPOLEHTPUYre-BopTeKce B TeyeHme 3-5 c.

3. Mpun wncnonb3oBaHun ansa BbigeneHns AHK Ha6opa peareHToB MNMPOBA-MY-PAMANA

Heo6Xo4MMO, He BCTpsAXMBasi, UEHTpUdyrnpoBaTb nNpobupkM ¢ npenapatom [AHK nu
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oTpuuaTe/ibHbIM KOHTPO/IbHBbIM 06pa3L,oM Ha MUKPOLEHTPUYre-BopTeKce B TeveHne 1-3 ¢, 3aTeM

NoMecTUTb NPO6UpKKM ¢ Nnpenapatom AHK B MarHUTHbIV WTaTUB. B cny4vae ecnun nocne BbLUeeHNs

HaZ0Ccaf0uHas XXNLKOCTb, cofepxalas BblgeneHHyo JHK, 6biia nepeHeceHa B HOBble NPOOGUPKH,

cnefyeT BCTPSAXHYTb NPobupku ¢ npenapatom AHK u oTpuuatesnbHbIM KOHTPO/IbHLIM 06pasu,om

Ha MUKPOLEHTPUGyre-sopTekce B TeveHne 3-5 ¢ M UeHTpUGYrmpoBaTb Ha MUKPOLEHTpUGYyre-

BOpPTEKCe B TeveHue 1-3 c.

4, [na npegorepalleHns KOHTaMuHauny cnegyer nepef BHeceHeM JHK 0TKpbIBaTh KPbILLKK

TO/IbKO Tex NpobupoK, B KOTOpble OyAeT BHOCUMTLCA AaHHbIA 06pasel, M 3aKpbiBaTb WUX, Mepej

BHECEHMEM criefytoLlero. B cnyvae ncnonb3oBaHUS CTPUMNOB CefyeT 3aKpbIBaTb KPbILLKY cTpuna

nocne BHeCEHWS B Hero 06pas3yoB nepef HavyasioM paboTbl CO Creaylowumm. 3aKpbiBaiTe

npobupku/ctpunbl nnotHo. [Mpenapatel OHK ¥ KOHTPO/bHblE 00pasubl CriegyeT BHOCUTb

HaKOHEYHMKaMK C (PUNLTPOM.

7.2.6. BHecuTe B COOTBETCTBYHOLLME MNPOMapPKMpPOBaHHblE MPOOMPKK, He MoBpexaas Croun
napagpuHa, no 5,0 MKA BbigenieHHOro mM3 ob6bpasyoB npenapata AHK. B npobupkuy,
npomapkupoBaHHble «K-», «K+» 1 «®OH», IHK He BHOCUTCA.

7.2.7. BHecuTe B NpobUpKK, NpomapkupoBaHHble «K-» 1 «®OH», He noBpexpas Coi
napaguHa, no 5,0 MKn oTpuuaTeNIbHOro KOHTPOJIbHOro o06pasua, npoLlejlero aran
BbigeneHua AHK (cm. 7.1).

MpumeyaHue -T0TOBble HOPMUPOBOUHbIE NPOBUPKN «POH» foNyCcKaeTCcA UCMO0/b30BaTb MHOMOKPATHO

npum Ka)K,CI,OVI LeTeKUMn pe3ynbtartoB |_|LI,P C peakKyMnOHHbIMU npo6|/|pKaM|/| M3 TOl Xe cepuun Ha60pa

peareHTOB MNPV YCNOBUW UCMOMb30BaHUSA TOr0 e Habopa/KoMnjeKTa peareHToB AN BblueneHns OHK.

HopMupoBoUHbIe MPobUPKKU cnefyeT XpaHUTb Npy TemnepaType oT 2 °C fo 8 °C B 3aliULLEHHOM OT CBeTa

MeCTe B Te4yeHue ofHOoro Mmecsua. lMpyv NpoBeAeHUM AETEKLMWU MPOOMPKN AO/MKHbI MMEeTb KOMHAaTHYH

Temnepatypy (oT 18 °C go 25 °C), 4N 3TOro 3a 0fMH vac 40 NpoBeAeHUS AeTEeKLMN NX He06X0aMMOo gocTaTb

13 XonoaunnbHUKa.

7.2.8. BHecuTe B NpobupkKy, NpoMapKmMpoBaHHy0 «K+», He noBpexas c/oi napaguHa, 5,0 Mkn
MOMOXUTENIbHOTO KOHTPO/ILHOr0 o6pasuia.

7.2.9. UeHTpudyrupyiite Bce NpobUPKM/CTPUNBI Ha MUKPOLEHTPUDYre-BOPTEKCE B TeyeHue
3-5 ¢ (npn ucnonb3oBaHuu gna nposefeHnA MLP peTekTupylowero amnangukaropa
Rotor-Gene Q LeHTpUdYrnposaHume He 06A3aTe/IbHO).

7.2.10. YcTaHOBWUTE BCe NPOGUPKU/CTPUNbI B NPOrpaMMUpPyeMbIi TepmocTaT/aMninmKaTop unm
B AeTEKTUPYIOLLMIA amnandukaTop.

7.2.11. [Ansa BapuaHTa ncnonHeHus «MLUP ¢ ¢yopecueHTHON LeTeKLMein N0 KOHEYHOW TOUKe»:
MposegnTe MUP ¢ yyéTtom 06bEMA peakuMOHHOMW CMecu, paBHOro 35 MK/, B PeXUMe,

npuBeaEéHHOM B Tabnmuge 2.
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Ta6nuuya 2 —Iporpamma amnanduKaumm ans aMnandruKaTopoB C aKTUBHbIM PErY/IMPOBaHMEM
(HanpuMep, MporpamMupyemblii  TepmocTaT Tepumk). Bpemsa B CKo6Kax yKasaHo [/

amnInMKaTopoB 6e3 aKTMBHOIO PEry/IMpoBaHus.

A®ILL. Temneparypa, °C Bpewms KOo/M4ecTBO LUMKOB
MUH c
1 94,0 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

MpumeuyaHue - Bonee Nnoapo6HOe onucaHve NMPOrpPaMMMpPOBaHUsS W yNpaBfeHuUs NPorpamMMuUpyeMbIm
TepMocTaToM «TepUMK» COAEPXUTCA B MHCTPYKUMM MO SKChyaTaumuu npuéopa (cM. «PyKoBOACTBO

Nnosib30BaTeNs»).
7.2.12. [Ansa BapwaHTa ucnosHeHus «MLP ¢ geTeKunein B pexxmme peasibHOro BPEMEHU:

[Ona geTeKTMpyowmx amnampukaropos cepun AT;

3anycTuTe nporpamMmHoe obecrneyveHne AeTeKTUPYHOLWero amnangukaropa. Npu nepsom
nposegeHnn TMLIP 3arpy3vTe cOOTBETCTBYIOLNIA TecT’. Janee 1 npu nocnegyowmx noctaHoBKax
co3faiTe COOTBETCTBYHOLMIA NPOTOKON UCCNEA0BAHUSA: YKXNTE KOIMYECTBO U UAEHTUPNKATOPbI
06pasLoB, B TOM 4HuUC/le OTPULATENILHOTO N MOJIOKUTE/bHBIX KOHTPO/IbHbLIX 06pa3LoB, OTMETbTe
pacnosioKeHne NpobMpPOK/CTPUNOB Ha MaTpuLe TepMo6/10Ka B COOTBETCTBUMN C UX YCTAHOBKOWN U
nposeante TLIP. TMpn BbI6ope TecTa [O/HKHA OToOpaXkaTbCA nporpamMma, nNpuBeAéHHas B
Tabnuue 3.

Ona peTekTmpyowmx amnangukatopoB Rotor-Gene Q, CFX96 n Applied Biosystems
QuantStudio 5:

MposeanTe MLIP ¢ y4eToM 06bEMa peaKLMOHHOM CMecK, paBHOro 35 MK/, M0 NpPorpaMmam

amnandukaumn, npueeaéHHbIM B Tabmuax 4, 5, 6 COOTBETCTBEHHO.

" - TeCT ANS AeTEKTMPYHOLWNX amnangukaTopos cepumn AT co3gaétcs nyTém BBoJa NapamMeTpoB (NnapameTpbl
TecTa yKasaHbl B IMpuaoxxeHnn A) nnm npefocTaBasieTcs NpomM3sogmMTeneM Habopa peareHToB.
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Ta6numuya 3 - [porpamma amnanukauum ans  AeTEKTUPYHOLWMX aMnanduKaTopoB
«ATnpaiim», «4Tnant» (dpacoBka S)
Temnepatypa PexM
Ne 6510ka patypa, MWH c Uwncno unknos OMNTUYECKNX Twun 6510Ka
N3MEPEHNA
80 0 30
NKN
94 1 30 H
94 0 30
2 64 0 15 S Huken
94 0 10
3 64 0 15 45 Lk
4 94 0 5 1 Linkn
5 10 XpaHeHune XpaHeHue

V- peXXrM ONTUYECKUX M3MEPEHUI

Ta6nuya 4 - T[Mporpamma amnanmKaumm gnsa geTeKTUpytowero amnimgukatopa Rotor-Gene

Q (dhacoBka S, NPoBUPKN)

Ne Temnepatypa, °C Bpewms, ¢ KonnyecTtso UnKIoB
/Cycling [Temperature /Hold Time, s /Cycle Repeats
80 deg 60
Cyclin 1time
yeling 94 deg 90
94 deg 30
. 5 times
Cyeling 2 57 deg V 15
94 deg 10
Cycling 3 45 times
57 deg V 15

V- peXXum ONTUYECKMX U3MEPEHWIA, YCTaHOBUTL M3MepeHue dyopecueHunn (Acquiring) no KaHanam
petekuuun Green (Fam) n Yellow (Hex) npu 57 °C.
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Ta6nuuya 5 - T[porpamma amnanguKaumMm ana geTeKTupylowmx amnangukaropos CFX96

(dhacoBku S, U)

Ne 6/10kKa (Step) Temnepatypa, °C Bp(_gMﬂ Ko/4ecTso Unknos
MUH: CeK (moBTOpOB)
1 80 01:00 1
2 94 01:30 1
3 94 0:15
50
4 64 V 0:20

V- pexxvm onTuYecKnx namepeHuii (Plate Read), ycTaHOBUTL 13MepeHvie qlyopecLieHLN No
HeobxoanMbIM KaHanam geTtekuum (Fam, Hex) npu 64 °C

Tabnuuya 6 - Tlporpamma amnanpukauum Ansa  AeTeKTUPYOLWMX  aMianguKaTopos

Applied Biosystems QuantStudio 5 (cpacoBku S, U)

Cramus Ne TeMMenaTvoa. °C Bpemsa KonnyecTBo UMKIIOB
an wara paTypa, MWH: CeK (noBTOpPOB)
Cragus 80 01:00 1
YREPXaHMA 5 94 01:30 1
Cragus 1 94 0:20
nupP 50
H 2 64 1 0:20

V- c60p faHHbIX 418 HeobxoaumbIxX gnyopodopo (Fam, Vic (Hex)) Bk/oYeH
7.3. lMoaroTtoBka u nposegeHne NMUP. ®acoska U, pyyHoe gosnpoBaHue
BHMUMMAHWE! Tpn npoBeaeHUn BCeX NOCAefywOWMUX AeACTBUA crnefyeT wusberatb

BO3AENCTBUA NPSIMbIX COMTHEYUHbIX JTyYeil Ha MPOGUPKIK CO CMECLIO A1 amnnguKaumm!

7.3.1. TpomapkupyinTe Heo6XOAMMOe  KO/IMYECTBO  OAHOPA30BbIX  aMMINPUKALNOHHBIX
npobupok o06bEMOM 0,2 M 4189 HeU3BeCcTHbIX 06pasuoB, [A1A  OTpULaTesIbHOro
KOHTPO/IbHOI0 06pasua «K-» 1 NoM0XKUTE/TbHOr0 KOHTPO/IbHOr0 06pasua «K+»,

MpumeyaHne - PekoMeHAyeTCsl MOCTaHOBKA He MeHee 5 06pas3uoB B OfHOM WCCreaoBaHUM

(3 Hem3BeCTHbIX 06pa3La, OTPULATE bHBIA Y MOMOKUTENBbHbIA KOHTPO/bHbIE 06pasLbl).

Mpnmep:

Heobxo4nmo npoaHan3vpoBaTh 4 HeM3BeCTHbIX 06pasLa. [1si 3TOro Hy>XHO NPOMapPKUPOBaTh 4 NPOBUPKN

[N HEM3BECTHbIX 06pa3LoB, 04HY NPOOUPKY Ana «K-» 1 ogHy Npobupky ans «K+». O6LLee KOIMYeCTBO

NPOBUPOK - 6.

7.3.2. BCTpsAXHUTE NPOOUPKY CO CMECLIO AN aMNAnGMKaLumMm Ha MUKPOLIEHTPUMyre-BopTeKce B
TeueHue 3-5 ¢ N LEeHTPUDYrMpyinTe Ha MMKPOLIEHTPpUYre-BopTeKce B TeveHne 1-3 c.

7.3.3.  BHecuTe BO BCe NpoMapKMpoBaHHble MPobupkn (BkMouaa «K-» n «K+») no 6,0 mkn

CMecu Ans aMnInduKaumm.
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7.3.4. BcTpaxHute npobupkn ¢ TLP-6yhepom 1 nonumepasoir TexHoTag MAX Ha
MUKPOLEHTPUyre-BopTeKce B TedeHne 3-5 ¢ U LeHTPUYrnpyinTe Ha MUKpOLEHTpUQYyre-
BOpTEKCe B TeueHue 1-3 c.

BHUMAHWE! nMonumepady TexHoTaq HeobxogvMmo poctaBaTb M3 MOPO3WU/IbHOM Kamepbl

HenocpeAcTBEHHO Nepes UCMosib30BaHMEM.

7.3.5. TMpurotoBbTe cmeck MLP-6ydepa ¢ nonnmepasoii TexHoTaq MAX. [1ns 3Toro cMeLwlanTe
B OTAe/IbHOM 04HOPAa30BoI NPoBUPKE:

. 6,0 X(N+1) mkn MLP-6ydepa,
. 0,3 X(N+1) mkn nonumepasbl TexHoTaqg MAX,
rae N - KonmyecTBO NPOMapKMPOBaHHbIX NPOBMPOK € YUETOM «K-», «K+»,

Mpumep:

Heobxogmmo npoaHanm3npoBaTtb 4 Hen3BecTHbIX obpasua, «K-», «K+». NMpoMapKnpoBaHHbIX NPO6UPOK -

6. Hy>xHO npurotoButb cmeck MLIP-6ydepa n nonnmepasbl TexHoTaqg MAX gnsa 7 (6+1) npobupok, T.e.

42 mkn MLP-6ydepa + 2,1 Mk nonumepasbl TexHoTag MAX.

7.3.6. BcTpsixHUTe npobupKy C NPUroToBNeHHOM cmecbto [LIP-6ydepa © nonvmepasbl
TexHoTagq MAX Ha MUKpOLEHTpUdyre-BopTeKce B TedeHUe 3-5 ¢ 1 LeHTpUQyrmpyinTe Ha
MUKPOLLEHTpUYyre-BopTeKCe B TeveHne 1-3 c.

BHUMMAHWME! Cwmecb MULP-6ydepa n nonnmepasbl TexHoTaq MAX Heo6XxoaMmMo roToBUTb

HEenocpeaCTBEHHO Mepes UCMOJIb30BaHUEM.

7.3.7. Jlo6aBbTe B NPOBMPKU CO CMeCbIO Ans amnangukaumm no 6,0 mkn cmecu MLP-6ydepa un
nonumepasbl TexHoTag MAX. 3akpoiiTe Npobupku.

BHMUMMAHWME! Mocne po6aBnenus cmecun MUP-6ydepa n nonnmepasbl TexHoTag MAX B

NPOBMPKKN CO CMECHIO A1 aMNINUKaumn Heo6Xo0ANMO B TeYEHWE ABYX YaCOB BbIMO/HUTb

7.3.8-7.3.13.

7.3.8. BCTpsiXHUTE  NpPOGUMPKY C  MOJIOXKUTENIbHLIM  KOHTPO/IbHbIM ~ 06pasuoM  Ha
MUKPOLEHTPU(yre-BopTeKce B TedeHne 3-5 ¢ 1 LEHTPUQYrnpyrite Ha MUKPOLEHTPUYTe-
BOpTeKCe B TeveHue 1-3 c.

BHNMAHWE!

1 Mpu ncnons3osaHuu ans sbigeneHna JHK komnnekToB peareHToB NMPOBA-HK 1 NMPOBA-

PATMW/A scTpsAxHUTE npobupkn ¢ npenapatom AHK v oTpyuaTesibHbIM KOHTPO/IbHLIM 06pasL,om

Ha MUKpPOLEHTpUMyre-BopTeKce B TedeHUe 3-5 C U UEHTPUGYrnpymnTe Ha MUKPOLEHTpuUdyre-

BOpTeKce B TeyeHue 1-3 c.

2. Mpu ncnone3osaHuu ana sblgeneHnsa AHK komnnekTa peareHtoB NPOBA-I'C BCcTpsaxHUTe

npobupku ¢ npenapartom HK v oTpuuaTenibHbIM KOHTPO/IbHBbIM 06pa3L,0M Ha MUKPOLIEHTpUdyre-

BOpTeKce B TedeHue 3-5 ¢ n ueHTpudyrmpyite npu RCF(g) 12000 - 16000 B Te4yeHMe OMHOA
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MUHYTbI 018 OCaXAeHUsA copbeHTa. B cnyyae ecnum nocne BblheNeHNA HafocafovyHas XULAKOCTb,
cogepxaiwiaa BblgeneHHyto AHK, 6bi1a nepeHeceHa B HOBble MPOOMPKK, LEeHTpUQyrnposaHue
nocne BCTPSAXMBaAHUSA NMPON3BOAUTCA HA MUKPOLIEHTPUGYyre-sopTeKce B TeveHue 3-5 C.

3. Mpu wncnonb3oBaHuUM ansa BblgeneHna OHK Habopa peareHToB MPOBA-MU-PAMNA

Heo6X04MMO, He BCTpsAXMBas, UeHTpuUgyrmpoBatb npobupkn ¢ npenapatom AHK un

oTpULATE/TIbHLIM KOHTPO/IbHBLIM 06pa3uoM Ha MUKPOLEHTPUDYre-BopTeKce B TeveHue 1-3 ¢, 3aTem

NoMecTUTb Npobupku ¢ npenapatom AHK B MarHUTHbIV WITaTUB. B cnyyae ecniv nocne BblgeneHms

HajocaZouHas XUAKOCTb, cofepxawan BblgeneHnyto AHK, 6bina nepeHeceHa B HOBble NMPobupKu,

cneayeT BCTPAXHYTb NPobupku ¢ npenapatom AHK v oTpyuaTenibHbIM KOHTPO/IbHbIM 06pasL,om

Ha MWKPOLEHTPUJYyre-BopTeKce B TeyeHMe 3-5 ¢ U UeHTpUPYrupoBaTb Ha MUKPOUEHTPUdyre-

BOpTEKCe B TeveHue 1-3 c.

4, [na npegoTBpalleHns KOHTaMHaUMK criefyet nepef BHeceHem JHK OTKpbIBaTh KPbILLKN

TO/IbKO TeX Npo6upoK, B KOTOpble OyAeT BHOCUTLCA AaHHbIA 06pasel, W 3aKpbiBaTb WX, Nepes

BHeCeHMeM criefytoLlero. 3akpbiBaiiTe npobupku nnoTHo. lMpenapatbl AHK M KOHTPO/bHbIE

06pasybl cnefyeT BHOCUTb HAKOHEYHUKaMW C (OUIbTPOM.

7.3.9. BHecuTe B COOTBETCTBYHLLME MPOMAPKNPOBAHHbIE NMPOOMPKK Mo 6,0 MK/ BbILENEHHOIO
n3 obpasuos npenapara AHK. B npobupkun, npomapkmpoBaHHble «K-» n «K+», JHK He
BHOCUTCS.

7.3.10. BHecuTe B Npo6MpPKY, NPOMapKMpoBaHHY «K-», 6,0 MK/ 0TpULaTelbHOr0 KOHTPO/IbHOIO
obpasya, npoweawero atan BblgeneHna AHK (cm.7.1).

7.3.11. BHecuTe B nNpobMpKY, NpPOMapkuMpoBaHHyt «K+», 6,0 MKA NONOXKUTENbHOIO
KOHTPO/IbHOI0 06pasua.

7.3.12. LeHTpudyrunpyiite Bce NpobMpPKM Ha MUKPOLEHTPUyre-sopTekce B TedeHue 3-5 ¢ (npwm
ncnonb3oBaHUM ana npoeegeHus MNMLUP geTekTupytowero amnandukatopa Rotor-Gene Q
LeHTpUdyrnpoBaHme He 0653aTesIbHO).

7.3.13. YcTaHOBUTE BCe NPOBUPKN B feTEKTUPYIOLWNIA amnandukaTop u nposegute MLP (7.3.14,
7.3.15).

7.3.14. [ns geTeKTUpYHOLWNX amnangmkaTopos cepumn AOT:
3anycTute nporpaMMHoe obecneyeHne LeTeKTUPYHOLLEro amnangukaropa. MNpu nepsom
nposegeHnn TMLIP 3arpysuTe COOTBETCTBYHOLLMIA TecT*. [anee v npu nocnegytouwimx
NnocTaHOBKax CO3faiTe COOTBETCTBYHOLWMA  MPOTOKON  WUCCMEAOBAHUA:  YKaXuTe
KO/IMYECTBO W WNAEHTU(MUKATOpbl 06pasyoB, B TOM 4uc/e OTPULATENILHOTO W

NMONOXXUTENIbHBLIX KOHTPOJIbHbIX OﬁpaSLI,OB, OTMETbLTE pPacnosioXKeHne I'Ip06VIpOK Ha

" - TeCT AN AeTEKTUPYHOLWMX amnnndmkaTopos cepumn AT co3gaétcs nyTéM BBOa NapameTpoB (NapameTpbl
TecTa yKasaHbl B INpunioxxeHnn B) unu npefoctaBnseTcs nNpovM3BoMTenieM Habopa peareHToB.
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



ASANHK-TEXHOOT U NHCTPYKLUA MO NPUMEHEHUNIO NucT 29
KAHA-N'EH NuctosB 39

MaTpuLEe TepmMo6/1I0Ka B COOTBETCTBUM C X YCTaHOBKOM 1 npoeanTe MLP. Mpun BblGOpe
TecTa Jo/HKHa 0TobpaXkaTbCsl NporpaMmMa, nNpvBeféHHas B Tabnuue 1.

7.3.15. [Ana pgeTektupyowmx amnamgukartopos CFX96, Applied Biosystems QuantStudio 5 w
Rotor-Gene Q:
MpoeeanTe MNUP ¢ yyeTom 06bEMa peaKUMOHHOM CMecK, paBHOro 18 MK, Mo nporpaMmmam
amnangukaumn, nprBeaéHHbIM B Tabnmuax 5, 6, 8 COOTBETCTBEHHO.

Tabnunua 7 - [porpamma amnaunpukaumy Lna  LeTEeKTUPYIOWKUX aMninpuKaTopos

«ATnparim», «ATnanTt» (hpacoska U)

Pexxum
Ne 6noka Temni%aTypa, MUWH c Yncno unknos ONTUYECKUX Twvn 6510Ka
N3MEPEHUI
80 0 5
1 94 0 5 15 Linkn
2 94 5 00 Uukn
94 0 30
3 64 0 15 > v Huien
94 0 10
4 64 0 15 4 v Huien
5 94 0 5 Lumkn
6 10 XpaHeHne XpaHeHune

V- peXKMM ONTUYECKUX N3MEPEHWIA

Tabnuya 8 - lNporpamma amnangukaumm ons geTeKTupytowero amnamgukaropa Rotor-Gene
Q (dacoBka U)

Ne Temnepatypa, °C Bpewms, ¢ Konnyectso LMK/I0B

/Cycling [Temperature /Hold Time, s /Cycle Repeats
. 80 deg 60 .

Cycling 94 deg 300 1time

. 94 deg 30 .
Cycling 2 57 deg V 15 5 times

. 94 deg 10 .
Cycling 3 57 deg V 15 45 times

V- peXXMM ONTUYECKUX WM3MEPEHWIA, YCTaHOBUTb M3MepeHue nyopecueHumm (Acquiring) no KaHanam
petekunm Green (Fam) u Yellow (Hex) npu 57 °C.
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7.4. MogrotoBka u nposegeHue TLP. dacoBka U, ¢ ncnonb3oBaHUem A03UPYIOLLETrO
ycTpolictBa ATcTpuM (TONbKO ANA fgeTeKTupytowero amnandukartopa ATnpalim B

MoamuKaumm «4Tnpaim *X*»)

BHMMAHWE!
1L [Ana amnavukaumn  cnefyeT  MCMNOMb30BaTb  MUKponaaHweTbl TMUP 384  nyHKn,
repmMeTusMpyemMble TEPMOMNJIEHKON.
2. Mpw npoBefeHMM Bcex nocnefyloWwmMx AeNCTBUIA cnefyeT m3beratb BO3AENCTBUS MPSIMbIX

COJTHEYHBbIX /lyYeld Ha NPOGMPKM CO CMeCbio A1 aMnamgpukaumm!

MpumeyaHne - PeKOMeHAyeTcA MOCTaHOBKAa He MeHee 5 06pasuoB B OAHOM UCCNeA0BaHWM

(3 HeM3BeCTHbIX 06pasya, OTPULATE/TbHBIN U MOSIOKUTE/bHbIA KOHTPO/bHbIE 06pasLbl).

7.4.1. BCTpAXHUTE NPOOUPKY CO CMECHIO A1 aMMINPUKaLN Ha MUKPOLIEHTpUJyre-BOpTeKCe B
TeyeHune 3-5 ¢ 1 LEHTPUPYrnpynTe Ha MUKPOLIEHTPUGYre-BopTeKce B TeveHne 1-3 c.

7.4.2. BcTpaxHute npobupkn ¢ TLP-6ydepom w©n nonumepason TexHoTag MAX Ha
MUKPOLEHTPUyre-BopTeKce B TeveHue 3-5 ¢ 1 LeHTpUyrnpyiite Ha MUKPOLEHTpUdyre-
BOpTEKCe B TeveHune 1-3 c.

BHUMAHWE! TMonumepady TexHoTaq Heo6xoAMmo foCcTaBaTb W3 MOPO3W/IbHOW Kamepbl

HenocpeAcTBEHHO Nepej NUCMnosib30BaHNEM.

7.4.3. Cneanys ykasaHusm MO po3unpytowero yctponctea ATCTpuM, NpUrotToBbTe B 0TAENIbHOW
0fHOpa3oBoM Npobupke cmecb MLP-6ydepa ¢ nonmmepasoii TexHoTaq MAX.

7.4.4. BcTpaxHUTe npobupKy € MpuUroTosfrieHHon cmecbio T[LIP-6ydepa v nonumepasbl
TexHoTag MAX Ha MUKPOLIEHTpUYre-BOpTEKCE B TeUeHMe 3-5 € 1 LeHTPUQYrnpyiTe Ha
MUKPOLIEHTpUdyre-BopTeKce B TedeHne 1-3 c.

7.45. BCTpsAXHUTE  MpPoGUPKY C  MOJIOKUTENbHbIM KOHTPO/IbHbIM ~ 06pasyom Ha
MUKPOLEHTPUGyre-BopTeKce B TedeHne 3-5 ¢ 1 LEHTPUGYrMpyinTe Ha MUKPOLIEHTpUQYyTe-
BOpPTeKCe B TeveHue 1-3 c.

BHNMAHWE!

1 Mpwu ncnonb3oBaHnn ans BolueneHnsa JHK komnnekToB peareHToB NMPOBA-HK n NMPOBA-
PAMWNA BCcTpsAXHUTE Npobuvpkn ¢ npenapatoMm AHK u oTpuuaTeNibHbIM KOHTPO/IbHbIM
06pa3yoM Ha MUKPOLEHTpUPYre-BopTeKce B TedeHue 3-5 € U UeHTpUYrmpyrite Ha
MUKPOLEHTpUYyre-BopTeKCe B TeyeHne 1-3 C.

2. TMpw ncnonb3oBaHnn ana BbigeneHna JHK komnnekTa peareHToB NMPOBA-I'C BCTpAxHUTE
npobupkn ¢ npenapatom [AHK 1 oTpuuatenibHbIM  KOHTPO/IbHbIM  06pa3yom  Ha
MUKPOLEHTPU(yre-BopTeKce B TedeHne 3-5 ¢ n ueHTpudyrupyiite npu RCF(g) 12000 -

16000 B TeUeHWe 04HOI MUHYTbI 411 OCaXKAeHMSA copbeHTa. B ciyuae ecnm nocne BblaeneHust
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HajocafouHas XXUAKOCTb, cojepXkawian BblgeneHHyto [AHK, 6blna nepeHeceHa B HOBble
NPOGUPKMN, LEHTPUGYTMPOBaHME NOC/e BCTPAXMBAHWUS MPOU3BOLUTCH HA MUKPOLEHTPUGyre-
BOPTeKCe B TeveHue 3-5 c.

3. Mpu wncnonb3zoBaHn pansa BblgeneHna OHK Habopa peareHtoB [MPOBA-MY-PAMNA
Heob6X0AUMO, He BCTPAXMBAsA, LEeHTpUMyrnposatb npobupku c npenapatom AHK u
oTpuuaTe/ibHbIM KOHTPO/IbHbIM 06pa3yoM Ha MUKPOLEHTPUGYre-BopTeKce B TedeHue 1-3 c,
3aTeM NoMecTUTb NPOBMpPKK ¢ Npenapatom AHK B MarHUTHbIN WwTaTuB. B cnyyae ecnum nocne
BblJe/leHNA HafocafovHasa XUAKOCTb, cofepxalwas BblgeneHHyto AHK, 6biia nepeHeceHa B
HOBble MPOBUPKMK, CriefyeT BCTPAXHYTb NPobupkn ¢ npenapatom AHK n oTpuuatenibHbIM
KOHTPO/IbHbIM ~ 06pa3yoM Ha MUKPOLEHTpU@yre-BopTekce B TeyeHue 3-5 ¢ M
LeHTpUyrmpoBaTb Ha MUKPOLEHTPUYre-BOpTeKCe B TeueHne 1-3 c.

7.4.6. YcTaHOBUTE MNPOOGUMPKM CO CMECbK Ansd amnavukaummn, co cmecbto TLP-6ydepa n
nonnmMepasbl TexHoTag MAX, ¢ npenapatamu HK, oTpuuaTe/sibHbIMU KOHTPO/IbHLIMU
obpasuamu 1 nofoKNTeIbHbIMW KOHTPOIbHBIMK 06pasuamMu, a Takke MUKPOM/IaHLeT ais
MUP Ha pabounin cton ATcTpuM M nNpoBeauTe [03MPOBaHME KOMMOHEHTOB COrMacHo
PYKOBOACTBY MO 3Kcn/ayatayuu.

7.4.7. TlomecTuTe aKKypaTHO, He BCTPSXvMBas, MUKPOMIAHLLET B MOAJI0XKKY YCTpPOMCTBa A4S
3aneyarbiBaHUA naHWeT [ATnak rMocse 3aBepLleHUs MporpaMmbl Ha [LO3UPYHOLLEM
ycTporictee ATCTpuMm.

7.4.8. TpoBegmnTe 3anedyaTbiBaHNe MMKponnaHweTa MLP nonnmepHon TepMOneHKOM CoriacHo
WMHCTPYKUUK K Npuobopy ATnak.

7.4.9. UeHTpudyrunpyiite mmkponnaHwwet MLP npn RCF(g) 100 B TeveHume 30 c.

7.4.10. YcraHoBuTe MUKponaaHweT MNUP B 6/10K AeTEKTMPYIOLLENO aMnindukaropa.

7.4.11. 3anycTuTe nporpamMmMHoe obecrneyeHue LeTeKTUPYOLWEro amnaugukaropa. Npu nepsom
nposefeHun TLIP 3arpy3auTe COOTBETCTBYHOLWMIA TecT [anee u npu nocneayowmx
NMocTaHOBKax co3jaliTe COOTBETCTBYHOLMIA  MPOTOKON  WUCCNELOBaHUSA:  YKaXuTe
KOMMMYECTBO W WAEHTU(MUKATOPbl 06pasyoB, B TOM 4YWC/IEe OTPULATENIbBHOTO W
NOMOXUTE/IbHbIX KOHTPOJIbHbIX 06pa3yoB, OTMeTbTE pacrosiokeHWe o00pasuoB Ha
mMaTpuLe TepMob/10Ka B COOTBETCTBUM C UX YCTaHOBKON 1 nposeanTe MLP. Mpwu Bbi6ope

TecTa [Jo/KHa 0To6paXKaTbCsl Mporpamma, NpPUBeAEHHAs B TabMLe 7.

e - TECT ANA AeTEKTUPYIOLWMX aMnangmKaTopos cepun AT co3gaéTca NyTEM BBOAA NapaMeTpoB (NapameTpsbl
TecTa yKasaHbl B [MpunoxkeHnn b) nnn npefoctaBnseTcs NponsBoAnTeIeM Habopa peareHToB.
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8. PETMCTPALUUNA PE3YJIBTATOB AMNNINPUKALLINN

8.1. Pernctpayns pesynbtaTtoB amnampumkaynm ¢ ncnonb3osaHuem MNMLP-geTtekTopa

Mocne NPOXOXAEHMA peakuuyM amnangrkaumm nomectute npobupku B MLP-geTekTOp,
othopMuMTE MPOTOKO/ M MPOBEANTE PErNCTpaL M0 Pe3yibTaTOB B COOTBETCTBUMN C MHCTPYKLMEN MO
aKcnnyaTaumm npubopa (MOpPoroBble 3HaAUEHNS 415 cnelMdrYeckoro NpojyKra coctaBnsaoT 1,75-
2,10, [ansi BHYTpPeHHero KoHTponda-2,50).
8.2. Pernctpayusi pesynbTaToB aMnanpUKauun C MUCMNOb30BAHUEM AETEKTUPYHLLNX

aMnInMrUKaTopos

Pernctpaums curHana yopecLeHLUn Ha AeTeKTUpYoLWMX amnangunkaropax cepmum AT,
Rotor-Gene Q, CFX96 n Applied Biosystems QuantStudio 5 npoBognTcA aBTOMaTUYeCKN BO BpeMS

amnanmkaumn.

9. YYET W UHTEPAPETALWA PE3Y/IbTATOB

9.1. YUéT pe3ynbtaTtoB amnanpuKauum  OCYLLECTB/IAETCA aBTOMATUYeCKM C  MOMOLLbHO
nporpaMmMHoro obecrnedeHus, nocraensemoro ¢ MNLP-4eTeKTopoM Unn AeTeKTUPYOLWUM
aMnINPUKaTopom.

9.2. Mpn ncnonb3oBaHUKU JeTeKTUPYOLWMX amnandukatTopos CFX96 crefyeT Mcno/b30BaThb
perpeccnoHHbIn  Tun aHanmsa (Cq Determination Mode: Regression), BO BKnagke
«Baseline Subtraction» Heo6xoaMmMo BblbpaTb «Baseline Subtraction Curve Fit».

9.3. VHTepnpeTaums pe3ynbTaToB MPOBOAUTCSA B COOTBETCTBUM C Tabnuuein 9. PesynbTaTbl
MOCTAHOBKM Ba/MAHbI, €CNX  BbINOJIHAKTCA YC/I0BUA MHTepnpeTaunm pe3ynbLTaTos,

Noy4YeHHbIX 4151 KOHTPO/IbHbIX 06pa3L|0B.
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Tabnuuya 9 - WHTepnpetaums pesynbTtatos MNLP

Flash Real-time (
Tomyuen e KeHAnAETeK AN Kavian ferexu
q)ﬂygDECLI,EHTHOM Fam/Green Hex/Yellow/Vic
feTekTope «KUH»  (MCKOMas AHK), (BHYTpeHHWiA
Cp/Cqg/Ct KoHTposk), Cp/Cq/Ct

nnn «>KNH-4»

NHCTPYKUMSA NO NMPUMEHEHUIO

Nunct 33
JlnctoB 39

MHTepnpeTtaumsa pesynbrtara

9.4.

9.5.

9.6.

Hewn3sBecTHble 06pasLbl
O6HapyxeHa JHK Candida

«t» YKa3aH He yunTbiBaeTcs albicans
(«+»)
He o6HapyxeHa JHK Candida
«» He ykasaH YkasaH albicans
(«-»)
«Hf» He ykasaH He ykasaH HepocToBepHEIN pesynibTar

(«HA»)
OTpuuaTe/ibHbIN KOHTPO/bHbIV 06pasel,
OTpuuatenbHbIA pesynbTat
YKaszaH (<)
PESyI'IbTaTbI NMOCTaHOBKN
BaJ/INHbI

«-» He yka3aH

MoNoXMTENbHBIN KOHTPObHBLIV 06paseL,
MonoXxuTenbHbIl pe3ynbTaT
(«+»)
Pe3ynbTaTbl NOCTAHOBKM
Ba/INAHbI

«+» YKasaH He yunTbiBaeTca

HepocToBepHbIi pe3ynbTaT MOXeT ObiTb CBS3aH C MNPUCYTCTBMEM WHIMOUTOPOB B
npenapate AHK, nony4yeHHOM 13 61M0/I0rMYECKOro MaTepuasia; HeBEPHbIM BbIMO/THEHNEM
NPOTOKONa aHaNn3a; Hecob1t0AeHNEM TeMMePaTYPHOro pexuma amnampukaummn v ap. B
3TOM c/fiydae HeobxoAnMMo noBTopHO nposectn TLP, nn6o BbigeneHne AHK u
noctaHosky TIMLIP gna atoro o6pasua, nvMbo B3ATWE OMOMIOrMYECKOro martepuana y
nawueHTa (BbINO/IHAETCA NMOC/eA0BaTe/IbHO).

MNpn nonydyeHUM MNOMOXMUTENLHOINO pes3ynbTarta A1 OTPULATENIbLHOIO KOHTPO/ILHOIO
obpasuya pesysibTaTbl BCE MOCTAHOBOYHOM CEPUM CUMTAKOT HEeLOCTOBEPHbLIMU. B aTOM
cnyyae Heob6X04MMO MNpoBefeHMEe CheunasibHbIX MePONpUATUA AN BbISBEHUA U
yCTpaHeHNs BO3MOXKHOM KOHTaMUHaUWN.

Mpyn nonyyeHUM OTPULATENIBHOIO pesynbTata A9 MNONOKUTENbHOI0 KOHTPOSIbHOIO
obpasua pe3ynbTaTbl BCEM MOCTAHOBOYHOW CEpUU CUMTAOT HEAOCTOBEPHbIMWU. B 3TOM

cnydae Tpe6yeTcs MOBTOPHAsi MOCTaHOBKA aMN/IMGuUKaLun BCeli napTum o6pasLioB.
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10.1.

10.1.1.

10.1.2.

10.1.3.

10.1.4.

10.2.

10.2.1.

10.2.2.

10.2.3.

10.2.4.

10.3.

10.3.1.

10.3.2.

10.3.3.

KAHO-T'EH NucTos 39

10. TPAHCIMOPTUPOBAHWE, XPAHEHWE N SKCMNNYATAUWNA
TpaHcnopTupoBaHue
TpaHcnopTUpoBaHNe Habopa peareHTOB OCYLLECTBASAKOT B TePMOKOHTelHepax ¢
XNafo3IeMeHTaMn  BCEMU BUZAMW KPbITOro TpaHcrnopTa npuv TemnepaType BHYTpU
TEPMOKOHTeliHepPa, COOTBETCTBYHOLLEN YC/TOBUAM XPAHEHUS KOMIMOHEHTOB, BXOAALNX B
cocTaB Habopa peareHTOB.
[JonyckaeTcsa TpaHCNOpPTMpOBaHMe Habopa peareHTOB, 3a WCK/IOYEHWEM MNOSMMepasbl
TexHoTag MAX {tacoBka U), B TepMOKOHTeNHepPax C X11afodnemeHTaMn BCEMU BULAMMN
KPbITOro TpaHcrnopTa npu TemnepaType BHYTPU TePMOKOHTelHepa oT 2°C pgo 25°C
He 6onee 5 CyTOK.
JonyckaeTca TpaHcnopTupoBaHuMe nonuMmepasbl TexHoTagq MAX ((acoska U)
B TEPMOKOHTeliHepax C Xx/afo3/leMeHTaMn BCEMM BUAAMW  KPbITOFO TpaHcropTta
npv TemnepaType BHYTPU TepMOKOHTeliHepa J0 25°C He 60/1ee 5 CyTOK.
Habopbl peareHTOB, TPaHCMOPTUPOBAaHHbLIE C HAPYLUEHVMEM TEMMePaTypHOro Pexuma,
NPUMEHEHMIO He MOA/IexarT.
XpaHeHue
Bce KOMMOHeHTbI Habopa peareHTOB, 3a UCK/O4YeHWeM nosimmepasbl TexHoTag MAX
(dhacoBka U), cnegyeT XpaHWUTb B XOSI04WIbHUKE WAN XONOAUNbHOM Kamepe npu
TemnepaType oT 2 ®C 0 8 °C B TeUeHMe BCEr0 CPOKa rofHOCTX Habopa peareHTOoB.
Monumepasy TexHoTag MAX (thacoBka U) cnefyeT XpaHUTb B MOPO3U/IbLHOM Kamepe npu
TemnepaType oT MUHYC 18RC f0 MMHYC 22°C B TeyeHMe BCEro Cpoka rogHocTu Habopa
peareHTOB.
Cmecb ana amnangukaumm m cMmecb AN amnanukaumm, 3anedyataHHyt napaguHomMm,
cneayeT XpaHUTb B XONOAUNbHUKE UAN XONOAUNBHON Kamepe nNpu TemnepaTtype oT 2 °C
fo 8 °C B 3aWMLEHHOM OT CBeTa MeCTe B TEYEeHMe BCEro Cpoka rogHoctu Habopa
peareHTOB.
Habopbl peareHToB, XpaHUBLUMECA C HapyLUEHWEM pPersiaMeHTUPOBaAHHOIO PeXunma,
NPUMEHEHMIO HE MOA/eXaT.
YKasaHuA no aKcnayaraymm
Habop peareHTOB JO/HKEH MPUMEHATBLCA COracHO AeACTBYIOLLEA BEPCUN YTBEPXKLEHHON
WHCTPYKLMM NO NPUMEHEHWIO.
[Onsa  nony4vyeHus [OCTOBEPHbIX pe3y/bTaToB Heo6X04MMO CTporoe cobnwgeHue
WHCTPYKLUUKN MO NPUMeEHEeHUIO Habopa peareHToB.
lMocne BCKPbITUA YMNaKOBKU KOMMOHEHTbl Habopa peareHTOB CleAyeT XpaHUTb Mpuv

creayoLmX yCnoBusix:
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- BCe KOMIMOHEHTbI Habopa peareHTOB, 3a UCKJ/OYeHMeM nosmmepasbl TexHoTay MAX
(hacoBka U), cnegyeT XpaHUTb B XONOAUIbHUKE U XO/I0AUNIbHON KaMmepe npu TemnepaTtype oT
2 °C po 8 °C B Te4eHuMe BCero cpoka rofgHocTn Habopa peareHTOB;

- nonumepasy TexHoTaq MAX (thacoBka U) crieayeT XpaHUTb B MOPO3U/IbHOW KaMepe npu
TemnepaTtype oT MuHyc 18°C go mMuHyc 22°C B TeYeHMe BCero cpoka rogHocTn Habopa peareHToB;

- CMeCb /11 aMnngurKaumMm 1 cMecb 418 amnandukauum, 3aneyaTaHHylo napadguHoM,
cnefyeT XpaHUTb B XONOAUIbHUKE U XONOAUNBLHOW Kamepe npu Temnepatype oT 2 °C go 8 °C B
3alMLLEHHOM OT CBeTa MecTe B TeUeHMe BCero Cpoka rofgHoCcTM Habopa peareHToB.

10.3.4. Habopbl peareHTOB C UCTEKLLMM CPOKOM FOAHOCTY MPUMEHEHWIO He MoA/1exar.

11. YKA3AHUA MO YTUITNSALNWN

11.1. Mpu wucnonb3oBaHMM Habopa peareHTOB B K/MHUKO-AUMArHOCTMYECKOW sabopaTopumn
obpasyloTca  OTXOAbl Knacca B, KoTopble yTWAM3MPYKOTCA B COOTBETCTBUM C
TpeboBaHuAMM CaHlMnH 2.1.3684-21 1 MY 1.3.2569-09.

11.2. Habopbl peareHToB, NpULLUEALLNE B HEMPUTOAHOCTb, B TOM YMC/E B CBSI3N C UCTEYEHMEM
CpoKa roAHOCTM, MOBPEXAEHMEM YMaKoBKW, MoA/exar yTuausauum B COOTBETCTBUM C
TpeboBaHnAMM CaHlMnH 2.1.3684-21.

12. TAPAHTWN N3TOTOBUTENA

12.1. MpeanpusaTe-U3roToBUTENb FrapaHTUPYeT COOTBETCTBME Habopa peareHToB TpeboBaHUSAM
TEXHUYECKUX YCMOBUIA Npu COGMOAEHUN YCNOBWIA TPaHCMOPTUPOBAHUS, XPaHEHUS W
aKcnyaTaumm, ycTaHOB/IEHHbIX TEXHUYECKUMU YCIOBUSMM.

12.2. CpoK rogHocTM Habopa peareHTOB - 12 MecsueB npwu cobMO4eHUM BCEX YCNOBUIA
TPaHCNOPTUPOBaHKWSA, XPaHEHNS U 3KCMTyaTaluu.

13 PEMOHT N TEXHUWYECKOE OBCNY>XXVNBAHWE

Ha6op peareHTOB npefHasHayeH A5 OLHOKPATHOrO MPUMEHEHWUS UM He MOANEXUT
TEXHUYECKOMY 006C/TY>KMBAHUIO U TEKYLLIEMY PEMOHTY.

14. CUMBO/JIbI, NCMOJIb3YEMbIE NP MAPKNPOBKE HABOPA PEAITEHTOB

MeAULMHCKOE M3zenite OGpaTUTECh K MHCTPYKLM

IVD a IArHOCTVKYA iN Vitro Mo NPUMEHEHWUIO N/IN K UHCTPYKLN
AAA M0 NMPUMEHEHMIO B 3/1EKTPOHHOM BUIE
TemnepaTypHbIii AyanasoH Homep no karasory

V Cofep>KMMOr0 JOCTATOUHO /1 I\J E————
MpoBeJeHUs <n> TeCTOB

He fonyckaTtb

Vcnonb3oBarb A0 <
A BO3[ENCTBUSA CO/THEYHOIO CBETA

[1ot] Kog naptum (cepun)
HectepuibHO
Jara n3rotoeneHuA
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15 MEPEYEHb MPUMEHAEMbIX HAULMOHANBbHbBIX CTAHOAPTOB
FOCT ISO 14971-2021 Wspgenna wMeguumHcKue. T[1puMmeHeHMe MeHefpKMeHTa pucka K
MeLVULMHCKUM U3Ae/TNAM
FOCT 15.309-98 CucTtema pa3paboTKu 1 NMOCTAHOBKM MPOLYKUUM Ha NPOU3BOACTBO. VcnbITaHWs
N NpremMKa BbIMycKaemMoi NpoayKuumn. OCHOBHbIEe NOSI0XKEeHUSA
FOCT P 2.105-2019 EamHaa cuctema KOHCTPYKTOPCKOM AoKyMeHTauun. Obume TpeboBaHMS K
TEKCTOBbIM JOKYMEHTaMm
FOCT P 15.013-2016 Cuctema pa3paboTKM W TMOCTAHOBKM TMPOAYKUUM Ha MNPOM3BOACTBO.
MeguumHCKne n3aenus
FOCT P 51088-2013 MeanuuHCcKne m3genvs gns AMarHOCTUKU WMH BUTPO. PeareHTbl, Habopbl
peareHTOB, TeCT-CUCTEMbI, KOHTPO/IbHble MaTepuasbl, nuTaTeflbHble cpedbl. TpeboBaHWA K
N3LeNNAM 1 NOAJEPXKMBAIOLLEN AOKYMEHTaLUN
MOCT P 51352-2013 MeanuMHCKUe U3fenus ans UarHoCTUKN UH BUTPO. MeToabl UcnbITaHWi
FOCT P 52905-2007 (MCO 15190:2003) JlabopaTopumn meguumnHcKne. TpeboBaHNA 6€30MaCHOCTU
FOCT P NCO 15223-1-2023 WU3pgenua meanumHckme. CUMBOSbI, NMPUMEHSAeMble 419 nepejaydu
NH(opMaumn, NpefocTaBisgeMoin nsrotosmtenem. Yactb 1. OCHOBHbIe Tpe6oBaHMSA
TOCT P NCO 18113-1-2015 MeAnUMHCKWE W3Aennsa L8 AUarHoCTUKWM in vitro. VHpopmauus,
npegocTaBnseMass M3rotoButenem (MapkupoBka). YacTb 1. TepMuHbI, onpefeneHns n obuime
TpeboBaHUSA
FOCT P NCO 18113-2-2015 MefuUVHCKME U3[ennsa ANna AUarHOCTUKMK in vitro. VHgopmayms,
npefocTasnsemMmas U3rotoBuTenieM (MapkmMpoBka). YacTb 2. PeareHTbl A1 AMarHOCTUKM in vitro gns
NPOoMecCMOHa/IbHOT0 NMPUMEHEHUSA
FOCT P NCO 23640-2015 N3genna  MeauUMHCKME ANs  AWMarHoCTUKM  in vitro. OugHKa
CTabuNbHOCTM peareHToB A1s1 AUarHOCTUKM in Vitro
TOCT P 53022.3-2008 TpeboBaHNA K KayeCcTBY K/IMHUYECKMX NabopaTopHbIX nccnegosaHunii, Y.3.
MpaBwna OUeHKN KIIMHNUYECKO NHDOPMATUBHOCTI /TabopaTOPHbIX TECTOB.
n pnmedyaHune - YKasaHHble Bblle CTaHAapThbl 6b1N ,Cl,ef/'ICTBnyUJ,VIMVI Ha MOMEHT YTBEPXAEHWNA
WHCTPYKLWUW NO MPUMEHEHUIO. B fanbHedwemM, Npu Noab30BaHUN 4OKYMEHTOM, LLeNecoobpa3Ho NPoOBEpPUTH
,D,el‘/'ICTBI/Ie CCbITIOYHbIX HOPMATUBHbIX AOKYMEHTOB Ha TeKyLLLI/II‘/'I MOMEHT. ECNM CCbINIOYHbIA OOKYMEHT
3aMeHEH NN N3MEHEH, TO npn NpMMeHEHN HaCcToAWEro AOKyMeHTa C/AeayeT no/ib30BaTbCA 3aMEHEHHbIM

(W3MEHEHHBIM LOKYMEHTOM).
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16. AAPEC ANA OBPALLEHWNA
Mpon3BOACTBO HABOPOB PeareHToB MMeET CEPTUNULNPOBAHHYIO CUCTEMY MEHEIKMEHTA

KayecTBa M COOTBETCTBYeT TpeboBaHUAM CTaHAapTa CUCTEM MeHeMXMeHTa KadectBa I1SO 9001
B 061acTn pa3paboTku, NponsBoacTBa 1 npogaxmn 1VD peareHTOB 1 NPUGOPOB AN1A MOSIEKYNSIPHO-
reHeTUYECKON AMArHOCTUKU M APYroro nabopaTopHOro npumeHeHus u 1SO 13485 B obnactu
pa3paboTku, npomsBoacTBa W npogaxu IVD peareHTOB U nNpubopoB A1 MeAULMHCKOM
MOJIEKY/IAPHO-TeHETUYECKOW ANAarHOCTUKMN.
MpounssoanTesnb: OO6LWECTBO C OrpaHUYeHHOW OTBETCTBEHHOCTbID «HIMO [AHK-TexHonorus»
(OO0 «HIMO AHK-TexHonorus»), Poccus.
Appec npon3BoOANTENA: 142281, Poccus, MockoBcKad 06nacTb, r. MpoTBu1HO,
yn. XKenesHofopoxkHas, 4.20
MecTo npon3BoACTBa:

- 000 «OHK-TexHonorusa TC», 117246, Poccus, r. MockBa, npoesg HayuHblid, 4. 20,

CTpOeHue 4,
- 000 «HMNO AHK-TexHonorusa», 142281, Poccus, MockoBcKasi 06n1acTb, r. MpoTBUHO,
yn. XXenesHogopoxHas, 4. 3.
Mo Bonpocam, KacatoLmmMest KadecTBa Habopa peareHToB, cedyeT 06pallaTbCcs B CyX 6y

K/IMEHTCKOW MOAAEPXKKN.
Cnyx6a KMeHTCKOWN NOAAEPKKN:
8(800) 200-75-15 (ansa Poccmn, 3BOHOK 6ecniaTHbIN),
+7(495) 640-16-93 (gns ctpaH CHI™ 1 3apy6exbs, 3BOHOK MaTHbIN),

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

3aMecTuUTeNb reHepasbHOro AUpeKTopa o
Hayke OO0 «HM® JHK-TexHonormna»,

K.6.H. O.40. Abpamos
« » 2024 .
COIrNMACOBAHO
MeHepanbHbI AUPEKTOP
000 «BbIMMEM-MEAUEHTP» N.K. BapHaBu4yc
2024 .
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MpunnoxeHne A
MapameTpbl TecTa, KOTOPble HEOOXOANMMO BHECTM B MPOrpamMmmHoe obecneyeHue
feTeKTUPYOLWMUX amnampukaTopoB «ATnpaim», «4TnanT»
npu Mcnonb3oBaHUM Habopa peareHToB KAHA-TEH

B (pacoBkKe S

1) Konunuectso Npobupok B TecTe - 1;
2) O6bEM peaKLMOHHOM cMecK - 35 MKJT;
3) B okHe «[lporpaMmma amnau@ukauum» BBECTU CleayoLLne napameTphbl:
T Pexxum
Ne 6/10Ka emneop()?Typa, MWUH c Yuncno umkioB OMTUYECKMX Twn 6noka
N3mepeHnii
80 0 30
MK
! o4 1 30 1 H
94 0 30
2 64 0 15 > Y, Ln
94 0 10
3 64 0 15 45 nr Lk
4 % 0 5 Lnkn
5 10 XpaHeHve XpaHeHue
V- PeXXUM OMTUYECKMX M3MEPEHUN
4) BHecTu cnegytouime napameTpbl KaHa/10B feTeKUnn:
Fam Hex Rox Cy5b Cy 5.5
Candida albicans BK -
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KAHA-TEH Jlnctos 39

MpunnoxeHne b
MapameTpbl TecTa, KOTOPble HEO6XOAUMO BHECTU B MporpammHoe obecrneyeHune
JETEKTUPYOLWMX aMNAnpuKaTopoB «ATnpaim», «4TnaknT»
npu ncnosb3oBaHun Habopa peareHToB KAELL-MEH

B (hacoBke U

1) KonunuyectBo Npobupok B TecTe - 1;
2) O6bEM peaKLMOHHOM cmecn - 18 MK
3) B okHe «[Mporpamma amnnnmkauum» BBeCTU C/efyloLLne napameTpbl:
T Pexxum
Ne 6/10ka emnir():aTypa, MUWH c Ywuncnio umknos OMTUYECKUX Twn 6noka
N3MEPEHNA
80 0 5
NKI
! 94 0 5 5 H
2 94 5 00 1 Lmkn
94 0 30
5 NKN
3 64 0 15 V H
94 0 10
MK
4 64 0 15 45 \Y H
5 94 0 5 1 Lpnkn
6 10 XpaHeHune XpaHeHne
APEXXMM OMTUYECKUX N3MEPEHUN
4) BHecTn criegytouime napameTpbl KaHa/10B AeTEKLNN:
Fam Hex Rox Cy5 Cy 55
Candida albicans BK - - -
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