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CMUCOK COKPALLEHUA 1 OBO3HAYEHUI

B HacToswen MHCTPYKUUN NCNONb3YKTCA cneayroumne CoKkpaweHna 1 0603HaueHuns:

RCF - oT aHrn. relative centrifugal force, oTHocMTENbHOE YCKOpPEHUE LEHTPUDYTU
BB - 6bakTepmanbHbIN BarmHos

BK - BHYTPEHHUIN KOHTPOJ1b

an - AOBEepUTENbHbIN MHTEepBan

OHK - Ae30KCUpUBOHYKIeMHOBas KUCIO0Ta
OHKa3bi - Ae30KCnpuboHyKeassbl

K- - oTpuuUaTesbHbIM KOHTPOJIbHbLIN 0bpasel
K+ - MONOXUTENbHbIA KOHTPOJIbHbLIN 06paseLl,
JIKO - NabopaTopHbIN KOHTPOJIbHLIN 0bpa3el
HK - HykneuHoBble kncnoTbl (PHK n JHK)
nupP - NosiIMMepasHagd uenHasa peakumd
PHKa3bl - puboHykneassbl
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BBEAEHUE

Gardnerella vaginalis - Hanbonee n3y4deHHbIN BarMHanabHbIM aHa’pob, KOTOPLIA Hapaay
C APYIrMMW aHaspobHbIMKM BaKTepussMK, y4acTByeT B pa3BuTUKM BakTepuanbHoro sarmHosa (bB) y
XeHwmnH [1,2,3] n MOXeT BbI3blBaTb BOCNanuTenbHble 3abofeBaHuUs HUMXKHUX OTAENO0B
MOYEenosIoBbIX NyTen y MyXuuH [4,5,6].

KnaccnueckumMn  cumntoMamm  6akTepuanbHOro  BarMHO3a  CUYMTAKTCA  XKuAKue
npo3spayHblie, 6enblie MM cepble rOMOreHHble BblAeNeHNs C HENPUATHbIM 3anaxoMm, OTCyTCTBUe
BarnMHuTa, oAHako nuuwb okono 50% xeHwuH ¢ BB nMelT XxapakTepHble CUMMMTOMbI, 4acTo
K/IMHUYECKNe CUMMNTOMblI OTCYTCTBYKOT WAM HecneumdwudHol ans bB, y MHormx xeHwwuH BB
nportekaeT 6ecCMMNTOMHO.

OcnoxHennamm BB gBnatTcs BocnanuTenbHble 3aboneBaHMs OpraHoOB Masoro Tasa
(aHpoomeTpuT, canbnuHrnT, TybooBapuaneHbii abcuecc) [7, 8, 9]. BB aBnsetcsa dakTopom pucka
MHMEKLMOHHBIX OC/TOXXHEHUN MPU MEAUUMHCKUX M CNOHTaHHbIX abopTax.

BepemeHHble XxeHLWuWHbI ¢ BB nmetloT 6osiee BbICOKMI pUCK NpexXaeBpeMeEHHOro pa3pbiBa
OKOJIONA04HbIX 060/104UEK M NpeXAEBPEMEHHOIO poXAeHUs aeTen ¢ HU3kuM Becom [10], a Takxke
pa3BuTUA NOC/IEPOAOBOro 3HAOMETpPUTA.

Huskas 4yBCTBUTENbHOCTb CTAHAAPTHbIX METOAOB AWMArHOCTUKM W MOSIBIEHME HOBbIX
MeToA0B MAEHTUPMKALMN MUKPOOPraHM3MOB Ha OCHOBE aMMan@uKauMm HYKNEMHOBbIX KUCNOT,
MeToA0B, 06n1ajaloLWmx YyBCTBUTENBbHOCTBIO, 6an3kon K 100%, No3BOAnNO caenaTb 3aKayeHmne
06 nx addekTMBHOCTM AN naeHTudukaumm Gardnerella vaginalis n cBOeBpeMeHHO Ha3HauvaTb

COOTBETCTBYHOLLYHO TEPANuio.
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NPEAHA3HAYEHHOE NPUMEHEHMUE

MonHoe HamMmeHoBaHWe Habopa peareHToB: Habop peareHTOoB Ans BbissBneHus OHK
rapaHepennsl BarvHanuc (Gardnerella vaginalis) mMeToAOM NONMMEpPa3HOW LenHowm

peakumn (FAPO-TEH), nanee no TekcTty — Habop peareHToB.

HasHauyeHune: Habop peareHToB npegHasHadeH An4 BbisBnenHms [OHK rapaHepennbl
BarmHanuc (Gardnerella vaginalis) metogom TILUP B 6uonornyeckoMm Martepuane
yenoBeka: COCKOb6bl anuTenmanbHbiX KIeTOK U3 YpOreHMTanbHOro TpakTa, Mo4da, cekper

nMpocTaTbl, 9KYNAT.
QOYHKUMOHANbHOE Ha3HavyeHue: AnarHocTuka in vitro.

MokasaHua K NpPOBEAEHUKD WUCCNefOoBaHWUSA:  CUMMNTOMbl  MHMEKUMOHHOTrO  UIn
BOCMaJNTENbHOr0 3abosieBaHNs MOYEMNOsIOBOrO TpaKTa, KOHTPOJb JleYeHUss UHpeKunu,
Bbl3BaHHOW Gardnerella vaginalis.

MpoTMBOMOKasaHWn K MPUMEHEHUIO HET.

MonynsuMoHHble M AeMorpaduyeckne acnekTbl: MpUMeHeHne Habopa peareHToB

He 3aBUCUT OT NONyNAUNOHHbIX U ,D,eMOI'paCbVI‘-IeCKVIX aCneKkToB.

O6bnactb NMPpUMEHEHUA ! Ha60p peareHToB MOXET ObITb MCNONb30BaH B KJMHWKO-

ANAarHoOCTU4eCKnxX na6opaTopM;|x MeANLUMNHCKUX YHDEM(,EI,EHMVI.

MoTeHUManbHblE NONb30BaATENN: KBAaNUMULMPOBAHHbLIA NepcoHasn, 0b6y4yeHHbIi MeToaaM
MOJIEKYNIAPHOM AMArHOCTUKM W  npaBunam paboTbl B  KIAWMHUKO-AMArHOCTUYECKOMN
nabopaTopuun: Bpad KIANMHUKO-AMArHocTtuyeckon nabopatopun, denbawep-nabopaHTt

(MeanumMHCKMn NabopaTopHbIN TEXHUK).

MpuMeHAaATb Ha6op peareHToB CTporo no Ha3Ha4yeHmK cornacHo AaHHOM MHCTPYKUWNK MO

MPUMEHEHNIO.
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2 XAPAKTEPUCTUKA HABOPA PEATEHTOB

7 AHK-TEXHOJNOruA

Habop peareHTtoB N'APA-IEH BbinyckaeTcs B CieaylOWMX BapMaHTax UCMOMHEHUS:

- MUP c peTekunen B pexmnme peasbHOro BpEMEHN;

- MLP c dpnyopecueHTHOM AeTeKumen no KOHEYHOW To4Ke.

BapunaHTbl McnonHeHns pasnu4yaroTcsa crnocobom aetekumm amnnumduumposaHHon AHK

Gardnerella vaginalis:

. «MUP ¢ perekumen B pexuMe peanbHOro BpeMeHwn» (Mapkupyetca - «Real-time») -

npefHasHayeH Ana Aetekuum pesynbtatoB MUP Bo BpeMa aMnandukaumm C MNOMOLLbLO

JAETEKTMPYHOLUNX aMNIMGbUKaTOPOB;

. «MUP c dnyopecueHTHOW AeTeKuMen no KOHe4YHoW Touke» (Mapkupyetcs - «Flash») -

npeagHasHayveH Aanda AeTekunn

pe3ynbTaToB

ucnonb3oBaHueM [l1LP-geTekTOpa.

2.1

2.1.1

CocrtaB Habopa peareHToB

MUP c getekumnen B pexnMme peasbHOro BpeMeHwu

MUP nocne oOKOHYaHUSA

amnandumkaummn ¢

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

o Konunuectso HOMWHanbHbIN
HavMeHoBaHMe KOMMOHEHTOB BHewHun Bna ..
npobupok 06bEM KOMMOHEeHTa
Mpo3payHasa 6becuBeTHas wam
CMecb ana amnaudukaumu, 12 cTpunos
po30Bast XXMAKOCTb Moj, no 20 MKkn
3anevyaTaHHas napaguHoOM no 8 npobupok
BOCKOO6pa3HbIM 6enbiM cnoem
Mpo3payHas 6ecuseTHas
PactBop Taqg-nosnmepassl posp H 2 npobupku no 500 mkn
XXNAKOCTb
Mpo3payHas 6ecuBeTHasn BA3Kas
MuHepanbHoe Macno po3p H 2 npobupku no 1,0 mn
MaCNSaHUCTasA XUAKOCTb
MonoxunTenbHbI Mpo3payHas 6ecuseTHas
N 1 po3p 1 npobupka 130 mMkn
KOHTPOJIbHbIN 06pa3seL, XXUAKOCTb
KpbIWwKK ansg cTpunos 12 wT

R1-P108-23/9, ¢bacoBka S, npobupkmu

HanmeHoBaHMeE KOMMNOHEHTOB

BHewHu Bug

Konuyectso
npobupok

HoMWHanbHbIN
06BbEM KOMMOHEHTa

CMecb ansa amnamdukaumm,

Mpo3payHas 6ecuBeTHas um

KOHTPO/bHbIN 06pa3sel!

XNOKOCTb

po30Bas XMAKOCTb NoA 96 npobumpok rno 20 mMkn
3anevyaTaHHas napaguHoOM
BOCKOO6pasHbIM 6enbiM cnoem
Mpo3pauHas 6ecuBeTHas
PacTteBop Tag-nonnmMepassbl posp 2 npobupkmn rno 500 Mkn
XNAKOCTb
Mpo3payHas 6ecuBeTHas BA3Kas
MunHepanbHoe Macno po3p 2 npobupkmn no 1,0 mn
MacnsaHUCTas XWAKOCTb
MonoXxnTtenbHbI Mpo3payHasa 6ecuseTHas
posp 1 npobupka 130 mkn

1 - Ha 3TMKeTKe KOMIMOHEHTa Ana Bcex CbaCOBOK «[MonoXnTenbHbIN KOHTpOJ'IbeIVI o6pa3eu,>> YKa3blBa€TCA

Kak «K+»
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R1-P108-UA/9, ¢pacoBka U
. Konnyecrtso HoMunHanbHbIN
HanMmeHoBaHMe KOMMNOHEHTOB BHewHnn sng ..
npobumpok 06bEM KOMMNOHEHTa
Mpo3payHas 6ecuBeTHas Un
Cmecb ana amnavdurkaunm posp 4 1 npobupka 600 mkn
pO30Basi XXMAKOCTb
Mpo3payHas 6ecuBeTHasn BA3Kas
MonumMepasa TexHoTaqg MAX Po3p H 1 npobupka 30 mMkn
XUAKOCTb
Mpo3payHas 6ecuBeTHas
MUP-6yde 1 npobupka 600 mMkn
LP-6ydep XUAKOCTb P P
MonoXxnTenbHbli Mpo3payHas 6ecuBeTHas
N 1 posp H 1 npobupka 130 Mkn
KOHTPO/bHbIN 06pasel XUAKOCTb

2.1.2 TIUP c dnyopecueHTHON geTeKkumen no KOHEYHOMN TOYKE

F1-P108-51/1, ¢pacoBka S, npo6bupku 0,5 mL
Konnyectso HoMuHanbHbIN
npobupok 06bEM KOMMOHEHTA

HanmeHoBaHMe KOMMNOHEHTOB BHewHnn Bng

Mpo3payHas 6ecuseTHas uam
po30Bas XMAKOCTb Nojg 100 npobupok no 20 mMkn
BOCKOO6pa3HbIM 6enbiM cnoem
Mpo3payHas 6ecuBeTHas

Cmecb ansa amnandukaumm,
3anevaTaHHas napaduHoOM

PactBop Taqg-nosnmepassl 2 npobupku no 500 mMkn
XNAKOCTb
Mpo3payHas 6ecuBeTHas

NuP-6yde OH 1 npobupka 200 Mkn

LIP-6ydep (doH) KIAKOCTD pobup

Mpo3payHas 6ecuseTHasn BA3Kas

MunHepanbHoe Macno posp H 2 npobupkmn no 1,0 mn
MacnsaHUCTas XWAKOCTb

MonoxunTenbHbI Mpo3pauHas 6ecuBeTHas

N 1 posp 4 1 npobupka 130 mMkn
KOHTpPOJIbHbIN 06pa3sel, XNAKOCTb

Bce KOMMOHeHTbl Habopa peareHTOB TrOTOBbl K TMPUMEHEHUID W He TpebytoT
OOMONHUTENbHOM NOAFOTOBKKN K paboTe.

KoMnnekTHOCTb:
- Habop peareHTOB B 0AHOM M3 BapMaHTOB UCMNOSIHEHNSA — 1 WT.
- NHCTpyKUMA MO NpUMEHEHUIO — 1 3K3.
- Bknaabiw - 1 3K3.
- MacnopT - 1 3K3.
2.2 KonnuectBo aHanunsnpyembix 06pa3suos

Habop peareHTOoB B ¢acoBke S paccumTaH Ha npoBeaeHuMe 96 onpepeneHun ans
BapmaHTa ucnonHeHus «[lLP c geTtekumen B pexunme peasnbHoro spemMeHn» n 100 onpegeneHnii
ANs BapmaHTta ncnonHeHnsa «MLUP ¢ dnyopecueHTHON aeTekunen No KOHEYHOoM TouKke», BKto4vas
aHanuM3 Heu3BeCTHbIX 06pasuoB, OTPMUATENbHbIX KOHTPO/bHbIX 06pa3uoB, MOAOXUTENbHbIX
KOHTPOJIbHbIX 06pa3uoB 1 goHoBbIX Npobupok. [ns BapmaHTa ncnonHeHus «MUP c getekunen B
pexuMme peasibHOro BpeMeHu» npeaycMoTpeHo He 6onee 24 NOCTaHOBOK, AN BapuaHTa
ncnonHennsa «MUP ¢ dnyopecueHTHOM JeTekumern Nno KOHEeYHOW Touke» - He 6onee

10 NocTaHOBOK.

1 - Ha 3TMKeTKe KOMMOHEHTa Ana Bcex hacoBOK «[MO/IOXKUTENbHbIN KOHTPO/bHbIA 06pasel» yKa3blBaeTcs
Kak «K+»
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Habop peareHToB B (pacoBke U paccumTaH Ha npoBeaeHme 96 onpeaeneHunin npu ycriosum
NOCTaHOBKM He MeHee 5 o6pa3uoB B OAHOM wuccnenosaHmn (3 HeusBeCTHbIX obpasua,

OTpULUATENbHbIN U MONOXUTENbHbIN KOHTPOJIbHbIE 06pa3ubl).

2.3 MpuHUMN MeTOAa

Metoa: MonumepasHaa uenHaa peakumsa (MUP) ¢ geTtekumen pesynbTaTOB: B pexume
peanbHOro BpeMeHu, ¢ GayopeCcUEeHTHON AeTEKLMEN NO KOHEYHOM TOYKE; KAQYEeCTBEHHbIN aHanus.

MpuHUMN MeToAa@ OCHOBAH Ha MCMNOMb30BaHMKM npouecca aMmnandwukaumm OHK ¢
MOMOLLbIO MosiIMMepasHoli uenHolh peakumun (MLP). Mpouecc amMnandukauum 3akayaeTcs B
cepum MNOBTOPSIOWMXCS UMKIOB TemnepaTtypHoin aeHatypaumm [OHK, oTxura npariMepoB C
KOMMAIEMEHTAPHbIMM MNOCNEA0BATENIbHOCTAMU WM Mocaeaylowen A0CTPOMKN MONMHYKAEOTUAHbIX
uenen ¢ 3Tux nparMepos Tag-noamMmepasomn.

Ons nNoOBbIWEHUS 4YYBCTBUTENIbBHOCTU UM CneumduUHOCTM peakunum npeaycMoTpeHo
MpUMEHEeHne <«ropsidero» crapTa, KoOTopbin obecneumBaeTcs Aas ¢GacoBku S MeToAUKOM
MPUroTOBNEHUSA peaKLMOHHON CMeCK, COCTOSILLEN U3 ABYX CM0EB, pa3AesiéHHbIX MPOCONKON U3
napaduHa. CmeweHne CnoéB M npeBpalleHne MX B PEaKUMOHHYI0 CMeCb MPOUCXOAMUT TOJSIbKO
nocne nnasneHMs napaduHa, 4YTO WCKAYAET HecneuudUyecKnin OTXUr nparMepoB Ha
OHK-MuweHn npu HavanbHOM nporpese npobupkn. «lFopsauunii» crtapt ana  dacosku U
obecneynBaeTCs NCMOIb30BaAHMEM MONMMEpPasbl, aKTUBHOCTb KOTOPON 610KMpOBaHA aHTUTENaMu,
aKTMBauus depMeHTa NMpoOMCXOAUT TONbKO MOCAe MnpeaBapuTeNibHOro Mporpesa peakuUMOHHOWN
cmecn npu 94 °C. 3TO UCKIYAET Hecneumduryeckuii omkuUr nparMmepos Ha AHK-muweHn npu
Ha4yanbHOM nNporpese Npobupku.

B peakuunoHHyt cMecb ans amnamdukaumm seegeHbl JHK-30HAbI, KaXablil N3 KOTOPbIX
HecéT dbyopecueHTHYI0 MeTKy n racutens dnyopecueHumn. MNMpu obpasosaHum cneuymdmnyHoOro
npoaykta [OHK-30H4 paspywaetcs, pApencteme racmtens Ha  (yopecueHTHY  MEeTKy
npekpawaeTcsa, 4to BeAéT K BO3pacTaHUIo YPOBHS dnyopecueHunm, KOTOpbii uKCcupyeTtcs
AeTekTmpytowmnm amnnmdmkatopom mnm MLP-ageTekTopom.

KonnyectBo paspylleHHbiX 30HA0B (a, cnepoBaTenbHO, M ypoBeHb diyopecueHumn)
yBenn4mnmBaeTCcs nponopunoHanbHO Konnyectsy obpasoBasBlunxcs cneundunyeckmx amnankoHoB.
YpoBeHb diyopecueHumMn U3MepSeTcs Ha KaxaoM uukie aMmnamdukauum B BapuaHTe
ncnonHeHnsa «MLUP c pgetekuven B pexuMme peasibHOr0 BpPEMEHM» WKW nocne nposeaeHus
amMnandunkaumm B BapuaHTe ucnonHenus «MUP ¢ dnyopecueHTHON AeTekumen no KOHEeYHOW
TOUKe»,

B coctaB cmecn ans amnandukauum BKAKOYEH BHYTPEHHWUI KOHTposb (BK), koTopbii
npeAHasHa4vyeH Ans KOHTPONS NPOXOXAEHUS NOSIMMEPA3HON LEnHON peakumu.

B coctaB AHK-30HAOB, MCNONb3ywWUXCa AN AeTeKUuMM MpoayKTa amnnmdbukaumnm
nckomon AHK, BkaoyeHa pnyopecueHTHas metka Fam. B coctas AHK-30HA0B, NCNOMb3YOLWMXCS
AN AeTeKkuun npoaykta amnamdukaumm BHYTPEHHEro KOHTPOns, BXOAUT (J1yOpeCLEHTHbIN

KpacuTtenb Hex. B Tabnnue 1 npuBeAEHbl KaHallbl AETEKLUNN NMPOAYKTOB aMI'IJ'IMCbMKaU,MM.



7 AHK-TEXHONOruA

FAPA-TEH | UHCTPYKUMA N0 NnpUMeHeHUIo | 443-4 ot 28 uioHna 2024 roga

Ta6bnuua 1 - KaHanbl geTekumy npoayKToB amMnandukaumm

Fam/Green Hex/Yellow/Vic Rox/Orange Cy5/Red Cy5.5/Crimson
Gardrllere'//a BK ) ) )
vaginalis

NccnepoBaHue coCToMT M3 cnepytowmnx stanos: BbigeneHne OHK (npob6onoarotoska),
nupP-amnandukauma OHK Gardnerella vaginalis w petekumsa npoayKToB amnnmdukaunm c
ncnonb3loBaHmeM Habopa peareHtoB [APAO-TEH. Mpwn uncnonb3oBaHum HaboOpoOB peareHToB
B BapuaHTe wucnonHeHusa «MUP c pgetekumen B pexmme peasibHOro BpPEMEHU» 3Tarbl

nupP-amnandunkaumm OHK n getekumn OAHK coBMeweHbl.

2.4 Bpemsi npoBeaerHms aHanusa (Bkao4yas npob6onoaroToBKy): oT 2 yacos (B 3aBUCUMOCTHU
OT kKonmyectBa o06pasuoB KM wucnonblyeMoro Habopa/KoMMNieKTa peareHToB Ans

Bbigenenns AHK).

3 AHANTUTUYECKME N ANATHOCTUYECKUNE XAPAKTEPUCTUKHA

3.1 AHanuTn4yeckas cneunpmnyHoOCTb

B obpasuax 6uonormyeckoro Matepuana denoseka, cogepxawero AOHK Gardnerella
vaginalis, nporpammHoe obecnedeHue MNLP-getekTopa («MNLUP ¢ ¢pnyopecueHTHON AeTekumen no
KOHEYHOW Touke») unum getekTupylowero amnamgukatopa («lMUP ¢ getekumen B pexume
peanbHOro BPEMEHWU») AOSHKHO PErncTpupoBaTb MONOXUTENbHbIA pe3ynbTaT amnnmdukaumm
cneundunyeckoro npoaykrta (pparmenTta reHoma Gardnerella vaginalis).

B obpa3uax 6uonornyeckoro Mmatepmana, He cogepxawero AHK Gardnerella vaginalis,
nporpamMMHoe obecnedeHue peTekTupytowero amnnudwukatopa wmnu MNUP-geTtekTopa A0MXKHO
perncTtpupoBaTb OTpuUaTeNbHbIA pe3ynbTaT aMnandukaumm cneunduyeckoro npoaykTa
(bparmeHTa reHoma Gardnerella vaginalis) n NoNOXUTENbHbIN pe3ynbTaT amMnaMdukKaunum
BHYTPEHHEero KOHTpos4.

MokasaHo OTCYyTCTBME Hecneumdmnuecknx noaoXnTenbHbIX pe3ybTaToB aMnandunkaumm
npu Hanmumnm B obpasue OHK Ureaplasma urealyticum, Mycoplasma hominis, Mycoplasma
genitalium, Ureaplasma parvum, Neisseria gonorrhoeae, Candida albicans, Chlamydia
trachomatis, Trichomonas vaginalis, Streptococcus spp., Staphylococcus spp., a Takxe OHK

yenoseka B KOHUeHTpauun ao 1,0x108 konuit/mn obpasua.

3.2 NHTepdepupyoline BelecTBa

Hannumne wuHrubutopos [MLUP B o06pa3ue 6uonormyeckoro martepumana MoXeT 6biTb
MPUYMHON COMHUTENbHbLIX (HeomnpeaenéHHbIX/HeAOCTOBEPHbLIX) pe3yabTaTtoB. [lpM3HaKoM
MHrnébmposanusa TLUP saBnsetrca oAHOBpeMeHHOe OTCYyTCTBMEe aMnandukauum BHYTPEHHero
KOHTpoNs n cneundunyeckoro npogykrta (cm. 2.3, 9.4, 9.5).

K nHrmbmtopam MNLUP oTHOCATCS cneayrowme BewecTBa: NpuUCyTcTBmne B obpasue cinsu,

npuMecei KpoBu; Ny6puKaHTbl, TanbK, MECTHblE NIEKAPCTBEHHbIE NpenapaThl.
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Ons cHuxeHus konundecTsa MHrnbutopos MNLP Heob6xoammo cobniofaTte npasuia B3ATUS
6uonornyeckoro matepmana. lNpu nNoao3peHUn Ha Hanmuue B obpa3sue H60MbLWIOro KonM4vecTsa
nHrnébutopos T[LP pekomeHayeTca BblibuMpaTe MeToabl BblaeneHns [OHK, nossonswowme
MaKCMManbHO yAanuTb UHrnbutopel TMUP u3 obpa3sua, He pekoMeHAYyeTCsS WCNoNb30BaTb

aKcnpecc-MeToabl BbigeneHusa AHK.

3.3 Mpenen obHapyxeHus

50 konuin OHK Gardnerella vaginalis Ha aMmnandunkaunoHHyo Npobupky.

Mpepen ob6HapyXeHWss yCTaHOB/IEH MyTeM aHanu3a CepuilHbiX  pa3BeneHun
nabopaTopHOro KoHTponbHoro obpasua (JIKO). Ons Kaxaon KOHUeHTpauuu 6bi10 NpoBeaeHO

94 onpepeneHus.

KoHueHTpauusa JIKO,
= KonuuecrtBo
KOMUU Ha KonuuectBo %0 NONOXKUTEJNIbHbIX
NONOXKUTENbHbIX
aMMIN(PUKALMOHHYIO noBTOPOB pe3ynbraTtoB
pe3ynbraTtoB
npo6upky
100 94 94 100
50 94 94 100
25 94 19 20,2
0 94 0 0,0
MpuMmeuvaHune - lpepgen obHapyxenus AOHK Gardnerella vaginalis B obpa3ue 3aBMCUT OT MeToAa

npo6onoarotoBku obpasua n KoHeyHoro o6bvéma BbigeneHHon AHK (06béma anoumn).

Mpumep:
Mpeaen obHapyxeHusa 50 konmii Ha aMNINUKALNOHHYO NMPobUpKy COOTBETCTBYET CAeAYHOLWNUM
3HayeHusaM koHueHTpauun OHK Gardnerella vaginalis npn ncnonb3osaHnn HabopoB/KOMMNNEKTOB

ONS BblaeNneHus HyKNemHoBbIX kncnoT npomnssoactsa OO0 «HIMO OHK-TexHonormusa»:

Ha6opbl/koMNNeKTbl A1 BblAe/IeHUA HYKJIEMHOBbIX KUC/IOT

NMPOBA-MY4-
O6paseun
NPOBA-HK NPOBA-TC PANUA NPOBA-
(npv anouun PANNA
B 300 mkn)

- Cockob sanutennanbHbIX
knetok B 500 Mkn
TPaAHCMNOPTHOM Cpeabl;

- 2akynat B 500 Mkn 500 1000 3000 5000

TPaHCNOPTHOW cpeabl; o z = =
_ CeKperT npocTaThl B 500 MK/ konuii/obpasey, | konuin/obpasey | konuii/obpasey | konuin/obpasel

TpaHCNopTHOW cpeabl;
- Moua (npu BblAENEHUN U3
1,0 mn obpasua)

3.4 [narHoctmyeckme xapakTepucTukm
KonunuyectBo obpasuos (n) — 398;
JnarHoctmnyeckas 4yBCTBUTENbHOCTb cocTaBnsaeT (95% [AN): 98,9% (97,2-99,6%);

OnarHocTtmnyeckas cneuymduyHocTb coctasnseT (95% AN): 97,0% (93,9-98,6%).
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4 MEPbI MPEAOCTOPOXXHOCTH

Opranusauma pabotbl [LUP-nabopatopuu, obopyaoBaHue u MaTepuanbl LOKHbI
cooTBeTCcTBOBaTb TpeboBaHmsaM TOCT P 52905-2007, meToanyeckmx ykasaHun MY 1.3.2569-09
«OpraHusaumnsa paboTbl nabopaTtopuii, UCNOABL3YKOLWNX MeToAbl amnaMdumKaumm HYKIEMHOBbIX
KMUCNOT, Npu paboTe C MaTepuasnomMm, cogep)xalnmMm MnkpoopraHnsmel I-IV rpynn natoreHHoCcTU»,
c cobnogeHneM  caHuTapHbix npasmn  wn HopM  CaHlnH  3.3686-21  «CaHuTapHo-
annageMmnonornyeckme TpebosaHus no npodunakTuke MHMOEKUNOHHbIX 6onesHen».

HenseecTHble 06pa3subl paccMaTpMBAOTCS KakK MoTeHuManbHO-onacHble. Mpu paboTte ¢
HabopoM peareHTOB c/liegyeT HageBaTb 0O4HOpa30Bble nepyaTkm 6e3 Tanbka.

Mpn paboTte c mmkpoopraHmamamm I-IV rpynn natoreHHoCcTV BbI6Op TuNa 3awWwMTHOro
KocTioma (pabouer ogexabli M CpeacTB MHAMBUAYA/bHOW 3aWmMTbl) MPOBOAUTCS B CTPOrOM
COOTBETCTBMM C CaHMUTapHbLIMK NpasunamMu n Hopmamm CanlnH 3.3686-21 v onpegensieTcs BUAOM
B0o36yauTens, pabouel 30HOI, OCHaweHneM ee bokcamu buonornyeckon 6eonacHoOCTu.

CnepyeT UCcnonb3oBaTh TO/IbKO OAHOPA30Bble HAKOHEYHUKN U NPOo6bmpKM.

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

K pabote ¢ HabopoMm peareHTOB JOMycKaeTcsa nepcoHan, obydeHHbln MeToAaMm
MOJIEKYNIAPHOM ANArHOCTUKM M NpaBunamM paboTbl B KIIMHUKO-AMArHOCTMYECKON nabopaTtopun.

Boinenenmne AHK cneayet nposoanTb B Hokcax 6uonormyeckon 6esonacHoctu II knacca.
MoaroTtoBky Kk MLP c ncnonb3osaHneM Habopa peareHTOB BO3MOXHO npoBoauTb B ML P-60kcax.

3anpewaeTca nepemelleHne nabopatopHoro obopyLoBaHus, B TOM 4yucne A03aTopos,
WwTaTMBOB, JNlabopaTOpHOM MOCyAbl, XajaToB, rO/IOBHbIX y6opoB M np., a TakXe pacTBOpOB
peareHToB U3 OAHOro NMOMeLeHnsa B Apyroe.

[lozaTopbl AOMKHbI 6bITb COOTBETCTBYHOLWMM 06pa3oM noBepeHbl (B aKKpeaUTOBaHHbIX
nabopaTtopuax) n NpoMapKMpoOBaHbl.

Ncnonb3oBaHHble OAHOpA30Bble MPUHAANEXHOCTM (MPOBbUMPKKM, HAKOHEYHUKW WU Aap.)
OO/MKHbI  cbpacbiBaTbC B KOHTeMHep A8  MeAMUMHCKMX  OTX0A0B,  CoAepXXaliui
aAe3nHduumpyowmnin pacteop (Npn HeobxoanmmocTun).

MoBepxHOCTM pabounx CTOMOB, @ TaKXe NOMeLlEeHNS, B KOTOPbIX MPOBOANTCS BblAesIeHne
HK wn noctaHoeka [lUP, cneayer obsizatenbHo, 40 M nocne nposegeHus paboTt, obnayyatb C
NOMOLLbIO BaKTepULUMAHbIX YCTAaHOBOK B TeyeHue 30 MUHYT.

Bce noBepxHocTn B nabopatopumn (paboume ctonbl, wTtatuebl, obopyaoBaHue u 4p.)
eXXegHeBHO MoABepratoT BfaxHoh ybopke C MNpUMEHEeHMEM Ae3nHPUUUPYOWMX/MOKLWMX

CpeacTB, pernaMeHTUpOBaHHbIX CaHUTapHbIMW NpaBuiamMu u Hopmamm CanluH 3.3686-21.

BHUMAHME! YTunusnposaTb 0TX0A4bl C NpoaykTamu MNLP Heo6xoanMo ToNbKO B 3aKpbITOM BUAE.
He ponyckaetca oTKpbiBaTb NpPobMpKU nocne amnamdukauum, Tak Kak 3TO MOXET NpUBeCTU K

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

NpoBeAEeHNI0 CAHNUTapHO-NMPOTMBOINMAEMUYECKNX (NPODUNAKTUHECKNX) MEPONPUATUI».

OnacHble KOMMOHEHThLI B Habope peareHToB

Hannumne/ortcyrcrBue
KoMmnoHeHT Habopa

eareHToB
P ®dacoBka S ®dacoska U
CMecb ana amnaudukaumu, HeT onacHbIX
3ane4dyaTaHHas napagpuHoM BELLECTB
HeT onacHbIX
PactBop Tag-nosnmepassl - -
BELLECTB
HeT onacHbIX
MunHepanbHoe Macno - -
BELLECTB
HeT onacHbIX -
MUP-6yde OH -
LIP-6ydep (cpoH) BElLIECTB

HeT onacHbIx
Cmecb ana amnamdurkaunm - -

BELLECTB
HeT onacHbIX
Monumepasa TexHoTag MAX - -
BELLecTB
HeT onacHbIx
MNuP-6ydep - -
BELLeCcTB
MonoxuTtenbHbiM A3unp HaTpusa A3unp HaTpusa Asnserca 6e30nacHbIM
KOHTPOJIbHbIN 06pa3seL, MmeHee 0,1% MmeHee 0,1% ONS1 KOHEYHOro nofib3oBaTtens

Mpu pabote c Habopom peareHTOB cregyeT MCMNOMb30BaTb CPEeACTBA MHAMBUAYASIbHOW
3aWunTbl 4N NpeaoTBpalleHMs KOHTaKTa C opraHuM3MoMm 4enoseka. lMocne okoHYaHus paboTbl
TLWAaTEeNbHO BbIMbITb pykW. N36eratb KOHTAKTa C KOXEW, rfia3aMm N CNM3UCTbIMKU 06os10uKaMm.

Mpn MCcnonb3oBaHMK MO HA3HAYEHUIO U COBMOAEHMN Mep NPEeAOCTOPOXHOCTU KOHTaAKT C
OpraHM3MOM YyesioBeKa UCKJIHOYEH.

He ncnonb3oBatb Habop peareHTOB:

— MpW HapyLWeHUM YyCNOBUIA TPAHCNOPTUPOBAHNSA U XPaHEHUS ;

— MpU HEeCOOTBETCTBMW BHELWHEero BMAa peareHToB, YKasaHHOro B nacnopte K Habopy
peareHToB;

— NPV HapyLweHUn BHYTPEeHHEeN YyNakoBKN KOMMNOHEHTOB Habopa peareHToB;

— MO MUCTEYEHMIO CpOKa rogHoCcTn Habopa peareHToB.

MpuMeuyaHne - Habop peareHTOB He COAEPXMUT MaTepuanos 6MOMOMMUECKOr0 MPOUCXOXAEHUS,
BELLECTB B KOHLEHTpauunsax, obnaaalolmnx KaHUeporeHHbIM, MyTareHHbIM AeWCTBUEM, @ TaKXe BMSAIOLLINX
Ha penpoayKTMBHY GYHKUUIO YenoBeka. [pyM WMCNONb30BaHMM MO Ha3Ha4YeHWo W cobaaeHUn Mep

NPeaAoOCTOPOXHOCTUN ABNAETCA 6e3onacHbIM.
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5 OBOPYAOBAHUE U MATEPUAJDbI

Mpwn paboTe c HabopoM peareHToB TpebytoTca cneaywowme obopyaoBaHne, peareHTbl U

pacxXogHble MaTeEpUalbl:

Real-time
O6opynoBaHMe, peareHTbl U pacxofHble MaTepuasbl Flash
dacoBka S| ®acoBka U
MLP-6okc na Aa Aa
aMnnduKaTop C AeTEeKLMEN B pexXnuMe peanbHoro BpemMeHn?t Aha Aa HeT

LeTtekTop dnyopecueHumn Jd-520/560-«IXKUH»,
000 «HMNO AHK-TexHonorus», Poccus, PY N2 ®CP 2007/01274

. HeT HeT a
uwnn fdetektop dnyopecueHTHbIn «IXUH-4», A
000 «HMNO AHK-TexHonorusa», Poccusa, PY N2 ®CP 2007/01249
TepmocTtaT nporpamMmmumpyembin TM4-MLUP-01-«Tepumk», et et a
000 «HMO AHK-TexHonormsa», Poccms, PY NeOCP 2007/01275 A
MUKpoueHTpudyra-sopTeKkc aa aa aa
poTOp ANA MUKpOLeHTpudyrn-sopTekca Ans CTPMNOBaHHbIX 5

N Aa ha HeT
npobupok o6vémom 0,2 Mn
XONIOANSTBHUK C MOPO3UIbHOM KaMepon aa aa aa
wTaTuB «pabouee Mecto» ansa Nnpobupok o6vémom 0,2 MmN aa a3 HeT
WTaTuB «paboyee MecTo» A1 CTPMMNOBAHHbIX NPO6MPOK 06BLEMOM 5

ha HeT HeT

0,2 mn
wraTne «paboyvee Mecto» ana npobupok o6bEMOM 0,5 mMn HeT HeT aa
wTraTtue «pabouee mecto» ansa npobupok o6vémom 1,5 mn aa aa aa

[03aTopbl MEXAHUYECKNE UM SNIEKTPOHHbIE OAHOKAHabHble C
nepeMeHHbIM 06BEMOM, No3BoAOWME OTOMPATL 06BEM XKUAKOCTHU aa aa na
2,0-20 mkn, 20-200 mkn, 200-1000 Mkn

0AHOpPa30Bble HAKOHEYHUKN C HPUNLTPOM ANs
noslyaBToMaTU4ecknx Ao3atopoB, cBoboaHble oT PHKa3 n [JHKas, aa aa aa
o6béMoM 20 MKN

OAHOpa30Bble HAKOHEYHUKK ONA NOJTyaBTOMaTUYECKUX 003aTOpPOB,

i a a a

cBoboaHble oT PHKa3 n 1HKa3, o6bémom 200 mkn, 1000 mMkn A A A
WwTaTMB AN A03aTOPOB Aa ha aa
Npobupkn MUKpoueHTpUdy>xKHole 06bEMOM 1,5 M C KpbIWKaMm, na na na
cBob6oaHble oT PHKa3 u AHKa3
npobupkun amnandukaumoHHbie 06b€MoM 0,2 MA C KpblLKaMK HeT na3 HeT
OAHOpa30Bble MepyaTkn MeanumMHcKne, 6e3 Tanbka

AHOP p ANy, ’ ’ na na na
TEKCTYpUpOBaHHbIe
&MKOCTb ANnsa cbpoca Mcnoab30BaHHbIX HAKOHEYHMKOB, Npo6bmnpok na na na
W ApPYrux pacxofHbIX MaTepuanos
TpaHcnopTHasa cpeaa (Npy Heob6xoaMMoCTH) Aaa ha Aa
dunsmnonornyecknin pacteop (0,9% NaCl) ctepunbHbIN na na na
(npn HeobxoamMMocTn)

1 - nanee no TeKCTy - JAeTeKTUpylowmii amnnndukaTop; TpebyeMble MapaMeTpbl AETEKTUPYHOLLMX

aMNAN@UKaTopoB yKasaHbl HUXe
2 - TonbKo Ana ¢acoBKM S, CTpuUnbI
3 - TONbKO ANA PYYHOro A03MpOBaHUS
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Real-time
O6opynoBaHMe, peareHTbl U pacxoaHble MaTepuasbl Flash
®dacoBka S| ®acoBka U

YcTponcTeo gosvpytowee ATCTpUM B BapnaHTe MCNOSTHEHUS
12M1 uvnm 15M1, OO0 «HIMO AHK-TexHonorusa», Poccus, HeT nat HeT
PY N¢ P3H 2015/2982

0AHOPAa30Bble HAKOHEYHUKN C DUNBLTPOM ANS AO3UPYHOLLEro
ycTponctBa ATcTpuM B koMmnnekTtaumn *M1, ceobogHblie oT PHKas

N HeT at HeT
n JHKa3, 06bémom 200 MKA nnm pekoMeHaoBaHHble Ans A
@HaNorMYHOro UCMNOJSIb3yEMOIro A03MPYHOLEro YCTPOMCTBA
YCcTpolcTBO ANA 3anedaTbiBaHUs naaHweTtos ATnak, 1
HeT Aaa HeT
000 «HMNO OHK-TexHonormnsa»
ueHTpudyra c RCF He Huxe 100
pudy (9) ! HeT nat HeT
C aganTepoM Ans MUKPOMJaHLWeToB
nosiMMepHas TepMornsieHka ANs 3anedaTbiBaHMs MUKPOMIaHLIETOB .
HeT Aaa HeT
384 nyHku
MukponnaHwet MUP 384 nyHku HeT nal HeT

Habop/KOMMAEKT peareHToB A8 BblaeneHma HK ns 6monornyeckoro martepuana?:

- KoMnnekT peareHToB AN BblAeNneHns HyknenHoBbix kncnoT MPOBA-HK/MPOBA-HK-IMJTHOC

no TY 9398-035-46482062-2009 B popme komnnekTaummn: komnaekT NMPOBA-HK,

000 «HMNO AHK-TexHonorus», Poccusi, PY N2 ®CP 2010/08867;

- KomnnekT peareHToB Ans Bbiaenenms AHK no TY 9398-037-46482062-2009 B bopMe KOMMIEKTaLUN:
MPOBA-I'C, OO0 «HMNO AHK-TexHonorusa», Poccus, PY N2 ®CP 2010/08696;

- Habop peareHToB ANS BblAeNeHUS HYKNEMHOBbIX KucnoT NMPOBA-MY no TY 9398-088-46482062-2016 B
dopmMe komnnektaumm NMPOBA-MY-PAMNA, OO0 «OHK-TexHonorna TC», Poccusa, PY N2 P3H 2017/5753;
- KoMmnnekT peareHToB ans sblgenednsa AHK MPOBA-PAMWA no TY 9398-015-46482062-2008

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

Habop peareHTOB NMPUMEHSAETCS C AETEKTUPYIOWMMU aMNIMdUKaTOpaMn MIAHLIETHOrO U
pPOTOPHOrO TUMa C CUCTEMOM JAeTekuun GAYOPECLUEHTHOrO CUrHasa B pexXuMe peasibHoro
BPEMEHMW, 3apPEerncTpupoBaHHbIMKM B YCTAHOBJIEHHOM nopsake B P® m COOTBETCTBYHOLWMMMU
cnepywowmm TpeboBaHUAM:

- obecneunBaetcsa pabota c 06beMOM peakUMOHHOM cMecn 35 MKkn (dacoBka S) unum 18 mkn
(cpacoska U);

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

- nogorpeBaeMas Kpbluwka ¢ Temnepatypown 6onee 100 °C;

- CKOpPOCTb Harpesa He MeHee 2 °C/cek;

- CKOpPOCTb OXxJlaxaeHunsa He MeHee 1 °C/cek;

- TOYHOCTb NoAAEPXaHUS U OIHOPOAHOCTb TeMNepaTypbl He 6onee + 0,4 °C.

! - Tonbko ANS aBTOMaTU3NPOBAHHOIO LO3UPOBaHMS
2 - BO3MOXHOCTb UCMOJIb30BaHWUs Habopa/KoMMeKkTa peareHToB Ans Bolaenenuns OAHK Gardnerella vaginalis
onpeaenseTcs BMAoM 6uonornyeckoro matepunana
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Onsa paboTtbl ¢ HabopoM peareHTOB BanWAMPOBaHblI cneaylolwme AeTeKTUupytowme
aMnnmbunkaTopsbl:

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

- «OTnpanm» (mogundukauma «ATnpanm *X*») 000 «HIMO [OHK-TexHonorusa», Poccus,
PY N0 ®CP 2011/10229 (Tonbko pana Habopa peareHtoB B (Qacoske U ang
aBTOMaTM3NPOBAHHOIO A03MPOBaHUSA);

- «OTnant» (Mmoandukauma <«ATnant *S*»), 000 «HMNO [AOHK-TexHonorusa», Poccus,
PY N2 ®CP 2011/10228;

- Rotor-Gene Q, QIAGEN GmbH, 'epmanusa, PY N2 ®C3 2010/07595 (Tonbko ansa Habopa
peareHToB B (pacoBke S, npobupkn; B pacoBke U a4na py4yHoOro 4o3MpoBaHus);

- CFX96, buno-Pap JlabopaTtopwmes, UHk; CLUA, PY N2 ®C3 2008/03399;

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

Mo BonpocaM NPUMEHEHUS AETEKTUPYOLWUX aMnandUKaTopoB, He yKasaHHbIX Bbllle,

TpebyeTcs cornacoBaHue C NpoM3BOAUTENIEM HAbopa peareHTos.
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6 AHAJTIUSNPYEMbIE OBPA3Lbl

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

TpakKTa, Mo4y, CEKPET NPOCTaThbl, IAKY/IAT.

6.2 O6bwme TpeboBaHus

NccnepoBanme w™etogoMm [ILUP oTHocmTCcs K npsiMbiM  MeTogaM nlabopaTopHOro
nccrnenoBaHus, No3ToMy B3siTMe 6MOI0rM4Yeckoro Matepmana Yenoseka Heo6xoanMmMo NpoBOAUTb
M3 MeCTa nokanmsaumm MHGMEKUMOHHOro npouecca. PeweHne o HeobxoAMMOCTM MCCnenoBaTb
TY UM UHYIO JIOKaNn3aumio npuHUMaeT siedaliMn Bpay Ha OCHOBaHMK cobpaHHOro aHamMHesa M
K/IMHUYECKOM KapTuHbl 3abonesaHus.

0na nonyyeHms KOpPpPeKTHbIX pe3ynbTaToB 60/blIOe 3HAYEHME MMEET KayecTBO B3STUS
obpasua 6GuomaTtepuana A8 WUCCAeAOBaHMSl, €ero XxXpaHeHue, TpaHCNopTMpOBaHWE W
npeasaputensbHasa obpaboTka.

HenpasunbHoe B3saTHMe 6MoMaTepmana MOXET NPUBECTU K MOYYEHMIO HEAOCTOBEPHbIX
pe3ynbTaToB WU, BCeACTBME 3TOro, He06X0a4MMOCTM ero NOBTOPHOIo B3SATUA.

Ha sTane noarotoBkn 6uomatepuana WCNOAb3YWATE HAKOHEYHUKUM C  PUIbTPOM,
cBoboaHble oT PHKa3 1 HKas.

Ona npepnoTtBpaweHnUss KOHTaMUHAUWM OTKpbIBAMWTE KpbIWKY TONbKO TOW Npobupkw,
B KOTOpYlo OyaeTe BHOCMTb OuoslorMyeckumini Matepuan, W 3akpbiBante ee nepen paboTtoin

CO cneayioLlen Nnpobupkon.

MpumeyaHune - B3aTve, npeaBapuTeNbHyt0 06paboTKy, XpaHeHWe W MepeBo3Ky, nepeaavy
nuccriegyemMoro MaTepuana B Apyrve opraHusaumy OCyLLeCTBASIIOT COMIaCHO MHCTPYKTUBHO-METOAMYECKUM
[OKYMEHTaM, perfaMeHTUpyoWmnM BbINOSIHEHWE UCC/IeA0oBaHWA B COOTBETCTBUMM C  TpeboBaHUSAMU

MY 1.3.2569-09 n CanluH 3.3686-21.
6.3 B3daTne matepmana Ha nccnegosaHue

BHUMAHME! lNepen sbigeneHnem AOHK MoxeT noTtpeboBaTbcs npeaBaputenbHas obpaboTka

obpasuos buonormyeckoro matepmnana (6.5).

6.3.1 CockobHoe oTAensieMoe yporeHuTaabHOro TpakTta (LUepBunKanbHOro KaHana, Bnaranuua,
ypeTpbl)

B3aTne Matepuana ocCyLecTBASIOT C MOMOLLbIO CreumanbHbiX MeANUMHCKUX U3aenumn,
MMEeKLWMX PperncTtpaumoHHble YAOCTOBEPEHMS, COIMNacHO YCTAHOBMEHHOW B 3aBUCUMOCTU OT

NCTOYHMKa BMoNornyeckoro Matepumana npoueaype.

BHUMAHME! licnonb3oBaHWe UMTOLIETOK A5 B3ATUSI COCKOOOB M3 ypOreHUTasibHOro TpakTa

NpPOTMBOMOKAa3aHO Npu 6epeMeHHOCTH.
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OrpaHuueHue MeTogal: MecCcTHOe TpUMEHEHME JNleKapCTBEHHbIX MpenapaTtos,
ncnonb3oBaHue nybpukaHToB, Y3M BarnHanbHbIM AAaTYMKOM MeHee 4eM 3a 24 4vaca Ao
nccrienoBaHus.

B3aTne cockoboB npoBoAnNTCS:

- B 04HOpas30Bble MjacTukosbie Npobupkn obbEMOM 1,5 MmN, B KOTOpble npeaBapuTenbHO
BHeceHo 300-500 Mk cTepubHOro M3nNoN0rMyeckoro pacTeopa;

- B NpobupknM C TpaHCNOPTHOM Cpeaon, npeaHasHa4YeHHOW npousBoguTeneMm Ans
TPAHCMOPTMPOBaHMA W  XpaHeHus  obpasuoB 6uonormyeckoro MaTtepuana Aans
MUP-nccnepoBaHunmi;

- B npobupkn c¢ peaktmeom <«[MPOBA-PAMNA» (npomssoantens OO0 «HMO [OHK-

TexHonormsa»).
MpunmeuvaHnune - <«MPOBA-PAMNWLO» He pekomeHayeTca ans Bbigenenma [OHK u3 cockobos wu3

YPOreHnTaabHOro TpakTta y My>X4uH.

BHMUMAHME! B3satue maTtepuana B npobupku c peaktnsoMm «lMPOBA-PAMNO» ocylwecTBnsieTcs
CyXuM 30HAOM! Heob6X0aANMO MCKAKUYUTb KOHTAKT pacTBOPOB C KOXEW, rinasaMm U CAM3UCTbIMU

obonoykamu.

B3daTne ™MaTtepmana npoBOAUTCSA B COOTBETCTBUU C WMHCTPYKUMAMM MO MNPUMEHEHUIO

NCNonb3yeMbiXx HAbOpPOB/KOMMNIEKTOB peareHToB Ans BbiaeneHmsa HK (7.1).

6.3.1.1 Ocob6eHHOCTN B3ATUA YpOreHuTasibHbIX COCKO60B
XKeHLWmHbl HakaHyHe 06cnenoBaHns He A0MXKHbI MPOBOAUTL TyaneT Nos0BbIX OpraHoB
M cnpuHueBaHune. [na nonyvyeHus 0b6bEKTUBHOrO pesynbTaTa HeobxoauMo, 4TO6bI
nccnefyemblii MaTepuan coaepxan BO3MOXHO 6onbluee KOMYECTBO SNUTENNanbHbIX

KNNETOK N MUHUMAJIbHOE KOJIMYECTBO C/IIN3UN U NPUMECU KPOBMW.

BHUMAHME! lMepen nonyyeHneM cockoba anutenmanbHbliX KIeTOK U3 ypeTpbl, C 3a4Hero ceoaa
BNaranuwa v uepBuKasbHOro KaHana cesobogHoO cTekatowee otaensieMoe HeobxoAMMO yaanuTb

cTepuibHbIM BaTHbIM TaMIMOHOM.

Mpn HeobxoammocTn B3ATUS HBuomaTepuana M3 HeCKosbKMx 6MOTOMOB MNOBTOpUTE

npouenypy, Kaxabin pa3s 3abupas matepman HOBbIM 30HAOM B HOBYO Npobupky.

6.3.1.2 OcobeHHOCTM B3STUS MaTepuaaa U3 Bnaranmua
MaTepuan gomxkeH 6bITb B3AT 40 NpPOBeAEHNA MaHyasibHOro uccienoBaHus. 3epKkano
rnepen MaHuMnNynsumen MOXHO CMOYUTb ropsiyen BOAOW, NMPUMEHEHWe aHTUCENTUKOB
ans obpaboTkn 3epkana npotusonokasaHo. Cockob 6epyT ¢ 3aaHeboKOBOro ceosa
Bnaranuwa. Y AeBo4yeK B3ATME MaTepuana Mpou3BOASAT CO CAM3UCTOM 060104KM
npeaaBepus Bnaraauwa, a B OTAENbHbIX ClyyasX — M3 3aAHero CBoja Braranuvuia

yepe3 rmMeHasibHble KoJibLa.

1 - ecnu 3TO He MNpPOTUBOPEYUT TPeboBaHUSAM K WUCMOMb3yeMblM HabopaM/KOMMJIEKTaM peareHToB ANs
BblaeneHnsa HK
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6.3.1.3 OcobeHHOCTN B3ATUA MaTepuana u3 ypeTpbl

Mepen B3aTMEM O6unomMaTepuasna nauMeHTy pPEKOMEeHAYeTCs BO34epXaTbCs OT
Mo4yencnyckaHums B TeyeHue 1,5-2 vacos.

HenocpeanctBeHHO nepepn B3ATMEM BoMaTepumana HeobxoanMmo obpaboTatb HapyXXHoe
OTBEPCTUE  YPETPbl  TAMMOHOM,  KOTOPbIA  MOXHO  CMOYUTb  CTEPWUSIbHBIM
dU3M0N0rMYECKNM pacTBOPOM.

Mpn HaNMYMM rHOMHbIX BblAeNeHnn cockob pekoMeHayeTca 6paTb yuepe3 15-20 MUHYT
nocsne MoYencnyckaHus, npm oTCyTCTBMWU BblAENEHNI HEO6XOAMMO MPOBECTU Maccax
YPEeTpbl C MOMOLWbIO 30HAA ANS B3sTMS 6buomaTtepuana. B ypeTpy y XXeHLWMH 30HA
BBOAUTCS Ha rnybuHy 1,0-1,5 cm, y aeten matepman ans uccinegoBanHms 6epyT ToNbKO

C Hapy>XHOro OTBEpPCTUS YPETPbI.

6.3.1.4 OcobeHHOCTM B3ATUSA MaTepuasa U3 LepBMKaabHOIro KaHana
Mepen B3dTMEM MaTepuasna HeobXoAMMO yAanuTb BaTHbIM TaMMOHOM CNM3b U 3aTeM
obpaboTaTb WeNKy MaTKu CTEPUIIbHBIM (PU3NONOMMYECKMM PacTBOPOM. 30HA BBOAAT B
LepBMKanbHbIM KaHan Ha rnybuny 0,5-1,5 cMm. MNpu nsenedeHnn 3oHga HeobxoaMMo

MOJTHOCTbKO UCK/TKIOUYNTb €ro KaCaHhe CTEHOK BJiarasuiia.

6.3.2 [epBasg nopuus yTpeHHen Mo4n

MepBylo NOpUMIO YTPEHHEN MOYM B KadecTBe BMOMOrMyeckoro matepuana Mcrnosnb3yoT
npu OCTPOM BOCMANUTENIBHOM MpPOLLeCCe HMXKHUX OTAENI0B MOYErNOSI0BOro TpakTa B CBA3U C
BblpaXX€HHON 60Ne3HEHHOCTbI0 B3ATUSA COCKOba anuTenmasnbHbIX KIeTOK.

Ons aHanusa oTbMpalT MNepByrd MNOPUMUID YTPeHHeW Mouu B konudectse 10-15 mn.
BO3MOXHO uccnenosaHne nNepeoi NopuuM MoYuM, NONy4YeHHOW depes ABa M H6onee 4acos nocrne
npeaLwwecTBYOLLEro MoYencnycKaHms.

B3aTMe MoOuM NpoBOAAT B CNEUManbHbIA CyXOW CTEpPW/bHbIA KOHTenHep O6bEMOM
0o 60 Mn, CHab)XEHHbIN repMeTUYHO 3aBUHUYMBAIOLLENCS KPbILIKOWM.

Mocne c6opa MOUM KOHTEMHEP MJIOTHO 3aKpbIBalOT U MAapKUPYIOT.

6.3.3 CekperT npocTatbl (NpeacrtaTesibHOM Xesne3bl)

Mepen B3ATMEM CeKpeTa NpoCTaTbl PEKOMEHAYETCS MOS0BOEe BO3AEpXXaHue B TedeHue
Tpex CyTOK A0 nccnenoBaHms.

Mepen B39TUEM CeKpeTa NpocTaThbl FOJI0BKY NOMNOBOro YneHa obpabaTbiBatoT CTEPUIIbHBIM
BaTHbIM TaMNOHOM, CMOYEHHbIM (DU3NOOrMYECKMM PacTBOPOM.

CekpeT npoctaTbl cobupaloT nocne npeaBapuTEsIbHOr0 Maccaxa npocTaTbl 4epes
npsMyK0 KUWKY. Maccax npoBOAUT Bpad, MNOCPeaACTBOM 3HEPruyHOro HaAasBMBAKLLEro
OBMXEHUS OT OCHOBAHUS K BEPXYLUKE Xenesbl.

B3ATne BblaenuBLIErocsas MNpPOCTaTUYECKOro cekpeta MpoOBOAMTCS MOCNEe OKOH4YaHus
Maccaxa B 04HOpa30BYyl Npobupky o6béMom 2,0 MA unn KoHTelHep o6béMom ao 60 Mn B Buae
ceoboaHo crekawwer kanam (0,15-1,0 mn).

Mocne cbopa MaTepuana éEMKOCTb C CEKPeTOM nMpocTaTbl MJOTHO 3aKpbiBAKT W

MapKupytoT.

19



FAPA-TEH | UHCTPYKUMA N0 NnpUMeHeHUIo | 443-4 ot 28 uioHna 2024 roga 4 ﬂH K-TEXHnnnr“ﬂ

BHMUMAHME! T[Ipy noao3peHMMm Ha OCTpbli NPOCTAaTUT BbIMOAHATbL MacCa)X MnpocTaThbl

KaTeropuyecku 3anpewieHo!!!

6.3.4 24aKkynar

Mepepn B3aTMEM 351KyNsATa (CEMEHHOM XNAKOCTM) PEKOMEHAYeTCS NoJI0BOEe BO3AepXaHne
B TedeHme Tpex CyTOK A0 UCCnefoBaHus.

Mepen c60pOM 3aKynATa NaUMeHT MOYNTCHA B TyaneTe, NMoSIHOCTbIO ONMOPOXHAS MOYEBOM
ny3bipb.

Mocne MoyencnyckaHnsa naumeHT AO/DKEH TWaTelbHO BbIMbITb PYKM C MbIZIOM M MPOBECTU
TyaneT Hapy>XHbIX MNOJIOBbIX OPraHoOB C MbIIOM M BOAOM. [0N0BKY MOSIOBOro 4YjeHa M KparnHIow
MJoTb He06XoANMMO BbICYLWIUTb CTEPUSIbHOW candeTKon.

DAKYNAT nosy4yatoT nyTeM Mactypbaumun. B3ssiTme askynsta npoBOAUTCS B CTEPWUIIbHbIN
KOHTeNnHep 06béMoM g0 60 M, CHABXEHHBLIN rEpMETUYHO 3aBUHUMBAIOLLENCS KPbILWKOMN.

Mocne c6opa MaTepuana KOHTEWHEP MIOTHO 3aKPbIBAKOT M MAPKMPYIOT.

6.4 TpaHcnopTupoBaHMe U xpaHeHne obpasuosB bnonornyeckoro matepuana

YcnoBus TpaHCOOPTUPOBaAHMUSA W  XpaHeHus obpasuoB 6Huonornmyeckoro martepuana
onpefensitoTC  UHCTPYKUMAMM N0 MPUMEHEHUIO pEKOMeHAYeMbIX HabopoB/KOMMNNEKTOB
peareHToB ans Bblgenenmsa AHK (7.1) nan ucnonb3ayembix Ans TPAHCNOPTUPOBAHMUS U XPaHEHUS
06pasuoB TPAHCNOPTHbLIX Cpea.

Jonyckaetcs xpaHeHue obpasuoB npu Temnepatype oT 2 °C go 8 °C He 6onee 24 u.
B cnyyae HeBO3MOXHOCTM AOCTaBKM MaTtepuana B nabopaTtopuio B TedeHMe CYTOK AOMnyCKaeTcs
OAHOKpaTHOe 3aMOopaxuBaHMe Matepmana. [JonyckaeTcsa XxpaHeHne 3aMOpOXXEHHOro MaTtepmana npu
TeMmnepaTtype oT MuHyc 18 °C go MMHyc 22 °C B TeUEHNE OAHOro Mecsila (ecnu 3To He NPOTUBOPEUNT

TpeboBaHMAM K MCNoNb3yeMblM Habopam/KoMmnaekTaM peareHToB An4 BbiaeneHuns HK).
BHUMAHME! Cnegyet nsberatb NOBTOPHOIO 3aMOpa)knBaHus U oTtansaHus obpasuos.

6.5 MoaroToBka 6monornMyeckoro Matepumana yenoseka ans sblaenenHms AHK
MoarotoBka 6Huonormdeckoro Martepuana (nNpu  HeobxoAMMOCTM)  MPOBOAUTCS
B COOTBETCTBMWU C MHCTPYKUMAMWU MO TMPUMEHEHUID WCMOoJib3yeMbiX HabopoB/KOMMNNEKTOB

peareHToB g5 Bblgenenms HK (7.1).
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7 NMPOBEAEHUE AHAJTU3A

7.1 Boigenenmne AHK 13 6mMonormyeckoro matepuana

Ons BbiaeneHns OHK pekoMeHAyeTCS MCNOMb30BaTb Habopbl/KOMMNEKTbl peareHTos,
UMeKLMe perncTpaLmoHHblie YA0CTOBEPEHUS MEANUMHCKOrO Usgenus u npegHasHadyeHHble Ans
COOTBETCTBYIOLINX BNUAOB BuoMaTepmana c uenbtlo nocneayrouwero nccnegosaHna AHK metogom
MnupP, Hanpumep, MPOBA-HK, MPOBA-I'C, MPOBA-MY-PANNA, MPOBA-PAMNNA.

MpuMmeyvyaHne - He pekoMeHAyeTCa MCNOb30BaTb KOMMeKT peareHToB NMPOBA-PAMW/ npu BblaeneHumn

OHK 13 cockob60B 13 yporeHUTanbHOro TpakTa My>X4mH.

Boigenenne [OHK npoBoAAT B COOTBETCTBUM C  WHCTPYKUMEN MO MPUMEHEHUIO

ncnosblyeMmoro Habopa/KoOMNIeKTa peareHToB.

BHUMAHME! OgHoBpeMeHHO c Bblaenenmem OHK n3 6unonornyeckoro matepuana Heob6xoanmo
NOAroTOBUTL OTpuUaTeNbHbIN KOHTPOJIbHLIN 0bpa3el, M NpoBecTM ero 4epes BCe 3Tanbl
npobonoaroToBkK. [ANna 3TOro pekoMeHAYeTCs WCNoab30BaTb (HU3MOAOrMYECKUn pacTBOp MU
oTpuuUaTeNbHbIN KOHTPOJIbHBLIN 0bpa3seLl, Bxoasawmii B coctaB Habopa/KoOMNeKkTa peareHToB 4ns
BblAE/EHNS HYKEWUHOBbIX KUCAOT B 06bEME, YyKasaHHOM B WHCTPYKUMM MO MPUMEHEHUIO

COOTBETCTBYOWEro Habopa/KoMnnekTa peareHToB.

7.2 Mogrotoeka n nposegeHue MLP. ®acoska S
BHUMAHME!
1. Mpn npoBeaeHMM BCEX MOCHeAYOWNX AENCTBUNA cneayeT mlberatb BO3AENCTBUSA MPSAMbIX

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

K cTpunam us apyrux Habopos peareHTos!

7.2.1 T[pomMapkmpynTe no ogHon npobupke/cTpunoBaHHoOM nNpobupke CO CMecbo Ans
amnnandukaummn, 3anedyaTaHHOM napaduHOM, AN Ka)Xxaoro HemsBecTHoro obpasua,
OTpMUaTENIbHOIO KOHTpoNbHOro obpasua (K-) n nonoXutenbHOro KOHTpPoAbLHOro obpasua
(K+). Mpu wncnonb3oBaHum Habopa peareHToB B BapuaHTe wucnosHeHusa <[P c
dbNyopecueHTHOW AeTeKuMen N0 KOHEYHON TOYKE» NMPOMapKMPYyMNTE AOMONHUTENBHO ABE

npobupkn «®OH» ana kKoHTponsa doHa dnyopecueHumn.

BHMUMAHME! KonnyecTtBo peareHTOB paccymTtaHO He 6osee yeM Ha 24 MOCTaHOBKW Mpu
ycnosuun sapnabenbHOro Koan4yectsa Hen3BeCTHbIX 06pa3uos, 1 OTpuUATENIbHOrO KOHTPOJSIbHOMO
obpasua M 1 NONOXUTENbHOrNO KOHTPOJbLHOrO obpasua B KaXxaon noctaHoBke (BapuaHT
ncnonHeHusa «Real-time») nnan He 6onee yeM Ha 10 NOCTaHOBOK Npu ycnoBun BapuabenbHOro
KOMyecTBa  HemsBeCcTHbiX obpa3uoB, 1 oTpuuaTenbHOro  KOHTpo/sbHOro  obpasua,
1 NONOXUTENbHOr0 KOHTPOsbHOro obpasua n 2 npobupok «®OH» (BapmaHT ncnonHeHus «Flash»)

B Ka)A0M NOCTaHOBKe.
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Mpumep:
Heobxoanmo npoaHanunsmpoBaTb 4 obpasua. [s1s 3TOro HyXHo:
— «[MUP c petekumer B pexume peanbHoro BpemeHu» (Real-time): npomapkupoBaTtb
4 npobupkn Ana HeM3BeCTHbIX 06pa3uoB, oaHy Npobupky ansa «K-» n ogHy npobupky aAns
«K+». Obwee konmyecTso Npobupok — 6.
— «MNUP ¢ dnyopecueHTHOM aeTekumen no KoHeyHou Touke» (Flash): nmpomapkupoBaTb
4 npobupkn ans HeM3BeCTHbIX 06pa3uoB, ogHy Npobupky ans «K-», ogHy npobupky ans
«K+>», aBe npobmpkn «®OH». Obuwee KonmyecTso Npobupok — 8.
7.2.2 BcTpaxHuTe npobupKy C pacTtBopoM Tag-nonmmepasbl Ha MUKpOLeHTpudyre-sopTekce
B TeyeHune 3-5 C n ueHTpudyrnpymte Ha MUKpoLeHTpudyre-sopTeKce B TeyeHme 1-3 c.
7.2.3 [dobaebTe B Kaxayto npobupky (kpome npobumpok «®OH»), He noBpexagass CAon
napadmHa, no 10 Mk pactBopa Tag-nonuMmepasbl. [JobaBbTe B Npobupkuy,

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

BHUMAHME! [pn ncnonb3oBaHum gna nposegeHus MUP getektupylowero amnamdukatopa

Rotor-Gene Q MuHepanbHoe Macso B Npobunpkn He BHocUTCS!

7.2.4 [obaBbTe B Kaxayk npobupky (nNpu Heob6xoaMMOCTW) NO oAHON kanne (okono 20 mkn)
MUHepasnbHOro Macna. 3akpomnte npobupkn/cTpuns.

7.2.5 BcTpsAXHUTE  npobupKy  C  MOMOXWUTENbHbIM  KOHTPOAbHbIM  06pa3uoM  Ha
MUKpoOLeHTpudyre-sopTekce B  TedyeHMe 3-5c¢ wn  ueHTpudyrupymnte  Ha

MUKpPOLIEHTpUdyre-BopTekce B TeueHme 1-3 c.

BHUMAHMUE!

1. Mpu wucnonb3zoBaHnn ang Bblaenenms [OHK koMmnnektoB peareHtoB [1POBA-HK u
MPOBA-PANWNL BcTpaxHuTe npobupkn ¢ npenapatom AHK n oTpuuaTesibHbIM KOHTPOJIbHbIM
obpa3uoM Ha MuKpoueHTpudyre-soptekce B TedyeHme 3-5c w©n ueHTpudyrmpymte Ha
MUKpoOLEeHTpudyre-sopTekce B TeyeHue 1-3 C.

2. Mpu ucnonb3oBaHun ansa sBbigeneHnsa OAHK komnnekta peareHToB [MPOBA-I'C BCTpAXHUTE
npobumpku c npenapatom AHK 1 oTpnuaTenbHbIM KOHTPOJIbHLIM 06pa3LoM Ha MUKpoueHTpudyre-
BOopTekce B TeveHume 3-5 ¢ n ueHtpudyrmnpynte npu RCF(g) 12000-16000 B TeuyeHue ogHoOM
MUHYTbI ANna ocaxaeHusa copbeHTa. B cnyyae ecnn nocne BblaeneHns Hagocago4vyHas XXUAKOCTb,
cogepxawas sbigeneHHyo OHK, 6bina nepeHeceHa B HOBble Mpobupku, UeHTpUdyrmnposaHme
rnocne BCTPSAXMBAHMSA NPOU3BOAUTCA Ha MUKpoLeHTpudyre-sopTekce B TeveHue 3-5 c.

3. Mpn wucnonb3oBaHmn ansa BblgeneHns [OHK Habopa pearentos [MPOBA-MY-PANMNA
HeobxoamMo, He BCTpsixmBas, ueHTpudyrmpoBatb npobupkn ¢ npenapatom [AHK u
OTpULATENbHbIM KOHTPOJIbHLIM 06pa3uoM Ha MUKpoLeHTpudyre-sopTtekce B TedeHune 1-3 ¢,
3aTeM noMecTuTb nNpobupku c npenapatoMm AHK B MarHuTHbIA wTatMB. B cnyyae ecnu nocne
BblAE/IEHNA HaAoCaAouyHash XWAKOCTb, coaepxawas sbligeneHHyto AHK, 6bina nepeHeceHa B
HOBble MpobupKK, cnepyeT BCTPSAXHYTb nNpobupku ¢ npenapatom [AHK v oTpuuatenbHbiM
KOHTPOJIbHbIM 06pa3LoM Ha MUKpPOLEHTpPUdYre-BopTekce B TeyeHue 3-5 ¢ n ueHTpmdyrmposaTtb

Ha MUKpOLIEHTpUdYyre-BopTeEKCE B TeueHue 1-3 c.
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4. Anga npenoTBpaweHnsa KOHTaMMHaUuu cnenyet nepes sHeceHneM HK oTKpbiBaTb KPbIWKK
TONbKO Tex Npobupok, B KOTOpble 6yaeT BHOCUTLCS AaHHbIM obpa3el, M 3aKkpbiBaTb MX, nepej
BHeceHueM cneayiouero. B cnyyae ncnonb3oBaHUs CTPUMOB CreAyeT 3aKpbiBaTb KPbIWKY CTpUna
nocne BHeceHMs B Hero o6pasuoB nepes Hadyanom paboTbl CO cneaywWwMM. 3aKpbiBanTe
npobupku/cTpmnbl NnoTHo. [penapatbl OHK u KoHTposbHble o06pa3subl cnegyetr BHOCUTH

HaKOHEUYHUKaMK C HUNbTPOM.

7.2.6 BHecuTe B COOTBETCTBYHLUME MPOMApPKUpOBaHHbIE MNpobMpKM, He noBpexaas CroW
napacduHa, no 5,0 mkn BblaeneHHoro m3 obpasuoB npenapata AHK. B npobupky,
npoMapkmpoBaHHble «K-», «K+» n «®OH», IHK He BHOoCKTCS.

7.2.7 BHecuTe B npobupkun, npomMapkmpoBaHHble «K-» n «®OH», He noBpexagas Ccion
napadwuHa, no 5,0 Mkn oTpuuaTenbHOro KOHTpPONbHOro obpasua, npowejwero stan

Bbigenenns OHK (cm. 7.1).

MpnMmeyaHune — FoTOBblIE HOPMUPOBOYHbIE NMPObUPpKM «®OH» AonycKaeTcs UCMoIb30BaTb MHOMOKPATHO
npu Kaxxaon getekunmn pesynotatos MLP ¢ peakumMoHHbIMM Npobupkamun 13 Tom xe cepumn Habopa peareHToB
npu yCnoBMM MCNONb30BaHMSA TOMO Xe Habopa/KoMnekTa peareHToB An4 BblaeneHus JHK. HopMrupoBoUHble
npobupkn cnepgyeTt XpaHuTb Npu Temnepatype ot 2 °C go 8 °C B 3aWMWEHHOM OT CBETa MeCcTe B TeyeHue
oaHoro Mecsiua. lNMpw npoBeaeHUN AeTeKUMU NPOB6UPKM AOMXKHbI UMETb KOMHaTHY TemnepaTtypy (ot 18 °C

no 25 °C), ans 3T0ro 3a 04AWH 4Yac A0 NMpoBeAeHUs AeTeKUunnM nx HeobxoammMo AoCTaTb M3 XON0AUIbHMKA.

7.2.8 BHecuTe B nNpobupKy, NpOMapKMpoBaHHyl «K+», He mnoBpexaas cfoi napaduHa,
5,0 MK/T MONOXUTENBbHOr0 KOHTPOALHOro obpasua.

7.2.9  UeHTpundyrmpyrte Bce Npobmnpkun/crpunbl Ha MUKpoLeHTpudyre-BopTekce B TeyeHue 3-5 ¢
(npn  wncnonb3oBaHun ans  nposeaeHus TUP agetektupytowero amnavdukatopa
Rotor-Gene Q ueHTpudyrmposaHme He 06a3aTenbHO).

7.2.10 YcTaHOBUTE BCE NPOBUpPKU/CTpUNbl B NpOrpaMMuUpyeMblii TepMmocTaTt/amMnamndukaTop nnm
B AETEKTUPYOLWNIA amnamdukaTop.

7.2.11 [ng BapuaHTa ucnosiHeHus «lMLP ¢ dnyopecueHTHOM AeTeKUMeEN N0 KOHEYHOWN TOYKE»:
Mposegute MUP ¢ yyétoM o06bEMaA peakUMOHHOW CMecu, paBHOro 35 MK, B pexunme,

npueeaéHHoMm B Tabnuue 2.

Tabnuuya 2 - [porpamma amnaudukaumm And amnaMPUKaATOpoB C  aKTUBHbIM
perynuposaHueM (Hanpumep, NporpaMMmnpyemMbiii TepMmocTaT Tepuuk). BpeMs B ckobkax ykasaHo

ANns aMmnnamdukaTopoB 6e3 akTUBHOMO perysMpoBaHus.

Bpems
N° n.n. TemnepaTtypa, °C KonuuectBo umknos
MWH C
1 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 XpaHeHue
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MpuMmeyaHune - bBonee nogpobHoe onMcaHWe MPOrpaMMUPOBAHUS U YMNpaBfieHUs MPOrpaMMUpyeMbIM
TepMoCcTaToM <«TepuuK» COAEPXUTCS B WMHCTPYKLMM MO 3KCnayaTaumm npubopa (cM. «PyKkoBOACTBO

nonb3oBaTens >>) .

7.2.12 [na BapuaHTa ucnosnHeHus «MNLP ¢ getekumnen B pexmnme peanbHOro BpEMEHN> :
Ona petexkTupytowmx amnandukatopos cepun AOT:
3anyctuTe nporpaMMHoe obecnedeHue agetektTmpyrowero amnamdukartopa. NMpu nepsom
nposeaeHun MLUP 3arpy3uTe cooTBETCTBYOLWMIA TecT!. [anee M Npu NoCieayLwmx
NOCTaHOBKAxX Co34aMTe COOTBETCTBYHLMA MNPOTOKOA  WUCCAEAO0BaHUA:  YKaXuTe
KONIMYeCcTBO UM unaeHTudukaTopbl 06pasuoB, B TOM 4UCAe OTPUMUATENLHOrO W
NOSIOXUTENBHBLIX KOHTPO/IbHbLIX 06pa3LoB, OTMETbTE pacnosioxXeHune npobupok/cTpunos
Ha MaTpuue TepMmobnoka B COOTBETCTBMM C MX yCTaHOBKOM M nposegute TMLUP. Mpwu
Bblbope TecTa AokHa oTobpaxaTbcs nporpamma, npuBeaéHHas B Tabnuue 3.
Ona petexktupylowmx amnandukatopoB Rotor-Gene Q, CFX96 wn Applied Biosystems
QuantStudio 5:
MposeaunTte MUP c yyeToM 06bEMa peakLMOHHOM CMeCcK, paBHOro 35 MK/, NO NporpaMMam

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

BHUMAHME!

1. Ons petektnpyowmx amnandukartopos cepumn AT, CFX96, Applied Biosystems QuantStudio 5
BO3MOXHO WCMONb30BaHWe nporpamm amnandukaunm, obwmux ana Bcex HabopoB peareHTOB
npoussoactea OO0 «HIMO AHK-TexHonorna» n 000 «AHK-TexHonorna TC», npeaHasHauYeHHbIX
ans sbissnedna OHK mukpoopraHnsmos (Mpunoxenne B, Tabnuubl B.1-B.3). B aTom cnyuae npwm
aHanuse pesynbTaToB Heobxoaumo obpawaTtb BHMMaHue Ha 3HadeHue Cp/Cqg/Ct no kaHany

Aetekumn Fam, OONOXWUTENbHbIA pe3ynbTaT Y4YMTbIBAETCA TOMbKO Ana Tex obpasuos, and

KOTOpbIX 3HayeHue Cp/Cq/Ct no kaHany aerekumn Fam <35.

2. [Onsa petektupyrowero amnamgukatopa Rotor-Gene Q mcnonb3oBaHue AOMOSHUTENbHON
nporpaMMmbl amMnaMduKaunum He NpeayCcMOTPEHO, MHTepnpeTauMs pe3ynbTaTOB MNPOBOAUTCS B

cooTBeTCcTBUKU € Tabnunuen 10.

1 - TecT ans AeTekTupytowmnx amnandukaTopos cepum AT co3aaéTtcs nyTéM BBoAa NapaMeTpoB (NapaMeTpbl
TecTa ykasaHbl B MpunoxeHnn A) unu npenocraBnseTcs npomssoanteneM Habopa peareHToB
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Ta6bnuua 3 - T[porpamMma amMnaudukaumm pna  AeTeKTUPYHLWMX  aMnandukaTopos

«ATnpanm», «OTnant» (dbacoska S)

Ne Yucno Pe>xuM ontnyeckumx
TeMmnepartypa, °C MUWH C . Tun 6n0ka
6noka LIMK1I0B U3MepeHum
80 0 30
1 1 Lnkn
94 1 30
94 0 30
2 64 0 15 > \ Hukn
94 0 10
3 64 0 15 35 v Hik
4 | 94 | 0 | 5 | 1 | | LUwnkn
5 | 10! | | | XpaHeHwne | | XpaHeHune
V - peXuM onTUUYECKUX U3MEPEHMNIA

Tabnuuya 4 - MporpamMmma amnandukaumm ana getektmpyrouwero amnandumkartopa Rotor-Gene Q

(dpacoBka S, npobmpkn)

o
Ne / Cycling Temnepartypa, °C / Bpem_|, c/ Konunuecrso umnknos /
Temperature Hold Time, s Cycle Repeats
80 deg 60
Cycling 1 time
94 deg 90
94 deg 30
Cycling 2 5 times
57 deg v 15
94 deg 10
Cycling 3 45 times
57 deg vV 15
V - PeXUM ONTUYECKUX U3MEPEHWI, YCTaHOBUTb U3MepeHue dnyopecueHumn (Acquiring) no kaHanam
petekumm Green (Fam) un Yellow (Hex) npu 57 °C

Tabnuuya 5 - [lporpamma amnnudukaumm ans getekTupyrowmx amnnmdbukatopos CFX96
(dacoBku S, U)
Bpems, Konuuecrso uukios
o o
N2 6noka (Step) Temnepartypa, °C MMH: CeK (e
1 80 01:00 1
2 94 01:30 1
3 94 0:15
40
4 64 v 0:20
Vv - pexuMm onTuueckux wusMmepenmin (Plate Read), ycTaHoBUTbL wu3MepeHue GyopecUeHuun o
HeobxoanMbIM KaHanam getekumnm (Fam, Hex) npu 64 °C

1 - fonyckaeTca xpaHeHue npu Temnepatype 25 °C
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Tabnuuya 6 - [T[lporpaMMa aMnandukaunmm aAna AEeTEKTUPYHOWKUMX aMnandukaTopos
Applied Biosystems QuantStudio 5 (¢pacosku S, U)
Cragus N? wara Temnepartypa, °C Bpems, Konuuecrso unknios
MMH: CceK (noBTOpOB)
CTa,quﬂ 1 80 01 'OO 1
yaepKaHus 2 94 01:30 1
1 94 0:20
Craamsa Nnup 40
2 64 vV 0:20
V - c60op AaHHbIX ans HeobxoanMbix dyopodopos (Fam, Vic (Hex)) BkaoueH

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

BHUMAHME! lNpun npoBeaeHnn Bcex nocneaywowmx encTemn cnegyet nsberatb BO34enNCTBUS

NPSIMbIX COMMHEYHbIX Jly4Yeil Ha NpoBbMpPKM CO CMecblo ANns amnamdukaumm!

7.3.1 T[lpomMapkupyinTe HeobxoaMMOE KOJIMYECTBO OAHOPA30BbIX  aMMIMMUKALMOHHbIX
npobupok o6bEMoOM 0,2 MN AN HEU3BECTHbIX 06pasuoB, A8 OTPULIATENbHOrO

KOHTpOJibHOro o6pasua «K-» 1 NofoXUTENbHOrO KOHTPOJIbHOIO o6pasua «K+».

MpuMmeyaHune - PekoMeHayeTca nocTaHoOBKa He MeHee 5 O6paBLI,OB B OAHOM wuccnegoBaHun

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

Mpumep:
HeobxoanmMo npoaHannavpoBaTb 4 HEM3BECTHbIX obpasua. a8 3TOro Hy>XHO MPOMapKMpoBaTb
4 Npobupkun Ans HEM3BECTHbIX 06pa3uos, ogHy Npobupky ans «K-» n ogHy Npobupky ans «K+».

O6buwee konm4yecTso Npobupok — 6.

7.3.2 BcTpsaxHuTe npobupKky co cMecbio Ansd amnandukaumm Ha MMKpoueHTpudyre-sopTekce
B TedeHue 3-5 ¢ 1 ueHTpudyrnpymnte Ha MMKpoueHTpudyre-sopTekce B TeueHue 1-3 C.

7.3.3 BHecuTe BO BCe npoMapkupoBaHHble Npobupkun (Bkawyasa «K-» n «K+») no 6,0 mMkn
cMecun ana aMmnamdurkauum.

7.3.4 BcTpaxHuTte  npobupku c TMUuP-6ydepom 7 nonmmepason  TexHoTaq MAX
Ha MUKpoueHTpuodyre-sopTekce B TeueHue 3-5¢ 7 LeHTpudyrnpymte

Ha MUKpPOLIEHTpUYyre-BopTekce B TeyeHne 1-3 c.

BHUMAHME! lMonumepasy TexHoTaq MAX HeobxoaMMO AoCTaBaTb M3 MOPO3WIbHOW KaMepbl

HeNnocpeaCTBEHHO Nepen UCnoJsib30BaHNEM.

7.3.5 [MpurotoBbTe cMechb MMLP-6ydepa c nonnmepasoin TexHoTaq MAX. [1na 3Toro cMewwante

B OTAENbHOM 04HOpa30BOMN Npobupke:

e 6,0 x (N+1) mkn MNUP-6ydepa,

e 0,3 x (N+1) mMkn nonmnmepasbl TexHoTaq MAX,

roe N — KoIM4yecTBO NMPOMapKMpPOBaHHbIX MPOBUPOK C YUETOM «K-», «K+».

Mpumep:
Heobxoanmo npoaHanmampoBaTb 4 Heu3BeCTHbIX o0bpasua, «K-», «K+». [poMapKupoBaHHbIX
npobmpok — 6. HyxHo npurotoButb cMmecb [NLUP-6ydepa n nonmmepasbl TexHoTaq MAX ans

7 (6+1) npobupok, T.e. 42 mkn MNUP-6ydepa + 2,1 mkn nonumepasbl TexHoTaq MAX.
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7.3.6  BCTpsAXHMTe npobupKy C nNpuUroToBreHHOW cMmecbto [LUP-6bydepa w nonumepasbl
TexHoTaqg MAX Ha MukpoueHTpudyre-sopTekce B TeueHune 3-5 ¢ n ueHTpudyrmupymnte

Ha MUKpOLIEHTpUdyre-sopTekce B TedeHne 1-3 c.

BHUMAHME! Cwmecb MMUP-6ydepa u nonmmepasbl TexHoTaq MAX HeobxoaMMo roToBUTb

HEeNnocpeacTtBeHHO nepea 1UCrnojib3oBaHNEM.

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

nosvMepasbl TexHoTaq MAX. 3akponTte npobumpku.

BHMUMAHMWME! TMocne pobasneHns cmecn T[LUP-6ydpepa n nonuMepasbl TexHoTaq MAX
B Npobupkn co cmecbto Ans amnandukaumm HeobxoauMMO B TedeHMe ABYX 4YacoB BbIMOJSIHUTb
7.3.8 -7.3.13.

7.3.8 BcTpsaAxHUTE npobupky C MOSIOXUTENbHbIM KOHTPOJIbHbIM obpasuom Ha
MUKpOUEHTPpUdyre-sopTeKkce B  Te4yeHue 3-5¢ " ueHTpudyrnpymnre Ha

MUKpOUEeHTpudyre-sopTekce B TeyeHue 1-3 c.

BHNMAHMWE!

1. Mpu ncnonb3osaHuun ansa ebigeneHnsa AHK komnnektos peareHTtoB NMPOBA-HK n NMPOBA-PANNA
BCTpSAXHUTE Npobupku c npenapatom AOHK 1 oTpuuaTenbHbiM KOHTPOSbHbIM 06pasLoM Ha
MUKpoOLeHTpudyre-soptekce B TedeHue 3-5C U UeHTpudyrmpymte Ha MUKpoueHTpudyre-
BOpTeKce B TeyeHue 1-3 c.

2. Mpn ucnonb3osaHun ansa sblgeneHna OHK komnnekta peareHtoB [MPOBA-IC BCTpAxHUTE
npobupku c npenapatoMm AHK 1 oTpuuaTenbHbIM KOHTPOJSIbHbIM 06pasLOM Ha MUKpoUEHTpudyre-
BopTekce B TeyeHue 3-5 c u ueHTpudyrmpyite npn RCF(g) 12000-16000 B TeuyeHMe opHoOM
MUHYTbI ANns ocaxaeHus copbeHTa. B cnyyae ecnm nocne BblageneHns HaA0CaA0uHasa XUAKOCTb,
coaepxawas BblaeneHHyto AHK, 6bina nepeHeceHa B HOBble NpobupkuK, LEeHTpUdyrupoBaHue
nocne BCTPAXMBAHUSA NPOU3BOAUTCSA Ha MUKPOLEHTpUdyre-sopTekce B TedeHue 3-5 c.

3. Mpwn ncnonbsoBaHum ans sbigeneHns AHK Habopa peareHTos NMPOBA-MY-PANMN Heobxoammo,
He BCTpsxuBas, UuUeHTpudyrnposatb npobupkn ¢ npenapatom [AHK u oTpuuatenbHbiM
KOHTPOJibHbIM 06pa3uyoM Ha MUKpoueHTpudyre-seopTekce B TedeHume 1-3 C, 3aTeM NMOMeCTUTb
npobupkn c npenapatoMm AHK B MarHuTHbIA wTatuB. B cnydae ecnu nocne BblaeneHus
HagoCado4YHas XWUAKOCTb, coaepxawas BblgeneHHyw [AOHK, 6bina nepeHeceHa B HOBble
npobupkun, cneayet BCTPAXHYTb Npobupku ¢ npenapatoM AHK n oTpuuaTesibHbIM KOHTPOJIbHbIM
obpa3uoM Ha MuUKpoueHTpudyre-eoptekce B TedeHme 3-5¢c u ueHTpudyrmposaTb Ha
MUKpoOLEeHTpUdyre-sopTekce B TedeHune 1-3 c.

4. [na npenoTBpalleHns KOHTaMuHauum cnenyet nepep BHeceHmeM [HK oOTKpbiBaTb KPbIWKK
TONbKO Tex Npobupok, B KoTopble HyaeT BHOCUTLCA AaHHbIN obpasel, M 3aKkpbiBaTb UX nepesa
BHeCeHMeM crneaytoulero. 3akpbiBaite npobupku nnoTtHo. MpenapaTtbl AHK © KOHTpPONbHbIE

06pa3Ll,b| cneayeTtr BHOCUMTb HAKOHEYHUKAMU C CbM)'IprOM.
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7.3.9 BHecuTe B COOTBETCTBYIOLWME NMPOMapKNUpoBaHHbIe Npobupkn no 6,0 MKN BblAENEHHOMO
n3 obpasuyos npenapata AHK. B npobupkn, npomMapkupoBaHHble «K-» un «K+», OHK
He BHOCMKTCS.

7.3.10 BHecute B npobupky, npoMapkupoBaHHyt <«K-», 6,0 MK1 oTpuuaTenbHOro
KOHTponbHOro obpasua, npowealwero atan BblgeneHnsa AHK (cm.7.1).

7.3.11 BHecute B npobupky, npomMapkumpoBaHHyto «K+», 6,0 MKA NONOXMUTENbHOro
KOHTponbHOro obpasua.

7.3.12 LUeHTpudyrupynte Bce npobMpKkM Ha MUKpoOLEHTpudyre-sopTekce B TedeHue 3-5 ¢ (npwm
ncnosb3oBaHum ang nposeaenus MUP getektupyowero amnnmdukatopa Rotor-Gene Q
ueHTpudyrnpoBaHme He o0b6a3aTenbHO).

7.3.13 YcraHoBUTEe BCe NpobupKM B AeTeKTUpytowmin amnnmdukatop v nposeaute MUP (7.3.14,
7.3.15).

7.3.14 [ns petektupytowmx amnamdunkartopos cepmun OT:
3anyctute nporpaMmHoe obecneveHue getekTmpytowero amnandukartopa. MNMpu nepsom
nposeaeHnn MMLP 3arpysuTe COOTBETCTBYWOWMIA TecT!. Janee u npu MocneayoLwmx
MOCTaHOBKAaxX CO34aMTe COOTBETCTBYHLWMA MPOTOKOA  WUCCAEAOBaHUSA:  YKaXxuTe
KONM4ecTBO W wnaeHTuduKaTopbl 06pas3uoB, B TOM 4ucne OTpuUaTeNnbHOro U
MOSIOXKUTENBbHBIX KOHTPOJIbHbIX 06pa3uoB, OTMeTbTe pacnosoxeHne npobupok Ha
MaTpuue TepMobaoka B COOTBETCTBUM C UX yCTaHOBKOW mn nposeguTe MUP. MNMpu Bbibope
TecTa go/kHa otobpaxaTbca nporpamma, npmueenéHHas B Tabnuvue 7.

7.3.15 [Ons petektupyrowmnx amnaundukatopos CFX96, Applied Biosystems QuantStudio 5 u
Rotor-Gene Q:

MposeauTte MUP c yyeToM 06BbEMA peakLMOHHOM CMeCcu, paBHoro 18 Mk, no nporpamMMam

amnnmdukaunm, npuBenéHHbIM B Tabnmuax 5, 6, 8 COOTBETCTBEHHO.

BHUMAHMUE!

1.  [Onsa getektupytowmx amnnamdukaTtopos cepumn AT, CFX96, Applied Biosystems QuantStudio 5
BO3MOXHO WCMOJIb30BaHMe MNporpaMM aMmnnudukaumun, obwmux ans Bcex HabopoB peareHToOB
npounssoacrtea OO0 «HIMO AHK-TexHonorna» n OO0 «AHK-TexHonorna TC», npeaHasHauYeHHbIX
ans ebiseneHns OHK mukpoopraHuamoB (Mpunoxenne B, Tabnuubl B.2-B.4). B aTom cnyuae npwm
aHanuse pesynbTaToB HeobxoanMmo obpawatb BHMMaHMe Ha 3HadeHue Cp/Cq/Ct no kaHany

aetekumm Fam, NONOXUTENbHbIN _pe3ynbTaT YYMUTbIBAETCA TOAbKO Ang Tex o6pasuos, ang

KOTOpbIX 3HavyeHne Cp/Cqg/Ct no kaHany aetekumn Fam <35.

2. [Ona pevektupylowero amnandukatopa Rotor-Gene Q Mcnosib30BaHWE [AOMNONIHUTENbHOM
nporpamMMbl amnandukauum He MpeaycMOTPEHO, MHTeprnpeTauus pesysbTaToB MpPOBOAUTCS B

cooTBeTCcTBUU € Tabnuuen 10.

1 - TecT ansa geTekTMpyloWNX amnandukaTopos cepun AT co3gaércs NyTéM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa ykasaHbl B MpunoxeHnn B) nnm npeaoctasnsercsa npoussoantenem Habopa peareHTos
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7 AHK-TEXHOJNOruA

MporpaMMa aMnandukaumn aAns  AeTeKTUPYLWMX aMnandukaTopos

«ATnpanm», «OTnant» (dacoska U)

Pe>xum
Ne Yucno
Temnepartypa, °C MUWH C ONTUYECKUX Tun 6noka
6noka LIMKNOB -
n3MepeHum
80 0 5
1 15 Uwukn
94 0 5
2 94 5 00 1 Umkn
94 0 30
3 5 LUnkn
64 0 15 v
94 0 10
4 35 Uwnkn
64 0 15 v
5 94 0 5 1 LUnkn
6 10! XpaHeHune XpaHeHue
V - peXuM onTUUYECKUX U3MEPEHNA

Tabnunuya 8

MporpaMMa aMnandukaununm ans  AeTekTupylowero amnandukatopa

Rotor-Gene Q (dacoska U)

o
Ne / Cycling TeMmnepartypa, °C / Bpem_|, c/ Konunuecrso unknos /
Temperature Hold Time, s Cycle Repeats
. 80 deg 60 .
Cycling 1 time
94 deg 300
. 94 deg 30 .
Cycling 2 5 times
57 deg vV 15
. 94 deg 10 .
Cycling 3 45 times
57 deg vV 15
V - peXUM ONTUUYECKMX M3MEPEHWIA, YCTAHOBUTb M3MepeHue dnyopecueHumMm (Acquiring) no kaHanam
petekumn Green (Fam) m Yellow (Hex) npu 57 °C

7.4 MoarotoBka wn nposeaeHne T[UP. ®dacosBka U,

C wuncnosb3oBaHMEM [O0O3UPYHOLLErO

ycTpoictBa ATcTpuM (TONIbKO ANns AeTekTupytowero amnaudukaTopa ATnpanM B

Moandukauum «ATnpanm *X*»)

BHUMAHMWE!

1. Ona  amnandukaumm cneayer wcnosb3oBaTb MukponnaHwetbl [UP 384 nyHku,
repMeTm3anpyemMblie TEPMOTIEHKON.

2. Mpn npoBeaeHMN BCeX MOCAeAYOWNX AeNCTBUA cnepyeT mlberatb BO3AENCTBUSA MPAMbIX

COJIHEYHbIX Sly4eil Ha Npobupkn co cmecbto Ans amnnmdukaumm!

1 - fonyckaeTca xpaHeHue npu Temnepatype 25 °C
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MpumeyaHMe - PekoMeHAyeTCs MOCTAaHOBKA He MeHee 5 o06pasuoB B OAHOM WCCAeAO0BaHMMU

(3 HemnsBecTHbIX 06pa3sua, oTpuuaTenbHbIN U NONOXUTENBHbIN KOHTPOJIbHbIEe 06pasubl).

7.4.1 BcTpsAXHUTE NpobupKy CO CMecCbio AN amnamdukKaunum Ha MUKpOLEeHTpudyre-BopTekce
B TeueHune 3-5 ¢ n ueHTpudyrnpyite Ha MUKpOLEHTpUdyre-sopTekce B TedyeHue 1-3 c.
7.4.2 BctpaxHute npobupkn ¢ [MUP-6ycdbepom w©n nonumepason TexHoTaq MAX Ha
MUKpoLUeHTpudyre-sopTekce B  TeyeHue 3-5¢ " ueHTpudyrnpymnre Ha

MUKpoLUeHTpudyre-sopTekce B TedeHne 1-3 c.

BHMUMAHME! MNonnmepasy TexHoTaq MAX Heob6xoAMMO AoCTaBaTb M3 MOPO3WUJIbHOW KaMepbl

HenocpeacTBeHHO nepea MCcnoJib30BaHUEM.

7.4.3 Cneays ykasaHuam MO gosuvpytowero ycrponcrea ATCTpuM, NpUrotoBbTe B OTAENLHOM
oaHopa3oBoi npobupke cmeck MUP-6ydepa ¢ nonumepason TexHoTaq MAX.

7.4.4 BCTpsAXHUTE nNpobupKy C nNpUroToBiieHHOW cMmecbto [LP-6bydepa v nonumepasbl
TexHoTaq MAX Ha MUKpoLEeHTpUdyre-sopTeKkce B TeyeHne 3-5 ¢ u ueHTpudyrnpymTe Ha
MUKpOLEeHTpUdyre-sopTekce B TedeHne 1-3 c.

7.4.5 BcTpaxHuTe npobupky C MOJSIOXUTESIbHbIM KOHTPOJIbHbIM obpasuom Ha
MUKpOLIEHTpUdyre-sopTeKkce B  TeyeHue 3-5c¢ 7 LeHTpudyrmpymTte Ha

MUKpPOLIEHTpUdYyre-sopTekce B TeueHme 1-3 c.

BHNMAHMWE!

1. Mpn wucnonb3oBaHum ana Bblaenenns [OHK komnnektoB peareHtoB [MPOBA-HK w
MPOBA-PAMWNL BcTpsaxHuTe npobupku ¢ npenapatoM AHK n oTpuuaTesbHbIM KOHTPOJIbHbLIM
obpasuoM Ha MuUKpoueHTpudyre-sopTekce B TeuyeHne 3-5C u UeHTpudyrupymte Ha
MUKpoOLeHTpudyre-sopTekce B TeyeHue 1-3 C.

2. Mpu ucnonb3oBaHun ana BbigeneHna OAHK komnnekta peareHToB NMPOBA-I'C BCTpAXHUTE
npobupku ¢ npenapatom AHK 1 oTpnuaTenbHbIM KOHTPOJIbHLIM 06pa3LoM Ha MMKpoueHTpudyre-
BopTekce B TeyeHue 3-5 ¢ mn ueHTpudyrupyinte npm RCF(g) 12000-16000 B TeuyeHne ogHomn
MUHYTbI 4N ocaxaeHus copbeHTa. B cnyyae ecnn nocne BblaeneHUs Hagocago4vyHas XUAKOCTb,
cogepxallas BbigeneHHyt OHK, 6bina nepeHeceHa B HOBble NMpobuMpkKU, UeHTpuUdyrnposaHme
nocne BCTPAXMBAHMUSA NPOU3BOAMTCA Ha MUKpoLeHTpudyre-sopTekce B TeueHue 3-5 C.

3. Mpun wucnonb3oBaHmn ans BbigeneHns [OHK Habopa pearentoB [MPOBA-MY-PANNA
HeobxoaAMMO, He BCTpsXMBas, UeHTpudyrmposaTb npobupkn ¢ npenapatom [AOHK wu
oTpuUATENbHbIM KOHTPO/SIbHbIM 06pa3LOM Ha MUKpoOUeHTpudyre-soptekce B TeyeHue 1-3 ¢,
3aTteM nomectutb Npobupku ¢ npenapatoMm AHK B MarHuMTHbIM wWTaTMB. B cnyyae ecnu nocne
BblAeNeHNs HafocaZo4vHash XWMAKOCTb, coaepxawas BbiageneHHyto AHK, 6bina nepeHeceHa B
HOBble MpPoObUpPKK, cneayeT BCTPAXHYTb Npobupkn ¢ npenapatoMm [HK un oTpuuaTtenbHbiM
KOHTPONbHbIM 06pa3LOM Ha MUKpoLeHTpudyre-BopTekce B TedeHne 3-5 ¢ n ueHTpudyrmposaTb

Ha MUKpOLIEHTpU(dYyre-BopTeKCe B TedeHue 1-3 c.

7.4.6 YcraHoBuTe npobupkm co cMmecbio ans amnaudukauymm, co cmecbto MUP-6ydepa un

nonumepasbl TexHoTaq MAX, c¢ npenapatammn AHK, oTpuuaTenbHbIMU KOHTPOJIbHbIMU
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obpasuamMm 1 NoNoXNTENbHBIMU KOHTPOJIbHLIMKW 06pa3uamMu, a TakXKe MUKPOMNaHWeET AN
MUP Ha pabounii cton ATcTpMM 1 npoBeauTe A03MPOBAaHME KOMIMOHEHTOB COrnacHo
pPYKOBOACTBY MO 3KCN/yaTtaunu.

NMoMecTnTe akKypaTHO, He BCTpsSIXMBasl, MMUKpOMAaHWeT B MOAJIOXKKY YCTPOMCTBa ANs
3arnevaTbiBaHUa nnaHweToB [Tnak nocne 3aBeplleHns MNporpaMmbl Ha A03MPYHOLLEM
ycTponctee ATCTpUM.

MpoBeanTe 3anevyatbiBaHne MmkponaaHweTa MNUP nonmMmepHon TepMONAEHKOM COrflacHo
MHCTPYKUMK K Nnpnbopy ATnak.

UeHTpndyrmnpynte mukponnanwet MUP npu RCF(g) 100 B TeueHune 30 c.

YctaHoBuTe mukponaaHwert MNMUP B 6510k geTekTupytowero amnamdunkartopa.

3anyctute nporpaMmHoe obecneyeHue getekTmpytowero amnandukartopa. MNMpu nepsom
npoeeaeHnn [MLP 3arpysuTe cOOTBETCTBYWOWMI TecT!. Janee u npu MocneayoLwmx
MOCTAaHOBKAxX CO34alTe COOTBETCTBYHOLWMA MPOTOKOA  WUCCAEAOBaHUSA:  YKaXuTe
KONM4ecTBO W wunaeHtudukaTopbl o06pas3uoB, B TOM 4ucne oOTpuuaTenbHOro u
MOJSIOXKUTENbHbIX KOHTPOJIbHbIX 06pa3uoB, OTMeTbTe pacnosioxeHne ob6pasuoB Ha
MaTpuue TepMobaoka B COOTBETCTBUM C UX yCTaHOBKOW u nposeauTe MUP. MNMpu Bblibope

TecTa gosikHa otobpaxaTbca nporpamma, npmueenéHHas B Tabnuvue 7.

BHMUMAHME! Bo3MOXHO MCNOAb30BaHWe nMporpaMmMmbl amnnndukaunm, obwen ana Bcex

Habopos peareHToB npounssoacTea 000 «HMO AHK-TexHonorusa» n 000 «AHK-TexHonorusa TC»,

npeaHasHayeHHbix gna sbigneHms OHK mukpoopranmamos (Mpunoxenne B, tabnuua B.4).

B 3ToM cnyyae npu aHanmse pesynbTaToB Heo6X0AMMO obpallaTb BHMMaHME Ha 3HadeHune Cp no

KaHany gertekuun Fam, NOJOXMNTENbHbIN pe3y/bTaT YYMUTbIBAETCA TOAbKO AN Tex obpasuos, ang

KOTOpbIX 3HavYyeHue Cp no KaHany gertekumm Fam <35.

8.2

PETNCTPALUMA PE3Y/IbTATOB AMIVINOUKALIN

Pernctpaunsi pesynbTaTtoB aMmnandukaunm c ucnonbsosaHuem MUP-ageTekTopa

Mocne NpoxoXaeHus peakuuu amnamdbukaumm nomectute npobupkn B MLUP-peTekTOp,
ocdopMMUTE MNPOTOKOSA U MpoBeAUTE PperucTpauuio pesynbTaToB B COOTBETCTBUWM C
WHCTPYKUMEN No aKcnayaTauum npubopa (MOporoBble 3HaYeHUa ANs cneumduyeckoro

npoaykTta coctasnsawT 1,75-2,10, Ans BHyYTpeHHero KoHTponsa — 2,50).

Pernctpauuss pesynbTatoB amnamdukaumm C UCMONb30BaHMEM AeTeKTUPYHLWNX
aMmnnmdnKkaTopos

Perncrtpauus curHana dayopecueHumMn Ha AeTeKTMpYoWnxX aMmnandunkatopax cepun AT,
Rotor-Gene Q, CFX96 n Applied Biosystems QuantStudio 5 npoBoanTcs aBToMaTU4ecku

BO BpeMsi aMniMduKaumm.

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

9.1 YUéT pe3ynbTaToB aMnanduUKauun OCyLLeCcTBASIETCS aBTOMAaTUYECKM C  MOMOLLbIO
nporpaMMHoro obecneyeHus, nocrasnsemMoro ¢ MNLUP-4eTeEKTOPOM UAN AETEKTUPYIOLWMNM

aMnNIMdUKaTopomM.

9.2 Mpn ncnonb3oBaHuUM AeTeKTUpyOLWKNX amMmnamndukatopos CFX96 cneayeT ncnosb3oBaTb
perpeccnoHHbii Tun aHanusa (Cq Determination Mode: Regression), BO BK/agke

«Baseline Subtraction» Heobxoammo BbibpaTb «Baseline Subtraction Curve Fit».

9.3 NHTepnpeTauusa pe3ynbTaTtoB MNpOBOAMTCA B COOTBETCTBMM C Tabnuuen 9 (ansd
dnyopecueHTHbIX AeTektopoB cepun [IXKWH u  pgeTekTuvpylowmux amMmnandukaTopos
«ATnpanm», «ATnant», CFX96 n Applied Biosystems QuantStudio 5) n Tabnuuen 10
(ana petekTupylowero amniandukatopa Rotor-Gene Q). Pe3synbTtaTtbl NOCTaHOBKMU
BaSIMAHbI, €C/IN BbINOSIHAKOTCA YCNOBUSA MHTEpNpeTaumn pesysbTaToB, NOAYYEHHbIX ANs

KOHTPOJIbHbIX 06pa3HOB.

Tabnuuya 9 - MHTepnpeTauus pesynbTtatos MLUP ana dnyopecueHTHbIX AeTekTopoB cepun IXUH

N petekTupyowmx amnangunkatopos cepum AT, CFX96 n Applied Biosystems QuantStudio 5

Flash Real-time
Pesynbrar, KaHan peTekumm KaHan gperekuunn
NoNyYeHHbIA Ha F’:nm u Hex/Vic MUHTepnpetauuna pesynbrartal
c¢nyopecueHTHOM (ckoMas [HK), (BHYTpeHHWI
AeTekTope «OXXWUH>» Cp/Ca/Ct KOHTpPO/SIb),
nnmn «OXWUH-4> p/tq Cp/Cqg/Ct
HeunsBecTHble 06pa3ubl
O6Hapy>xeHa AHK
«+>» Yka3saH He yuuTbiBaeTcs Gardnerella vaginalis
(«<+>»)
He obHapyxeHa AHK
«=» He ykasaH Yka3saH Gardnerella vaginalis
(«-»)
<HIP He ykasaH He ykasaH HepnoctoBepHbIW pe3synbTaTt

(«HO»)

OTpuuUaTenbHbI KOHTPONbHbIN 06pa3sel

OTpuuaTtesibHbliA pe3ynbTaT
«=» He ykasaH YkasaH («-»)
Pe3ynbTaTbl NOCTAHOBKW BasMAHbI

Mono>xuTenbHbI KOHTPOJIbHbIA O06pa3eL

Mono>kutenbHbIN pe3ynbTaT
«+>» Yka3aH He yuyuTbiBaetcs («+>»)
Pe3ynbTaTbl NOCTAHOBKWU BasMAHbI

1 - nNpu Mcnonb3oBaHWKU NMporpamMMm amnandukaumm, obwmx Ans BCeEX HaboOpOB peareHTOB MpOUM3BOACTBA
000 «HMNO AHK-TexHonorna» n 000 «AHK-TexHonormna TC», NnpeaHasHa4vyeHHbIX Ans BbigsneHns AHK
MUKpPOOpraHmamoB (nmporpammbl amnnmdukaumm ana dacosok S, U npuBeaeHbl B [punoxeHun B),
NOJIOXNTENbHbIM pe3y/bTaT YYUTbIBAETCSA TOAbKO As Tex o6pa3uos, Ana KOTOpbix 3HavyeHune Cp/Cqg/Ct
no KaHany getekumn Fam <35.
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Tabnunua 10 - WHTepnpeTtaumsa pesyneTtatoB [LUP ana petektupylowero amnnudukatopa
Rotor-Gene Q

KaHan perexkuum Green KaHnan petrekuum Yellow

(nckomasa OHK), Ct (BHYTpeHHUI KoHTpOnb), Ct AL LA E R [ AU CILE)

HeunsBecTHble o6pa3ubl

O6Hapy>xeHa AHK

<
=30 He yunTeiBaetcs Gardnerella vaginalis
He obHapyxeHa OAHK
He ykasaH nnu > 30 Yka3saH Gan dnergbla vagirea/is
He ykasaH He ykasaH HepoctoBepHbIl pe3ynbTaTt

OTpuLUaTenbHbIA KOHTPONbHbIA 06pasel

OTpuuaTtesnbHbli pe3ynbTaT
Pe3ynbTaTbl MOCTAHOBKM BanuAHbI

He ykasaH Yka3saH

Mono)xuTenbHbIN KOHTPOJIbHbIW O6pasel

Mono)xuresnbHblA pesynbTaT
Pe3ynbTaTbl NOCTAHOBKM BanuAHbI

< 30 He yuunTbiBaeTcs

9.4 HepnocTtoBepHbIn pe3ynbTaT MOXET OblTb CBA3aH C MPUCYTCTBUEM UHIMBGMTOpPOB
B npenapate [OHK, nonyyeHHOM U3 6MONOrMYEcKoro ™MaTepuana; HeBEPHbIM
BbIMO/IHEHMEM MPOTOKOSI@ aHanmsa; HecobnaeHneM TeMnepaTypHOro pexmma
amnnaudukaumm n ap. B atom cnyyae Heobxoammo noBTopHO npoBectn [MUP, nnbo
Bblgenenne OHK n noctaHoBky lMUP ansa storo obpasua, nmbo B3aTME BMOAOrMYecKoro

MaTepuana y nauueHTa (BbINOJIHAETCA NOC/ea0BaTeNbHO).

9.5 Mpn nony4YeHUM MOOXUTENBHOIO pe3ynbTata A4S OTPULATENIbHOrO0 KOHTPOJIbHOIO
obpasua pe3ynbTaTbl BCEM MOCTAHOBOYHOW CEpPUM CUMTAOT HEAOCTOBEPHbIMU. B 3TOM
cnyyae Heob6xooMMO NpoBeAeHME creuuvasnbHbiX MeponpusaTUIA AN BbISIBJIEHUS U

YCTPpaHEHUA BO3MOXHOW KOHTaMUHauuu.

9.6 MpyM MNONYYEHUU OTPULIATENBHOrO pe3ynbTaTa A/ MOJIOKUTENBHOIO KOHTPOJIbLHOIO
obpa3ua pe3ynbTaTbl BCE MOCTAHOBOYHOW CEPUN CUUTAIOT HEAOCTOBEPHbLIMU. B 3TOM

cny4yae TpebyeTcsi NOBTOpHAA NocTaHoBKa aMnandukaummn Bcen naptmm ob6pasLos.

10 TPAHCNOPTUPOBAHME, XPAHEHUE N 3KCNJIYATALUA

10.1 TpaHcnopTupoBaHue

10.1.1 TpaHcnopTupoBaHme Habopa peareHTOB OCYLIECTBASAOT B TEPMOKOHTelHepax C
XNnaposneMeHTaMm BCEMW BUAAMU KPbITOro TpaHCMopTa Mpu TemnepaTtype BHYTpU
TEPMOKOHTENHEpPA, COOTBETCTBYHOWEN YCNOBUSM XpPaHEHUS KOMMOHEHTOB, BXOASLUNX B
coctaB Habopa peareHToB.

10.1.2 [onyckaeTcs TpaHCnopTuMpoBaHue Habopa peareHToB, 3a MCK/KOYEHWEM MosMMepasbl
TexHoTaq MAX (dacoeka U), B TEpMOKOHTENHEPAX C X/1af03/IEMEHTAMN BCEMU BUAAMMU
KpbITOrO TpaHCropTa Mpu TemrnepaType BHYTPU TEPMOKOHTelHepa oT 2 °C pgo 25 °C

He 6onee 5 cyTok.
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Jonyckaetcsa TpaHcnopTMpoBaHuMe nonuMepasbl TexHoTaq MAX (dacoeka U) B
TEPMOKOHTEMHepax C XNajo3/eMeHTaMuM BCEMUM BMAAMM KPbITOro TpaHcnopta npwu
TeMnepaType BHYTpM TepMOKoHTenHepa A0 25 °C He 6onee 5 cyTok.

Habopbl peareHTOB, TPaHCNOPTUPOBAHHbIE C HapylleHWeM TeMnepaTypHOro pexuma,

NMPUMEHEHUNIO HE MoANEXaT.

XpaHeHune

Bce KoMnoHeHTbl Habopa peareHTOB, 3a WCKAK4YeHMEM nonmMmepasbl TexHoTaq MAX
(dbacoBka U), cneayet XpaHuTb B XOJOAWNBHWKE WM XONOAWIbHOM KaMepe npwu
TemnepaTtype oT 2 °C go 8 °C B TeueHMe BCero cpoka rogHocTn Habopa peareHToB.
Monnmepasy TexHoTaq MAX (dacoska U) cneayer XxpaHUTb B MOPO3UJIbHOM KaMepe npwu
TemnepaType oT MMHyC 18 °C go MmHyc 22 °C B Te4yeHMe BCero cpoka rogHoctn Habopa
peareHToB.

Cmecb anga amnandukaumn n cMecb Ansd amnaumdukaumm, 3anevyaTtaHHyro napadguHoOM,
cnenyeTt XpaHuUTb B XON0AMNIbHUKE WUAN XONOAWUIBHOM KaMepe npu Temnepatype ot 2 °C
Ao 8 °C B 3alWMEHHOM OT CBETa MecTe B TeyeHue BCero Cpoka rogHoctm Habopa
peareHToB.

Habopbl peareHToB, XpaHMBLUMECS C HApPYLWEHWEM perinaMeHTUPOBAHHOIO peXunma,

NMPUMEHEHUNIO HE nMoANeEXarT.

YKa3aHusa no aKkcnyataumm

Habop peareHTOB A0/IXKEH NPUMEHSTBLCS COrNacHO AEMNCTBYOLWEN BEPCUM YTBEPXKAEHHOMN

WHCTPYKUNM MO NPUMEHEHMUIO.

Ons  nonydeHma AOCTOBEPHbIX pe3ynbTaToB Heobxoammo cTporoe cobntogeHune

WHCTPYKLMKM MO NPpMMeHeHnt0 Habopa peareHToB.

lMocne BCKpbITMS YMakoOBKM KOMMOHEHTbl Habopa peareHTOB creayeT XpaHuTb npwu

cneaywwmx ycnoBuax:

— BCe KOMMNOHeHTbl Habopa peareHToOB, 3@ UCKIOYeHMeM nonmmepasbl TexHoTaq MAX
(dbacoska U), cneagyer XpaHuTb B XONOAMNbHUKE WAN XONOAWIBHOW Kamepe npu
TemnepaTtype oT 2 °C go 8 °C B TeueHume BCero cpoka rogHocTn Habopa peareHToB;

— nonuMmepasy TexHoTaq MAX (dacoBka U) cnegyeT XpaHUTb B MOPO3UJIbHOM Kamepe
npu Temnepatype oT MMHYC 18 °C go MMHycC 22 °C B Te4eHne BCero cpoka rogHocTum
Habopa peareHToB;

— CcMecb ana amnandukaumMn n cMecb ANnsa amnandukaumm, 3anedyaTtaHHyo napaguHoMm,
cnepyet XpaHuTb B XONIOAWIbBHUKE WAW XONOAUSIbHOW KaMepe rnpu TeMmnepaTtype
oT 2 °C po 8 °C B 3alUMLLEHHOM OT CBETa MecTe B TedeHue BCero cpoka rogHocCTu
Habopa peareHToB.

Ha6opbl peareHToB C UCTEKLLUMM CPOKOM FOAHOCTM MPUMEHEHUIO HE MOoAexar.
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YKA3AHUA NO YTUWIN3ALNN

Mpn wncnonb3oBaHnM Habopa peareHToB B KJIMHMKO-AWMArHOCTUYECKOW nabopaTopum
obpasyloTca oTxoabl kKnacca B, KkoTopble yTUAM3UPYIOTCA B COOTBETCTBUM C
TpeboBaHmamm CanluH 2.1.3684-21 n MY 1.3.2569-09.

Habopbl peareHToB, NpuweawMe B HEMPUrOAHOCTb, B TOM YMC/IE B CBA3M C UCTEYEHUEM
CpOKa rogHoOCTU, MOBPEXAEHMEM YMaKOBKW, noanexaT yTunmM3aumu B COOTBETCTBUM C
TpeboBaHmamm CanlluH 2.1.3684-21.

FAPAHTUN N3ITOTOBUTENA

MpeanpusaTne-nsroToBuTeNb rapaHTMpyer  COOTBETCTBME Habopa peareHToB
TpeboBaHNAM TEXHUYECKUX YC/I0BMI Npu COBAOAEHUN YCTIOBUMI TPaHCNOPTUMPOBaHUS,

XpPaHeHNA N aKCcnnayaTtaunn, yCtaHoOB/IEHHbLIX TEXHUYECKNMN YCITOBUAMU.

Cpok rogHocTn Habopa peareHToB — 12 MecsiueB npu cobnwgeHum BCeX YC0BUN

TPaAHCMOPTUPOBAHMS, XPAHEHUS M 3KCIyaTaumm.

PEMOHT N TEXHUYECKOE OBCJ1Y)KXUBAHME

Ha6op peareHTOB npeaHasHayeH AN OAHOKPATHOrO MPUMEHEHUS U He MNoANEeXUT

TEXHMYECKOMY 06CNYXMBAHUIO N TEKYLLEMY PEMOHTY.
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CNMBO/J1bl, NCNOJIb3YEMbIE NP MAPKUPOBKE HAGOPA PEATEHTOB

MeaouumnHckoe nsgenne ans AMarHoCTuKu in vitro

TeMnepaTypHbIil AManasoH

Coaep>XxXmMoro AoCTaTovyHO AN NpoBeAeHUsa <n> TeCTOB

B0 << o] |3

Mcnonb3oBaTb A0

-
o
Jour’

Koa naptum (cepun)

[aTta narotoBneHus

O6paTVITer K MHCTPYKUMN NO NPUMEHEHUIO NN K MHCTPYKUNN
no NpUuMEHEHNIO B IJIEKTPOHHOM BUAE

H

HomMep no kaTtanory

al

MN3roTtoBuTenb

Y

£

He ponyckaTb BO34EeNCTBUS CONMHEYHOro CBeTa

HecTepunbHoO
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15 MEPEYEHb NPUMEHAEMbIX HALIMOHAJIbHbIX CTAHAAPTOB

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

FOCT 15.309-98 Cucrema pa3paboTkm n NOCTaHOBKM NMPOAYKLUWM Ha NpoM3BOACTBO. McnbiTaHus
W NpuveMKa BbiNyckaeMon npoaykumm. OCHOBHbIE MOSIOXEHUS

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

FOCT P 15.013-2016 Cucrema pas3paboTkm M MNOCTAaHOBKWM NpoAYKUMM Ha NpOU3BOACTBO.
MeauvunHckue nsgenms

FOCT P 51088-2013 MeguuunHCKue usgenust ans ANArHOoCTUKUM WMH BUTPO. PeareHTbl, Habopbl
peareHTOB, TeCT-CUCTEMbl, KOHTPOJIbHble MaTepuasnbl, NuTaTenbHble cpeabl. TpeboBaHusa K
n3genvsaM n noaaepXxuBarollen AOKYMeHTaunm

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

FOCT P NCO 15223-1-2023 W3genuna meauumHckme. CMMBObI, NMpUMeHsAeMble Af9 nepegayu
nHdopmMauunm, npeaoctasnaemMon nsrotosmtenem. Hacte 1. OCHoOBHble TpeboBaHMS

FOCT P NICO 18113-1-2015 MeauunmHckmne uspenusa Ans auMarHoctuku in vitro. WHdopmauwms,
npenocTasnsemMas miarotosuteneMm (Mapkuposka). Yactb 1. TepMuHbl, onpeaeneHus u obwme
TpeboBaHus

FOCT P NCO 18113-2-2015 MeauumHckne uspenusa Ana AuMarHocTuku in vitro. WHdopmauums,
npeaocTaBnsemMas U3rotoeutenemMm (Mapkumposka). Yactb 2. PeareHTbl Ans AWMarHOCTUKMK in vitro
Ana npodeccMoHanbHOro NpUMeHeHus

FOCT P UCO 23640-2015 MW3pennsa MeouvuUMHCKUE A19  AMArHOoCTMKKM in vitro. OueHka
CTabunbHOCTN peareHToB AN ANArHOCTUKM in Vvitro

FOCT P 53022.3-2008 TpeboBaHUS K KauyecTBY KAMHUYECKMX NabopaTopHbIX nccnegosannii, Y.3.

MpaBuna OUEeHKN KIIMHNYECKON MHPOPMATMBHOCTM 1abopaTopHbIX TECTOB.

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

(M3MEHEHHbIM) AOKYMEHTOM.
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16 ALOPEC ONAA OBPALLEHUA

MpoussoacTeo HabopoB peareHTOB MMEET CeEPTUDULMPOBAHHYIO CUCTEMY MEHEOXMEHTa
KayecTBa W COOTBETCTBYET TpeboBaHMAM CTaHAapTa CUCTEM MeHeaXMeHTa kadectBa ISO 9001
B obnacTtu paspaboTkum, NnpomnssoacTea n npogaxun IVD peareHToB 1 NpnbopoB A1 MONEKYASPHO-
reHeTUYeCcKoW AMArHoCTUKKW, U Apyroro nabopatopHoro npumeHeHus mn ISO 13485 B obnactu
pa3paboTku, npousBoacTBa M npoaaxu IVD peareHtoB n npubopoB Ans8 MeanLUHCKOMN

MOﬂeKynﬂpHO-FEHeTMHeCKOVI ANarHoCTukKu.

MpoussoauTenb: O6WecTBO C OrpaHUYEHHOW OTBETCTBEHHOCTbio «AHK-TexHonorms TC»
(000 «OHK-TexHonorua TC»), Poccus.

Appec npoussogurtensa: 117246, Poccus, r. MockBa, npoesg HayuHbin, 4. 20, ctpoeHune 4.

MecTto npousBoacTBa:
- 000 «OHK-TexHonorus TC», 117246, Poccus, r. MockBa, npoe3a HayuHbin, a. 20, ctpoeHue 4;
- 000 «HMNO [OHK-TexHonorusa», 142281, Poccusa, MockoBckas obnactb, r. [poTBMHO,

yn. XenesHogopoxHas, A. 3.

Mo BompocaM, KacawwMMmcs kadectBa Habopa peareHToB, cnegyeT obpawartbcs B
CNYy>X6y KNMEHTCKOM NoaaepXKU.
Cnyx6a KNMEHTCKOM NOAAEPXKKU:
8-800-200-75-15 (ansa Poccumn, 3BOHOK 6ecnnaTHbIn),
+7 (495) 640-16-93 (ansa crtpaH CHI v 3apybexbs, 3BOHOK MNJaTHbIN),

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

MapamMeTpbl TecTa, KOTOpble He06X0AMMO BHECTU B NporpaMMHoe obecneueHume
AeTeKkTupyrwmux amnnampukartopos «ATnpaim», «ATnant»
npu ucnonb3oBaHMun Habopa pearentoB FAPA-TEH

B ¢pacoBke S

1) KonunuectBo npobupok B Tecte - 1;
2) O61bEM peaKuUMOHHOM cMecn — 35 MK;
3) B okHe «[lporpamMma aMmnindumKkauum» BBECTU Cneaylowme napaMeTpbl:
Pe>xxum
N©
6n0Ka TemnepaTtypa, °C MWH C Yucno umknos ONTUYECKUNX Tun 6n0ka
n3mepeHun
80 0 30
1 1 Lnkn
94 1 30
94 0 30
2 5 Lnkn
64 0 15 v
94 0 10
3 35 Lnkn
64 0 15 %
4 94 0 5 1 Lnkn
5 101 XpaHeHue XpaHeHune
V - peXuM onTUUYECKUX U3MEPEHNA
4) BHecTu cnepyolwine napamMeTpbl KaHanoB AeTeKLUUN:
Fam Hex Rox Cy5 Cy5.5
Gardr_lere'//a BK ) ) )
vaginalis

1 - fonyckaeTca xpaHeHue npu Temnepatype 25 °C

39



Mpuno>xeHue b

MapamMeTpbl TecTa, KOTOpble He06X0AMMO BHECTU B NporpaMMHoe obecneueHume
AeTeKTupyrwmux amnampukartopoB «ATnpainm», «ATnant»
npu ucnonb3oBaHmun Habopa pearentoB FAPA-TEH

B ¢pacoBke U

1) KonuuyectBo npobupok B Tecte - 1;
2) O6béM peakUMOHHOM cMecu — 18 MKn;
3) B okHe «[lporpamMma aMmnindumKkauumnm» BBECTU Cneaylowme napaMeTpbl:
Pe>xxum
Ne
6n0Ka TemnepaTtypa, °C MWH C Yucno umknos ONTUYECKUX Tun 6noka
n3mepeHuim
80 0 5
1 15 Uukn
94 0 5
2 94 5 00 1 Lnkn
94 0 30
3 5 Uwnkn
64 0 15 %
94 0 10
4 35 Uukn
64 0 15 \
5 94 0 5 1 LUwnkn
6 101 XpaHeHune XpaHeHune
V - peXuM onTUUYECKUX U3MEPEHNA
4) BHecTu cnegyrowime napamMeTpbl KaHaNoB AeTeKUUN:
Fam Hex Rox Cy5 Cy5.5
Gard/ilere_//a BK ) ) )
vaginalis

1 - fonyckaeTca xpaHeHue npu Temnepatype 25 °C
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MpunoxxeHue B

MporpamMmmbl amMmnancpukaumm, 4onycTuMbie Npm UCrnosib3oBaHMm Habopa peareHToB
FAPA-TEH B ¢pacoBkax S, U

BHUMAHME! TIlpu MOJIOXKUTENbHbIN
YUYMTbIBAETCSA TOMLKO AN Tex obpasuos, AN KoTopbiX_3HadeHue Cp/Cq/Ct no kaHany

aerekumn Fam <35.

MCNOJIb30BaHMN  AaAHHbIX NporpamMm pe3ynbrart

Ta6bnuua B.1 - T[lporpaMma amMnaMbukauum AOns AETEKTUPYIOLWMX aMnaMbukaTopoB

«ATnpanm», «ATnant» (dacoska S)

Pe>xxum
Ne Yucno
TeMmnepatypa, °C MWH c ONTUYECKUX Tun 6noka
6n0ka LIMKN1I0B o
n3MepeHun
80 0 30
1 1 LUnkn
94 1 30
94 0 30
2 5 LUnkn
64 0 15 v
94 0 10
3 45 Lunkn
64 0 15 2\
4 94 0 5 1 LUnkn
5 10! XpaHeHue XpaHeHue
V - pexuM onTUUYECKUX U3MEPEHMNIA

Tabnuuya B.2 - MNporpamMmma amnandukaummn gnsa getektmpywwmnx amnandmkatopos CFX96
(dbacoBku S, U)

Bpemsa KonuuyectBo UnMknos
o o 14
N2 6noka (Step) TeMmnepartypa, °C MWH: CeK (noBTopoB)

1 80 01:00 1

2 94 01:30 1

3 94 0:15

50

4 64 v 0:20
Vv - pexuMm onTuuecknx usmepeHuit (Plate Read), ycTaHOBWUTb uM3MepeHue GyopecueHLnn Mo
Heob6xoaAnMbIM KaHanaMm getekumm (Fam, Hex) npu 64 °C

1 - fonyckaeTca xpaHeHue npu Temnepatype 25 °C
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Taénuuya

Applied Biosystems QuantStudio 5 (dacosku S, U)

B.3 -

MporpamMMa amnandukaumm

ANS  AeTeKTUpYLWmMx aMnandukaTopos

Craaua N2 wara Temnepatypa, °C Bpems, Konuuecrso uuknos
MMH: CeK (noBTOpOB)
CTaaus 1 80 01:00 1
yAepXaHua 2 94 01:30 1
1 94 0:20
Ctagunsa NupP 50
2 64 v 0:20
V - c60p AaHHbIX Ans HeobxoanMbix dyopodopos (Fam, Vic (Hex)) BkaoueH

Tabnuuya B.4 - [TlporpamMMa aMnandukauum aAnsg AETEKTUPYOWMX aMnandunkaTopos
«ATnpanm», «ATnant» (dacoska U)
Pexxum
Ne Yucno
6 Temnepartypa, °C MWH C ONTUYECKUX Tun 6n0ka
JIoKa UMKIJIOB o
U3MepeHun
80 0 5
1 15 Unkn
94 0 5
2 94 5 00 1 Lunkn
94 0 30
3 5 LUwnkn
64 0 15 v
94 0 10
4 45 Uunkn
64 0 15 v
5 94 0 5 1 LUunkn
6 101 XpaHeHue XpaHeHune
V - peXuM ONTUUYECKUX U3MEPEHNIA
Homep 443-4
2024-06-28

1 - fonyckaeTca xpaHeHue npu Temnepatype 25 °C
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