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cnucok COKPALLEHUI N OBO3HAUEHWNI

B HacTosALLell MHCTPYKLMM UCNONb3YHOTCS CNefyoLlne CoOKpalleHns 1 0603HaYeHNs:

RCF -0T aHrn, relative centrifugal force, oTHOCUTENBbHOE YCKOpPEHUE
6B - 6aKTepmanbHbIA BarnHo3

BK - BHYTPEHHWUI KOHTPO/b

an - LOBEPUTENbHbIA NHTepBan

OHK - e30KCMPUOOHYKNENHOBAsA KMCnoTa
AHKasbl - e30KCMPUBOHYKeasbl

K- - OTPULATENbHBIA KOHTPOJIbHbLIV 0bpasel
K+ - MONIOXMNTENbHbIA KOHTPO/IbHbIV 06pasel,
KO - NabopaTopHbIVi KOHTPO/bHbIA 06paseL
HK - HyKnenHosble kucnotbl (PHK 1 AHK)
nup - NoNnMMepasHasa LenHasa peakuns
PHKa3sbl - pUBOHYKNeasbl
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BBEAEHWE

Gardnerella vaginalis - Hanbonee n3y4eHHbI BarMHanbHbI aHa3p0o6, KOTOPbIA HapaAay C
APYrMMM aHaspoOHbIMKU GaKTepUAMK, y4acTBYyeT B pa3BuTUM 6akTepuanbHoro sarnHosa (bB) y
XeHwmnH [1,2,3] 1 MOXeT BbI3blBaTb BOCNanuTeNbHble 3a60MeBaHUS  HUKHUX  OTAE/N0B
MOYENnonoBbIX NyTeR y MyXuuH [4,5,6].

Knaccuyeckummn  cumntoMamn  6aKTepuasbHOro  BarMHOo3a CUMTAKOTCA  XKUAKKE
npospayHble, 6efble UAN Cepble TOMOTEHHbIEe BbIAEeNeHNA C HEMPUATHLIM 3anaxom, OTCYTCTBME
BarMHMTa, OAHAKO nnWwb 0K0/0 50% >XeHWKMH ¢ BB MMeT XapakKTepHble CUMMTOMbI, 4acTo
KNMHUYECKMe CUMMNTOMbI OTCYTCTBYIOT UM HecneuuuyHbl ana BB, y MHOrux >xeHwuH bB
npoTtekaeT 6ecCUMNTOMHO.

OcnoxHeHnamn BB aBnAlTCA BOCManuTeNbHble 3ab60neBaHMA OpraHoB Manoro Tasa
(3HOOMETPUT, canbnUHIWT, TybooBapuanbHbIii abeuecc) [7, 8, 9]. BB saBnseTca GakTopoMm pucka
NH(EKLMOHHbBIX OCIOXHEHWUI NMPU MEAULMHCKUX Y CMOHTaHHbIX abopTax.

BepeMeHHble XeHLWMHbI ¢ BB MMeloT 601ee BbICOKWIA PUCK NPEXAEBPEMEHHOIO pa3pbiBa
OKO/IONNOAHbLIX 060/104YEK W NPEXAEBPEMEHHOIO POXAEHMA AeTell ¢ HU3KUM Becom [10], a Takxe
pasBMTMA NOCNEPOAOBOr0 IHAOMETPUTA.

Hu3kas 4yBCTBUTENIbHOCTb CTaHAAPTHbIX METOLO0B AWArHOCTUKW W MOABNEHWE HOBbIX
MeTOL0B MAEHTU(MKALUM MUKPOOPTraHW3MOB Ha OCHOBE aMMIU(UKaLMN HYKIENHOBLIX KUCNOT,
MeTO4O0B, 06najatoLMx YyBCTBUTENbHOCTLIO, 613Koli K 100%, N03BOAUNO chenaTb 3aK/toyeHune
06 nx adekTmBHOCTU ana mnaeHTudmkaumm Gardnerella vaginalis u cBoeBpeMeHHO HasHauyaTb
COOTBETCTBYIOLLYIO TEpanuio.
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1 NPEAHA3HAYEHHOE MPUMEHEHWE
MonHoe HammeHoBaHWe Habopa peareHToB: Habop peareHToB Ana BbigBneHns AHK
rapaHepennsl BaruHanuc (Gardnerella vaginalis) meTogom nonMmMepasHON LEeNHON
peakuun (TAPA-FEH), ganee no TeKCTy - Habop peareHTOB.
HasHauyeHue: Habop peareHTOB MnpefHasHayeH [AnA BbisBneHus AHK rapgHepensbl
BarnHanuc {Gardnerella vaginalis) metogom TUP B 6uonornyeckom matepuane
YesI0BEKa: COCKOObI anuTeNnanbHbIX KNeTOK M3 YPOTreHWTaNbHOro TpakTa, Mouya, CekpeT
npocTathbl, 3AKyNAT.
®YHKUMOHANbHOE Ha3HaYeHne: AnarHocTuKa in vitro.
MokasaHWs K MNPOBEAEHUK MCCNef0BaHUA: CUMMTOMbl  MHMPEKLUOHHOTO WK
BOCMaNMTEeNIbHOro 3ab60neBaHMA MOYENO/I0BOr0 TpakTa, KOHTPO/b SieYeHUs MHMeKuuu,
BbI3BaHHOW Gardnerella vaginalis.
MpoTNBONOKa3aHWIi K MPUMEHEHMWIO HET.
MonynAauynoHHbIe N Aemorpauyeckme acnekTbl: NPUMEHEHME Habopa peareHTOB He
3aBUCUT OT MONYNALUOHHBIX U eMOrpauyecKnux acrnekToB.
O6nactb NpUMeHeHMsA: Habop peareHTOB MOXET OblTb MCNOMb30BaH B K/AUHUKO-
ANArHOCTMYECKMX NabopaTopmnax MeAULUHCKUX YUPeXAeHUN.
MoTeHUMaNbHble NOMb30BATENN:  KBaAM(PUUMPOBAHHbLIA  MepcoHan, O6Yy4YeHHbIl
MeTo4am MONEKYNAPHON AUArHOCTUKMW U NpaBunam paboTbl B KNMHUKO-ANArHOCTUYECKOWA
nabopatopumn: Bpay KAMHWUKO-AMArHOCTMYeCKON nabopatopun, denbgwep-nabopaHt
(MeANUMHCKNIA NabopaTOPHbIA TEXHUK).
MpnuMeHATb Habop peareHTOB CTPOro MO Ha3HAaYeHUIO COrfacHoO faHHOW MHCTPYKLMMK MO

MPYMEHEHUIO.
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2 XAPAKTEPNCTUKA HABOPA PEAITEHTOB

Habop peareHTtoB T'APJ-TEH BbinycKkaeTcs B Cnefyowmnx BapuaHTax UCNOTHEHUSA:
- MUP ¢ geTekuunein B pexnme peanbHOro BpeMeHu;
- MLLP ¢ dhnyopecueHTHON fAeTeKunen no KOHEYHOM TOYKe.

BapnaHTbl MCNOMHEHNS pa3nuyarTca cnocobom aeTekumm amnanduumpoaHHon AHK
Gardnerella vaginalis'.
. «MUP c getekumeld B pexume peanbHOro BpeMeHU» (MapkupyeTca - «Real-time») -
npefHasHayeH Ana fetekuun pesynbtatoB [LP Bo Bpems amnangukauum ¢ NOMOLLbHO
[EeTEKTUPYIOLLNX aMMIMUKATOPOB;
. «MUP ¢ thnyopecueHTHON AeTeKLUMein no KOHeyHoW Touke» (Mapkupyetcs - «Flash») -
npefHasHayeH Ana fetekumy pesynbtatoB  [LP  nocne OKOH4YaHMA  amnaugukaymm ¢

ncnono3osaHuem lMLP-getekTopa.

2.1 CocTaB Habopa peareHToB

2.1.1. TUP cpeTekymnen B pexxnme peasbHOro BPEMEHM

R1-P108-S3/9, thacoBKa S, cTpunbl

HavMeHoBaHWe o Konnuectso HoMuHanbHbI
BHelHW1A BUA )
KOMMOHEHTOB NPo6MpoK 06bEM KOMMOHEHTA

Mpo3payHas GecLBeTHas Ui

Cmecb ans amnandgukauum, 12 cTpunos

po30Bast XXWUAKOCTb Noj, no 20 MK
3anevaraHHas napaguHOM no 8 npobmpok
BOCKOOOPa3HbIM GefbIM C/I0em
PacTtBop Tag-nonumcpasbl  po3payHas 6ecuseTHas XUAKOCTb 2 Npo6upKu no 500 mkn
Mpo3payHan 6ecLiBeTHasA BA3Kas
MuHepanibHOe Macno PO . 2 Mpobupku no 1,0 mn
MaCNAHUCTas XXMAKOCTb
MoNoXUTENbHDIN
Mpo3payHasn 6ecuBeTHas XMUAKOCTb 1 npobupka 130 mkn

KOHTPO/bHbII 06pazel®

KpbILWKK NS CTPUMOB 12 .

‘- Ha 9TUKETKe KOMMOHEHTa 1151 BCeX (PAacOBOK «[10M0XKMTENbHbIA KOHTPO/bHbIV 06paseL» yKa3biBaeTcs
KaK «K+»
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AN OHK-TEXHOMIOMNA

HanmeHoBaHme
KOMIMOHEHTOB

CMecb 415 aMnanmkamm,
3aneyaraHHas napaguHom

PacTBop Taq-nonvmepassl

MwuHepanbHoe Mac/no

MoNoXnTeNbHbIA
KOHTPO/IbHBIN 06paseL

HavmeHoBaHVe KOMMNOHEHTOB
Cwmecb ana amnangukaumm

Monumepasa TexHoTag MAX

MupP-6ydep
MonoXuTenbHbIN
KOHTPO/IbHBI 06pa3seL

2.1.2.

REF
HanmeHoBaHVe KOMMNOHEHTOB

Cmecb ans amnandgukaumum,
3arneyaTaHHas napaguHom

PacTBop Tag-nonvMmepassbl

MLP-Gydep (choH)

MwHepanbHoe Macso

MONOXMTENbHBIA KOHTPObHBbIV
obpasel’

Bce KOMMOHEHTHI

AOMONHNUTENbHON NOAFOTOBKM

NHCTPYKLMSA MO NPUMEHEHUIO
FAPA-TEH

R1-P108-23/9, thacoBKa S, npobupkn

o KonunyecTso

BHewHWUM BUA

npoompoK

Mpo3payHas becupeTHas Unu
P030Bas XXUAKOCTb MOA

BOCKOOOPa3HbIM GenbIM C10em

96 Npobumpok

Mpo3pauHas GecLBeTHas XXUAKOCTb 2 NPo6MPKM
Mpo3payHas GeclLBeTHas BA3Kas
PO3p H 2 Npo6upKkm
MaCNSAHNUCTas XWUAKOCTb
Mpo3payHas becLBeTHas XU4KOCTb 1 npobupka
DSL R1-P108-UA/9, pacoska U
o KonunyecTso
BHelWH1A BMA
npo6upok
Mpo3pauHas 6ec
po3payH LIBETHAsA 1n 1 npodHpKa
p030Bast XXMAKOCTb
Mpo3spayHas b6ecuBeTHas BA3Kas
posp . 1 npobupka
XMAKOCTb
Mpo3payHas GecupeTHas XNAKocTb 1 npobupka
Mpo3payHas becupeTHas XUAKOCTb 1 npobupka

MLP c donyopecueHTHOW AeTeKumned No KOHEYHON ToukKe

P1-P108’51/1, dacoBka S, npobupkm 0~ mL
o KonunuecTso
BHewwHWiA By
npodmpok

Mpo3spayHas 6ecupeTHas nUnm
pO30Bast XMAKOCTb Noj,
BOCKO0Opa3HbIM GefibiM C/oem
Mpo3payHas GecupeTHas

100 npobupok

XUKOCTb 2 Npo6upKHK
Qﬁzigi::aﬂ GecLBeTHas 1 npoBipia
T oot 2 Iposupi
Mpo3payHas GecLBeTHas 1 npoipia

XNAKOCTb

Ha60pa peareHToB TrOTOBbl K MPUMEHEHWUIO

K pab6ore.

n

Nuet 7
NncTtoB 44

HoMunHanbHbI

006bEM KOMMOHEHTA

no 20 MKn

no 500 mkn

rno 1,0 mn

130 mkn

HomuHanbHbI

006bEM KOMMOHEHTA

600 MKn

30 MKn
600 MKn

130 mKn

HoMWHanbHbI
00BbEM KOMMOHEHTA

no 20 mMKn

no 500 mkn
200 mKn
no 1,0 mn
130 mkn

He TpebyloT

' - Ha 3TMKETKE KOMMOHEHTa Ansi BCeX (PacoBOK «M0MOXUTENbHbIA KOHTPO/bHBIN 06paseL» yKasblBaeTcs

KakK «K+»
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KOMMMeKTHOCTb:
- Habop peareHTOB B O4HOM W3 BapvaHTOB UCMONHEHNSA - 1 WT.
- WHCTPYKLNA NO NPUMEHEHUIO - 1 3K3.
- Bknagbiw - | 3K3.

Macnopt -1 3KkKs.

2.2. KonunuecTBo aHanusnpyemblx 06pasyos

Habop peareHTOB B (hacoBKe S paccumTaH Ha npoBedeHue 96 onpegeneHnin ons BapmnaHTa
ncnonHeHus «MLP c geTekumeli B pexxMMme peanbHOro speMeHn» n 100 onpeaeneHunin Ans sapmaHTa
ncnonHeHus «MLP ¢ ¢nyopecueHTHON JeTekuuWeld MO KOHEYHOM TOUKe», BK/KOYas aHaiu3
Hen3BeCTHbIX 06pa3L,0B, OTPULATENbHBIX KOHTPOJIbHbIX 06pa3L,0B, MOMOXKUTENIbHbIX KOHTPObHbIX
06pa3uoB U (OHOBLIX MPOOGUPOK. And BapuaHTa ucnonHeHus «MLP ¢ geTekuuein B pexume
peanbHOro BpemMeHW» NpefycMOTpeHO He 6onee 24 NOCTaHOBOK, ANs BapuaHTa ucnonHeHuns «MLpP
C haiyopecueHTHON feTeKLMein N0 KOHeYHON TouKe» - He 60nee 10 NOCTaHOBOK.

Habop peareHTOB B (hacoBke U paccumTaH Ha npoBegeHne 96 onpefeneHnii npm ycnosum
NMoCTaHOBKM He MeHee 5 o06pa3uoB B O4HOM uccrefoBaHMM (3 HEM3BECTHbIX 06pasua,

oTpuuaTenbHbIR U NONOXUTENbHbIA KOHTPONbHbIE 06pasLbl).

2.3. MpuHyunn metoga

MeTtoa: MonumepasHasa uenHas peakumsa (MLP) ¢ geTekumein pes3ynbTaTtoB: B pexume
peasibHOro BpeMeHu, ¢ (hlyOpecLEeHTHON AeTeKuMeil No KOHEYHON TOUKE; KaYeCTBEHHbIN aHanns.

MpuvHUMN MeToLa OCHOBaH Ha WCMonb30BaHUM npouecca amnavdukaymun OHK c
MOMOLLbIO MONMMepasHoi LenHoii peakymm (MLP). Mpouecc amnan@ukaLmm 3akno4aeTcs B CEpUm
MOBTOPAKOLWMXCA LWKNOB TemnepaTtypHoil geHaTypaumn [AHK, oTxwura npaimepos c
KOMM/IEMEHTaPHbIMW NOCNeA0BaTe/IbHOCTAMU U NOC/efYIOLEen [OCTPOWKN MONUHYKNEOTULHbIX
Lienen ¢ aTux npamepos Tag-nonnmepasoil.

ANna  noBblWeHUA YyBCTBUTE/NIBHOCTM U CMNELUPUYHOCTM peakuunm npesycmMoTpeHo
NMPMMeHeHWe «ropavyero» crTapTa, KOTOpbIA ob6ecrneymBaeTca ANnA (ACOBKM S METOAMKOM
MPUroTOB/IEHUA PeakLMOHHOW CMecun, COCTOALEe U3 ABYX C/OEB, pa3fenéHHbIX MPOCNONKON ©3
napaduHa. CmeLLeHne CNOEB 1 NpeBpaLLeHne X B peakLMoOHHY CMeCb NMPOUCXOAUT TO/IbKO mocse
nnaefieHNsa napaguHa, YTO MUCKKOYaeT Hecneunpuyeckuii omKUr npamepos Ha AHK-muweHu
npu HayanbHOM nporpese npobupku. «lopsaunin» cTapT Ana ¢acoskm U obecnevnsaeTcs
MCMoNb30BaHMEM MOJIMMepPasbl, aKTUBHOCTb KOTOPOW O/IOKMpOBaHa aHTUTeNamu, akTusaLuus
(hepmMeHTa NPOUCXOAUT TONbKO NOC/Ee NpeLBapuUTeNbHOr0 NPOrpeBa peakyMoHHON cMecu npu 94®C.
3T0 UCKNOYaeT Hecneungpuruyecknin omKUr npainmepos Ha JHK-muLweHn npu HayanbHOM Nporpese

npo6upkn.
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B peakuMOHHYI CMecb AN amnandukaumm eeefeHbl JHK-30HAbI, KaXAbI 13 KOTOPbIX
HeCET (PlyopecLeHTHYIO MeTKYy W racutens gayopecueHunn. Mpu obpa3oBaHUM CrneynpuyHOro
npoaykta [AHK-30HA4 paspyliaetcs, [eiAcTBMe racutens Ha (IYOpPecUeHTHYH  MeTKy
npekpawaeTcs, 4YTOo BeAET K BO3pacTaHUIO YPOBHA (/yopecueHLUn, KOTOpbIA (uUKcupyeTcs
LETEKTUPYOLWUM amnangukatopom nam MLP-getekTopom.

KonnyecTBo paspylleHHbIX 30HAOB (a, CnefoBaTenlbHO, M YPOBEHb (h/yopecueHLnNn)
YBEMUYMBAETCA NPOMOPLMOHANLHO KOAMYecTBY 00pa3oBaBLUNXCS CMeUnpnYecKnx amnamKoHOB.
YpoBeHb (hyopecLeHLn N3MEPAETCA Ha KaXKA0M LUKIe aMnangukaLuy B BapnaHTe UCMNONHEHNS
«MUP ¢ getekumnein B pexume peanbHOro BpPeMeHW» WAW NOCNe NPOBefeHUs aMnaudukaymm B
BapuaHTe ncnonHenus «MLUP ¢ hnyopecueHTHOW feTeKLMelnl N0 KOHEYHOW TOUKe».

B coctaB cmecu gnsa amnangukauum BKAKOYEH BHYTPEHHUI KOHTponb (BK), KoTOpbIi
npegHas3HayeH AN KOHTPONS MPOXOXAEHUSA NONNMepasHOW LenHow peakumu.

B coctas AHK-30H40B, MCMNOMb3yOWMXCA ANS AeTeKUUM NPOAYKTa amnaudurkauunm
nckomoit AHK, BkntoueHa hnyopecueHTHas meTka Fam. B coctaB JHK-30H40B, NCNOMb3YOLLLMXCH
ANA feTekuMn npoaykTa amnav@ukauum BHYTPEHHEro KOHTPONsA, BXOAUT (1yOpecueHTHbIN

KpacuTesnb Hex. B Tabnuue 1npuBeAeHbl KaHanbl eTEKLMM NMPOAYKTOB aMNIN(UKaLum.

Ta6nuua 1- KaHanbl AeTeKUWUN NPOAYKTOB aMMAnguKaLum

Fam/Green Hex/Yellow/Vic Rox/Orange Cy5/Red Cy5.5/Crimson

Gardnerella vaginalis BK

WccnefoBaHne coctouT K3 cnefylowmx atanos: BbigeneHne HK (npo6onoarotoska),
nupP-amnanumkauns OHK Gardnerella vaginalis n getekuns npogykKToB amnangukauymm c
ncnonb3oBaHnem Habopa peareHtoB TAPA-FEH. MNpu ucnonb3oBaHWM HaboOpoOB peareHTOB B
BapuvaHTe wucnonHeHus «MLP c peTekumeld B pexume peasbHOro BpemeHu» 3tanbl [TMLLP-
amnnngukaunn AHK n getekunn AHK coBMeLLeHbl.

2.4. Bpemss nposefeHnsa aHanusa (BKAYaa Npob6ONOAroTOBKY): OT 2 4acoB

(B 3aBMCUMOCTU OT KOJIyecTBa 06pasL,oB 1 NCMONb3yeMOro Habopa/KoMMieKTa peareHToB

ons BblgeneHma HK).
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3. AHANMNTUYECKWME N ANATHOCTUYECKUWE XAPAKTEPUCTUNKW
3.1 AHanntuyeckas crneynPunyHoCTb

B o6pasuax 6uonormyeckoro Matepmana udenoseka, cogepxawero AHK Gardnerella
vaginalis, nporpammHoe o6ecneueHune MLP-getekTopa («MLP ¢ hnyopecueHTHON AeTeKumeid no
KOHEYHOI TOuKe») WunuM aeTekTupytoulero amnnungukatopa («MUP ¢ geTekumeid B pexume
peanbHOro BPEMEHWU») AOMKHO PErucTpupoBaTb MOMNOXKMWUTENbHBLIA pe3ynbTaT amnangukaymm
cneundguryeckoro npoaykTta (dpparmeHta reHoma Gardnerella vaginalis).

B o6pasuax 6uonornyeckoro matepmana, He cogepxxauwero AHK Gardnerella vaginalis,
nporpaMmHoe obecneyeHuve feTeKTUpyloLwero amnaugukatopa unu MLUP-geTekTopa LOMKHO
perncTpupoBaTb OTpULATENbHbLIA pe3ynbTaT amnavukayuy  cneundpuruyeckoro npogyKrta
(dbparmeHTa reHoma Gardnerella vaginalis) u nonoXWTenbHbIA pe3ynbTaT amnanguKaymm
BHYTPEHHEro KOHTPOSS.

Moka3aHO OTCYTCTBME Hecneungpuruyecknx NoN0OXKMUTENbHbIX Pe3ynbTaToB aMnan{uKaLmum
npu Hannumm B obpasue AHK Ureaplasma urealyticum, Mycoplasma hominis, Mycoplasma
genitalium, Ureaplasma parvum, Neisseria gonorrhoeae, Candida albicans, Chlamydia
trachomatis. Trichomonas vaginalis, Streptococcus spp., Staphylococcus spp., a Takxe AHK

yenoBeka B KOHUeHTpauum go 1,0x10" konuii/mn o6pasya.

3.2. NHTepthepunpytoLlLne BellecTea

Hannune wuHrnéutopos MMLP B o06pasye 6M010rM4ecKoro Martepuana MOXeT ObiTb
MPUUYNHON  COMHUTENbHbIX  (HeonpeaenéHHbIX/HEJOCTOBEPHbIX)  pe3ynbTatoB. [1pM3HAKOM
UHrnébumposauus TILIP aBndeTcas OLHOBPEMEHHOE OTCYTCTBMe aMManguKaunm BHYTPEHHEro
KOHTPONS 1 cneyuguyeckoro npogykra (cm. 2.3, 9.4, 9.5).

K nHrnéutopam MLP oTHOCATCA cnegytolwme BewecTsa: NpucyTcTBne B obpasie Camnsm,
NMpUMecein KpoBu; Ny6puKaHTbl, TalbK, MECTHbIE 1EKapCTBEHHbIE NpenapaTbl.

[na cHWKeHna konmyectsa UHrMéuTopos MLP Heob6xogumo cobnofatb npasnia B3ATUSA
6uonornyeckoro martepuana. Npu nNoJO3peHUM Ha Hanumyume B obpasue 60/bLIOro KOMYyecTsa
nHrnomtopos TLIP pekomeHayeTcs BblGMpaTb MeToabl BblgeneHus LOHK, nossonstwouime
MaKCUManbHO yaanuTs MHrmomnTopsl MLP 13 o6pasua, He peKoMeH4yeTca MCNONb30BaTh 3KCMpecc-

MeToZbl BblgeneHna AHK.

3.3. Mpegen o6HapyXXeHUA
50 konuit AHK Gardnerella vaginalis Ha amnangukayMoHHY0 NpoBMpKY.
Mpenen 06Hapy>XeHns yCTaHOBMEH NYTEM aHanM3a CepuiiHbIX pa3BeeHnii NabopaTopHOro

KOHTPONbHOro obpasua (JIKO). Ana Kaxaon KoOHUeHTpauuy 6bi10 npoBeAeHo 94 onpeaeneHums.
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KoHueHTpaums JIKO, Ko/uecTBo Konunyectso %
KOMWiA Ha aMNAN(MKALMOHHYHO OBTODOB MOMOXUTENBbHBIX NONOXKNTENBHBIX
Npo6upKy P pe3ynbLTaToB pe3ynbLTaToB

100 94 94 100

50 94 94 100

25 94 19 20,2

0 94 0 0,0

MpumeyvaHune - Mpegen obHapyxeHusa OHK Gardnerella vaginalis B o6pasue 3aBuCUT OT MeTofa

npo6onoAroToBku 06pasLia 1 KOHeYHOro o6bvéma BblgeneHHon AHK (06bEma antoumn).

Mpumep:

Mpegen o6HapyXeHns 50 KOMWiA Ha amnaM(UKaUMOHHYHO MPOOMPKY COOTBETCTBYET CNEAYHLLMM
3HaueHuam KoHueHTpauun AHK Gardnerella vaginalis npyu ncnonb3oBaHWM HabopoB/KOMMIEKTOB AN
BbIJeNIeHNA HYKNenHoBbIX KncnoT npomssoactsa OO0 «HIMO AHK-TexHonorus»:

Ha60pr/KOMI'II'IeKTbI ONnA BblAENEHUA HYKNEUHOBLIX KNCNOT

O6pase
pasel MPOBA-HK nposA-rc  MPOBA-MU-PANNA * npoea paning
(npw antoumm B 300 MKN)

- Cockob 3nuUTeNnanbHbIX
KNETOK B 500 MK
TPaHCMOPTHOI cpegpl;

- Oakynat B 500 MKN

TPaHCMOPTHOI cpegbl; VSOO }OOO §000 ? 000
- CeKpeT npocTaThl B 500 MKN konwuii/obpaseL, Konwuit/obpaseL, Konui/obpasey, Konuii/obpasey,
TPaHCNOPTHOM cpefpl;
- Moua (npu BblgeneHnn u3
1.0 mn o6pasua)
3.4. OvnarHocTnyeckne XxapakTepUCTUKM

KonunuyecTtBo o6pasyos (n) - 398;
[wnarHoctnyeckas 4yBCTBUTENbLHOCTbL cocTasnseT (95% [AWN): 98,9% (97,2-99,6%);

[narHoctnyeckasa crneumnuyHocTtb coctasndet (95% AN): 97,0% (93,9-98,6%).
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4. MEPbI MPEJOCTOPOXHOCTU

OpraHusauus pabotbr [LP-nabopatopun, o6opynoBaHMe W MaTepuanbl [O/KHbI
cooTBeTcTBOBaTb TpeboBaHnam TOCT P 52905-2007, meToamyeckux ykasanumii MY 1.3.2569-09
«OpraHusaymsa paboTbl nabopaTopuii, UCNONL3YKOWNUX METOAbl aMNAnGUKaLUM HYKIeUHOBbIX
KWUCNOT, Npu paboTe ¢ Matepmanom, Cogep>Kawum MUKpoopraHuamel I-1V rpynn natoreHHocTu», ¢
cobnoaeHnem  caHUTapHbix  npaeun  u Hopm  CaHluH 3.3686-21 «CaHuntapHo-
anuaemmonorunyeckue TpebosaHns No NPouNakTUKe NHPEKLNOHHBIX 60/1e3HEN».

HensBecTHble 06pasLbl paccMaTpuMBalOTCs Kak MoTeHuuanbHO-onacHble. Mpu paboTe ¢
HabopoM peareHTOB C/ieflyeT HafleBaTb 04HOPA30Bble NMepyaTkn 6e3 TasbKa.

Mpu paboTe ¢ mukpoopraHmamamm I-1V rpynn nmaToreHHOCTM BbIGOP TMMa 3aLIMTHOIO
KocTioma (paboueil ofexabl M CpPeAcTB WMHAMBWUAYaANbHOW 3alWjMTbl) MPOBOAUTCA B CTPOroM
COOTBETCTBMU C CAHUTAPHbIMUK npasuiamm n Hopmamm CaHlMuH 3.3686-21 n onpegenseTca BUAOM
B036yanTens, paboyein 30HON, OCHaLLeHMEM ee 6OKcammn BMONOrnyeckor 6e3o0nacHoCTy.

CnepyeT Ucnosib30BaTh TO/bKO OAHOPA30Bble HAKOHEYHUKM U NPOOGUPKMN.

He ponyckaetca ucnonb3oBaHWe OAHUX W TeX >Ke HaKOHEeYHWKOB npu o06paboTke
pasninyHbIX 06pa3LoB 6MOMIOrMYECKOro maTepuana.

K paboTe ¢ Habopom peareHTOB [ONyckaeTcsa MepcoHan, O06Yy4YeHHbI MeToAam
MONEeKYNAPHON A4MarHOCTUKM 1 NpaBuaam paboTbl B KIMHUKO-AMArHOCTUYECKOWA nabopaTopum.

Boblwenenne AHK cnegyeT npoBoanTh B 60Kcax 6monornyeckon 6esonacHocTu Il knacca.
Moarotoeky K MLP ¢ ncnonb3oBaHvem Habopa peareHTOB BO3MOXHO NpoBoguTh B MLIP-60Kcax.

3anpeuiaeTcs nepemelleHne nabopatopHoro o6opyaoBaHus, B TOM 4ucie [03aTOpoB,
WITaTUBOB, /1abopaTOpPHOM MOCYAbl, XanaTtoB, rOMNOBHbIX YO60OpPOB M Np., a TakXe pacTBOPOB
peareHTOB M3 O4HOI0 NOMELLEHUA B APYTOe.

[lo3aTopbl AOMXKHbI ObITb COOTBETCTBYHOLWMM 06pa3oM MOBeEPeHbl (B aKKPeaMTOBAHHbIX
nabopatopusax) u NPoOMapKMpoBaHbI.

Mcnonb3oBaHHble O4HOPa30Bble MPUHALNEXHOCTU (MPOBUMPKK, HAKOHEYHWUKM W ap.)
NOMKHblI  cbpacbiBaTbCA B KOHTElHep  And  MEeAWLMHCKUX  OTXOA0B,  codepxkallnii
Ae3nHpuunpyownin pacteop (Npyu HEOOGXOANMOCTH).

MoBepxHOCTN paboymx CTOMOB, a TAKXKe MOMEeLLEeHNs, B KOTOPbIX MPOBOAUTCA Bble/leHne
HK wn noctaHoBka [LLP, cnegyeT o06s3aTenbHo, 40 W nocfie nposefeHus paboT, o6ay4vaTb C
NMOMOLL b0 6aKTepULUMNAHbLIX YCTAHOBOK B TeyeHUe 30 MUHYT.

Bce nosepxHocTu B nabopatopuu (paboume CTONbI, WTaTUBbLI, 060pyAoBaHne nU Ap.)
eXe[JHEBHO MOABEPratT BaXHOW y60pKe C NPUMEHEHNEM Ae3UHOULNPYIOLWLUX/MOKOLWNX CPEACTB,

perfnaMmeHTMPOBAHHbIX CaHUTapHbIMMK NMpasuiamu n Hopmamm CaHlnH 3.3686-21.
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BHUMAHWE! Ytunnsmposatb 0TX0Abl C npogykTamu MLP He06X04MMO TO/IbKO B 3aKPbITOM
Buge. He gonyckaeTtcs 0TKpbIBaTb NPOOGUPKM Nocnie aMnanpuKaLmm, Tak Kak 3T0 MOXeT MpuBecTu
K KOHTaMunHauun npogyktamu MLUP (MY 1.3.2569-09).

Mpu wncnonb3oBaHMM Habopa peareHTOB B K/IWHUKO-AWArHOCTMYECKOW nabopatopuu
obpasyloTca OTXoAbl Kfacca B, KoTopble yTUAM3WPYHOTCA B COOTBETCTBUM C TpeboBaHUAMU
caHWTapHbIX npasun  ©n  HopMm  CaHluH 2.1.3684-21 «CaHunTapHO-3annaeMmnonornyeckue
TpeboBaHUA K COLEPXKaHWUIO TePPUTOPUIA TOPOACKUX U CeIbCKUX NOCeNIeHNI, K BOAHbIM 00beKTaMm,
NATbEBON BOJe W NUTLEBOMY BOJOCHAabOXEHUO, aTMoC(epHOMY BO34yXY, MOYBaM, >XWUJbIM
MOMeLLeHNAM, 3KCNayaTauny npou3BOACTBEHHbIX, OOLLECTBEHHbIX MOMELLeHWNA, opraHm3auum u
NPOBeAEHNIO CaHUTAPHO-MPOTUBOINUAEMUYECKUX (MPOPUNAKTUUYECKNX) MEPONPUATUI».

OnacHble KOMMOHEHTHI B Ha60pe peareHToB

KOMMOHEHT HaBopa Hannune/oTcyTCTBME ONACHOrO KOMMOHEHTa

YKasaHue Ha pUCKu
peareHTos dacoBka S dacoska U

CMech /15 aMnndmrKaLum,

HeT onacHbIX BeLlecTs -
3aneyaraHHas napaguHoM

PacTBop Tao-nonvmepassbl HeT onacHbIX BeLLecTB
MuHepanbHoe Macno HeT onacHbIX BeLLecTs
MLP-6ydep (don) HeT onacHbIX BELLECTB -
CMmecb Ans amnangukaumm HeT onacHbIX BeLlecTs
Monumepasa TexHoTao MAX HeT onacHbIx BeLlecTs
MLIP-6yep HeT onacHbIX BeLLecTs :

o o fABnseTca 6e30nacHbIM
MoNOXUTENbHBIA KOHTPOSbHBIN A3nj HaTpuA Asung HaTpua

L)1 KOHEUHOT 0

obpaszeL, meHee 0,1% meHee 0,1%

Nnonb30BaTesNA
Mpu paboTe ¢ HaboOpoOM peareHTOB cnefyeT MCNO/b30BaTh CPeAcTBa MHAWBUAYaNbHOMN
3aWmnTbl ANA NPefoTBpPalleHMs KOHTaKTa C OpraHM3mMoM 4esnoBeka. [locne OKOHYaHMA paboThl
TLWaTeNbHO BbIMbITb PYKU. M36eraTb KOHTaKTa C KOXel, rnasamu v CAM3NCTbIMKU 060/104KaMu.
Mpn Mcnonb3oBaHWN MO Ha3HAYEHUIO M COBNIOAEHUN Mep MPEfOCTOPOXHOCTM KOHTAKT C
OpraHn3MOM YefioBeKa UCK/HOYEH.

He ncnonb3oBaTb Ha6op peareHToB:

MPW HapyLEeHUI YCNOBUIA TPAHCMOPTUPOBAHNS U XPaHEHUS;

- NpU HECOOTBETCTBMM BHELLHEro BMAA peareHTOB, YKa3aHHOro B nacrnopTe K Habopy
peareHToB;

- NpW HapyLeHUN BHYTPEHHE YNaKOBKN KOMMOHEHTOB Habopa peareHToB;

- N0 NCTe4YeHNK CpoKa rogHoCcTun Ha6opa peareHToB.

MpumeyaHue - Habop peareHTOB He COAEPXWUT MaTepuanoB GMONOTMYECKOrO MPOUCXOXKAEHMS,
BELLECTB B KOHLIEHTPALWIAX, 06MajatoLLyX KaHLEPOreHHbIM, MyTareHHbIM IeACTBMEM, a TAKXKe BIUSHOLLINX
Ha PEenpomyKTVBHYH (YHKLMIO YenoBeka. Mpy MCMOMb30BaHUM MO HA3HAYEHWIO WU COGMIOAEHUN Mep
MPeAOCTOPOXKHOCTY ABNSETCS 6€30MacHbIM.
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5 OBOPYOOBAHWE N MATEPUANGDI
Mpu paboTe ¢ HabOpPOM peareHTOB TPebylOTCA cneaylolie 060pyAoBaHNe, PeareHTbl 1

pacxoaHble MaTepunanbl:

Real-time

O6opypoBaHue, peareHTbl U pacXogHble MaTepuanbl dacoBka  PacoBka Flash

S n
MLP-6okc aa Aa Aa
amnaMuKaTop ¢ AeTeKLMEN B peXXUMe peaslbHOro BpeMeHn™ aa fa HeT
Letektop nyopecueHumn AP-520/560-«I)XKNH», OO0 «HMO
OHK-TexHonorus», Poccus, PY Ne ®CP 2007/01274
nnn fetektop nyopecueHTHbIn «I)KNH-4», OO0 «HMO AHK- HeT HET ha
TcxHonorusy», Poceuns, PY Ne ®@CP 2007/01249
TepmocTar nporpamMmpyembiii TMN4-MUP-01-«Tepumk»,
000 «HIMO [JHK-TexHonorus», Poccust, PY NedCP 2007/01275 HeT HeT pa
MUKPOLEHTpU(yra-BopTeEKC aa ha fa
poTop 418 MUKPOLEHTpUgYyru-soptekca [Afd  CTPUNOBAHHBIX HeT
npo6upok 06béMom 0,2 mn e fa
XONOANBHUK C MOPO3W/IbHOM KaMepol fa aa Aa
LUTaTMB «paboyee MeCTo» A1 NPOOGUPOK 06bEMOM 0,2 Mn iz g ity HeT
LITaTUB «paboyee MeCTO» [/19 CTPUNOBAHHbLIX NPOBGUPOK 06BEMOM 1 HeT HeT
0,2 mn
LUTaTMB «paboyee MeCTO» 419 NPobUpPoK 06bEMOM 0,5 Mn HeT HeT aa
LUTaTUB «paboyee MecTo» 415 NPo6MpoK 06bEMOM 1,5 M Ja ha fa
[,03aTOpbl MEXaHWYECKWME WIN 3/EKTPOHHbIE OAHOKaHa/TbHble C fa
nepemMeHHbIM 06BbEMOM, MO3BONAOLLME OTOMPATbL 06BEM XUAKOCTU na Ja
2,0-20 mkn, 20-200 mkn, 200-1000 MK
0AHOpPa30Bble HAKOHEYHWKW C (IUNLTPOM A/11 NOJyaBTOMATUYECKUX aa
[o03aTopos, cBo6ogHble 0T PHKa3 n JHKa3, 06béMoM 20 MK ha ha
OAHOpa30Bble HAaKOHEYHWKWU [/19 NOyaBTOMATUYECKUX [,03aTOPOB,
cBO60AHbIE OT PHKa3 u [IHKa3, 06b&mom 200 MKkn, 1000 MK/ ha ha ha
LUTaTVB 14 [03aTOPOB aa Ja aa
NPOOGUPKN MUKPOLEHTPUXYKHbIE 00bEMOM 1,5 MN C KpbILIKaMu,
cBo6oaHble oT PHKa3 n AHKa3 ha fa ha
NPO6MPKM aMNANPUKaLMOHHbIE 06bEMOM 0,2 M C KpbILLKamu HeT i HeT
OAHOpa30Bble MepyaTkn MeauLMHCKME, 6e3 Ta/lbka, na na fa
TEKCTYpMpOBaHHbIe
EMKOCTb 11 copoca 1CNo/b30BaHHbIX HAKOHEYHMKOB, NMPOGMPOK 1
APYrUX pacxofHbIX MaTepuasioB ha ha ha
TpaHcnopTHasa cpefa (Mpy He06XoAMMOCTI) na na ha
(msvonornuecknii - pacteop  (0,9%  NaCl)  cTepunbHbIN
(Npn HeO6X0AMMOCTN) ha ha ha
YcTpoicTeo gosmpytollee A TCTpUM B BapuaHTe UCMONHeHMs 12M1
nm 15M1, 000 «HMO AHK-TexHonorus», Poccus, HeT i HeT
PY Ne P3H 2015/2982
OAHOpa30Bble HAKOHEYHWKM C (UALTPOM AN LO3UPYHOLEro
ycTporictea A TcTpM B KOMMAeKTaumm *M1, cBo6ogHble oT PHKa3 Het i Het

n [OHKas, o6bémom 200 MK1 WM PeKOMEeHLOBaHHble ANs
aHasIorMyHoro MUCMo/b3yemMoro 403vpyHoLLEro YCTPOMCTBa

' - janee no TeKCTY - AeTEKTUPYIOLLWIA aMnnduKaTop; TpeGyemble NapameTpbl AETEKTUPYIOLMX aMMIN(QUKATOPOB
YKa3aHbl HIXe
- TONbKO 47151 (haCoBKM S, CTPUIbI
- TO/LKO /151 PYYHOrO 103VMPOBaHNSA
- TO/bKO [/151 aBTOMATM3MPOBAHHOIO [031POBAHMS
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Real-time
O6opyfoBaHWe, peareHTbl N PacXofHble MaTepuasibl dacoBka  ®Pacoska Flash
S n
YCTpOICTBO A/151 3ameyaTbiBaHust nnaHweTos ATnak, OO0 «HMO

HeT ! HeT
JAHK-TexHonornsa» ¢ ha
eHTpudyra c RCF He HXe 100, c aganTepom ans .
LeHTpM(py ©) azanTepom A HeT 1a HeT
MUWKPOM/IAHLLETOB
nosMMepHass TepMOMnJ/ieHKa 419 3aneyarbiBaHUA MUKPOMIaHLLEeToB .

HeT na HeT
384 niyHKM
MukponnaHwwet MNUP 384 nyHkn HeT ga' HeT

Habop/KOMNEKT peareHToB Ans BbiaeneHns HK 13 nonormyeckoro marepuana’™;

- KomniekT peareHToB 14 BbigeneHns HyKnenHosbix kucnot NPOBA-HK/MPOBA-HK-MJTKOC no TY
9398-035-46482062-2009 B hopme KomnnekTaumm: Komnnekt MNPOBA-HK, OO0 «HIMO [AHK-
TexHonorus», Poccus, PY Ne @CP 2010/08867;

- KomnnekT peareHTos ansa sbigeneHns AHK no TY 9398-037-46482062-2009 B hopme KOMMIEKTaLUN:
MPOBA-T'C, OO0 «HMO AHK-TexHonorus», Poccusi, PY Ne ®CP 2010/08696;

- Habop peareHTOB 419 BblgeneHns HyKnenHoBbIX kucnot NMPOBA-MY no TY 9398-088-46482062-2016
B hopme Komnnektaumm MPOBA-MY-PAMKA, OO0 «AHK-TexHonorus TC», Poceusa, PY Ne P3H
2017/5753;

- Komnnekt peareHtoB ans BbigeneHns OHK TMPOBA-PAMNA no TY 9398-015-46482062-2008
000 «HMO AHK-TexHonorus», PY Ne ®CP 2008/02939

Ha6op peareHTOB NpuMeHseTCs C AeTeKTUPYOLWUMYU amnandrKaTopammn MNaHLWeTHOro u
POTOPHOTrO TWMa C CUCTEMON feTeKL MM (hyopecLeHTHOr0 CUTHana B peXXnme peanbHOro BPEMEHMU,
3aperucTpupoBaHHbLIMU B YCTaHOB/EHHOM Mopsigke B P® 1 COOTBETCTBYHOLWMUMU CAeAyHOLLUM
TpeboBaHUAM:

- obecneumBaeTcs paboTta ¢ 06bLeMOM peakUMOHHO cMmecn 35 mKn (hacoBka S) nnm 18 Mkn
(thacoeka U);

- obecneumnBaeTca paboTa ¢ hnyopodopamu: Fam, Hex (Vic);

- nogorpeBaemas KpbllwKa ¢ Temnepatypoi 6onee 100 °C;

- CKOPOCTb HarpeBa He MmeHee 2 °C/cek;

- CKOpPOCTb oxJlaxeHns He MeHee 1 ®C/cek;

- TOYHOCTb NOALEPXaHWA U OQHOPOLHOCTb TeMnepatypsbl He 6onee £ 0,4 °C.

Ona paboTbl c HabopoM peareHTOB BalMAMPOBaHbI Chefylolime [eTeKTupytouime
amnanukaTopbl:
- «ATnpaiim» (Mmogudmkauma «ATnpaim *M*»), OO0 «HMO AHK-TexHonorusa», Poccus,
PY Ne ®CP 2011/10229;
- «[ATnpaim» (moguukaumsa «OTnpainm *X*») OO0 «HMO AHK-TexHonorus», Poccus,
PY Ne ®CP 2011/10229 (Tonbko Ana Habopa peareHToB B thacoBke U ana aBTOMaTU3MPOBAHHOIO

[103MPOBaHNSA);

*- TOMbKO [/19 aBTOMaTU3MPOBAHHOMO LO3MPOBaHUS
A - BO3MOXHOCTb WCMO/Ib30BaHMA Habopa/koMnnekTa peareHToB Ana BbigeneHns AHK Gardnerella vaginalis
onpegenseTca BUAOM B1OMOrMYecKoro Mareprana
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- «OTnant» (Mogndukaums «OTnant *S*»), 000 «HMO [AHK-TexHonorus», Poccus,
PY Noe® CP 2011/10228;
- Rotor-Gene Q, QIAGEN GmbH, lepmanus, PY Ne ®C3 2010/07595 (Tonbko gna Habopa
peareHTOB B (hacoBke S, Npobupku; B hacoBke U Ans pyyHOro f03MpoOBaHUSA);
- CFX96, bno-Pag Jlabopatopues, VIHK; CLLUA, PY Ne ®C3 2008/03399;
- Applied Biosystems QuantStudio 5, «Jlainy TekHonogxuc Xonauure Mrte. Sita.», Cunranyp,
PYNeP3H 2019/8446.

Mo BoMpocaM NpPVMMEHeHWS AETEeKTUPYHLWMX aMNAN(pUKaTOpoB, He YKasaHHbIX BbiLUe,

TpebyeTcs cornacoBaHme ¢ NPou3BoOAUTENEM Habopa peareHToB.
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6 AHAJTN3VNPYEMBIE OBPA3LbI
6.1. MaTtepwnan gna nccnefoBaHmnsa
[na vccnefoBaHWA UCMOMb3YOT COCKOObI anUTeNnanbHbIX KNeTOK U3 YPOreHUTanbHoro

TpakKTa, Mouy, CeKPeT NpoCTaThl, 3AKyNAT.

6.2. O6wue Tpe6oBaHMSA

WccnepoBanme wmetogom TLIP  oTHOCMTCA K npsiMbIM - MeTogam N1abopaTopHOro
nccnegoBaHus, NO3TOMY B3ATUe GMONOTMYECKOro MaTepmana YenoBeka He06X04MMO NPOBOAUTL U3
MecTa nokKanusaunmm MHMeKLMOHHOro npouecca. PeweHne o He0O6XOANMOCTM NCCNefoBaTb TY UK
MHYI0 f0Kanu3auuio NpuHMMaeT fevalwmii Bpay Ha OCHOBaHWM COOGPaHHOro aHaMHesa W
K/IMHWYECKOWN KapTuHbI 3a601eBaHus.

[ns nonyyeHns KOPPEKTHbIX pe3ynbTaToB 60/bLIOE 3HAYeHWe MMeeT KayecTBO B3ATUA
obpasya OGuomaTepmana ANsa  UCCNELOBaHUA, ero  XpaHeHue, TPaHCMOPTMPOBaHME U
npeasapuTensHas obpaboTka.

HenpaBunbHoe B3ATWe GuMOoMaTepmana MOXET MPMBECTM K MONYYEHWUIO HELOCTOBEPHbIX
pe3ynbTaToB W, BCNEeACTBME 3TOr0, HEO6XOAMMOCTM ero MOBTOPHOIO B3ATUSA.

Ha aTane noAroToBkn 6uomatepunana uCnonb3ynTe HAKOHEYHUKN C PUILTPOM, CBOBOAHbIE
oT PHKa3 n AHKas.

[ns npefoTBpalleHns KOHTaMWHaLMW OTKPbIBaliTe KPbIWKY TONbKO TOW NPOGUPKM, B
KoTopyto OyfeTe BHOCUTb OWMONOrMYecKWii MmaTtepuan, U 3akpblBainTe ee neped paboToil co
cneaytoLlen npobupKoii.

MpumeyaHne - Bsdtve, npeaBapuTeNbHY0 06pabOTKy, XpaHeHMe W MepeBO3Ky, Mepefavy
1ccneayeMoro Matepuana B apyrve opraHvsauuy oCyLeCTBASKOT COrNAacHO MHCTPYKTUBHO-METOANYECKUM

[OKYMEHTaM, pPernamMmeHTVpPYHOLWMM BbINOSIHEHWE WCCMeA0BaHWA B COOTBETCTBMM C  TpPe6GOBaHUSMY
MY 1.3.2569-09 n CanlluH 3.3686-21.

6.3. B3daTne maTepuana Ha nccnefoBaHune
BHNUMAHWE! MMepea BbigeneHnem AHK mMoxeT noTpe6oBaThcs npegBapuTensHas o6paboTka

o6pasuoB buonornyeckoro matepmana (6.5).

6.3.1. Cocko6HOe OTAenAemMoe yporeHUTanbHOro TpakTa (UepBMKaNbHOINO KaHana,
Bnaranuviia, ypeTpbl)

B3aTne martepuana oCyLlecTBAAT C NMOMOLWbIO CneyuanbHbIX MeAULUHCKUX WU3LeNUi,
MMELWMNX perncTpaunoHHble YAOCTOBEPEHMS, COrNacHO YCTaHOB/IEHHOW B 3aBMCUMOCTM OT
NCTOYHMKA 6BUONOTMYECKOro MaTepuana npouegype.

BHUMAHWE! Wcnonb3oBaHue LUTOWETOK ANS B3ATUA COCKOOOB U3 YPOreHNTa/lbHOro TpakTa

NPOTMBOMNOKa3aHo Npu 6epeMeHHOCTH.
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OrpaHuyeHme MeToAa': MECTHOE MpPUWMEHEHWe NIeKapCTBEHHbIX  MpenapaTos,
NCnoNb3oBaHWe Ny6pUKaHTOB, Y3W BaruMHafbHbIM [JaTYMKOM MeHee 4YeM 3a 24 yvaca [0

nccnenosaHUA.

B3aTue cocko60B NpoBOAUTCH:

- B 0O/IHOpPa30Bbleé MNACTMKOBbIE NMPOOUPKN 06BEMOM 1,5 Mn, B KOTOpble NpeaBapuTenbHO
BHeceHO 300-500 MK CTepUSIbHOTO (PU3UOOTNYECKOTO PacTBOpa;

- B MpoOWUPKM C TPaHCMOPTHON Ccpefoi, npefHasHaYeHHOW MpoM3BOAMTENEM  [ANs
TpaHCNOPTUPOBaHUA U XpaHeHWs o6pas3uoB 6uonoruyeckoro matepuana pgna TLP-
nccnefoBaHuii;

- B npobupkn c peaktusom «lMPOBA-PAMWNA» (npoussogutens OO0 «HMO AHK-
TexHOonoruns»).

MpumeyaHune - «MNPOBA-PAMWL» He pekomeHayeTcs ana BbigeneHns AHK u3 cocko6oB u3

YPOreHNTanbHOro TpakTa y MyXUuH.
BHMMAHWNE! B3atne wmatepmana B npobupkm c peaktnsom «IMPOBA-PAMANA»
OCYLLeCTB/IAETCA CYXUM 30HAOM! Heo6X04MMO UCKNHUYNTL KOHTAKT PacTBOPOB C KOXEeil, rnasamm
¥ CNN3NUCTBIMU 060/1I0YKaMMU.

B3daTe maTtepmana npoBOAMTCA B COOTBETCTBMW C WHCTPYKUMAMW MO MPUMEHEHUIO

MCNosb3yeMblX HabOPOB/KOMMIEKTOB peareHToB And Bblgenenns HK (7.1).

6.3.1.1. OCO06EeHHOCTM B3ATUA YPOTreHMTalbHbIX COCKOOOB

YKeHLWMHbl HakaHyHe 06C/efjoBaHNSA He LOMKHbI NPOBOAUTbL TyaneT NMoJoBbIX OPraHoB u
cnpuHueBaHne. Ana nonyvyeHMs OOBLEKTUBHOIO pesynbTaTa HEOO6XOAMMO, 4TOObI MCCNefyemblit
maTepuan cofepXan BO3MOXHO 60/ibllee KOMMYECTBO 3MUTENNANBHLIX KNETOK U MUHUMabHOE
KOMINYECTBO C/IN3M U NPUMECU KPOBMU.
BHMUMAHWE! MMepes nonyvyeHnem cockoba anuTenunanbHbIX KNETOK U3 ypeTpbl, C 3afHEro
cBOAA Bnaranuilia M LepBUKaSbHOIO KaHana CBOOOAHO CTeKkalolwee OTAeNsfeMOoe HeobXogMmo
YAanNTb CTEPUSIbHBIM BaTHbIM TaMMOHOM.

Mpn HeobxogmMmocTW B3ATUA OuMoMaTepuana M3 HECKO/IbKUX 6GMOTOMOB MOBTOPUTE

npoueaypy, Kaxablii pa3 3a6upas Matepuan HOBbIM 30HOM B HOBYIO MPOGUPKY.

6.3.1.2. OcCo06eHHOCTK B3ATUA MaTepuana U3 Bnaranuula
Martepuan [o/mKeH OblTb B3AT 4O MNPOBefeHUS MaHyalbHOro uccnefoBaHusa. 3epkano
nepeg MaHUNynaUnein MOXXHO CMOYMUTbL ropsYeit BOAON, NPUMEHEeHNEe aHTUCENTUKOB A1 06paboTKu

3epkana npoTtnsonokasaHo. Cockob 6epyT ¢ 3a4HeO0KOBOro CBOAA Bnaranuwia. Y AeBo4YeKk B3ATUE

- ecnM 3TO He MpOTMBOPeYnUT TpeboBaHMAM K UCNOMb3yeMbiM HabopaM/KOMMeKTam peareHToB An4
BblgeneHns HK
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mMaTepuana NpousBoAsT CO CAN3UCTOI 060104KM NpefaBepus Bnaranuniya, a B 0TAeNbHbIX ClyYasx

- U3 3aAHEr0 CBOAa Bnaranuiia 4epes3 rMMeHasibHbI€ KOJbLa.

6.3.1.3.  Oco6eHHOCTU B3ATUA MaTepuana u3 ypetpbl

Mepes B3ATMEM  OuoMaTepuana nauuMeHTy PEKOMeHAyeTCcsa  BO3fepXatbcs  OT
MoYencnyckaHmsa B TeyeHue 1,5-2 yacos.

HenocpefCcTBeHHO nepef B3ATMEM 6uMoMaTepuana Heobxogumo o6paboTaTb Hapy>KHOe
OTBEPCTUE YypeTpbl TammnOHOM, KOTOPbIA MOXHO CMOYUTb CTEPUbHBIM (HU3NONOTNYECKUM
pacTBOpPOM.

Mpy HaNuMM THOWMHBIX BbILENEHUA COCKOO pekomeHAyeTcs 6patb yepe3 15-20 MUHYT
nocse MOYenmcnyckaHus, Npu OTCYTCTBUM BblAeNeHNI i HEOBXO0AMMO NPOBECTU MaccaX YpeTpbl C
MOMOLLbIO 30HAA ANA B3ATUA Buomatepuana. B ypeTpy y XXeHLWWH 30H4 BBOAUTCS Ha rnyouHy 1,0-

1,5 cm, y geTein matepuan 4na nccnefoBaHus 6epyT TONbKO C HAPY>XHOIO OTBEPCTUA YpPeTpbl.

6.3.1.4. OcobeHHOCTN B3ATUA MaTepuana U3 LEepBUKaIbHOIo KaHana

Mepen B3STMEM MmaTepuana HeoOXOAWMO YAannTb BaTHbIM TaMMOHOM C/M3b W 3aTEM
o6paboTaTh LWeENKYy MaTKM CTepuUabHbIM  (PU3NONOTMYECKUM PacTBOPOM. 30HA BBOAAT B
LepBUKanbHbIA KaHan Ha rny6uHy 0,5-1,5 cm. Mpu 1M3BneYeHUM 30HAA HEOOXOLMMO MOMHOCTbLIO

NCKNHYNTb ero KacaHme CTeHOK Barajiniia.

6.3.2. [lMepBasd Nopuus YTPEHHENR MOYN

MepBylO NOpPLMIO YTPEHHE MOYM B KayeCcTBe GMONOrMYECKOro marepuana MCNoNb3ykT
nMpu OCTPOM BOCMNANUTENbHOM MpOLECCe HWKHUX OTAEe/I0B MOYenosoBOro TpakTa B CBA3N C
BblpaXXeHHOM 60/1e3HEHHOCTLIO B3ATUSA COCKOGa anuTeNnanbHbIX KeTOK.

Ona aHanusa oT6uMparoT nepByrd MOPLUI0 YTPeHHei mMoum B Konmyectse 10-15 mn.
B03MOXXHO mnccnegoBaHWe MepBOil MOpPUMKW MOYKM, MOMYYEHHO 4yepe3 ABa U 6OMee 4acoB Mocie
NnpefLwecTBYOLWEro MOYenNCcnycKkaHus.

B3ATMe mMouM NpoBOAAT B CheuuanbHbIl CyXOW CTEepPUNbHbIA KOHTeliHep 06bEMOM [0
60 M/, CHAGXEHHbI repMeTUYHO 3aBUHUYMNBAIOLLENCA KPbILLKOMN.

Mocne c6opa MOUYM KOHTEHEP NIOTHO 3aKPbIBAKOT U MapKUPYHOT.

6.3.3. CekpeT npocTaTbl (NpeacTaTeNbHON Xenesbl)

Mepes B3ATMEM CeKpeTa NpocTaTbl PEKOMEHYeTCA N0I0BOe BO3/ep>KaHne B TeHYEHNE TPeX
CYTOK [10 UCC/lej0BaHus.

Mepefn B3ATMEM CEKpeTa NPoCTaTbl FONOBKY MOJIOBONO YneHa 06pabaTbiBatOT CTEPUIIbHBIM
BaTHbIM TaMMOHOM, CMOYEHHbIM ()U310NOTMYECKAM PACTBOPOM.

CeKpeT npocTaTbl CO6MPAOT Moc/e NpeBapuTeNbHOr0 Maccaxa npocTartbl Yepes nNpsAMyto

KuLLKy. Maccax npoBOAWT Bpay, MOCPEACTBOM 3HEPrMYHOro HajaB/MBaKOLLEro ABUXEHMS OT
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OCHOBaHMSA K BEpXYLUKe Xe/e3bl.

B3AaTue BblfeNMBLUErOCA MNPOCTAaTUYECKOro CekpeTa MPOBOAMTCA MOC/Me OKOHYaHuA
maccaxa B 0fHOpa30oByt0 Npobupky o6bEMOM 2,0 MA UM KOHTeHep 06bEMOM Ao 60 mMn B BMAae
cB0O60OAHO cTeKatowen kannm (0,15-1,0 mn).

Mocne c6opa maTepunana EMKOCTb C CEKPeTOM MPOCTATHI M/IOTHO 3aKPbIBAKOT U MapKUPYHOT.
BHUMAHWE! Tlpn nogo3peHMM Ha OCTPbIi MNPOCTAaTUT BbINOMHATbL MacCaX MpocTaThl

KaTeropuyecku sanpetieHo!!!

6.3.4. 3akynar

Mepep B3STUEM 35KYNATa (CEMEHHOWN XWUAKOCTN) PEKOMEHAYEeTCS No0BOe BO3AepXKaHue
B TeYeHMe Tpex CYTOK [0 MCC/efoBaHuA.

Mepes c60pOM 3AKyNATa NaLMeHT MOUYUTCA B TyasieTe, NOSIHOCTHIO OMOPOXHAS MOYEBON
ny3blpb.

Mocne MoyencnyckaHua naymeHT LO/MKEH TLaTe/IbHO BbIMbITb PYKU C MbIIOM ¥ NPOBECTU
TyaneT Hapy>XHbIX MOMNOBbIX OPraHOB C MbIIOM U BOAOW. 0MI0BKY MONOBOr0 YjeHa U KpainHo
NNOTb HEO6XOAUMO BbICYLINUTL CTEPUIbHOW CangeTKoA.

JAKYNAT nonyyarT nyTeM mactypbaunn. B3sTue 3sKynata NPOBOLUTCSA B CTEPUNbHbIN
KOHTeliHep 06bEMOM A0 60 M/, CHaBXXEHHbIA FrepMeTUYHO 3aBUHUYMBAIOLLEACS KPbILLKOWA.

Mocne c6opa MaTepuana KOHTEHEP MIOTHO 3aKPbIBAOT Y MapKUpYIOT.

6.4. TpaHcnopTUpoOBaHMe N XpaHeHWe 06pa3LLoB 6M0I0rMYeCcKOro Matepuana

YcnoBusi TpaHCNOPTUPOBAHUA W XpaHeHWsa 06pa3uoB OGMOMOrMYECKOro martepuana
onpeaenstoTCA MHCTPYKLMAMN NO NPUMEHEHUIO PEKOMEHAYEMbIX HAaGOPOB/KOMMNEKTOB peareHToB
ana sbigeneHna AHK (7.1) nnm ncnonb3yembixX 408 TPAHCNOPTUPOBaHMA U XpaHeHUa 06pasyoB
TPAHCMOPTHbBIX CPea,.

Jonyckaetca xpaHeHue o6pa3yoB npu TemnepaType oT 2 °C go 8 °C He 6onee 24 u.
B cnyyae HeBO3MOXHOCTWU JOCTaBKM maTtepuana B nabopaTopuio B TeYeHWe CYTOK [onycKaeTcs
O[lHOKpaTHOe 3amopaxuBaHWe maTepuana. [lonyckaeTcs XpaHeHWe 3aMOPOXXEeHHOro martepuana
npu Temnepatype oT MuHyc 18 °C fo MuHyc 22 °C B TeyeHuMe OAHOro mMecsaua (ecnum 3aTto He
nNpoTMBOPEeYNT TpeboBaHMAM K MCMOb3yeMbiM HabopaM/KOMMIEKTaM peareHTOB A4 BbleNeHNs
HK).

BHMUMAHWE! Cnepyet nsberatb NOBTOPHOI0 3aMOpPaXXnBaHns U oTTanBaHns o06pasL,oB.

6.5. MogrotoBka 6MONOrMYeCcKOro Matepuana vesioseka angd soigeneHna AHK

MoaroToBka 6GmMonormyeckoro martepuana (NpM  HeO6X0AMMOCTM) NPOBOAWUTCS B
COOTBETCTBMMU C UHCTPYKLMSAMMN MO MPUMEHEHMWIO UCMONb3YEMbIX HA60POB/KOMNNEKTOB peareHToB
ons sbigenenns HK (7.1).
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7 MPOBEAEHVE AHAJTN3A

7.1, BbigeneHue AHK 13 6uonornyeckoro matepuana

Onsa BbigeneHns OHK pekomeHpyeTcsa MCNONb30BaTb HaBOPbI/KOMMEKTbl peareHTos,
NMetoLLLne perncTpaLmoHHble YA0CTOBEPEHUA MeLULMHCKOTo U3fennsa U npegHasHayeHHble A8
COOTBETCTBYHOLWMX BULOB 6GMomaTepumana c Lesbio nocnegyrowero nccnegosanHns AHK metogom
MuP, Hanpumep, MPOBA-HK, MNMPOBA-I'C, MPOBA-MY-PAMNA, MPOBA-PAMNA,.
MpumeyvaHne - He pekOMeHALYeTCA WCMOMb30BaTh KOMMIEKT peareHToB [MPOBA-PAMNL npu
BbLUeneHun AHK 13 cOCKO60B 13 YPOreHUTa/IbHOr0 TPaKTa MyXUMH.

Boigenenme [AHK npoBoAAT B COOTBETCTBMM C WHCTPYKUMEA NO MPUMEHEHUIO
Mcnonb3yemoro Habopa/KoMmnaekTa peareHToB.
BHUMAHWE! OpgHoBpeMeHHO ¢ BbigeneHnem [AHK 13 6uMonormyeckoro marepuana
Heo6X0ANMO NOArOTOBUTbL OTPULLATENIbHBIA KOHTPO/IbHLIA 06pasel, M NPOBECTUM €ro yepes BCe
aTanbl NPo6oNOAroTOBKW. N5 3TOr0 peKOMeHAYeTCAa UCNoMb30BaTb (HU3MONOTMUYECKUIA pacTBop
AN OTpuLaTeNbHbI KOHTPONbHbLINA 06pasel, BXOAAWMI B cOCTaB Habopa/KOMMN/eKTa peareHToB
ONA BblAeNIeHNA HYKNeNHOBbIX KUCNOT B 06bEMe, yKa3aHHOM B WHCTPYKUUW MO MPUMEHEHUIO

COOTBETCTBYHOLLEIO Ha60pa/KOM MNNeKTa peareHTos.

7.2, Moarotoeka n nposegeHue MNMLP. ®acoBka S
BHUVMAHWNE!
1 Mpn npoBefeHMM BCex NocnefyloWnNX AeACTBUIA cnefyeT n3beratb BO3AENCTBUA NPSMbIX

COJIHEYHbIX flyyell Ha NPOBMPKM CO CMECLIO Ana amnandukauum!

2. Mpu ncnonb3oBaHMM Habopa peareHTOB B BapuaHTe UCMONHeHUs «dacoBka S, CTPUMbI»

crefyeT CTPOro co6/04artb KOMMAEKTHOCTb CTPUMOB U KPbILLEK K HUM. He MCNob30BaTh KPbILLIKK

K cTpunam u3 apyrux Habopos peareHToB!

7.2.1. TlpomapkupyiTe Mo OAHON nNpPoBMPKe/CTPUMNOBAHHON MPOOGUMPKE CO CMeCcbl [ANns
amnangukaLmm, 3aneyataHHoONM napauUHOM, ANA KaXLOro Heus3BecTHOro ob6pasua,
OTPULATE/IBHOTO KOHTPONbHOIo 06pasya (K-) 1 NonoXuTeNbHOro KOHTPOALHOro o6pasya
(K+). Tpun wucnonb3oBaHMM Habopa peareHToB B BapuaHTe ucnofHeHus «[MLP ¢
(hNyopecLeHTHON feTeKLnein No KOHEYHOW TOUKe» NPOMapKupyinTe 4ONONHUTENIbHO ABe
npobupkn «®OH» ans KOHTpoNns oHa hayopecueHLnn.

BHUMAHWME! KonnyecTBO peareHTOB pacCcyMTaHO He 60/ee yem Ha 24 MOCTAaHOBKM Npwu

ycnoBumn BapuabenbHOro KoanmyectTsa HeW3BECTHbIX 06pasyoB, 1 oTpuuaTesIbHOro KOHTPO/ILHOIO

obpasua M 1 NOMOXMTENbHOIO KOHTPO/IbHOIO o06pas3ua B KaXAol mnocTaHOBKe (BapuaHT
ncnonHeHna «Real-time») nnm He 6onee yem Ha 10 MOCTaHOBOK MpW YCNOBUU BapuabenbHOro

KOMMYecTBa HEM3BECTHbIX 06pa3loB, 1 OTpMLATENbLHOrO KOHTPONMbHOrO o6pasuya, 1
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NOMIOXNUTENBHOI0 KOHTPOILHOIo o6pasua 1 2 Npobupok «POH» (BapmnaHT ncnonHeHus «Flash») B

Ka)k/[0li NOCTaHOBKe.

Mpumep:

HeobxoanMmo npoaHann3npoBatb 4 obpasuya. s 3TOro Hy>kHO:

- «[UP ¢ geTekumein B pexume peanbHOro spemeHn» (Real-time): npomapkmupoBaTb 4 NPOOUPKK Ans
HeM3BEeCTHbIX 06pasLoB, OAHY NPO6UPKY Ans «K-» 1 ofgHy NpobupKy Ans «K+». O6LLee KONMYeCTBO
npoobrpok-6.

- «[UP c tyopecueHTHON feTeKumeld No KoHeyHol Touke» (Flash): npomapkmposatb 4 npobupku
[19 HEM3BECTHbIX 00pa3L0B, O4HY NPOOUPKY AN «K-», 0gHY Npobupky ana «K+», 1Be Npobupkn
«DOH». O6LLee KonmyecTBo Npobupok - 8.

7.2.2. BcTpsaxHUTE NpobupKy € pacTBopom Tag-nonmmMepasbl Ha MUKPOLEHTPU(Yre-BOpTEKCE B
TeyeHue 3-5 C N LEHTPUDYTMPYITe HA MUKPOLIEHTPU(Yre-BOPTEKCE B TeveHme 1-3 C.

7.2.3. [obaBbTe B Kaxayt npobupky (Kkpome npobupok «POH»), He noBpexpjas Ccnown
napapmHa, no HKOMKn pactBopa Tag-nonumepasbl. [JobaBbTe B  Npobupku,
npomapkupoBaHHble «POH», no 10 mkn MLP-6ydepa (poH).

BHUMAHWE! Mpu ucnonb3oBaHun ana nposegeHus MLP getekTupytowero amnandukaropa

Rotor-Gene Q MUHepanbHOe Macno B MPOOGUPKN He BHOCUTCSA!

7.2.4. [ob6aBbTe B KXyt npobupky (nMpu HeobxoAMMOCTM) No oAHOW Kanne (0Kono 20 M)
MWHepanbHOro Macna. 3akpoiTe NpobupKn/cTpmnbI.

7.25. BCTpAXHMTe  NpoGUPKY C  MNONOXKWUTENbHbIM  KOHTPONlbHbIM  06pasuom  Ha
MUKpOLEHTpUdyre-BopTeKce B TeueHne 3-5 ¢ M LeHTPUYTrnpyiiTe Ha MUKPOLLEHTpUdyre-
BOpTeKce B TeyeHne 1-3 c.

BHMVMAHWME!

1 Mpn ncnons3osaHum ansa soigeneHna AHK komnnekTos peareHToB NMPOBA-HK n NMPOBA-

PAMWA BCcTpAxHUTE Npobupku ¢ npenapatom AHK n oTpuuatenbHbIM KOHTPObHBIM 06pa3L,om

Ha MUKPOLEHTpUGYre-sopTekce B TeyeHue 3-5 C W LEHTPUGYrupyinte Ha MUKpOLEHTpudyre-

BOpTeKCe B TeyeHue 1-3 c.

2. Mpu ncnonb3osaHuu Ana sbigeneHna JHK komnnekrta peareHtoB NMPOBA-I'C BCcTpAxHUTe
npobupku ¢ npenapatom AHK v oTpuuatesibHbIM KOHTPO/IbHbIM 06pa3L,0oM Ha MUKPOLEHTPUGYyre-
BOpTEKce B TeueHue 3-5 ¢ n ueHTpudyrupyinte npn RCF(g) 12000 - 16000 B Te4yeHne OAHON
MWHYTbI ONS ocaxzeHus copbeHTa. B cnydyae ecnm nocne BblgeneHUs HafocafoyHasd XULKOCTb,
cofepxauiad BblgeneHHyw AHK, 6bina nepeHeceHa B HOBble NPOOMPKM, LEHTPUPYrnposaHue

nocne BCTPAXMBaHWUSA NPOU3BOAUTCA HA MUKPOLLEHTPUGYre-BopTeKce B TeueHue 3-5 C.

3. Mpu wncnonb3oBaHMKM Ans BblgeneHna OAHK Habopa peareHToB MPOBA-MY-PAMNNL

Heo6XoaMMOo, He BCTPAXUBas, LeEHTpudyrnmpoatb nNpooupku ¢ npenapatom AHK u
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oTpuuaTesibHbIM KOHTPOJIbHbIM 00pa3LoM Ha MUKPOLEHTPUGYre-BOpTeKCe B TeyeHne 1-
3 ¢c, 3aTeM NOMecTUTb Npobupkn ¢ npenapatom AHK B MarHUTHbIM wTatue. B cnyuvae
ec/n Noc/e BbleNeHNa HagocafouHas XNAKOCTb, cogepxallas BoligeneHHyto AHK, 6bina
nepeHeceHa B HOBble MPOOUPKKW, CnefyeT BCTPAXHYTb Npobupku ¢ npenapatom AHK n
oTpuLaTe/lbHbIM KOHTPOMbHLIM 06pasLOM Ha MUKPOLLEHTPUQYre-BopTekce B TeveHue 3-5
C M LeHTpMPyrnpoeaTb Ha MUKPOLLEHTPUDYre-BopTeKCe B TeveHue 1-3 C.

4. Ona npepoteBpalleHns KoHTamuHauuu crnepyet nepef BHeceHuem [JHK oTKpbiBath
KPbILWKN TONbKO Tex MNpobupok, B KOTOpble 6GyAeT BHOCUMTLCA [aHHbIA ob6pasew, W
3aKpbiBaTb WX, Mepej BHeceHWeM crnepywouiero. B cnydae wncnonb3oBaHWA CTPUMOB
CneflyeT 3aKpblBaTb KPbILWKY CTpUna nocne BHECEHWS B Hero obpasuoB nepes Hayaaom
paboTbl CO cneaytowmm. 3akpbiBarite npobupku/cTpunbl nnoTHO. Mpenapatbl AHK u
KOHTPONbHble 06pasLbl ciefyeT BHOCUTb HaKOHEYHMKAMU C (DUIbTPOM.

7.2.6. BHecuTe B COOTBETCTBYHOLME MPOMapKMpOBaHHble MPOOGUMPKK, He MoBpexpaas C/oWn
napaguHa, no 5,0 MKA BblgeneHHoro u3 ob6bpasyos npenapata OHK. B npobupku,
npomapkupoBaHHble «K-», «K+» 1 «®OH», HK He BHOCKTCA.

7.2.7. BHecute B npobupku, npomapkmpoBaHHble «K-» n «DOH», He mnoBpexpgas Cno
napaguHa, no 5,0 MK OTPULATENBHOIO KOHTPO/NLHOrO 06pasua, npolwejwero 3artan
BbligeneHna AHK (cm. 7.1).

MpumeyaHue - TOTOBble HOPMUPOBOYHblE MPOBUPKM «POH» [OMYyCKaeTca UCNob30BaTh

MHOIOKPaTHO NPV KaXXaol AeTekummn pesynbTatoB MUP ¢ peakuMOHHbIMM Npo6UpKamu 13 TOM XXe cepum

Habopa peareHTOB MpW YC/IOBUW WMCMO/b30BaHUSA TOrO e Habopa/KOMMIeKTa peareHToB A/11 BblAeneHus

OHK. HopmrpoBOUHble Npo6upku cnefyeT XpaHuTb npu TemnepaType ot 2 °C go 8 °C B 3aWmMLLEHHOM OT

CBeTa MeCTe B TeyeHue 04HOro mecsaua. Mpy npoBegeHnn JeTekuun NPoBUPKN JOMKHbI UMETb KOMHATHYHO

Temnepatypy (o1 18 °C go 25 °C), Ans 3T0ro 3a 0AMH Yac 0 NPOBeAeHWs JeTeKL MM UX HEOOX0AMMO A0CTaTb

13 XONOAN/IbHMKA.

7.2.8. BHecuTe B NpobUpKyY, NpoOMapKnMpoBaHHyto «K+», He noBpexas cnoi napaguHa, 5,0 Mkn
MONOXWUTENIbHOT0 KOHTPO/bHOIO 06pasua.

7.2.9. UeHTpudgyrnpyiite Bce NpooUpPKU/CTPUNbI HA MUKPOLEHTPUDYre-BOpTEKCE B TeyeHue
3-5 ¢ (npu wucnonb3oBaHuM ana npoeegeHus TLIP geTekTupyrouwero amnangukatopa
Rotor-Gene Q ueHTpudyrnpoBaHune He 0653aTeNbHO).

7.2.10. YcTaHOBUTe BCe NPO6GUPKM/CTPUNBLI B MPOrpaMMUpyeMblil TepmocTaT/amnangukaTop unm
B AETEKTMPYIOLWMIA amnangukaTop.

7.2.11. [ns BapuaHTa ucnonHeHusa «MLP ¢ pnyopecueHTHON AeTeKuMeld N0 KOHEYHON TOUKE:
MposeanTte MLUP ¢ yyéTom 06bEMa peakuMOHHOW CMecu, paBHOro 35 MK/, B pexume,

npuBeféHHOM B Tabnuue 2.
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Ta6bnuuya 2 - MNponamma aMnanmKaunum ansg amnam@rUKaTopoB C akKTUBHbLIM PEry/TIMPOBaHUEM
(HanpumMep, nporpammupyemblii  TepmocTaT Tepuuk). Bpems B CKO6Kax YyKasaHO [Ansd

aMI'Iﬂl/IqJI/IKaTopOB 6e3 aKTUBHOIO perynmpoBaHuns.

No L. Temnepatypa, °C Bpems Konnyectso LUKI0OB
MWH C

94,0 1 00 1

5 94.0 0 05 (50) 5
67.0 0 15(50)
94.0 0 01(50)

3 67.0 0 15 (50) 30

4 10,0 XpaHeHune

MpumeyaHue - Bonee NoAPOGHOE OMMUCAaHWE NMPOrPaMMMPOBAHUSA W YNpaBeHUs NPOrpaMmMmMpyemMbIiM
TepmocTaToM «TepuyK» COLEPXKUTCH B WMHCTPYKLUMM MO 3KCMyaTaumu npubopa (CM. «PyKOBOACTBO

Mno/1b30BaTenNs»).

7.2.12. [ns BapuaHTa ucnonHeHuns «MLP c getekynein B pexkxmume peanbHOro BPEMEHU»:

Ona petekTmpyowmx amnangukaropos cepun AT:

3anycTtuTe nporpammHoe obecneveHue feTeKTUpylowero amnangukaropa. Mpu nepsom
nposegeHun MLLP 3arpy3nte cooTBeTCcTBYOWMIA TecTN [Janee n npyu nocnegyrowmx noctaHoBKax
co3/aiTe COOTBETCTBYHOLW M NPOTOKON MCCNEA0BAHUA: YKaXMNTE KOMYECTBO U UAEHTU(PUKATOPbI
06pa3uyoB, B TOM 4uUC/le OTPULLATENIbHOTO U MONOXUTENIbHbIX KOHTPOJ/IbHbIX 06pa3uoB, OTMETbTe
pacnosioXeHve Npo6UpPoOK/CTPMUMNOB Ha MaTpuLe TepmMo6/10Ka B COOTBETCTBUMN C UX YCTAHOBKOW U
nposegute MLUP. Mpwu BbiGOpe TecTa AO/MKHA 0TO6paXxaTbCa nporpaMmma, npueeféHHas B Tabnumue
3.

Ona peTekTupyrwowmx amnangukatopos Rotor-Gene Q, CFX96 n Applied Biosystems
QuantStudio 5:

MposeanTe MLP ¢ yyeTom 06bEMa peakLMOHHOW CMecu, paBHOTo 35 MK/, M0 NporpaMmam
amnanukaymm, npueeféHHbIM B Tabnnuax 4, 5, 6 COOTBETCTBEHHO.

BHUMMAHWE!

1 [Ona petekTupyrwux amnnumdukatopos cepumn AT, CFX96, Applied Biosystems
QuantStudio 5 BO3MOXHO MCMNO/Ib30BaHMEe nNporpamMm amnavpukaumm, obwmux Ans BCeX
HabopoB peareHToB npousBogctea OO0 «HMO AHK-TexHonorums» n 000 «AHK-
TexHonorna TC», npegHasHayeHHbIX Ans  BbiABneHns OHK  MukpoopraHumsmos
(MpunoxeHue B, Tabnuubl B.1-B.3). B aToM cnyvae npu aHanvse pe3ynbTaToB HEO6X0ANMO

o6pallaTh BHMMaHWe Ha 3HauyeHue Cp/Cq/Ct no kaHany geTekuun Fam, MONOXKUTENbHbI

' - TECT /151 AETEKTUPYIOLLMX aMNMtKaTopoB cepum AT co3aaéTcs nyTéM BBOAA NapameTpoB (napameTpbl
TecTa yKasaHbl B [punoxeHnn A) unv npesocTaBseTcs Npou3BoAUTeNeM Habopa peareHToB.
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N OHK-TEXHOM0MMA

pe3ynbTaT YUMTbIBAeTCS TOMbKO AN Tex 06pa3loB, ANnsS KOTOpbiX 3HadeHme Cp/Cg/Ct no

KaHany getekuumn Fam <35.

2. [Ons petekTupyloulero amnaugukaTopa Rotor-Gene Q ucnonb3oBaHWe AONONHUTENbHO

nporpaMMbl aMnanduKaumum He NpeaycMOTPeHO, UHTepnpeTaLns pe3ynbTaToB NPOBOAUTCS

B COOTBETCTBUM C Tabnuueid 10.

Ta6bnumya 3

— T[lporpamma amnauuKauum gns AeTeKTUPYHLWUX

«ATnpaim», «4Tnant» (pacoska S)

Ne 6noka Temnir(J:aTypa, MWH
80 0
1 94 1
94 0
2 64 0
94 0
3 64 0
4 94 0
5 10

V- PeXXMM OMTUYECKUX U3MEPEHUIA

Tabnuuya 4 -

Q (dpacoska S, npobupKm)

No
/Cycling

Cycling

Cycling 2

Cycling 3

Temnepatypa, °C
/Temperature

80 deg
94 deg
94 deg
57 deg V
94 deg

57 deg V

30
30

30
15

10
15

Yucno
LLMKNOB

1

35

XpaHeHne

Bpewms, ¢
/Hold Time, s

60
90
30
15
10

15

petekummn Green (Fam) n Yellow (Hex) npu 57 °C.
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VHCTpYKLNA MO NMPUMEHEHUIO N
rAPAO-TEH

n

aMnanguKaTopos
Pexxum
ONTUYECKUNX Twun 610Ka
n3MepeHunii
Linkn
Linkn
NKN
v L
Lnkn
XpaHeHue

ncT 25
CTOB 44

Mporpamma amnanukaymm Ana geTekTupyroulero amnangukatopa Rotor-Gene

KonnyecTtBo LUK/IOB

/Cycle Repeats

ltime

5 times

45 times
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Ta6bnuuya 5 - Tllporpamma amnanukaumm gns getektupyrowmnx amnangukatopos CFX96
(dhacoBkm S, U)

Bpems KonnuecTso LNKNOB
Ne 6510Ka (Ste Temnepatypa, °C
(Step) paryp MWH; CeK (mosTOpOB)

1 80 01:00 1
2 94 01,30 1
3 94 0:15

40
4 64 V 0:20

Heo6X0oAMMbIM KaHaam geTekumn (Fam, Hex) npu 64 °C

Ta6bnuuya 6 - Tlporpamma amnavdukaumn Ang  LeTEeKTUPYLWNUX aMnanpuKaTopos

Applied Biosystems QuantStudio 5 (¢pacosku S, U)

No
CTaaus ®  Temnepatypa, & BP?'V'H KOoNMuecTso LMKIOB
wara MUH: CeK (NOBTOPOB)
CTagus 80 01:00 1
yAepxawns o 0130 .
Cragwua 1 94 0:20 .
ue 2 64 V 0:20

V- c6op AaHHbIX Ang Heobxoanmbix tnyopodopos (Fam, Vic (Hex)) BKtoueH

7.3. MoarotoBka n nposepeHue MLP. dacoBka U, pyyHoe go3npoBaHue

BHMMAHWE! Tpun npoBeaeHWM BCex MNOCNeAylOWMX AeACTBUIA cneayeT m3b6eratb

BO34EeMCTBUSA NPAMbIX COMTHEYHbIX TyYelt Ha NPOOUPKM CO CMeCblo ANs aMmnindukauumn!

7.3.1. lpomapkupyite Heob6XxogMMOe KOMAMYECTBO OLHOPA30BbIX  aMNAU(PUKALNOHHbIX
npobupok o6bEMOM 0,2 M ANnA Heu3BecTHbIX 00pasyoB, [ANA OTPULATENIbHOTO
KOHTPONbLHOTO 06pasua «K-» 1 MON0XUTENIbHOIO0 KOHTPO/IbHOTO o6pasua «K+».

MpumeyaHne - PeKkOMeHAyeTCs MOCTaHOBKa He MeHee 5 006pasyoB B OAHOM WCC/e[0BaHUM

(3 Hem3BeCTHbIX 06pasLa, OTPULATENbHbIN 1 NONOXUTENbHBI KOHTPONbHbIE 06pasLbl).

Mpumep:

Heob6xoanMmo npoaHann3vpoBaTh 4 HeW3BECTHbIX 06pa3La. [1s 3TOro Hy>XHO NPOMapK1poBaTh 4 NMPOBUPKM

[/19 HEeW3BeCTHbIX 06pa3L0B, 04HY NPO6UPKY aAna «K-» n ofHy npobupky ana «K+». ObLuee KONMYecTso

npo6mpok - 6.

7.3.2. BCTpAXHUTE NPOBMPKY CO CMeCbio A8 aMNangrKaLum Ha MUKPOLEHTPU(Yre-BOPTEKCE B
TeyeHune 3-5 ¢ M LEHTPUGYTUPYINTe HA MUKPOLLEHTPUGYyre-sopTekce B TeyeHne 1-3 c.

7.3.3. BHecuTe BO BCe MpoMapKumpoBaHHble Npobupkmn (Bknwuyaa «K-» n «K+») no 6,0 mkn

CMecU Ans aMmnandukawmu.
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7.3.4. BctpaxHute npobupku c TMLUP-6ydepom u nonumepasorn TexHoTaqg MAX Ha
MUKPOLLEHTPUYre-BopTeKCe B TeveHne 3-5 C U LeHTPUGyrupyinTte Ha MUKpOLLEHTpUQyre-
BOpTeKce B TeyeHne 1-3 c.

BHVMMAHWE! Monumepasy TexHoTaq Heo6xoAMMO [AOCTaBaTb M3 MOPO3MNbHOW KaMmepbl

HernocpeACcTBEHHO Nepes UCMO/b30BaHNEM.

7.3.5. MpurotoBbTe cmeck MLP-6ydepa c nonumepasoin TexHoTag MAX. [,ng 3Toro cMeLLanTe
B OT/eIbHOW 0JHOPAa30BOI MPOOUPKE:

. 6,0 X(N+1) mkn MLP-6ydepa,
. 0,3 x (N+1) mkn nonumepasbl TexHoTag MAX,
raoe N - KONM4yecTBO NPOMapKMPOBaHHbIX NPOBUPOK € YHETOM «K-», «K+»,

Mpumep:

Heob6xoanMmo npoaHam3npoBath 4 Hen3BeCTHbIX 06pasua, «K-», «K+». MNMpomMapKMpoBaHHbIX NMPOOMPOK —

6. Hy>kHo npuroTtoBuTb cmech MNLIP-6ydepa 1 nonumepasbl TexHoTag MAX gna 7 (6+1) npobupok, T.e.

42 mkn MUpP-6ydepa + 2,1 Mkn nonvmepasbl TexHoTag MAX.

7.3.6. BcTpaxHuTe npobMpKy C MpuroToBneHHo cmecbio T[MLLP-6ydepa ¥ nonvmepassl
TexHoTag MAX Ha MUKpOLLEHTpUGyre-sopTekce B TeyeHne 3-5 ¢ U LeHTpUGyrupyiite Ha
MUKpOUEHTpUGyre-sopTekce B TevyeHne 1-3 c.

BHMUMAHWE! Cwmecb MNMUP-6yepa n nonmmepassl TexHoTag MAX Heo6XxogMMo rotoBUTb

HeMoCpeACTBEHHO MNepes NCMo/b30BaHNEM.

7.3.7. [o6aBbTe B NpO6GUPKN CO CMECbIO ANns amnandgukauum no 6,0 mkn cmecu MLP-6ydepa 1
nonumepasbl TexHoTag MAX. 3akpoiiTe NpobMpKu.

BHUMAHWE! Tlocne go6asneHua cmecu MNUP-6ydepa n nonnmepassl TexHoTag MAX B

NMPO6GUPKN CO CMeCbid AnA amnandukauum Heo6XOAMMO B TeyeHMe [BYX YacoB BbIMOMHUTb

7.3.8-7.3.13.

7.3.8.  BCTpsAxHUTE  nNpobupKy €  MOJMIOXUTENIbHbIM  KOHTPOJIbHbIM ~ 006pasuoM  Ha
MUKPOLEHTPU(Yre-BOpTeKCE B TeUeHue 3-5 ¢ 1 LeHTpUyrupyinTe Ha MUKpOLLeHTprdyre-
BOpTekce B TeyeHue 1-3 c.

BHUMMAHWNE!

1 Mpu ncnonb3oBaHun ana sbueneHns AHK komnnektoB peareHToB NMPOBA-HK u
MPOBA-PAMNAG BCcTpaxHMUTe npobupku c npenapatom AHK u oTpuuaTeNnbHbIM
KOHTPO/IbHbIM 06pasLloM Ha MUKPOLEHTpUdyre-sopTekce B TeueHue 3-5 c u

LEeHTPUDYrnpyinTe Ha MUKPOLEHTPUYre-BOpTEKCE B TeueHue 1-3 c.

2. Tpu wncnonb3oBaHun pna BbigeneHns AHK komnnekta peareHtoB [MPOBA-TC
BCTPAXHUTE npobupkn ¢ npenapatom AHK w© oTpuuatenbHbIM KOHTPO/bHbIM
06pasL,oM Ha MUKPOLEHTPU(Yre-BopTeKCe B TeveHne 3-5 C U LeHTpuyrupyinte npu
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RCF(g) 12000 - 16000 B Te4eHMe OAHOIN MUHYTHI 4718 0CaXAEHNS copbeHTa. B cnyuae
€Cnun nocne BbleneHna HafocafouyHas XUAKOCTb, cofepkallaa BoligeneHHyo AHK,
Oblla nepeHeceHa B HOBble MPOGUPKN, LLEeHTPUGYrnpoBaHne nocne BCTPAXMBaAHMA

NMpon3BOAUTCA HA MUKPOLEHTPUPYre-BopTeKce B TeyeHmne 3-5 C.

3. Mpwn ncnons3osaHuun gnd solgeneHna JHK Habopa peareHtos NMPOBA-MU-PATINA
Heo06X0aMMO, He BCTPAXMBAS, LLeHTpUdyruposatb Npobupkn ¢ npenapatom AHK u
oTpuuaTe/ibHbIM KOHTPO/IbHbIM 06pa3L,0M Ha MUKPOLEHTPU(Yre-BOPTEKCE B TeUeHUe
1-3 ¢, 3aTem nomecTuTb Npobupkn ¢ npenapatom AHK B MarHuWTHbIA wTatns. B
C/lyyae ecnv nocre BblAefleHNs HafocafouyHasa XXUAKOCTb, cofepKalyas BblfeNIeHHY0
OHK, 6bina nepeHeceHa B HOBble NPOOWPKKW, crefyeT BCTPAXHYTb MPO6GUPKK C
npenapatom  AHK 1 oTpuuatefnbHbIM KOHTPO/IbHbIM ~ 06pasyom Ha
MUKPOLEHTPUPYre-eopTekce B TeyeHne 3-5 € U UeHTpUdyrmposaTb Ha

MUKpOLUEHTpUgyre-sopTekce B TeveHne 1-3 c.

4. [Ona npefoTepalleHMa KOHTamuHauumn cnepyet nepef BHeceHuem OHK oTKpbiBaTh
KPbILWKM TONIbKO Tex NMpo6MpoK, B KOTOpble O6yAeT BHOCUTLCSA [aHHbIA obpasewy, u
3aKpbiBaTb WX, Nepef BHeceHWeM cneaytowero. 3akpbiBainTe NpPO6GUPKKU MAOTHO.
Mpenapatel AHK n KOHTpOnbHble 06pasubl crefyeT BHOCUTb HAKOHEYHUKaMMn C

hUNbTPOM.

BHecnTe B COOTBETCTBYHOLLME NMPOMApPKUPOBaHHbIE NPOGUPKKN MO 6,0 MK BbLLEIEHHOTO
n3 obpasuos npenapata AHK. B npobupku, npomapkupoBaHHble «K-» n «K+», AHK He
BHOCMTCS.

BHecuTe B Npo6upKy, NpoMapkupoBaHHyto «K-», 6,0 MK 0TpuULaTeslbHOro KOHTPObHOTO
obpasua, npowepgwero atan sbigeneHns AHK (cm.7.1).

BHecute B Mpo6bupKy, MpOMapkMpoBaHHY «K+», 6,0 MKA NONOXMTENbHOIO
KOHTPO/IbHOr0 06pasua.

LleHTpudyrunpyiite Bce Npo6UPKM Ha MUKPOLLEHTPUPYre-BopTeKce B TedeHue 3-5 ¢ (npu
ncnonb3oBaHun gnd nposegeHus MLP getekTupyrowero amnangukatopa Rotor-Gene Q
LeHTpUdyrupoBaHue He 0643aTefibHO).

YCcTaHOBUTE BCE MPOBUPKM B AeTEKTUPYHOLW KNI amnandukatop u nposegnte MLUP (7.3.14,
7.3.15).

[nsa geTeKTupyowmx aMmnaudukaTopos cepuu AT:

3anycTuTe nporpaMmMHoe obecneyeHve AeTEKTUPYOLWEro amnaugukatopa. Mpu nepsom
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nposefgeHun TLP 3arpy3nte cooTBeTCTBYHOUWMI TecT’. [anee u npu nocneayrowmx
MOCTAHOBKax CO3JaiTe COOTBETCTBYHOLWMWIA MNPOTOKON  UCCNELOBaHUA:  YKaXWUTe
KONIMY4ECTBO U  uMAeHTU(MKaTopbl 06pa3uoB, B TOM 4YuUc/ie OTPULATENIBHOTO U
MONOXUTENbHbIX KOHTPONbHbIX 06pa3uoB, OTMeTbTe PacrnoioXXeHWe MNpoOUPOK Ha
maTpuue TepMo6/10Ka B COOTBETCTBMM C UX YCTAHOBKOM 1 nposeaute MUP. Mpu BbiGOpe
TecTa LO/DKHA 0TOBpaxartbca nporpamma, npnseséHHas B tabnuue 7.
7.3.15. Ana petektupyrowux amnaudgukatopos CFX96, Applied Biosystems QuantStudio 5 u
Rotor-Gene Q:
MposeauTe MLP ¢ yyueTom 06bEMa peakLMOHHO CMecu, paBHOTo 18 MK/, Mo nporpaMmmam
amnauukaymm, npuBeaéHHbIM B Tabnumuyax 5, 6, 8 COOTBETCTBEHHO.
BHMMAHWNE!
1. [Ona petekTupytowmnx amnandukatopos cepumn AT, CFX96, Applied Biosystems
QuantStudio 5 BO3MOXXHO MCMNO/Ib30BaHWE Nporpamm amnan@ukaymu, obwmx ans
BCeX HabopoB peareHTOB npounssoacTea OO0 «HIMO AHK-TexHonorus» n 000
«[AHK-TexHonorna  TC», npegHasHayeHHbIX  ANS BbianeHna  AHK
MukpoopraHusmos (Mpunoxenne B, Tabnuubl B.2-B.4). B 3tom cnyyae npu
aHanm3e pe3ynbTaToB HEO6X0ANMMO 0bOpallaTb BHUMaHMe Ha 3HadeHne Cp/Cqg/Ct no
KaHany geTtekumn Fam, NONOXUTENbHbIA pe3ynbTaT yUNTbIBaeTCA TONbKO AN TeX
06pasLo., 419 KOTopbIX 3HavyeHne Cp/Cqg/Ct no kaHany getekuum Fam <35.
2. Ona  petektupylowero amnaudukatopa Rotor-Gene Q  ucnosb3oBaHue
JONONHUTENbHOWN nporpaMmbl aMmnaunukaymm He npesycMOTpeHo,

MHTepnpeTaLus pe3ynbTaToB NPOBOAMTCA B COOTBETCTBMM C Tabnuuei 10.

A-TeCT ANs AeTEKTUPYIOLLMX aMNMGUKaTOPOB cepumn AT co3gaéTes nyTéM BBOAA NapaMeTpoB (napaMeTpsbl
TecTa yKasaHbl B [punoxeHnn B) unm npegocTaBnseTcs NPou3BoAUTENEM Habopa peareHToB.
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Ta6bnuuya 7 - [lpon“amma amnandukaumm And  AeTEKTUPYHLWMUX aMnanduKaTopos
«OTnpaintm», «ATnat» (acoBka U)
Temnepatypa Pexiu
Ne 6noka o% Typa, MWH c Uuncno umknos OMNTUYECKUX Tun 6noka
N3MepeHni
80 0 5
! 94 0 5 5 Lukcn
2 94 5 00 Livkn
94 0 30
3 64 0 15 > 1 Lk
94 0 10
4 64 0 15 35 Linkn
5 94 0 5 Limkn
6 10 XpaHeHue 1 XpaHeHue

V- peXXMM ONMTUYECKUX U3MEPEHWIA

Ta6nuya 8 - MNporpamma amnaudukaumm ana geTekTupytowero amnampukatopa Rotor-Gene
Q (thacoska U)

No Temnepatypa, °C Bpewms, c KonnyecTBO LLIMKNOB

/Cycling /Temperature /Hold Time, s /Cycle Repeats
. 80 deg 60 .
Cycl
ycling 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- peXxuM OMTUYECKUX W3MEPEHWI, YCTaHOBUTbL M3MepeHMe qyopecueHuun (Acquiring) Nno KaHanam
netekunn Green (Fam) n Yellow (Hex) npn 57 °C.
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7.4. MopgroTtoBka M nposepeHue MNLP. ®acoska U, ¢ MCNonb30BaHWEM [03UPYHOLLETO
ycTpoiictBa ATcTpum (TONbKO ANS AeTeKTUpyrowero amnnugpukatopa ATnpaiim B

mMoaudunkayum «4Tnpanm *X*»)
BHUMAHUWE!

1 And amnaudukauum cnegyet WUCNonAb3oBaTb MuKponnaHwetsbl TMUP 384 nyHKM,

repMeTU3VNpyeMble TEPMOMN/IEHKOMN.

2. Tpwn npoBefeHUN BCEX NOCNeAYOLWMNX AeACTBUIA cnefyeT n3beratb BO3AENCTBMA MPAMbIX

CO/IHEYHBIX NyYeil Ha MPOBGMPKMU CO CMECbIO ANs amnangpmKaymm!

MpumeyaHme - PekomeHAyeTcs MOCTaHOBKA He MeHee 5 00pasuoB B OAHOM WCCe40BaHWN

(3 Hen3BeCTHbIX 06pasLa, OTPULATENbHBINA U MONOXUTENbHbIA KOHTPO/bHbIE 06pasLbl).

7.4.1. BCTpsSIXHMUTE NPOOUPKY CO CMECbIO ANd aMnNAnduKaumm Ha MUKPOLLEEHTPUyre-BopTeKce B
TeyeHue 3-5 C N LeHTPUGYrupyinTe Ha MUKPOLEHTPUPYre-BopTeKkce B TeyeHne 1-3 c.

7.4.2. BcTpaxHute npobupkun c¢ TMLP-6ydepom wu nonumepasoii TexHoTag MAX Ha
MUKPOLEHTPUPYre-BOpTEKCE B TeveHue 3-5 C U LeHTpUPyrnpyrite Ha MUKpPOLEHTPUGYTre-
BOpPTeKce B TeyeHue 1-3 C.

BHMUVMAHWE! nMonuwepasy TexHoTag Heo6xoamMmo [ocTaBaTb M3 MOPO3W/IbHON Kamepbl

HeNnoCcpeACcTBEHHO Nepes MCMOb30BaHNEM.

7.4.3. Cnepys ykasaHusm MO gosupyrowero yctponcTtea 4 TcTpum, NPpUrotToBbTe B OTAENbHOA
0flHOpa30Boi Npobupke cmecb MLP-6ydepa c nonnmepasoin TexHoTaq MAX.

7.4.4. BCTpAXHMTE nNpo6GUpPKY C NPUroToBNeHHOW cmecbio TMLP-6ydepa u nonumepasbl
TexHoTag MAX Ha MUKpPOLLEHTpPUGyre-BopTeKkce B TeyeHne 3-5 ¢ M LeHTPUGyrupyiite Ha
MUKPOLEHTPU(Yre-BopTeKCe B TeyeHne 1-3 c.

7.45. BcTtpaxHute  npobupky € MONOXMUTENbHbIM KOHTPO/IbHbIM ~ 06pasuom Ha
MUKPOLIEHTpUyre-BopTeKCE B TeUEHUE 3-5 C U LEHTPUPYrupyiite Ha MUKPOLLEEHTpUMyre-
BOpTeKCe B TeueHue 1-3 c.

BHUMMAHWNE!

1 Tpn ucnonb3osaHun gnsa sblgeneHns AHK komnnektoB peareHToB NMPOBA-HK 1
MPOBA-PAT/ BCTpsaxHUTe Npobupkn ¢ npenapatom AHK u oTpuuaTeNbHbIM
KOHTPO/MbHbIM 06pa3LoM Ha MWKPOLEHTpPUQyre-sopTekce B TeyeHue 3-5 ¢ u

LEeHTPUYrupyiiTe Ha MUKPOLIEHTPUAQYre-BopTEKCE B TeueHne 1-3 c.

2. Tpu wncnonb3oBaHuu pna BbigeneHna AHK kowmnnekta peareHtoB [MPOBA-TC
BCTPAXHUTE nNpobupkn ¢ npenapatom AHK u oTpuyatefibHbIM KOHTPOJ/IbHbIM
06pasL oM Ha MUKPOLLeHTpUGyre-sopTekce B TedeHue 3-5 ¢ U LeHTpudyrupyite npu

RCF(g) 12000 - 16000 B Te4eHMe OAHOW MUHYTbI AN5 OCaXAeHusa copbeHTa. B cnyyae
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€C/In Noc/e BblAeNeHNs HaJocafouyHasa XUAKOCTb, codepxawas BbligeneHHyo JHK,
Oblna nepeHeceHa B HOBble NPOOWMPKKM, LEHTPUMYrMpoBaHue nocfe BCTPSXMBaHMUA

MPOM3BOAMTCA HA MUKPOLEHTPU(Yre-BOPTEKCE B TeUeHMe 3-5 C.

3. TMpwn ncnons3oBaHun ans BbigeneHns AHK Habopa peareHToB MPOBA-MUY-PATIN/
HeobXo4MMO, He BCTPAXMBaAsA, LeHTpugpyrmposatb npobupkn ¢ npenapatom AHK n
oTpuuaTe/ibHbIM KOHTPObHBIM 06pa3L,0M Ha MUKPOLEHTPU(Yre-BOPTEKCE B TeYEHMeE
1-3 ¢, 3aTeM MOMecTUTb Npobupky ¢ npenapatom AHK B MarHuTHbIA wTaTue. B
Cny4ae ecnu nocne BblfenieHna Hafocaf0uHas XULKOCTb, COAepXKallasa BblAeNeHHYIO
OHK, 6blna nepeHeceHa B HOBble MPOBGUPKK, cnefyeT BCTPAXHYTb MNPOOBUPKKU C
npenapatom  AHK " oTpuLaTeNbHbIM KOHTPO/bHbIM 06pasyom Ha
MUKPOLEHTPU(Yre-sopTekce B TeyeHne 3-5 ¢ ©  UeHTpudyruposaTb Ha

MWUKPOLLEHTpUQyre-BopTeKce B TeueHune 1-3 c.

7.4.6. YcTaHOBUTE NPOOUPKM CO CMecCbio Ang amnau@ukauyum, co cmecbto MLP-6ydepa u
nonnmepasbl TexHoTaq MAX, ¢ npenapatamu OHK, oTpuuaTtenbHbLIMWU KOHTPOMbHbLIMU
obpasuamm 1 NONOXUTENbHbIMU KOHTPO/IbHbIMM 06pa3L,amMu, a Takxke MUKponaaHweT Ans
MUP Ha pabouwnii cton ATcTpMM M NpoBeaMTe [03MPOBaHME KOMMOHEHTOB COMMacHo
PYKOBOZCTBY MO 3KCn/yaTauuu.

7.4.7. TlomecTuTe aKKypaTHO, He BCTpsAXMBas, MUKpPONNaHweT B MOANOXKY YCTpoOicTBa ANA
3anevartbiBaHMA nnaHwetoB ATnak nocne 3aBeplleHWs nMporpamMmmbl Ha [O3UPYHOLEem
ycTpoiicTtee ATcTpum.

7.4.8. TpoBeauTe 3anevaTbiBaHMe MUKponaaHweTa MLUP nofivMmepHORn TepMONIEHKOW COrnacHo
WUHCTPYKUMK K npubopy ATnak.

7.4.9. UeHTpudyrmpyinte mukponnaHwet MLP npn RCF(g) 100 B TeueHune 30 c.

7.4.10. YcTaHoBMTe MuUKponnaHweT MLP B 610K geTeKTUpyrowero amnandukartopa.

7.4.11. 3anycTuTe nporpammHoe obecneyeHue geTeKTupyrowero amnangukaropa. Mpu nepsom
npoBegeHmun TLP 3arpys3nTe COOTBETCTBYHOUWIMI TecT’. [anee M npu nocnegytouinx
NMoOCTaHOBKax CO3f4aiTe  COOTBETCTBYIOLWMIA  MNPOTOKON  MCCMELOBAHUA:  YKaXuUTe
KO/IMYeCcTBO W uAeHTU(MKaTopbl 06pasyoB, B TOM 4uUCle OTPULATENBHOTO WU
MONIOXKUTENbHBIX KOHTPOJIbHbIX 06pasuoB, OTMeTbTe pacnosioxXeHue o06pas3yoB Ha
maTpuue TepMo6/10Ka B COOTBETCTBUM C UX YCTaHOBKOM 1 nposeguTe MLLP. Mpu BbiGope
TecTa 0/HDKHa 0To6paxaTbCA nporpamma, npusegéHHas B Tabnuue 7.

BHVMVMAHWE! B03MO0OXHO MCNONMb30BaHWE MpOrpamMmbl aMnanguKaLmm, obuiein ans

' - TEeCT /151 AETEKTMPYIOLLMX aMNMdnKaTopoB cepun [, T co3aaéTtcs nyTéM BBOAA NapaMeTpoB (NMapameTpbl
TecTa yKasaHbl B [punoxeHun B) unm npefocTaBisieTcs NpoM3BoAMTENIEM Habopa peareHToB.
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BCeX Habopos peareHToB npoussoactea OO0 «HMO AHK-TexHonorua» n 000 «AHK-
TexHonorns TC», npefHasHayeHHbIX Ans BbigsneHnd AOHK  mukpoopraHusmos
(MpunoxeHune B, Tabnuua B.4). B aToM cny4yae Npu aHanuse pesynbTaToOB HEOOXOANUMO
obpaliaTb BHMMaHMe Ha 3HavyeHMe Cp no KaHany feTekuunm Fam, NONOXUTENbHbIN
pe3ynbTaT YYMUTbIBAETCA TO/IbKO A/1A TeX 06pasLoB, A/1F KOTOPbIX 3HaYeHne Cp no KaHany

JeTekumn Fam <35.

8. PETMCTPAUNA PE3YJIbTATOB AMIMTN®NKALUNU
8.1 Pervctpaunsi pesynbTaToB amnangmKauum ¢ ucnonb3osaHmem MLLP-geTekTopa
Mocne NMPOXoXAeHWs peakuMn amnaugukKaumm nomectute npo6upku B MLP-geTekTOp,
ohopMuUTE MPOTOKON M NPOBEANTE PETUCTPALNI0 Pe3yNbTaTOB B COOTBETCTBUM C MHCTPYKLMER Mo
aKcnayataumm npuéopa (NoporoBble 3HAYEHNUs ANS CNeLudryeckoro npogykTa coctanswT 1,75-

2,10, Ana BHYTPeHHEro KoHTpons - 2,50).

8.2. Pernctpauus pesynbTaToB amnandukaumm € UCNONb30BaHWEM [eTeKTUPYHOLLNX
amMnannKaTopos
Pernctpayms curHana nyopecueHLUn Ha eTeKTUpYoLWmx amnandukaropax cepum AT,
Rotor-Gene Q, CFX96 n Applied Biosystems QuantStudio 5 npoBoAnTCcA aBTOMaTUYECKM BO BPeEMS

amnanpukaumnm.

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



A A IHK-TEXHONOT S VHCTPYKUMA NO MPUMEHEHUNIO Nnct 34
rAPA-N'EH JlncTos 44

9 YUET N MHTEPMPETALUWSA PE3Y/IbTATOB
9.1. Yu4éT pe3ynbTaToB amnauMukauum OCYyLLeCTBIAETCA aBTOMATUYECKM C MOMOLLbIO

nporpammHoro o6ecneyeHus, noctaBnseMoro ¢ MLP-geTeKTopomM unu AeTeKTUPYHOLWUM
aMnInprKaTopomM.

9.2. Mpy ncnonb3oBaHUK feTeKTUpyoWwmx amnangukaropos CFX96 cnegyet uUcnosb30BaTh
perpeccuoHHbIi Tun aHanmsa (Cq Determination Mode: Regression), BO BKajke
«Baseline Subtraction» Heo6xoanmo BblbpaTh «Baseline Subtraction Curve Fit».

9.3. WHTepnpeTayms pe3ynbTaToB MNPOBOAMTCS B COOTBETCTBMM C Tabnuuen 9 (gna
(hnyopecueHTHbIX AeTekTopoB cepun OXWH un pgeTekTupyrowmnx amnangukaTopos
«ATnpaiim», «OTnaint», CFX96 n Applied Biosystems QuantStudio 5) n Tabnuuen 10
(ona  petekTupyrowero amnnugukatopa Rotor-Gene Q). PesynbTaTbl NOCTaHOBKM
BaNMAHbI, €CIN BbIMO/HAKTCA YCNOBUS UHTEpRpeTaLMm pesynbTatoB, NONYUYEHHbIX ANA
KOHTPONbHbIX 06pa3sL,oB.

Tabnuuya 9 - WHTepnpetauma pesynbtaToB MLUP ana dayopecueHTHbIX AETEKTOPOB CEpum

DKWH »n petektupyrowmnx amnangukatopos cepum AT, CFX96 wu Applied Biosystems

QuantStudio 5

Flash Rea -time
Pe3ynbTar, KaHan getekuun
MONyYeHHbIM Ha KaHan getekuyuu Hex/Vic " ’
(hnyopecLeHTHOM Fam (1ckomas (BHYTpeHHWi HTEpNIpETaLnA pesyrnbTara
fetektope «IXNH» [HK), Cp/Cg/Ct KOHTPO/b),
nmm «IHKVH-4» Cp/Cq/Ct
HewnsBecTHble 06pas3ubl
O6HapyxeHa OHK
«+» YKasaH He yuutbiBaetcs Gardnerella vaginalis
(«+»)
He o6Hapy»xeHa JHK
«» He ykasaH Yka3aH Gardnerella vaginalis
(«-»)
«H» He ykasaH He yka3aH HeAOCTOBiE:ZT) pesynbTar

OTpuuaTenbHbIli KOHTPONLHbBIN 06pasel,
OTpuuaTtenbHblii pesynbtart
«» He ykasaH YKasaH («»)
Pe3ynbTaTbl NOCTAHOBKM
Ba/INAHbI
MoNoXNTeNbHbI KOHTPONbHbLIA 06paseL
MoNOXNTENbHbIN pe3ynbTat
(«t»)
Pe3ynbTaTbl MOCTaHOBKM
Ba/IMAHbI

«+» YKasaH He yunTbIBaeTCA

’ - MY UCMNOJIb30BAHNM NPOrpamMmm amnangukaLmm, obLmx ansa Bcex Habopos peareHToB npoussogcTea OO0 «HMO
OHK-TexHonorna» n 000 «OHK-TexHonorna TC», npegHasHayeHHbIX 415 BbisBneHns JHK MUKpoopraHnMsMos
(nporpammbl amnangukaumm gns gacosok S, U npwBeaeHbl B MpuaoXkeHnn B), NONOXKUTENbHBIA pesynbTar
YUYUTbIBAETCA TOMBKO A/1 TeX 06pa3LioB, And KOTopbIX 3HadeHue Cp/Cq/Ct no kaHany geTekummn Fam <35.
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Ta6bnuuya 10 - WHTepnpeTaums pesynbtatoB MLP ana geTtekTupylouiero amnangukatopa

Rotor-Gene Q

KaHan getekumnnCreen KaHan getekuunn Yellow

(nckomas [IHK), Ct (BHYTPeHHUiA KoHTponb), Ct ViHTepnpeTauns pesynbTara

HensBecTHble 06pasubl

<30 He yunTbiBaetcs ObHapyxena AHK
Gardnerella vaginalis
He ykasaH unm > 30 YKasaH He obHapyxeHa 1HK

Gardnerella vaginalis
He yka3saH He yka3saH HepocToBepHblil pesynbTat
OTpuuaTenbHbI KOHTPO/bHbIN 06paseL,
OTpuuaTenbHblA pe3ynbTaT
He yka3saH YKa3aH Pe3ynbTaTbl MOCTAHOBKM
Ba/IMAHbI
MoNoXNTeNbHbIN KOHTPO/IbHbIN 06pasel,
MonoXnTenbHbIA pesynbTaT

<30 He yunTbiBaeTcs Pe3ynbTaTbl MOCTaHOBKM
Ba/INAHbI
9.4. HepocToBepHbll pe3ynbTaT MOXeT O6biTb CBf3aH C MPUCYTCTBMEM WHIMOUTOPOB B

npenapare AHK, nonyyeHHOM 13 6MONOrMYECKOro MaTtepuana; HeBepHbIM BbIMOJIHEHNEM
NPOTOKO/a aHann3a; HecobN0AeHMEM TeMMNepaTypHOro pexnMma amnanukauum n ap. B
3TOM cnyyae Heobxogumo nosBTopHO nposectn [MUP, nu6o BbigeneHne AHK u
noctaHoBky TUP pana atoro o6pasua, nn6o B3ATME OMONOrMYECKOro martepuana y
nauneHTa (BbINOMHAETCA NOCNeA0BaTeNbHO).

9.5. Mpy NONyYeHUN MNONIOXKWUTENLHOrO pe3ynbTata A7 OTPULATENbHOrO0 KOHTPO/bHOIO
obpasua pesynbTaTbl BCeii MNOCTAHOBOYHOW CeEpUM CUMTAlOT HEeLOCTOBEPHbIMU. B 3TOM
cnyyae He0o6XOAMMO TMpPOBefeHMe CchneuuanbHbliX MeponpuATUA 1S BblBNEHUS U
YCTPaHeHUs BO3MOXXHON KOHTaMUHALNN.

9.6. Mpn nonyyeHUU OTPULATENIBHOTO pe3y/nbTaTa A1 MNOMOXUTENbHOrO0 KOHTPO/ILHOIO
obpasua pesynbTaTbl BCEM MNOCTAHOBOYHOM CeEpUM CUMTAKOT HeLOCTOBEPHbIMU. B aTom

cnyvae TpeGyeTcs NOBTOPHAs NOCTaHOBKA aMMAU(UKaLUM BCE NapTUmM o6pasLioB.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



N

Hon.
KON,

101.2.

FOJ1.3.

FOJTA

10.2.

102.1

H0.2.2.

10.2.3.

10.2.4.

10.3.
10.3.1.

10.3.2.

10.3.3.

NHK-TEXHONOT U NHCTpYKUNS MO NPUMEHEHUIO Nnct 36

rAPA-TEH NuncTtos 44

10. TPAHCMOPTUPOBAHWE, XPAHEHWVE U SKCIMNNYATALUNA
TpaHcnopTupoBaHue
TpaHcnopTupoBaHMe Habopa peareHTOB OCYLeCTBAAIOT B TEePMOKOHTeilHepax C
XnagoafemMeHTamu BCEMW BUAAMU KPbITOrO TpaHCMopTa MpuW TeMmnepatype BHYTpU
TEPMOKOHTElHepa, COOTBETCTBYHOLEA YCNOBMAM XPaHEHUS KOMMOHEHTOB, BXOAALMNX B
cocTaB Habopa peareHToB.
JlonyckaeTca TpaHCNoOpTUpOBaHMe Habopa peareHTOB, 3a WCK/IKOYEHMEM MNONMMepassbl
TexHoTaq MAX {¢acoBka U), B TepMOKOHTElHepax ¢ X/laf03aneMeHTaMmun BCeMMN BULaMM
KpbITOrO0 TpaHCMopTa Npu TemnepaType BHYTPM TepMOKOHTeliHepa oT 2°C fo 25°C He
6onee 5 cyToK.
[onyckaetca TpaHcnopTupoBaHue nofavMmepasbl TexHoTay MAX (dacoska U) B
TEPMOKOHTElHepax C Xfajo3nemMeHTamu BCeMW BUAAMW KPbITOFO TpaHcnopTa npwu
TemnepaType BHYTpM TEPMOKOHTeiHepa Ao 25°C He 6onee 5 CyTOK.
Habopbl peareHTOB, TPaHCMNOPTUPOBAHHbIE C HapyLUeHWEM TeMMepaTypHOro pexmuma,

NMPUMEHEHUNIO HE MOoAnexar.

XpaHeHue

Bce KOMMOHEHTbl Habopa peareHTOB, 3a UCKNKOUYeHMEM nonumepasbl TexHoTag MAX
(dbacoBka U), cnegyeT XpaHUTb B XONOAWNbHWKE WAW XONOAUNBLHON Kamepe npw
Temnepatype oT 2 °C go 8 °C B TeYeHMe BCEro Cpoka rogqHocTu Habopa peareHTOB.
Monumepasy TexHoTaq MAX (thacoBka U) cnegyet XxpaHUTb B MOPO3UIbHON KaMepe npu
Temnepatype oT MMHyc 18°C A0 MUHYyC 22°C B TeyeHMe BCero cpoka rogHocTu Habopa
peareHTOB.

Cwmecb ana amnangukaumm n cMecb AN amMnangukaumm, 3aneyataHHyr napapuHom,
cnefyeT XpaHUTb B XON04UNbHUKE UM XONOAUNBHON Kamepe npu Temnepatype oT 2°C ao
B 3alMLEHHOM OT CBETa MeCTe B Te4YeHMe BCEro cpoka rogHocTn Habopa peareHToB
Habopbl peareHTOB, XpaHWBLUMECA C HapyLIeHUWEM pPernaMeHTUPOBAHHOIO pPexuma,

NMPUMEHEHUIO HE Moanexart.

YKaszaHunsa no akcnayatauum

Habop peareHTOB AO/KEH NPUMEHATHCSA COMNacHO AECTBYHOLWEA BEPCUN YTBEPXKLEHHON
WNHCTPYKL MM NO NPUMEHEHMIO.

[Ons  nonyyeHMs [OOCTOBEPHbIX pe3ynbTaTOB Heo6XoAMMo CcTporoe cobntojeHue
MHCTPYKLMMN NO NPUMEHEHNIO Habopa peareHToB.

Mocne BCKPbITUA YNaKOBKM KOMMOHEHTbl Habopa peareHTOB creAyeT XpaHwuTb Npwu

CnefyoLMX YCNOBUAX:
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- BCe KOMMOHEHTbl Habopa peareHTOB, 3a UCKIOYeHWeM nonumMmepasbl TexHoTag MAX
(dbacoBka U), cnefgyer XpaHUTb B XONOAWIbHWKE WAW XONOAWNbLHON Kamepe npu
Temnepatype oT 2 °C [0 8 ®C B TeUYeHMe BCEro CpoKa rofAHOCT Habopa peareHTOB;

- nonumepasy TexHoTag MAX (thacoBka U) cnefyeT XpaHUTb B MOPO3WU/IbHOIN Kamepe npu
TemnepaType oT MUHYC 18°C g0 MuHyc 22°C B TeYyeHMe BCEro cpoka rogHoCcTU Habopa
peareHToB;

- CMeCb AN aMnAnguKauum n cmecb ANA aMnaugukaumnm, 3anedaTaHHy napauHom,
cnefyeTt XpaHUTb B XONOA4U/bHUKE WU XONOAWIbHON Kamepe npu TemnepaType oT 2 °C
no 8 °C B 3auwuulEHHOM OT CBeTa MeCcTe B TeudeHMWe BCEro CpokKa rogHoOCTU Habopa
peareHTOB.

Ha6opb| peareHToB C UCTEKLWLNM CPOKOM rogHOCTU NPUMEHEHNIO HE MOANEXaT.

11. YKA3AHWNA NO YTUNN3ALNN
Mpyn ucnonb3oBaHMM Habopa peareHTOB B K/MHUKO-AMArHOCTUYECKOW nabopatopuu
obpasyroTca OTXO0Abl Knacca B, KoTopble YTWAM3MPYKOTCA B COOTBETCTBUM C
Tpe6oBaHuaMu CaHlMunH 2.1.3684-21 n MY 1.3.2569-09.
Ha6opbl peareHToB, NpulleaLine B HEMPUTOAHOCTb, B TOM YMC/e B CBA3N C UCTEYEHUEM
cpoka rofHoCTW, MOBPEXAEeHWEeM ynakoBKMW, NOANexaT yTUAuW3auum B COOTBETCTBUU C

Tpe6oBaHmamu CaHlMunH 2.1.3684-21.

12. FAPAHTUWN N3TOTOBUTENA
MpeanpuaTHe-N3roToBUTENb rapaHTUPYeT COOTBETCTBME Habopa peareHTOB Tpe6oBaHUAM
TEXHWYECKUX YCNOBUIA MNpu COGMAOAEHUM YCNOBUIA TPaHCMOPTUPOBAHUA, XpPaHEHUs W
aKcnyaTayun, yCTaHOBMEHHbIX TEXHUYECKMMWN YCNIOBUAMM.

CpoK rogHocTu Habopa peareHToB - 12 mecsueB npu co6MOAEHMN BCEX YCNOBWUIA

TpaHCNoOpTMpPOBaHNA, XpaHEHNA N aKCNyaTalnn.

13. PEMOHT U TEXHUYECKOE OBCNYXVNBAHWE

Ha6op peareHToB npefHasHauyeH AN OAHOKPATHOro MNPUMEHEHUS U He MOANEXMUT

TEXHWYECKOMY 06CNYXXNBAHUIO U TEKYLLLEMY PEMOHTY.
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14 cumBonbl, NCIMOJIb3YEMBIE MNP MAPKNPOBKE HABOPA PEAITEHTOB

MeaMLMHCKOE 13aenme O6patnTech K MHCTPYKLUMM
VD [ AMArHOCTUKM N Vitro m MO NMPUMEHEHNIO NN K NHCTPYKLN
MO NPUMEHEHNIO B 3/IEKTPOHHOM BuAe

1 TeMnepaTypHblii AvanasoH [bef]  Homep no karanory
Co/ep>KMMOro J0CTaTOUHO S -
V NpoBeAeHNst <M> TeCTOB 1J VisrotosuTente

0. He gonyckatb

Wcnonb3oBaTh A0 o
BO3/EMCTBUS CONHEYHOIO CBETa

ljLOT) Kog, napTtvu (cepun)

HecTepunbHo
/W‘[ [Jata n3rotosneHus
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15. MNEPEYEHb MPUMEHAEMbIX HAUNOHA/IbHBIX CTAHAOAPTOB
FOCT ISO 14971-2021 W3pgenua MeguuuMHCKMe. TIpUMEHeHMe MeHeXMeHTa Ppucka K
MeAULUHCKUM U3Lenusam
FOCT 15.309-98 Cuctema pa3paboTKuM M NOCTaHOBKM NPOAYKUMM Ha NPOM3BOACTBO. McnblTaHUS
1 NpUemMKa BbliNyCKaeMoi NpofyKunm. OCHOBHbIE NOMTOXKEHUS
FOCT P 2.105-2019 EguHas cuctema KOHCTPYKTOPCKOW JoKymeHTauuu. O6wume Tpeb6oBaHMA K
TEKCTOBbIM JOKYMEHTam
FOCT P 15.013-2016 Cuctema pas3paboTkm W NOCTAHOBKM MpPOAYKUUW HA NPOU3BOACTBO.
MegunumnHckmne nsgenmsa
FOCT P 51088-2013 MeanuMHCKUE n3genus ans AUarHOCTUKWM WH BUTPO. PeareHTbl, Habopbl
peareHToB, TECT-CACTEMbl, KOHTPO/ibHble MaTepuanbl, NUTaTenbHble cpedbl. Tpe6oBaHMA K
N3LEeNNAM 1 NOAAEPXKMUBAIOLLENA JOKYMEHTaLUN
FOCT P 51352-2013 MeanUNHCKME N30enns ans AMarHOCTUKM UH BUTPO. MeToabl UCMbITaHWA
FOCT P 52905-2007 (MCO 15190:2003) SlabopaTtopumn meguumnHckme. TpeboBaHMA 6e30MacHOCTU
FOCT P NCO 15223-1-2023 W3penua meguumHckme. CUMBOSbI, NMPUMEHAEMble AN nepejavu
NH(opMaLmm, npegocTasnsemont nsrotosmtenem. Yacto 1. OCHOBHble TpeboBaHUA
FOCT P MCO 18113-1-2015 MegnuMHCKMUe M3aenns Ana AnNarHocTUKKW in vitro. VHGpopmaums,
npegocTaBnseMas m3rotosutenem (MapkupoBka). YacTb 1. TepMuHbl, onpefdeneHns u obuiune
TpeboBaHuA
FOCT P NCO 18113-2-2015 MeanuuHCKue mnsfenns AN AMarHoCTUKM in vitro. VHdpopmauus,
npefocTaBnsemas U3rotoBuTenemM (MapkmpoBka). YacTb 2. PeareHTbl 418 AMarHoCTUKK in vitro ans
npoeccroHanbHOr0 NPUMeHeH s
FOCT P NCO 23640-2015 N3genua MeguUMHCKME ONA  AMArHOCTUKM in  vitro. OueHKa
CTabUNIbHOCTW peareHToB AN AUAarHOCTUKY in Vitro
FOCT P 53022.3-2008 TpeboBaHMA K Ka4yeCTBY KNMHUYECKNX nabopaTopHbIX nuccnegoBaHuii, 4.3.
MpaBunia OLEHKN KNMHNYECKON NHHOPMATUBHOCTM 1a60PAaTOPHBIX TECTOB.
MpumeyaHue - YKasaHHble Bbile CTaHA4APTbl 6GblAN ElCTBYHOWMMU Ha MOMEHT YTBEPXAEHMWA
WHCTPYKLMU N0 NpUMeHeHNt0. B fanbHeiiwem, Npy nonb3oBaHNM JOKYMEHTOM, Lieslecoo6pa3Ho NpoBepuThb
,Cl,el‘/’ICTBVIe CCbI/TOYHbIX HOPMaTUBHbLIX AOKYMEHTOB Ha TEKyLLI,VII7I MOMEHT. Ecnmn ccbiNoYHbIN OOKYMEHT

3aMeHEH UNM N3MeHéH, To NPU NPUMEHEHUN HACTOALWEro AOKYMeHTa cnefyeT Nnob30BaTbCA 3aMEeHEHHbIM

(M3MEHEHHbBIM JOKYMEHTOM).
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16. AOPEC O/TA OBPALWLEHWA
Mpoun3BoACTBO HAGOPOB peareHToB MUMEET CEPTU(ULNPOBAHHYIO CUCTEMY MEHEIXXMEHTA
KayecTBa M COOTBETCTBYeT TpeboBaHMAM cTaHfapTa CMCTeM MeHef)XMeHTa KadvecTBa ISO 9001
B 06nacTu paspaboTkum, Npon3BoacTBa U npogaxu IVD peareHToB 1 Npn6GOPOB AN MONEKYNAPHO-
FreHeTMYECKON AMArHOCTUKM W APYroro nabopatopHOro npumeHeHums u I1SO 13485 B o6nactu
pa3paboTku, npousBoacTBa M npogaxu VD peareHToB M npubopoB AN MeAULUHCKOW
MO/IEKYNSIPHO-TEHETUYECKOW ANAarHOCTUKN.
MpounssognTens: OOLWECTBO C OrpaHUYEeHHON OTBETCTBEHHOCTbIO «HIMO [AHK-TexHonorms»
(000 «HMO AHK-TexHonorus»), Poccus.
Appec npounsBoanTena: 142281, Poccus, MockoBckas o6nacTb, r. MpotBuHo,
yn. XXenesHofopoxHas, 4.20
MecTo Npon3BOACTBa:
000 «AHK-TexHonorna TCx», 117246, Poccus, r. Mocksa, npoesg HayuHbiin, g. 20,
CTPOeHue 4.
- 000 «HMO OHK-TexHonorus», 142281, Poccua, Mockosckas 06nactb, r. MNMpoTBUHO,
yn. XXenesHogopoxHas, 4. 3.
Mo Bompocam, Kacarwmmcs KayecTBa Habopa peareHToB, ciefyeT 06palwatbCcs B CAyX06y
KNMEHTCKOM NOAAEPXKKMN.
Cnyx6a KNMEHTCKOW NOAAEPXKKMN:
8(800) 200-75-15 (ans Poccum, 3BOHOK GecnnatHbli),
+7(495) 640-16-93 (ans ctpaH CHI™ 1 3apy6exxbs, 3BOHOK NAaTHbINR).

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

3amMecTuTesNib reHepanbHOro AMpeKTopa no
Hayke OO0 «HIMN® AHK-TexHonorus»,

K.0.H. 0.40. Abpamos
» 2024 .
COrNTACOBAHO
eHepanbHbI AUPEKTOp
000 «BbIMMEN-MEALIEEHTP» N.K. BapHaBuuyc
ng A 2024 r.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



A NHKTEXHOMOrMA MHCTpyKLMA Mo NPUMEHEHNIO NucT 41
FrAPAO-TEH NncTtos 44

MPUNOXEHWNE A
MapameTpbl TecTa, KOTOpPble HEOOXOAMMO BHECTU B NporpamMmMHoe obecrneyeHue
feTeKTUpyWwmnx amnanukatopos «4Tnpaim», «4TnakT»

npu ncnonb3oBaHun Habopa peareHtoB TAPA-TEH

B (hacoBKe S
1) Konunyectso npobupok B Tecte - 1,
2) O6bEM peakLMOHHON cmecn - 35 MK,
3) B okHe «[Mporpamma amnangukaLum» BBECTU Cnefytollime napaMmeTpsbl:
TemnepaTypa Uwncno PexuM
Ne 6noka op ypa, MUH c ONTUYECKUX Tun 6noka
C LUMKNOB o
N3MepeHni
80 0 30
! 94 1 30 Lkn
94 0 30
? 64 0 15 > Lk
94 0 10
3 64 0 15 3 v Lk
4 94 0 5 Linkn
5 10 XpaHeHue XpaHeHne
ApeXXM ONTUYECKUX U3MEPEeHUN
4) BHecTu cnegyowne napaMmeTpbl KaHanoB feTekuuu:
Earn Hex Rox Cy5 Cy 5.5

Gardnerella vaginalis BK -
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MPNNOXEHWE b
MapameTpbl TecTa, KOTOPble HEOOXOANMMO BHECTU B MpOrpamMmmMHoe obecneyeHue
AeTeKTUpYyWNxX amnangpukatopos «ATnpanm», «ATnakT»

npu ncnonib3oBaHnn Habopa peareHtos FAPA-TEH

B (pacoBke U
1) Konunyectso npobupok B TecTe - 1,
2) O6bEM peaKUMOHHOW CMecK - 18 MK;
3) B okHe «[lMporpamma amnangukaLm» BBeCTU cnedytoLwme napameTpsbl:
Temnepatypa Pexum
Noe 6/10Ka OF(): ypa, MUH c Yucno unknos ONTUYECKUX Tun 6noka
N3MepeHuni
80 0 5
1
94 0 5 15 Linkn
2 94 5 00 1 Lnkn
94 0 30
3 64 0 15 > Lk
94 0 10
4 64 0 15 3 Linkn
5 94 0 5 Linkn
6 10 XpaHeHue XpaHeHune
V- peXXnmM ONTUYECKNX N3MEPEHNN
4) BHecTn cnegytlowne napameTpbl KaHanoB feTeKUnn:
Earn Hex Rox Cy5 Cy 55

Gardnerella vaginalis BK : , -
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MPNNTOXEHWE B
MporpamMmbl amnan@ukKayum, 4onycTUMble NpM UCNONb30BaHUMN Habopa peareHToB
FAPA-TEH B thacoBkax S, U
BHUMAHWE! [Mpu wncnonb3oBaHWWM [aHHbIX MNpPOrpaMM MOMOXKUTENbHbIA pe3ynbTar
yuYmnTbIBaeTCsA TOMbKO 414 Tex 06pasLoB, AN KOTOpPbIX 3HayeHne Cp/Ca/Ct no KaHany feTekuun
Fam <35.
Ta6nuua B.1 - T[lporpamma amnaudukauum s LeTeKTUpyoLWMUX aMnandrkaTopos

«OTnpalim», «ATnant» (pacoBka S)

Pexxum
Temnepartypa,
Ne 6roka o% yp MWH c Hucno ONTUYECKNX Twun 6noka
LMKNOB o
N3MepeHnin
80 0 30
1
94 30 1 Lk
94 0 30
2 64 0 15 > Lk
94 0 10
3
64 0 15 45 Lk
4 94 0 5 1 Linkn
5 10 XpaHeHue XpaHeHune

V- peXXmm ONTUYECKUX U3MEPEHUI
Tabnuya B.2 - Tporpamma amnangukayumn gns geteKTupyowmnx amnampukatopos CFX96

(dpacoBku S, U)

Ne 6noka (Step) Temnepatypa, °C BIO(_?MH KonnyecTBO UMKIOB
MWH: CeK (nosBTOpOB)
1 80 01:00 1
2 94 01:30 1
3 94 0:15
50
4 64 V 0:20

HeobxoAMMbIM KaHanam getekuuu (Fam, Hex) npu 64 °C
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Tabnuua B.3 - TlporpaMmma amnaugukaumn ana [LeTeKTUpyrLWwmnx amningukaTopos

Applied Biosystems QuantStudio 5 (acosku S, U)

Cranms Ne TeMnepatvoa. °C Bpewms KonnyecTtso UuKIoB
A wara patypa, MWH: CeK (nosTOpOB)
Cragns 80 01:00 1
YREPKERVA 5 94 01:30 1
Cragus 1 94 0:20
nupP 50
2 64 1/ 0:20

V- c6op gaHHbIX 415 Heo6xoauMbIX dhyopodopos (Fam, Vic (Hex)) BK/toueH
Tabnuua B.4 - T[lporpamma amnauukauunm Ana AeTeKTUPYOLWKUX aMniM@ukaTopos

«ATnpaim», «ATnait» (pacoska U)

TemnepaTtypa PexM
Ne 6/10Kka o% Typa, MWH c Yuncno umknos OMTUYECKMX Twun 610Ka
N3MepEHNA
80 0 5
! %4 0 5 o Livkn
2 94 5 00 1 Unkn
94 0 30
3 64 0 15 > Lain
94 0 10
‘ 64 0 15 4 vV Livikn
5 94 0 5 1 Livkn
6 10 XpaHeHwue XpaHeHwue

V- PEXXMM ONTUYECKIMX M3MEPEHNI
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