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CMUCOK COKPALLEHUA 1 OBO3HAYEHUI

B HacToswen MHCTPYKUNN NCNONb3YKTCA cnegyroumne CoKkpaleHna 1 0603HaueHus:

RCF - OT aHrn. relative centrifugal force, oTHocMTENbHOE YCKOpPEHUE LEHTPUDYTU
BK - BHYTPEHHUI KOHTPO/b

an - AOBEPUTENIbHbLIN UHTEpBa

OHK - Ae30KcnpuboHykenHoBast KMcioTa
OHKa3bl - Ae30KCUpUBOHYKeassbl

K- - oTpuuUaTesbHbI KOHTPOJbHbLIN 06pasel
K+ - NOAOXUTENbHbIN KOHTPOJIbHbLIN 0bpasel
JIKO - NabopaTopHbIN KOHTPOJIbHLIN 06pa3eL
HK - HyKnenHoBble kncnoTbl (PHK 1 HK)
Mnup - NosINMepasHas LuenHas peakuus
PHKa3bl - pnboHykneasbl
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BBEOEHUE

Mycoplasma genitalium 6bina Bnepsblie BbigeneHa B 1980 rogy. Mpu HanM4YnMm CMMNTOMOB
nHpekumsa Mycoplasma genitalium MoXxeT npoTekatb B Buae ypetputa (oCTporo u
XPOHMYECKOro), AN3ypumn, ypeTpanbHbiX BblaeneHnin, 6anaHonoctnta. OCnoxHeHnsaMm nHbekumnm
Mycoplasma genitalium y MyXuunH MOryT 6bITb CeKCyasibHO MPUOBPETEHHbIN PpeaKTUBHbIN apTpuT
W aNnananMuT.

[ns KeHWMH NnoKasaHa cBA3b Mexay nHdekumnein Mycoplasma genitalium v ypeTpuTom,
LepBMUMTOM, 3SHAOMETPUTOM W BOCManuTesbHbiIMM 3aboneBaHMsMM OpraHoB Masioro Tasa,
npexaeBpeMeHHbIMM  pogaMn, CMNOHTAHHbIM abopTOM UM  MOBbIWEHHbIM PUCKOM TpybHOro
becnnogusa. lMepepavya Mycoplasma  genitalium B  OCHOBHOM  MNpoOUCXOAMT  TMYyTEM
HEenocpeaACTBEHHOr0 KOHTaKTa CAM3UCTbIX 0060/104eK MpU MOJIOBbIX KOHTaKTax, B TOM 4ucie
@HOreHUTasNbHbIX.

MpuMmeHeHne Habopa peareHToB Ans BbigBneHns [OHK Mukonnasmbl reHutanmym
(Mycoplasma genitalium) no3BoNseT CBOEBPEMEHHO BbISABUTb BO3byauTeNns M Ha3HauuTb
neyeHne, B TOM 4ucC/ie M C MCNONb30BaHWEM creundunyeckmx npenapatos. Habop peareHToB
MOXET MCMOoJ/Ib30BaTbCSA AN KOHTPOJIS YCNELWHOCTU IeYEeHNS NMyTeM MOBTOPHbIX UCCeA0BaHUN.
OTpuuaTenbHbln pe3ynbTaT NCCNeaoBaHMs NO3BONSET UCKOUYMTb MMKOMIA3M0O3 NPM NpoBeAEHUMN

anddepeHumanbHoM AnarHoCTMKN 3abonesaHun.
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1 NPEAHA3HAYEHHOE NPUMEHEHMUE

1.1 MonHoe HamMmeHoBaHWe Habopa peareHToB: Habop peareHToB Ans BbissBneHuna OHK
MukonnasMmel reHutannym (Mycoplasma genitalium) mMeToaOM MOAMMEPA3HOM LEnHOW peakuuu

(NJJA3MOIEH-Mr), nanee no TekcTy — Habop peareHToB.

1.2 HasHauyeHue: Habop peareHTOB MpeaHasHayeH Ans BbisBneHms OHK Mukonnasmel
reHntanmym (Mycoplasma genitalium) metogom MLUP B 6uonornyeckom matepuane 4yenoBeka:

cockobbl anMTeNnmManbHbIX KNETOK U3 YPOreHUTa bHOro TpakTa, Mo4va, CeKpeT NpocTaThbl, I9KyNAT.
1.3 QOYHKUMOHANbHOE Ha3HavyeHue: AnarHocTuka in vitro.

1.4 MokazaHus K npoeeageHuo nccneaoBaHuA: CUMMNTOMBI MHCbEKLI,VIOHHOFO nnn
BOCManuTenbHOro 3aboneBaHnss MOYENOA0BOr0 TpaKTa, KOHTPOJIb JIie4eEHNA MUKOMJ/1a3MO3a.

MpoTMBOMOKasaHWn K MPUMEHEHUIO HET.

1.5 MonynsaumoHHble U gemorpadumyeckme acnekTbl: MnpuMeHeHne Habopa peareHToB

HE 3aBUCUT OT NONYNALUNOHHbLIX U ,D,eMOFpa(bVI‘-IeCKMX aCneKToB.

1.6 O6bnactb NMPpUMEHEHNA ! Ha60p pe€areHToB MOXET 6bITb MCNOMb30BaH B KJIMHUKO-

AVArHOCTUYECKMX 1abopaTopusX MEANLMHCKUX YUPEXAEHUNA.

1.7 MoTeHuManbHbIE NOMbL30BATENN: KBAaNMPULUMPOBAHHLIA NepcoHasn, 0by4YeHHbIn MeTodaM
MOJIEKYIAIPHON AMArHOCTUKM M NpaBuaaM paboTbl B KIMHUKO-AMArHoctnyeckom nabopatopun:
Bpauy KIIMHUKO-AMarHocTtnyeckom  nabopartopuu, denbgwep-nabopaHt  (MeAULUHCKUI

nabopaTopHbIf TEXHUK).

1.8 MpuMeHsaTb Habop peareHTOB CTPOro MO Ha3HAYEHUIO COM/TaCcHO AAHHOWM WMHCTPYKLUMK NO

NPUMEHEHNIO.



MJIASMOFEH-Mr |

WHCTPYKUMS N0 NPUMEHEHUIO

2 XAPAKTEPUCTUKA HABOPA PEATEHTOB

2.1

CocTaB Habopa peareHToB

| 440-5 ot 19 deBpans 2025 ropa

’ AHK-TEXHONOruA

R1-P103-S3/9, chacoBka S, CcTpmnbl

N Konunuectso HoMUHanbHbIM
HanmeHoBaHMe KOMMNOHEHTa BHewHun Bna N
npobupok 06bEM KOMMOHeHTa
Mpo3payHas becuBeTHas wuam
CMmecb ana aMmnnmdukaumnm, po3p H 12 cTtpunos
po30Bas XWAKOCTb Noja no 20 mkn
3arne4dyaTaHHas napaguHoM rno 8 npobupok
BOCKOO6pasHbIM 6enbiM cnoem
PacteBop Tag-nonnmepassbl Mpo3payHas 6ecuBeTHas XUAKOCTb | 2 Npobupku rno 500 mkn
Mpo3pauHasa 6ecuBeTHas BA3Kas
MuHepanbHoe Macno posp 4 2 npobupku no 1,0 mn
MacnsHUCTas XWAKOCTb
MonoXxnTenbHbl
. 1 Mpo3payHas 6ecuseTHasn XnAKocTb | 1 npobupka 130 mkn
KOHTpPOJIbHbIN 06pa3zew
KpbIWKK Ana cTpunos 12 wr.

R1-P103-23/9, cbacoBka S, npobupku

HanmeHoBaHMe KOMMNOHEHTa

BHewHun Bua

Konnyectso
npo6upok

HoMuHanbHbIN
06BbEM KOMMOHEHTA

Cmecb Ansa amnandukaumm,

Mpo3payHasa 6ecuBeTHas unu

KOHTPO/bHbIN 06pazew!

po30Bas XNAKOCTb Noja 96 npobupok no 20 mMkn
3anevaTaHHas napaduHoOM
BOCKOO6pa3HbIM 6enbiM cnoem
PactBop Tag-nonunmepassl Mpo3payHas 6ecuBeTHasn XUAKOCTb | 2 Npobupku no 500 mkn
Mpo3payHasg 6ecuBeTHasa BA3Kas
MunHepanbHoe Macno po3p H 2 npobupkmn rno 1,0 mn
MacCnsaHUCTasA XUAKOCTb
MonoxunTenbHbI
Mpo3pauHas 6ecuBeTHas XnakocTb | 1 npobupka 130 MKn

R1-P103-UA/9, dpacoBka U

KOHTPO/bHbIN 06pazeu!

. Konuuyectso HoMUHanbHbIM
HanmeHoBaHMe KOMMoHeHTa BHewHun Bug N
npobumpok 06bEM KOMMNOHEHTa
Mpo3pauHasa 6ecuBeTHas wunu
Cmecb ana amnavdurkaunm posp 4 1 npobupka 600 mMkn
po30Bas XUAKOCTb
Mpo3pauHasa 6ecuBeTHas BA3Kas
MonumMepasa TexHoTag MAX posp 4 1 npobupka 30 Mkn
XNAKOCTb
NuP-6ydep Mpo3payHas 6ecuBeTHasn xnakoctb | 1 npobupka 600 Mkn
MonoXuTenbHbIN
Mpo3payHasa 6ecuBeTHas XnAKoCTb | 1 npobupka 130 mkn

Bce KOMMNOHEHTHI

Habopa peareHToOB TrOTOBbl K

AONOHUTENBLHOW NOAroTOBKU K paboTe.

KOoMNAeKTHOCTb:

NMPUMEHEHNID U

- Habop peareHToB B O4HOM M3 BapMaHTOB UCMOJIHEHMS — 1 WT.

- MHCTpYKUMA NO NpUMEHEHUI0 — 1 3K3.

- Bknagbiw - 1 5K3.

- MacnopTt — 1 3K3.

He TpebytoT

1 - Ha 3TMKeTKe KOMMOHEHTA Ana Bcex d)aCOBOK «MonoXnTenbHbIN KOHTpOJ'IbeIVI o6pa3eL|,>> YKa3blBa€TCA

Kak «K+»
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2.2 KonnuectBo aHanmn3npyemMbix o6pa3Los

Habop peareHToB B (pacoBke S paccumTaH Ha npoBeaeHne 96 onpeaeneHuit (He 6onee
24 NoCTaHOBOK), BK/lOYas aHanuM3 HeW3BEeCTHbIX 06pa3uoB, OTPULATENbHbIX KOHTPOJSIbHbIX
06pasuLoB N NONOXKUTENbHBIX KOHTPOJIbHbLIX 06pa3LoB.

Habop peareHToB B (pacoBke U paccumTaH Ha nposeaeHume 96 onpeaeneHni npmn yciosum
NOCTaHOBKM He MeHee 5 o06pasuoB B OAHOM uMccnenoBaHMM (3 HEM3BECTHbIX obpasua,

oTpuUaTeNbHbIN U MONOXUTENbHbIN KOHTPOJIbHbIE 06pa3ubl).

2.3 MpuHUMN MeTona

Metoa: MonumepasHasa uenHas peakumsa (MUP) c peTtekumeinn pesynbTaToB B pexumme
peanbHOro BpEMeHU, KayeCTBEHHbI aHanms.

MpuMHUMN MeToaa OCHOBaAH Ha WCMONb30BaHMKM npouecca amnandukaumn OHK
C NoMouWwblo nosimMmepasHon uenHon peakuunm (MUP). Mpouecc amnandukaumm 3akryaeTcs
B CEpMN MOBTOPSAIOLWNXCS UWMKNOB TemnepaTtypHoW geHatypaumn [OHK, oTxura nparniMmepos
C KOMMNEMEHTapHbIMKW NOC/eA0BaTeIbHOCTAMM U MOCAeAyowWen AOCTPONKN NONHYKNEOTUAHbIX
uenen c aTux npariMepos Tag-noamMmMepason.

Ons noBbIWEHUS YYBCTBUTESIBHOCTU U CrneuyudUUHOCTM peakunum npeaycMoTpeHO
NpUMEHEHNe <«ropsdero» crapta, KOTOpbii obecneumBaeTca Ansa HacoBKM S MeTOAUKOM
NPUroTOB/IEHNS PEeaKLMOHHOM CMEeCK, COCTOSLLEN M3 ABYX C/I0EB, pasaenéHHbIX NMPOCNONKON 13
napaduHa. CMelweHne CNoés M npeBpalleHMe UX B peakUMOHHYH CMeCb MPOMCXOAMT TONbKO
nocne nnasneHnss napadwuHa, UYTO WCKIKYaeT Hecneunduyeckmin OTXUr npariMepoB
Ha [AHK-MuweHn npw HayanbHOM nporpese nNpobupku. «lopaumin» ctapT ana dacoskm U
obecneunBaeTcs MCNONb30BaHMEM NOANMMeEpPa3bl, aKTUBHOCTb KOTOPOW 6/10KMpOBaHa aHTUTeNamMu,
aKkTneauus depMeHTa NpomMcxoauT TONbKO Mocse npeaBapuUTesibHOro rMporpeBa peakuMoHHOM
cMecn npu 94 °C. DTo mMckn4aeT Hecneunduyeckmin omxur nparMepos Ha JHK-muweHn npu
HavyanbHOM nporpese Npobupku.

B peakuunoHHyto cMecb ans amnamdukaumm seegeHbl JHK-30HAbI, KaXablil U3 KOTOPbIX
coaepxut dnyopecueHTHYO MeTKy W racutens dnyopecueHumn. [pu  obpasoBaHum
cneundudeckoro npoaykrta AHK-30HA4 pa3pyllaercsa, AencTBue racmtenss Ha hyopecueHTHYo
MEeTKYy npekpawaeTcs, 4YTo BeAéT K BO3pacTaHU YpoBHSA dayopecueHUnn, KOTOpbIi
duKcmpyeTcs AeTEKTUPYOWMM aMiNnduUKaTopoM.

KonnuyectBo paspylleHHbIX 30HAO0B (@, cnejoBaTenibHO, U YpPOBEHb dnyopecueHumn)
yBenn4nmBaeTcs nponopunoHanbHO Konnyectsy obpasoBasBlunxcs cneundunyeckmx amnanKoHOB.
YpoBeHb hnyopecueHUMN N3MepPSEeTCa Ha KaxaoM umkne amnandukaumm B pexuMme peasbHOoro
BpeMeHM.

B coctaB cmecn ana amnnudukaumm BKIKYEH BHYTPEHHMN KOHTponb (BK), koTOpbIn
npeAHasHa4vyeH Ans KOHTPONS NPOXOXAEHUS NOSIMMEPA3HON LEnHON peakumu.

B coctaB [OHK-30HO0B, MCNOMb3YHWMUXCA AN9 AETEeKUMM NpoayKTa amnandukauum
nckomon OHK, BkntoyeHa dayopecueHTHas MeTka Fam. B coctas HK-30HA0B, MCNOMb3YOLWMXCS
ONs AeTekunn npoaykrta amnandukaumnm BHYTPEHHEro KOHTPOSS, BXOAUT (yopeCLeHTHbIN

KpacuTenb Hex. B Tabnuue 1 npuBeAeHbl KaHanbl AeTEKLUUN NPOAYKTOB aMnanduKaumm.
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Ta6bnuua 1 - KaHanbl getekumy npoayKToB amMnandukaumm

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

Mycoplasma genitalium BK - - _

NccnegoBaHme cocTomT M3 caeaylowmnx atanos: BoigeneHne AHK (npobonogrotoBka) m
NnupP-amnandunkauma AHK B pexmme peanbHOro BpEMEHU C UCNO/b30BaHMeM Habopa peareHToB
MNJIASMOIEH-Mr.

3 AHANTUTUYECKUE N ANATHOCTUYECKUNE XAPAKTEPUCTUKHA

3.1 AHanuTn4yeckas cneundmnyHoOCTb

B obpasuax 6uonormyeckoro maTtepuana 4enoseka, cogepxawmx OHK Mycoplasma
genitalium, nporpamMmHoe obecneyeHne  pgeTekTUpylowero amnamdukartopa  AOKHO
pErncCTpUpoBaTb MONOXWUTENbHbIM pe3ynbTaT aMnandgukauum cneundurnyeckoro npoaykrta
(bparmenTta AHK Mycoplasma genitalium) no kaHany getekuun Fam/Green.

B o6pa3uax buonornueckoro matepuana, He cogepxawmnx AHK Mycoplasma genitalium,
OETEKTUPYIOWNA  aMnanduKaTop OOKEH perncTtpyuposaTb  OTpuuUaTeNnbHbln  pe3ynbTaT
amnandukaumn cneumduyeckoro npoaykra (dparmeHTa reHoma Mycoplasma genitalium) no
KaHany petekumm Fam/Green M MONOXWUTENbHbIM pe3ynbTaT amMnandukaumum BHYTpPEHHEro
KOHTPOSS No KaHany aetekumn Hex/Yellow/Vic.

MNMokasaHo OTCYTCTBME Hecneumduyecknx NonoXMTeNbHbIX pe3ybTaToB aMnandukaumm
npu Hanuuum B obpasue OHK Ureaplasma urealyticum, Gardnerella vaginalis, Mycoplasma
hominis, Ureaplasma parvum, Neisseria gonorrhoeae, Candida albicans, Chlamydia trachomatis,
Trichomonas vaginalis, Streptococcus spp., Staphylococcus spp., a Takxe OHK uyenoBeka B

KOHUeHTpauun ao 1,0x108 konuii/mMn obpasua.

3.2 NHTepdepupytoume BewecTsa

Hannume wuHrubutopos [MLUP B o6pa3sue 6Guonormyeckoro martepumana MOXeT 6biTb
MPUYMHON COMHUTENbHLIX (HeomnpeaenéHHbIX/HeAOCTOBEPHbIX) pe3ynbTaTtoB. [puM3HaKoM
MHrnébmposanusa TLUP gBnsetrca oAHOBpeMeHHOe OTCYyTCTBME aMnindukaunum BHYTPEHHero
KOHTpPOAS 1 cneunduryeckoro npoaykra.

K nHrmbmntopam MLUP oTHOCATCA cneayrowme BewecTsa: NpucyTcTeme B obpasue cinsmy,
npumecer KpoBu; nybpunKaHTbl, TasbK, MECTHbIE NNIEKapCTBEHHbIe npenapaThbl.

0na cHuxeHnsa konnyectsa nHrnbutopos MUP Heob6xoanmo cobntogaTbh npasuia B3ATUS
6uonornyeckoro matepuana. Npun nogo3peHnM Ha Hanmuue B obpasue 60sbIOr0 KoMYyecTBa
nHrnbutopos TUP pekomeHayeTcsa BblbupaTb MeToabl BblaeneHus [OHK, nossonswowume
MaKCUManbHO yAanuTb WHrnbutopbl [MUP wn3 obpa3ua, He pekoMeHAyeTCs MCNonb30BaThb

aKcnpecc-MeToabl BbliaeneHunsa JHK.
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3.3 Mpenen obHapyxeHus:

5 konun AHK Mycoplasma genitalium Ha aMmnanduKaymMoHHY Npobupky.

Mpenen o6HapyXXeHWsI YCTAHOBMEH MNyTeM aHanu3a CepuiiHbIX  pa3BeAeHUi
nabopaTopHoro KoHTposibHoro obpasua (JIKO). Ons kaxaon KoHueHTpauunm 6bl10 npoBeaeHo

94 onpepeneHus.

KoHueHTpauusa JIKO, Konnuecrso %
- KonuuectBo
KON Ha aMNNINUNKALNOHHYIO MOJIOXKUTEJIbHbIX MOJIOXKUTEJIbHbIX
noBTOPOB
npo6upky pe3yJ/ibTaToB pe3ynbTaTtoB
10 94 94 100
5 94 94 100
2 94 86 91,5
0 94 0 0,0
MpuMmeuvaHune - [lpepen obHapyxeHua OHK Mycoplasma genitalium B obpa3sue 3aBMCUMT OT MeToAa

npobonoarotoskn obpasua n KoHeyHoro o6véma BoigeneHHon JHK (o6béma anoumn).

Mpumep:

Mpeaen obHapyxeHus 5 konuii Ha aMNANPUKALUMOHHYIO NPO6MPKY COOTBETCTBYET CAeAYHLNM
3HaYeHUaM KOHUEHTpauum OHK Mycoplasma genitalium npu MCMNOJIb30BaHUN
HabopoB/KOMMAEKTOB AN BblAENEHUS HYKNEUHOBBLIX KUCAOT npoussoactBa 000 «OHK-

TexHonorunsa TC»:

Ha6opbl/KkOoMNNEKTbI AJ1A BblAe/I€eHUS HYKJIEUHOBbIX KMCJ1IOT
5 NMPOBA-MY-
O6pazey PANNA NPOBA-
MPOBA-HK MPOBA-TC T ST PANUA
B 300 Mkn)
- Cockob anutenuanbHbIX
knetok B 500 MKkn
TPaHCNOPTHOW cpeabl;
- 2akynat B 500 Mkn
TPAHCMNOPTHOWN cpeabl; 50 100 300 500
- CekpeT npocTtaThl kKonuii/obpasel, konui/obpasey | konwuii/obpasely, konuii/obpasel,
B 500 MKN TpaHCNOpPTHOM
cpeabl;
- Moua (npw BblgeneHun
n3 1,0 mn obpasua)
3.4 AunarHocTnyeckne xapakTepucTuku

Konunyectso obpasuos (n) — 398;
JnarHocTmyeckas 4yBCTBUTENbHOCTb cocTaBnaseT (95% [AN): 98,0% (92,0-98,0%);

OnarHocTtmnyeckas cneumduyHocTb coctasnseT (95% AN): 100% (99,1-100%).
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4 MEPbI MPEAOCTOPOXXXHOCTH

Opranusauma pabotbl [LP-nabopatopuu, obopypoBaHue u MaTepuanbl LOSXKHbI
cooTBeTcTBOBaThb TpeboBaHmsaM MOCT P MCO 15190-2023, meToamyeckmx ykasaHuii MY 1.3.2569-09
«OpraHusaumnsa paboTbl nabopaTopuii, UCNOAb3YKOLWNX MeToAbl aMnaMduKaumm HYKIEMHOBbIX
KMUcnoT, npu paboTte ¢ MatepmanoM, cogep)xawmmMm MmkpoopraHmambl I-IV rpynn natoreHHoOCTU»,
c cobnopgeHnem CaHUTapHbIX npasun " HOpM CaHnllunH 3.3686-21 «CaHuTapHo-
annaeMmnonornyeckne TpebosaHus no npodunakTMke MHMOEKUNOHHbIX 6onesHen».

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

Mpu pabote ¢ MukpoopraHmamamm I-IV rpynn natoreHHoCTu BbI6Op TMMa 3aWMUTHOro
KocTioma (pabouer ogexabl M CpeacTB MHAMBUAYA/IbHOW 3awWuTbl) MNPOBOAUTCS B CTPOrOM
COOTBETCTBMW C CaHUTaApHbIMUK NpaBunamMu n Hopmamm CaHluH 3.3686-21 1 onpenensaeTcss BUAOM
Bo36yauTens, pabouel 30HOI, OCHaweHMeM ee 6okcamu buonornyeckon 6esonacHoOCTu.

CnepyeT ncnonb3oBaTh TO/IbKO OAHOPA30Bble HAKOHEYHMKN U NMPO6bmpKM.

He ponyckaeTcs WCNOAb30BaHWE OAHMX W TeX Xe HaKoHeyHMKoB npu obpaboTke
pa3nnyHbix o6pa3uos bnonorMyeckoro matepuana.

K pabote ¢ Habopom peareHTOB JOMycCKaeTca nepcoHan, obydeHHbl MeToAaMm
MOJIEKYNIAPHOM ANArHOCTUKM M nNpaBunamM paboTbl B KIIMHUKO-AMArHOCTMYECKON nabopaTopun.

Boiaenenne AHK cneayet nposoanTb B Hokcax buonormyeckon 6esonacHoctum II knacca.
MoaroTtoBky k MLP c ncnonb3osaHneM Habopa peareHTOB BO3MOXHO npoBoauTb B ML P-60kcax.

3anpewaeTca nepemelleHne nabopaTtopHoro ob6opyaoBaHUsA, B TOM 4Yucne A03aTOpoB,
WTaTMBOB, J1labopaTOPHOM MOCyAbl, XanaToB, rofOBHbIX Y6OpoB M nNp., a TakXe pacTBOPOB
peareHToB U3 OAHOro NMOMeLeHnsa B Apyroe.

[losaTopbl AOMKHbI 6bITb COOTBETCTBYHOWMM 06pa3oM noBepeHbl (B aKKpeAMTOBaHHbIX
nabopaTopuax) n NpoMapKMpoBaHbl.

Ncnonb3oBaHHble OAHOPAa30Bble MPUHAANEXHOCTU (NMPOBUMPKKM, HAKOHEYHUKW U Ap.)
OO/MKHbI  cbpacbiBaTbC B KOHTeMHep  AN8  MeAMUMHCKMX  OTX0A0B,  CoAepXXalimi
Ae3nHduumpyowmnin pacteop (Npn HeobxoanmmocTtn).

MoBepxHOCTM pabounx CTOMOB, @ TaKXe NOMeLLEHNS, B KOTOPbIX MPOBOANTCS BblAesIeHne
HK wn noctaHoeka [lUP, cneayer obsizatenbHo, 40 M nocne nposegeHus paboTt, obnayyatb C
NOMOLLbI0O BaKTepuUUMAHbIX YCTAaHOBOK B TeyeHue 30 MUHYT.

Bce noBepxHocTn B nabopatopumn (paboume cTtonbl, wWTaTuebl, obopyaoBaHne un ap.)
eXXegHeBHO MoABepratoT BaxHon ybopke C MpUMEHEeHMEM Ae3UHPUUUPYOLWMX/MOKLWMX

CpeAacTB, pernaMeHTUpPOBaHHbIX CaHUTapHbIMX NpasuiamMu n Hopmamm CanluH 3.3686-21.

BHMUMAHME! YTunmnsumposatb 0TX0Abl C npoaykTamu MNLP HeobxoanmMo ToNbKO B 3aKpbITOM BUAE.
He ponyckaeTcs OTKpbiBaTb NpobuMpKK nocne amnamdukaumm, Tak Kak 3TO MOXeT NpuMBeCcTU K

KOHTaMuHaumun npoayktamum MUP (MY 1.3.2569-09).
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Mpn uncnonb3oBaHnMM Habopa peareHTOB B KAMHUKO-AMarHoctuyeckom nabopaTtopum
obpas3ylTcs 0TX0Abl Kfhacca B, KOTopble YyTUAM3MPYKOTCA B COOTBETCTBMM C TpeboBaHMSAMMU
CaHuTapHbiX npasun U HopM CaHluH 2.1.3684-21 «CaHuTapHo-3anunaeMuonormyeckme
TpeboBaHUS K coaepXaHWUIO TEPPUTOPUIN TOPOACKNX U CENTbCKUX NOCENEeHUN, K BOAHbIM O6beKkTaM,
NUTbEBOM BOAE U MNUTLEBOMY BOAOCHabXeHWto, aTMochepHOMY BO34yXY, MOYBaM, XWUSbIM
noMeLleHnsaM, 3KCnayaTaunum nNpousBOACTBEHHbIX, 06WECTBEHHbIX MOMELLEeHUA, OpraHnu3aunum u

NpoBeAEHNI0 CAHNUTApPHO-NMPOTMBOINMAEMUYECKNX (NPODUNAKTUHECKNX) MEPONPUATUI».

OnacHble KOMMOHEHThLI B HAabope peareHToB

Hanuuue/otcyrcrBue

KoMmnoHeHT Habopa OMacHOro KOMroHeHTa
DeareHTon P YKasaHue Ha pUCKM
dacoBka S ®dacoska U
CMecb ana amnaudukaumu, HeT onacHbIX
3anevyaTaHHas napaguHOM BELLECTB
HeT onacHbIX
PacTteBop Tag-nonnmMepassbl - -
BELLECTB
HeT onacHbIX
MunHepanbHoe Macno - -
BeLWecTB
HeT onacHbIX
Cmechb ana amnamdurkaunm - -
BellecTB
HeT onacHbIX
Monnmepasa TexHoTaq MAX - -
BeLlecTB
HeT onacHbIX
nup-6ydep - -
BeLlecTB
o He knaccuopuumnpyertcs
MonoxunTenbHbIN A3up HaTpus A3up HaTpusa v(b Hpy
o KaK OrMacHbIW 45149 340p0OBbS
KOHTPO/bHbIN 06pasel MmeHee 0,1% MmeHee 0,1% .
yenoBeKa U OKpyXatollen cpeabl

MNpu paboTe c HabopoM peareHTOB cCllefyeT MCMoJ/Ib30BaTb CPEACTBA MHAVUBUAYANbHOM
3aluTbl A58 NpeaoTBpalleHUss KOHTaKTa C OpraHu3MoM 4yenoBeka. [locnie oKoH4YaHus paboThbl
TWaTeNbHO BbIMbITb PYKU. M36eraTb KOHTaKTa C KOXeW, rnasamMmm U CiM3nctbiMn 060/104KaMu.

MpX MCNONb30BaHUKU NO Ha3HAUYEHMUIO U COBMIAEHUN Mep NPeaoCTOPOXHOCTU KOHTAKT C
OpraHU3MOM YefloBeKa UCKJ/TIOYEH.

He ncnonbsoBaTtb Habop peareHToB:

- Npu HapyLIEHUN YCNOBUIA TPAHCMOPTUPOBAHUSA U XPAHEHUS;

- NnpyM HECOOTBETCTBMM BHELIHErO BMAA PEAreHTOB, YKasaHHOro B Macrnoprte K Habopy
peareHToB;

- Npu HapyLIEeHUN BHYTPEHHEN YyNaKoBKM KOMMOHEHTOB Habopa peareHToB;

- Mo UCTEYEHUNIO CpOKa roAgHOCTM Habopa peareHToB.

MpumeyaHune - Habop peareHTOB He COAEPXXUT MaTepuasnoB 6GMOIOMMYECKOro MPOUCXOXAEHMS,
BELLECTB B KOHLEHTpauusax, 061aaaloWmnx KaHUeporeHHbIM, MyTareHHbIM AENCTBUEM, a TaKXE BAMSAIOLLINX
Ha penpoayKTUBHYO GYHKUMIO 4denoBeka. lNpu MCNofb30BaHUW MO Ha3HAYeHUO U COBMAEHUN Mep

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

pacxXogHble MaTeEpUalbl:

dacoBka U,

dacoBka S
AO3MpOBaHue

O6opynoBaHue, peareHTbl U pacxoaHble MaTepuasbl

cTpunbl! | Npo6upkK | pyyHoe asromaru-
3poOBaHHOE
MuP-60kc na na na na
aMnnuduKkaTop C AeTeKLUMEN B pexnuMe peanbHOro BpeMeHn? aa aa aa aas
MUKPOLLEHTpUdYra-BopTeKc za na na fa
0TOp AN MUKPOLEHTPUPYrn-BOPTEKCA ANA CTPUMOBAHHbIX
poTop A PoLEHTP by P A P aa HeT HeT HeT
npobmpok o6EMoM 0,2 Mn
XONOANNBHUK C MOPO3WUJIbHOMN KaMepo za na na na
WTaTMB «paboyee MecTo» Ans Npobupok o6bEMOM 0,2 MA HeT aa aa HeT
WTaTMB «paboyee MecTo» AN CTPUMOBAHHbLIX MPO6MPOK
fa HeT HeT HeT

ob6bémom 0,2 mMn
wTaTuB «paboyee Mecto» ana npobupok ob6bémMom 1,5 mn Aa ha ha ha
[03aTOpbl MexaHM4YeCcKmne UIu 3/1IEKTPOHHbIE NepeMEeHHOro
o6béMa ogHOKaHasbHble, No3BoAsAWME 0TOMpaTh 06BLEM
xunakoctn ot 2,0 go 20 Mk, ot 20 go 200 mMkn,

ot 200 no 1000 mMkn

OAHOpa30Bble HaKOHEYHUKN C PUIbTPOM AN
nonyaBTOMaTM4YeCKMX A03aTOpoB, cBob6oAHble 0T PHKas u na aa aa na
OHKa3, 06béMoM 20 MKnN

OAHOPa30Bble HAaKOHEYHUKN AJ151 NONyaBTOMaTUYECKUX

Aa Aa Aa Aa

posartopoB, cBoboaHble oT PHKa3 u [JHKa3, o6vémom, 200 Mk, na na na aa
1000 mkn
WwTaTtMB AN 403aTOPOB ha ha ha aa
Npobupkn MUKpoLEeHTPUPYKHble 06BbEMOM 1,5 M C KpbIWKaMm, na na na na
ceBobogHble oT PHKa3 n HKas3
npobmpkn amnandukaymoHHbole 06bémom 0,2 M C KpbllKaMu,
HeT HeT aa HeT
cBob6oaHble oT PHKa3 un AHKa3
OZHOpa30Bble NepyYyaTkn MeanumnHckmne, 6e3 Tanbka
[IHOP p an / / na na na na
TEKCTYpPUpPOBaHHbIE
éMKOCTb ANna cbpoca MCrnoab30BaHHbIX HAKOHEYHMKOB,
Aa ha ha aa
NpobMpoK 1 ApYrux pacxofHbIX MaTepnasnos
YcTponcTeo go3uvpytowiee ATCTpuM
rno TY 9443-005-96301278-2012 B BapmaHTe UCNOAHEHUS
HeT HeT HeT aa
12M1 nnn 15M1, OO0 «HMNO AHK-TexHonornsa», Poccus,
PY N¢ P3H 2015/2982, nanee no tekcty — ATcTpum
0AHOpPa30Bble HAKOHEYHUKN C PUNLTPOM AN A03MPYIOLLEro
ycTporictBa ATcTpuM B KoMnnekTaumn *M1, ceoboaHble
. HeT HeT HeT na
ot PHKa3 n JHKa3, o6bémoM 200 MK MM peKoMeHAO0BaHHbIe
ANS @aHaNnoOrM4yHoOro UCNosab3yeMoro A03MpyoLWero yCTponcTea
YCTpoOWCTBO AN5 3anedaTbiBaHUsa nnaHweTtos [Tnak, et et et na
000 «HMNO OHK-TexHonorusa», Poccus
ueHTpudyra c RCF (g) He Huxe 100, c agantepoMm ans et et et na
MUKPOMJIaHLETOB
nosMMepHas TepmonnéHka Ans 3anedyatbiBaHUs
HeT HeT HeT na
MWUKPOMJaHLWeToB
MukponaaHwet MUP 384 nyHku HeT HeT HeT na

dunsmnonornyecknin pacteop (0,9% NaCl) ctepunbHbIn (Mpy HEO6XO0ANMOCTU)

TpaHcnopTHasa cpeaa (Npu Heob6X0AMMOCTU), PEKOMEHAYIOTCS:

— TpaHcnopTHasg cpega ans 6uonpob CTOP-® no TY 21.20.23-101-46482062-2019,
000 «OHK-TexHonorusa TC», Poccus, PY N2 P3H 2020/9640;

— TpaHcnopTHasa cpega ans 6uonpob ¢ mykonutmkom (CTOP-M) no TY 21.20.23-102-46482062-2019,
000 «[HK-TexHonorusa TC», Poccusa, PY N2 P3H 2019/9453 (ana cockoboB anuTenmnasnbHbIX KNETOK
M3 YpOoreHuUTasibHoOro Tpaxkrta)
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dacoBka U,
AO3MpOBaHue
aBToMaTu-
3poOBaHHOE

Habop/KOMMNMNEKT peareHToB Ans BblaeneHmns HK n3 6Monornyeckoro matepurana®, pekoMeHAyTCS:

— KoMnnekT peareHToB Ans BblAeNneHns HyknenHoBbix kncnoT NMPOBA-HK/MPOBA-HK-IMJTHOC
no TY 9398-035-46482062-2009 B popme komnnekTaumm: komnaekTt NMPOBA-HK,
000 «[OHK-TexHonormna TC», Poccus, PY N2 ®CP 2010/08867;

— KomnnekT peareHtoB ans sbigenexHna JHK no TY 9398-037-46482062-2009 B hopMe KOMMNEKTaLMK:
MPOBA-TC, 000 «AHK-TexHonorus TC», Poccusi, PY N2 ®CP 2010/08696;

— Habop peareHToB An5 BblAeneHns HyknenHoBbix kmncioT NMPOBA-MY no TY 9398-088-46482062-2016
B bopme komnnekTauum NMPOBA-MY-PAMNNLI, OO0 «AHK-TexHonorus TC», Poccus,
PY N¢ P3H 2017/5753;

— KoMnnekT peareHToB An4 BblgeneHunsa AHK MPOBA-PANNA no TY 9398-015-46482062-2008,
000 «OHK-TexHonorusa TC», Poccus, PY N2 ®CP 2008/02939.

MpuMeuvaHua k Tabnuue:

1 - He ucnonb3yeTcsa AN AeTeKTUpylollero aMmnandunkaTopa Rotor-Gene Q

2 — fganee no TEKCTY — AETEKTUPYOLWMIA aMnnandukaTop; TpebyeMble napaMeTpbl AETEKTUPYOLLMX
aMnAN@UKaTopoB yKasaHbl HUXe

3 - BanMAMPOBaH AETEKTUPYOLWNI aMnandukaTop «ATnpaiiM» (Mogudukauuma OTnpaim» *X*),
000 «HMO AHK-TexHonorusa», Poccus, PY N2 ®CP 2011/10229

4 — BO3MOXXHOCTb MCMOJIb30BaHNs Habopa/KoMMeKTa peareHToB Ansa BblaeneHua AHK Mycoplasma
genitalium onpepensetcsa suaom 6nonormyeckoro matepuana (7.1).

dacoBka S
O6opynoBaHue, peareHTbl U pacxogHble MaTepuabl

cTpunbl! | Npobupku | pyyHoe

Habop peareHTOB NpMMEHSETCA C AeTEKTUPYOLWMMN aMnnMdbuKaTopamMm NAaHLWETHOro m
pPOTOPHOrOo TUMa C CUCTEMOM JAeTekuun GAYyopecLeHTHOr0 CUrHana B pexXuMe peanbHoro
BPEMEHM, 3aperncTtpupoBaHHbIMM B YCTAHOB/EHHOM nopsake B P® m COOTBETCTBYHOLMMU
cnepywwmm TpeboBaHUAM:

- obecneumBaeTcsa paboTta c 06bEMOM peakumoHHon cMmecn 35 Mkn (dacoBka S) mnu 18 Mkn
(dbacoska U);

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

- nogorpesaemasl KpbilwkKka c TemnepaTtypon 6onee 100 °C;

- CKOpOCTb Harpesa He MeHee 2 °C/c;

- CKOpOCTb OXNlaxaeHus He MmeHee 1 °C/c;

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

Ona pabotel ¢ HabopoM peareHTOB Ba/MAUPOBaHbl Cheayllue AeTeKkTupylolme
amMnaudunkaTopbl:
- AMnnudukaTop getektupyrowmn «ATnpanm» no TY 9443-004-96301278-2010 (Moandmkaums
«OTnpanm *M*»), 000 «HMNO OHK-TexHonorus», Poccusa, PY N2 ®CP 2011/10229, panee no
TekcTy — «ATnpanm»;
- AMnnndukaTop getektupytowmin «dTnpanm» no TY 9443-004-96301278-2010 (Mogmndurkaumns
«ATnpanm *X*») 000 «HIMO OHK-TexHonorns», Poccusa, PY N2 ®CP 2011/10229 (Tonbko ans
Habopa peareHToB B (phacoBke U AN aBTOMaTU3MPOBAHHOIO A03MPOBaHWUA), Aanee no TeKCTy -
«ATnpanm» B moandukaumm «4Tnpanm *X*»;
— AMnnmndurkatop getektmpyrwowmin «ATnant» no TY 9443-003-96301278-2010 (Mmoandwukaums
«OTnant *S*»), 000 «HMNO OHK-TexHonorus», Poccus, PY N2 ®CP 2011/10228 (Tonbko ans
Habopa peareHToB B (pacoBke S; B dacoBke U ons py4yHOro Ao3mMpoBaHus), Aasnee no TekCry -

«OTnant»;

13



NNA3MOIrEH-Mr | UHCTPYKLUMSA NO NPUMEHEHUI0 | 440-5 ot 19 beBpana 2025 roaa 4 ﬂHK'TEXHnﬂﬂr“ﬂ

- Mpnbop Ans npoBeAeHUs NOMMMEPA3HOM LEMHOM peakunn B pexuMe peasnibHOr0 BpeMeHMU
Rotor-Gene Q, QIAGEN GmbH, NepmaHus, PY N2 ®C3 2010/07595 (Tonbko ana Habopa peareHToB
B hbacoBke S, Nnpobupkun; B hacoske U ans pyyHoro Ao3MpoBaHus), aanee no tekcry — Rotor-Gene Q;
- Tepmounknep aAns amnamduKaumMm HyKemHoBbiX kKucaoT 1000 ¢ MoayneM peakuWOHHbIM
ontuyecknm CFX96 (Optical Reaction Module CFX96), buo-Pag Jlabopatopues, WHk; CLUA,
PY N2 ®C3 2008/03399, nanee no tekcty — CFX96;
- AMnandukatop  HykneumHoBbiX  kucnot  Applied Biosystems  QuantStudio5 ¢
rmbpunansaumoHHo-dyopecueHTHON aeTekunen npoaykTos MNLP B pexuMe peasbHOro BpeMeHMU,
«Jland TekHonoaxwuc XonauHrc Mre. Jita.», CuHranyp, PY N° P3H 2019/8446, nanee no TekcTy -
Applied Biosystems QuantStudio 5.

Mo BompocaM MpUMeHeHUs AeTEKTUPYHLUX aMMandUKaTopoB, HE yKa3aHHbIX Bbille,

TpebyeTcs cornacoBaHve C NpoM3BoAMTENEM Habopa peareHToB.

6 AHAJTU3NPYEMBIE OBPA3L bl

6.1 MaTepuan gns nccnenoBaHus
Onsa nccnenoBaHMS UCMONb3YOT COCKOObI anUTENManbHbIX KIETOK U3 YPOreHUTasibHOro

TpaKTa, Mo4y, CEeKpPeT NpoCcTaTbl, ISKYNSAT.

6.2 Obuwume TpeboBaHus

NUccnepoBaHne m™etogom T[UP oTHoCMTCa K npsMbiIM - MeTodaM nabopaTopHOro
nccnegoBaHus, No3ToMy B3siTUe 6MONOrMYECcKOro MaTepmana 4Yenoseka Heob6xoanmMo NpoBOAUTb
M3 MecTa flokanmsaumn MHpEKUMOHHOro npouecca. PeweHne o HeobxoaMMOCTM UccnenoBaTb Ty
WIN MHYIO NOKaausauuio NpUHUMAET fiedaliMin Bpad Ha OCHOBaHWMM COBpaHHOro aHamHesa U
KJIMHMYECKON KapTuHbl 3aboneBaHus.

[Ons nony4yeHus KOpPPEKTHbIX pe3ysbTaTtoB 6onbllioe 3HaYeHne MMeeT KayvyecTBO B3ATUS
obpasua 6uomaTepuana Ans  MCCAenoBaHMSl, €ro  XpaHeHwe, TpaHCnopTUpOBaHuMe wn
npeaBapuTenbHas obpaboTka.

HenpaBunbHoe B3sTMe 6MOMaTepmana MOXeET NMPUBECTU K MOJIYUYEHUIO HEAOCTOBEPHbIX
pe3ynbTaToB W, BCeACTBME 3TOro, Heo6XoANMMOCTN ero NOBTOPHOrO B3ATUS.

Ha asTane noarotoBku 6uomatepuasna WCNONb3YHATE OAHOPA30Bble HAKOHEYHWUKU C
dunbTpomM, ceoboaHble oT PHKa3 n JHKas.

Ona npenoTBpalleHMs KOHTaMMHAUMM OTKPbIBAWTE KPbILWKY TOMbKO TOW Mpobupku, B
KoTopyto byaete BHOCUTb Buonormyeckuin maTtepuan, M 3akpbiBanTe ee nepen paboTton co

cnegyowen npobupkon.

MpuMeuyaHne - B3aTue, npeaBapuTenbHyld 06paboTKy, XpaHeHMe W MepeBo3Ky, nepenavy
nccneayemMoro matepvana B Apyrue opraHvMsaumy OCYLLECTB/IAKT COrMlacHO MHCTPYKTUBHO-METOAMUYECKUM
[IOKYMEHTaM, pEernaMeHTUpPYIOLWNM BbINO/IHEHWE WCCNEAOBaHUI B COOTBETCTBUM C TpeboBaHUAMMU
MY 1.3.2569-09 n CaHlunH 3.3686-21.
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6.3 B3daTne matepmana Ha nccnegosaHue

BHUMAHME! T[lepen BblgenenHmem [OHK mMoxeTr notpeboBaTbCcs noarotoBka o6pasuos

6unonornyeckoro MaTtepuana.

6.3.1 Cocko6Hoe oTaensieMoe yporeHuTasibHOro tpakrta (LUepBMKaJZIbHOro KaHana,

BNaraamviya, ypertpbl)

OrpaHuueHue wMeTogal: MecTHoe TMpUMEHEHME NEeKapCTBEHHbIX MpenapaTos,
ncnonb3oBaHue nNyb6pukaHToB, Y3WM BarmMHasbHbIM AAaTUMKOM, KOJIbMOCKOMUS — MeHee 4eM 3a
24 yaca 0o nccnenoBaHus.

B3aTne cockoboB npoBoanTCS:

— B OAHOpas3oBble njacTukoBble npobupkn ob6béMOM 1,5Mn, B KOTOpblE

npeasaputensHo BHeceHo 300-500 Mk ctepuiibHOro GuU3nMoorM4ecKkoro pacteopa;

— B nNpobupkM C TPaAHCNOPTHOM Cpeaon, npeaHa3HAYeHHOW MNpoOM3BOAUTENEM

ONs TpaHCNOPTUPOBaHMA W XpaHeHus ob6pasuoB 6uonornyeckoro matepuana Ans

MuUP-nccnepoBaHuni;

— B Npobupku ¢ peaktneoM «IMPOBA-PAMNO» (npomnssoanTtens OO0 «AHK-TexHonorms TC»).

MpumeuvaHune - <«MNPOBA-PAMNO» He pekoMeHayeTcs Ana BblaenedHns [OHK w3 cockoboB w3

YPOreHUTaIbHOrO TpaKTa Y MYXUMH.

BHUMAHMUE! B3satue wMartepuana B npobupkum ¢ peaktusom «MPOBA-PANMNA»
OCYLUECTBNAETCA CYXMM 30HAOM! Heob6xoanmMO MCKMIOUYUTb KOHTAKT pPacTBOPOB C KOXeEW,
rnasamMmu v CIM3nCTbiMnM 060104KaMN.

Mopsaok B3ATUS:

1. OTKponTe KpbIWKY Npobupku.

2. NepeHecnTe 30HA4 C 6buomaTepuanoMm B NpobupKy C HGM3MONOrMYEeCKMM pacTBOPOM,
TPaAHCMNOPTHOW cpenoi unmn peaktueom «MPOBA-PAMWA», n TwaTtenbHO nponosiowuTe
ero, msberas pasbpbi3rMBaHUS XUAKOCTU. 3aTeM M3BJIEKUTE 30H4 M3 pacTBopa,
npuXXnMmas ero K cteHke npobupkn, OoToxXMUTE U3BbITOK XUAKOCTU, yAanute 30HA U
BblbpocbTe. Mpu HeobxoamMmocTn B3ATUA BuoMmaTepuana u3 HeCcKosbKux 6MOTOMoB
noOBTOpUTE Npoueaypy, Kaxabln pa3s 3abupas maTepuman HOBbIM 30HAOM B HOBYIO
npobumpky.

3. MNOTHO 3aKpoiTe KPbIWKY NpobnpKK, NnpoMapkmnpymnte npobumpky.

BHUMAHME! [onyckaeTtcs xpaHeHne obpa3uos npu Temnepatype ot 2 °C go 8 °C He 6onee 24 u.
MpenobpaboTky, NPoHbONOArOTOBKY M XpaHEHME MaTepuasna NPOBOAST B COOTBETCTBUM C MHCTPYKLUMENR
K KoMniekTy/Habopy peareHToB gnas sbigenenms HK n3 bnonornyeckoro matepmana.

4. Mpwn B3TMK COCKO60B B NpOoBMPKN C PU3NONOrMYECKMM PacTBOPOM MM TPAHCMOPTHOWN

cpenon nepeg sbigenenHmem HK komnnektamm NMPOBA-T'C nnn NMPOBA-HK BbinonHuTe

npenobpaboTky:

1 - ecnuM 3TO He NpoTMBOpPEYUT TpeboBaHMSAM K MCMOJIb3yeMbIM HabopaM/KOMMJIEKTaM peareHToB ANs
BblaeneHnsa HK

15



NNA3MOIrEH-Mr | UHCTPYKLUMSA NO NPUMEHEHUI0 | 440-5 ot 19 beBpana 2025 roaa 4 ﬂHK'TEXHnﬂﬂr“ﬂ

6.3.1.1

4.1 MNMpobupky, coaepXxallyl aHanmM3MpyemMbin MaTepuarsn, UeHTpUdyrnpymte npwu
13000 06/MnH B TeuyeHme 10 MMH Npu KOMHaTHOW TemnepaType oT 18 °C
no 25 °C.

4.2 Ypanute HaAOCaAO4YHYIO XUAKOCTb, OCTaBuB B npobupke npumepHo 50 Mkn
(ocapok + »knakas dpakuus) Npu UCNONb30BaHUM ANA BblAeNEeHUsI KOMMeKTa
peareHToB [POBA-FC wnn 100 mkn  (ocagok + xuakasa ppakumsa) npu
NCNOAb30BaHUM A5 BblaesieHns komnnaekTa peareHToB MPOBA-HK. Mpobupkun
NJI0OTHO 3aKPbITb KPbILLKaMU.

MonyyeHHbIn MaTepman roTos ans ebiaeneHmns AHK.

Mpu B3ATMK cockoboB B Npobumpkm c peaktnBom «[POBA-PAMWLO» A0ONOMHUTENBHOWN
npenobpaboTkm He TpebyeTcs, matepmnan rotos Ansa sbigenenna OHK.

OcobeHHOCTM B3ATUS YPOreHUTanbHbIX COCKOH60B

XXeHWuHblI HakaHyHe obcrefoBaHUS He AO/KHbI MPOBOANTL TyaneT MosiIoBbiX OPraHoB U
cnpuHueBaHue. [Ona nony4vyeHns oO6bEeKTMBHOro pesynbTtata Heobxoanmmo, 4TobbI
nccrneayeMbli Matepuan coaepxas BO3MOXHO 6o0sbluee KOAMYEeCTBO 3NUTENanbHbIX

KNETOK N MMHNMaJIbHOE KOTMYECTBO CNIN3N N NpUMECH KpoBHU.

BHUMAHME! lepen nonyyeHnemM cockoba anutenmnasnbHbIX KJETOK U3 YPETPbI, C 3a4HEro ceoaa

Bnaraauvua “ UuepBuKasibHOro KaHana CcBOH6OAHO CcTekatwuee oTaensemoe Heob6xoanmo YAannTb

CcTepuUbHbIM BAQTHbIM TAMMOHOM.

6.3.1.2

6.3.1.3

Mpn HeobxoaMMOCTM B3ATUMS OuMOMaTepmana U3 HeCKOSIbKux 6moTonoB noBTOpUTE
npouenypy, Kaxzabli pas 3abupas matepuan HOBbIM 30HAOM B HOBYHO NMPOGUpPKY.
OcobeHHOCTM B3ATUA MaTepuana u3 Bnaranuuia

MaTepuan gonxeH 6biTb B3ST A0 NPOBEAEHUS MaHyasbHOrO MUCCNefoBaHUsA. 3epkano
nepeg MaHuUNynsumMemn MOXHO CMOUUTb ropsaYver BoAoN, NMpMMEeHeHne aHTMCENTUKOB ANs
obpaboTkn 3epkana npotuBonokasaHo. Cockob 6epyT ¢ 3agHeboKOBOro cBoaa
BNnaranuwa. Y AeBo4yek B3GTUE MaTepuasa Mnpou3BOAAT CO CAM3UCTONM 060104KK
npeaaBepus Bnaranuvwa, a B OTAeNbHbIX Cly4asax — U3 3a4Hero cBoja Baaranuvuia vyepes
rMMeHasibHble KonbLua.

OcobeHHOCTHN B34TUA MaTepmana U3 ypeTpbl

Mepean B3ATMEeM 6uomMaTepuana nauMeHTy peKoMeHAyeTCs BO34epXaTbCsa  OT
Mo4yencnyckaHums B TedyeHune 1,5-2 yacos.

HenocpencreeHHo nepen B3sitmeM 6momaTtepuana Heobxogmmo obpaboTaTb HapyXHoe
OTBEpPCTME ypeTpbl TAMMNOHOM, KOTOPbIN MOXHO CMOYUTb CTEPUSIbHBIM (PU3NOIOTNYECKUM
pacTBOpPOM.

Mpyn HanWMuMun rHOMHbIX BblAENEHUI COCKOO6 pekoMeHayeTcs 6paTb yepe3 15-20 MUHYT
nocsie MoYencrnyckaHusl, nNpu OTCYTCTBUU BblAeNEHUIA HeobXoaMMO MPOBECTM Maccax
ypeTpbl C MOMOLbI 30HAA AN B3ATUS 6uomaTtepuana. B ypeTpy y XXEHLWMUH 30HA
BBOAMTCA Ha rnybuHy 1,0-1,5 cM, y feTen maTepuan Ans uccnenoBaHms 6epyT TObKO C

Hapy>XHOro OTBEPCTUSI YPETPbI.
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6.3.1.4

6.3.2

6.3.3

OcobeHHOCTK B3ATUS MaTepuana M3 LepBUKasbHOIMO KaHana
Mepen B3sTMEM MaTepuana HeobxoAMMO yAannTb BaTHbIM TaMMOHOM C/iN3b U 3aTeM
obpaboTaTb WeNKy MaTKuU CTEPUSIbHLIM (PU3NOSIOTMYECKMM pacTBOPOM. 30HA BBOAAT
B LEepBUKanbHbI KaHan Ha rnybuHy 0,5-1,5 cM. Mpu nsenedyeHmun 3oHaa Heobxoanmo
MOJIHOCTbIO UCKJ/TIIOUYUTb €ro KacaHme CTeHOK Baaranuuia.
MepBana nopuna yTpeHHeil MouM
MepByto MOPUUNID YTPEHHEN MOYM B KadecTBe BMOMOrMYeckoro mMatepuana MCrnonb3yoT
npuv OCTPOM BOCMasIMTEIbHOM MpoLecce HUXXHUX OTAEN0B MOYENOI0BOr0 TpakTa B CBA3MU
C Bblpa>XeHHOM 60/1e3HEHHOCTbIO B3STUA COCKOBa anuTenmanbHbIX KIeTOK.
Ona aHanusa oTbupatloT nepByl MNOpPUUID YTPEHHEH Mo4ynm B konmyectse 10-15 mn.
Bo3MOXXHO mncciegoBaHne nNepBoi NOpUMM MOYM, MONyYEHHON yepes aBa 1 6osiee yacos
nocne npeawecTByOLWEro MoOYencnycKaHms.
B3saTne MouM nNpoBOASAT B CreumasnbHblii CyXOM CTEPWAbHbIA KOHTENHep O6bEMOM
00 60 Mn, cHabXXEHHbIN repMeTUYHO 3aBMHUYMBAIOLWENCH KPbILLKOMN.
Mocne c6opa MOUYM KOHTEMHEP MJIOTHO 3aKpbliBalOT U MapKUPYIOT.
CekpeT npocTaThbl (NpeacraTesibHOM XKene3bl)
Mepen B3ATMEM CeKpeTa NpOCTaTbl PEKOMEHAYETCS MOJSIOBOE BO3AEpPXaHWE B TedeHune
Tpex CyTOK A0 UccnenoBaHums.
Mepepn B3TMEM CeKpeTa NpoCTaTbl FOJIOBKY MOMOBOro YseHa obpabaTbiBatloT CTEPUSIBHbBIM
BaTHbIM TaMMNOHOM, CMOYEHHbIM (PU3NOAOTMYECKMM PaACTBOPOM.
CekpeT npocTtatbl cobupatoT nocne npeaBapuUTeNbHOro Maccaxa npocTaTthbl 4yepes
NpSAMYI0 KMWKY. Maccax npoBoAuT Bpad, NOCpPeACTBOM 3HEPrnyHOro HagasBauBaloLWero
OBMXEHMS OT OCHOBAHMS K BepXYyLUKe Xenesbl.
B3aTve BblAeNMBLUErocss NpoCTaTUYeCcKOro cekpeTa MpoOBOAUTCHA MOC/Ae OKOH4YaHuS
Maccaxa B 04HOpPa30BYl Npobmpky o6bémom 2,0 M1 UK KoHTenHep o6bEMoM o 60 Mn
B Buae ceoboaHo crekawwen kanam (0,15-1,0 mn).

Mocne cb6opa MaTepurana EMKOCTb C CEKPETOM MPOCTaTbl MJIOTHO 3aKPbIBAOT U MAPKUPYHOT.

BHUMAHME! T[lpy nopo3peHMMm Ha OCTPbIM  MNpPOCTAaTUT BbIMOJIHATL Macca)k MpocTaThl

KaTeropmyecku sanpewieHo!!!

6.3.4

daKkynaT

Mepen B3aTMEM 351Ky NsATA (CEMEHHOM XUAKOCTM) pEKOMEHAYETCS NO0BOE BO3AepXKaHne
B TeYeHme Tpex CyTOK A0 UccnenoBaHus.

MNepen cbopoM 3gKynsaTa naumMeHT MOYUTCA B TyaneTe, NOSHOCTbIO ONOPOXHAS MOYEBOW
ny3bIpb.

Mocne MoyencnyckaHmsl NaUMEHT AOKEH TLATENbHO BbIMbITb PYKWM C MbIJIOM U NPOBECTHU
TyaneT Hapy>XHbIX MOMIOBbIX OPraHoB C MbIIOM M BOAOW. [0ONOBKY MOMOBOro 4jeHa wu
KpanHOK NI0Tb HEO6XOAMMO BbICYLUUTbL CTEPUSIBHOM CandeTKon.

DAKYNAT nony4arT nyTeM mactypbaumun. B3dTne askynsata npoBOAUTCS B CTEPUIbHbIN
KOHTelrHep 06bEMOM A0 60 MA, CHabXEHHbIV repMeTUYHO 3aBUHUYMBAIOLLENCS KPbILLKOMN.

Mocne c6opa MaTepuana KOHTEWHEP MIOTHO 3aKPbIBAKOT M MAPKMPYIOT.
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6.4 TpaHcnopTUpoBaHMe N XpaHeHue obpa3uoB 6MonorMyeckoro Matepmana

YcnoBus TpaHCNOPTUPOBAHMS M XpaHeHus ob6pa3uoB 6umonornyeckoro Martepuana
onpeaenstTcs MHCTPYKUUSIMKU MO NPUMEHEHMIO MCMONb3yeMbiX HabOpOB/KOMMNNEKTOB peareHToB
ans eblgenenmsa OHK (7.1) mnan ncnonb3yembix Ans TPaHCMOPTUPOBaHMS U XpaHeHus o6pa3uoB
TPaHCNOPTHbLIX Cpea.

[onyckaetcs XxpaHeHue obpasuoB npu TemnepaTtype oT 2 °C go 8 °C He 6onee 24 u.
B cnyyae HeBO3MOXHOCTM AOCTaBKM MaTtepuana B JabopaTopuio B TedeHne CyTOK AonycKaeTcs
OAHOKpAaTHOEe 3aMopaxuBaHue MaTtepuana. JonyckaeTca XpaHeHMe 3aMOpOXXEeHHOro Martepuana
npu TeMmnepatype OT MUHYC 22 °C go MumHyc 18 °C B TeuyeHume opgHoro Mecsiua (ecnm 310
He npoTMBopeunT TpeboBaHMAM K MUCNoSb3yeMblM Habopam/KOMMnieKkTaM peareHToB A4

BblaeneHns HK).

BHUMAHME! Cnepyet nsberatb NOBTOPHOrO 3aMOpa)XnuBaHnsa U oTTtameaHus obpasyos.
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7 NMPOBEAEHUE AHAJTU3A

7.1 Boigenenmne AHK 13 6mMonormyeckoro matepuana

Ons BbigeneHns OHK pekomeHAyeTCs MCNOMb30BaTb Habopbl/KOMMNEKTbl peareHTos,
UMelLme permncTpaunoHHbIe YAOCTOBEPEHUSA Ha MEANLIMHCKOE n3aenne n npeaHasHavyeHHble Ans
COOTBETCTBYOLWUX BNAOB BuoMaTepmana C uenblo nocneayrouwero nccnegosaHna AHK metogom
MnupP, Hanpumep, NMPOBA-HK, MPOBA-I'C, MPOBA-M4Y-PAMNNA, NMPOBA-PANNA.

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 MNPUMEHEHUIO

ncnosblyeMmoro Habopa/KoOMNIeKTa peareHToB.

BHUMAHME! OpgHoBpemeHHO c BbigeneHnem AHK n3 6bunonormyeckoro matepmana Heob6xoanmmo
NOAroTOBUTL OTpUUaTeNbHbI KOHTPOJIbHLIN 06pa3sel, M MNpoBecTM ero 4epes BCe 3Tanbl
npobonoaroToBkU. [Ana 3TOro pekoMeHAyeTCsa WCMosfb3oBaTb (HU3MONOrMYEeCcKnin pactBop WU
oTpuUaTeNbHbIN KOHTPOJIbHLIN 0bpa3seLl, Bxoaawmni B coctaB Habopa/KoMnaeKTa peareHToB A4Ns
BblAE/EHNS HYKNEUHOBbIX KWUCNOT B O06bEME, YKasaHHOM B WHCTPYKUMM MO MPUMEHEHULO

COOTBETCTBYOWEro Habopa/KoMnnekTa peareHToB.

7.2 Moprotoeka n nposegeHue MLP. ®acoska S
BHUMAHMUE!
1. Mpn npoBeaeHMM BCeX MOCieayOWNX AeNCTBUA cnepyeT mlberatb BO3AENCTBUS MPSMbIX

COSTHEYHbIX NyYein Ha NpobupKM Co cMecbto ANns aMmnandukaumm!
2. Mpu ncnonb3oBaHun Habopa peareHTOB B BapuaHTe MCMosHeHUs «DacoBka S, CTpuMbl»
cneayeT CTporo cobnoaatTh KOMMNAEKTHOCTb CTPUMOB M KpbIWeEK K HAM. He ncnonb3oBaTh KpbILWKK

K cTpunam us apyrux Habopos peareHTos!

7.2.1 T[lpomMapkmpynTe no oaHoW npobupke/CTpnnoBaHHOM Npobupke CO CMecblo Ans
amMnnaundukaummn, 3anedyaTaHHOW NapaduHOM, AN9 KaXAoro HeusBecTHoro obpasua,
ONs OTpUUaTeNnbHOro KOHTposibHOro obpasua (K-) 1 4na nonoXmTesibHOro KOHTPOJSIbHOMO
obpasua (K+).

BHUMAHME! KonnuecTtBo peareHTOB paccuymTaHo He 6osiee yeM Ha 24 NoCTaHOBKM MpuU YC10BUMK

BapmabenbHOro Kosn4yecTea HeM3BeCTHbIX 06pa3uoB, 1 oTpuUaTeNbHOrO KOHTPOSbLHOro obpasua

1 1 NONOXUTENbHOrO0 KOHTPO/IbHOMO 06pa3sua B KaXAoW NoCTaHOBKE.

Mpumep:
HeobxognMo npoaHanumanpoBaTb 4 HeuM3BeCTHbIX ob6pasua. [Onas 3TOro  HyXHO
npoMapKknpoBaTb 4 NpobMPKKN A/ HEU3BECTHbIX 06pasuoB, 0AHY NPobupkKy ana «K-» u
oAHY npobupky ana «K+». Obuwee konnyectso npobupok — 6.
7.2.2 BcTpsaxHuTe npobupKy C pacTBOpoM Tag-nosmMmepasbl Ha MUKpPOLEHTpudyre-sopTekce
B TeueHune 3-5 C u ueHTpudyrupymnte Ha MMKpoueHTpudyre-sopTekce B TedyeHume 1-3 c.
7.2.3 [dobaBbTe BO BCe MNpoMapKuMpoBaHHble Npobupku, He noBpexpas cnon napadwuHa,

no 10 Mkn pactBopa Tag-nosnMepasbl.
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BHUMAHME! [pu mncnonb3oBaHun pnsa nposeaerHus MUP petektupytowero amnnudukaTopa

Rotor-Gene Q MMHepanbHOe Macno B Npobupku He BHOCUTCS!

7.2.4 [obaBbTe B Kaxayt npobupky (npu HeobxoamMMoCTM) No oAHOM Kanne (okono 20 mMkn)
MWHEepasbHOro Macna. HennoTHO NpuKporTe NPOBGUPKK/CTPUNBI KPbILLKAMMU.

7.2.5 BcTpsAXxHUTE  npobupky C  MOSOXUTENbHbIM KOHTPO/IbHbIM ~ 06pa3LomM Ha
MUKpOLEeHTpUdyre-sopTeKkce B  TeuyeHue 3-5¢ 7 ueHTpudyrmpymte Ha

MUKpOLEeHTpudyre-sopTekce B TeyeHmne 1-3 c.

BHUMAHME!

1. Ona npenapata OHK n oTpuuaTenbHOro KOHTpPOJIbHOrO obpasua nepes BHeCeEHWEM B
NpobupKM C peakuMOHHOM CMeCbio HEOH6XOAMMO BbIMOSIHUTL peKoMeHAaUnn No UCNob30BaHUIO
npenapata OHK, npuBeaéHHblE B MHCTPYKLMM MO NpUMEHEeHU0 Habopa/KoMMniieKTa peareHToB
anga soigenennsa HK.

2. Mpu ncnone3osaHun ansa sbiageneHns JHK komnnektos peareHTos NMPOBA-HK, NMPOBA-PAIMNA
n NMPOBA-TC (Tonbko B cny4dae, ecnu nocsje BblAeNeHns HagocagouHas XUAKOCTb, cogepxallas
BblaeneHHyto HK, 6bi1a nepeHeceHa B HOBble NMPoObUpKK), HEOH6XOAMMO BCTPSAXHYTb Npobupku
c npenapatoM QHK n oTpuuaTesbHbIM KOHTPOJIbHLIM 06pa3LOM Ha MUKPOLIEHTpUdYyre-sopTekce
B TedeHue 3-5 c n ueHTpudyrmpoBatb Ha MMKpoOLEHTPMUdYyre-BopTekce B TedeHne 1-3 c.

3. Mpn wcnonb3oBaHum Ana BbigeneHnsa [OHK Habopa peareHtoB [MPOBA-MY-PANUA
HeobxoanmMo, He BCTpAxMBas, UeHTpudyrmposaTb npobupkm ¢ npenapatom [JHK wu
OoTpUUaTENbHbIM KOHTPOJIbHbIM 06pa3uoM Ha MUKpoUeHTpudyre-sopTekce B TedyeHue 1-3 ¢,
3aTeM MNOMeCTUTb MNPObMPKM B MarHWUTHbIM WTaTMB. B cCnydae ecnn nocne BblaeneHus
Hagocago4Has XWAKOCTb, coaepxawas BblgeneHHyto [OHK, 6blia nepeHeceHa B HOBble
npobupkun, cneayeT BCTPAXHYTb Npobupku ¢ npenapatom AHK n oTpuuaTenbHbIM KOHTPObHbLIM
obpa3uoM Ha MuUKpoueHTpudyre-sopTekce B TedeHme 3-5c u ueHTpudyrmposaTb Ha
MUKpoLeHTpudyre-sopTekce B TeveHne 1-3 c.

4, Ona npenoTepalleHns KOHTaMUHauun cneayet nepej BHeceHneM JHK oTKpbiBaTh KpbILLKN
TONbKO Tex Npobupok, B KOTopble ByaeT BHOCUTLCS AaHHbIM obpasel, U 3akpbiBaTb MX, Nnepej
BHeCeHmeM cnegytouwiero. B cnyyae ncnonb3oBaHmsa CTPMNOB CneayeT 3aKpblBaTb KPbIWKY CTpuna
rnocne BHeceHMss B Hero obpa3uyoB nepeg HavanoMm paboTel co cnepyowmm. Heobxoammo
3aKkpbiBaTb Npobupkn/cTpunbl naoTHO. Mpenapatel OHK 1 KOHTpoOsbHble ob6bpasubl cnegyer

BHOCUTb HAaKOHEYHUKaMK C CbVIJ'IprOM.

7.2.6 BHecuTe B COOTBETCTBYHLLME MNpPOMaApKMpOBaHHbie NPOBUpPKK, He noBpexaasl CAon
napaduHa, no 5,0 mkn BblgeneHHoro m3 obpasuoB npenapata AHK. B npobupku,
rnpoMapkupoBaHHble «K-» n «K+», 1HK He BHOCUTCA.

7.2.7 BHecuTe B npobupKy, NpPOMapKMpoBaHHYK «K-», He noBpexaas croi napaduHa,
5,0 MKn oTpuuaTenbHOro KOHTpOnbHOro obpasua, npoweawero atan BbiaeneHna AHK
(cm. 7.1).

7.2.8 BHecuTe B npobupkKy, NpoMapkuMpoBaHHyk «K+», He noBpexaas cnon napaduHa,

5,0 MK NONIOXUTENbHOr0 KOHTPObHOro obpasua.
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LeHTpudyrmnpyinte Bce Npobupkn/CcTpunbl Ha MUKPOLLEHTpUdYre-BopTeKkce B TeveHue 3-5 ¢
(npn  wncnonb3oBaHun ans nposegeHuna [P petexktupylowero amnandukatopa
Rotor-Gene Q ueHTpudyrnposaHme He o6a3aTenbLHO).

YcTtaHoBuTe BCe NpobUPKU/CTPUNDbI B AeTEKTUPYOLWNI aMnnmndukaTop.

Ona petekTupyrowmx amnandukatopos cepun OT:

3anyctuTe nporpaMmMmHoe obecnedyeHue geTekTmpytowero amnandukartopa. MNpu nepsom
npoeeaeHun MMLP 3arpysuTe cOOTBETCTBYyWOLWMI TecT!. [anee u npu nocneayolmx
NOCTaHOBKAxX Cco34aMTe COOTBETCTBYIOWMIA MNPOTOKOA  WUCCAeAO0BaHUA:  yKaxXuTe
KONMYecTBO W unaeHtudukaTopbl 06pas3uoB, B TOM 4ucne OTpuUaTENbHOrO U
MOJIOXUTENIbHOIO KOHTPOJIbHbIX 06pa3uoB, OTMETbLTE pacnosioXXeHne Npobmpok/cTprunos
Ha MaTpuue Tepmobsioka B COOTBETCTBUM C MX ycTaHoBKoM (cM. 7.2.10) n nposeaute
MLUP. Mpwn BbibOpe TecTa Ao/kHa oTobpaxaTbCca nporpamma, npmeeaéHHas B Tabnuue 2.
Ona petektmpytowmx amnnndukatopoB Rotor-Gene Q, CFX96 u Applied Biosystems
QuantStudio 5:

Mposegute MUP c yuéToM 06BbEMa peakUuMOHHOM cMecu, paBHoro 35 Mkn, no nporpamMMam

amnnudunkaunm, npuBeaéHHbIM B Tabnmuax 3, 4, 5 cooTBeTCTBEHHO.

Tabnmua 2 - [porpamma aMmnaMdukaunum Ana AeTEeKTUPYHLWMX aMnamduKaTopos

«ATnpanm», «ATnant» (dacoska S)

Pe>xxkum
N¢ Yucno
TeMmnepaTtypa, °C MUH C ONTUYECKUX Tun 6noka
6510ka LUMKJ10B .
U3MepeHnmn
80 0 30
1 1 Unkn
94 1 30
94 0 30
2 5 LUnkn
64 0 15 v
94 0 10
3 45 LUunkn
64 0 15 v
4 94 0 5 1 LUwnkn
5 252 XpaHeHune XpaHeHue
V - PeXUM ONTUYECKUX U3MEPEHUI

1 - TtecT

N9 AeTekTupylowmx amnandukaTopos cepun AT co3aaércsa nyTéM BBoAa NapaMeTpoB (napaMeTpsl

TecTa yKkasaHbl B [punoxeHuun A) M1 NpeanoctaBndeTcda npon3soanTenem Ha6opa peareHToB

2 - ponyc

KaeTcs XpaHeHue npu TemnepaTtype 10 °C
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- Mporpamma aMmnaudukaumMm aAns AeTekTupytowero amnaundgukaTopa

Rotor-Gene Q (dacoska S, npobupkm)

o
Ne / Cycling TeMmnepartypa, °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 ONTUUYECKMX U3MEPEHMt, YCTaHOBUTbL M3MepeHmne dryopecueHumnm (Acquiring) no KaHanam
aetekumn Green (Fam) um Yellow (Hex) npu 57 °C

Tabnuuya 4 - [Mporpamma amnaMdukaumm ons geTekTupyrwwux amnnmdukatopos CFX96

(dacoBku S, U)

Bpems, KonuuyecrBo UMKIOB
o o
N2 6noka (Step) TemnepaTtypa, °C MWK CeK e

1 80 01:00 1

2 94 01:30 1

3 94 00:15

50
4 64 v 00:20

Vv - pexuM onTuyeckmx nsmepenmnin (Plate Read), ycTaHoBUTb naMepeHue dhiyopecueHLmmn no
Heob6xoanMbIM KaHanam getekumm (Fam, Hex) npu 64 °C

Tabnunua 5

Applied Biosystems QuantStudio 5 (¢pacoBku S, U)

- Mporpamma amnandukauunm ans AeTEKTUPYOLWMX aMianduKkaTopos

[o]
Cragusa Ne TeMnepaTtypa, °C Bpemsi, Konunuectso uukioB
wara MWH: CeK (noBTOpOB)

Cragus 1 80 01:00 1
yaepxaHus > 94 01:30 :

1 94 00:20
Craaunsa MupP 50

2 64 vV 00:20

Vv - c60p AaHHbIX 418 HeobxoanMbix dyopodopos (Fam, Vic (Hex)) BkatoueH

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

BHUMAHME! lpu npoBeaeHnn BCcex Nocneayowmx AencTemin cneayet mlberatb BO34ENCTBUS

MPSAMbIX COTHEYHbIX Ny4yen Ha NpobupkM Co cMecbto ans amnamdukauymm!

7.3.1 Tlpomapkupymnte

npobupok ob6bvémom 0,2 Ma Aand

Heobxoanmoe

KONN4ecTBo

Hen3BeCcTHbIX 06pa3Los,

04HOPa30BbIX

aMI'IJ'IVICbVIKaLI,VIOHHbIX

ana  oTpuuaTenbHOro

KOHTposibHOro obpasua (K-) 1 4ns nonoXmtenbHOro KOHTponbHoro obpasua (K+).

MpnmeyaHne -

PekoMeHAyeTcs MOCTaHOBKa He MeHee 5 06pasuoB B OAHOM MCCNenoBaHUM

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

Heobxognmo npoaHanusnpoBaTb 4 HeM3BeCTHbiIX o06pa3ua. [na 3TOro  HyXHO
rnpoMapknpoBaTb 4 Npobupkn AN HEM3BECTHbIX 06pa3uoB, oaHy Npobupky ans «K-» n
oAHY npobupky ansa «K+». Obwee konnyectso npobumpok — 6.

7.3.2 BcTpaxHuTe npobupky Co cMecblo ansd amnnmdumKaumm Ha MUKpoUeHTpudyre-sopTekce
B TeveHue 3-5 Cc n ueHTpudyrnpyinte Ha MmkpoueHTpudyre-sopTekce B TeyeHune 1-3 c.

7.3.3 BHecuTe BO BCe NpoOMapKMpoBaHHble Npobupkn (Bknuyaa «K-» n «K+») no 6,0 mkn
cMecu ansa amnandukaumn.

7.3.4 BctpaxHute npobupkmn ¢ [UP-6ydbepom w©n nonumepasonm TexHoTaq MAX Ha
MUKpoOLEeHTpudyre-sopTekce B  Te4yeHue 3-5¢ " ueHTpudyrmnpymTe Ha
MUKpoueHTpudyre-sopTekce B TedeHmne 1-3 cC.

BHUMAHME! [Monumepasy TexHoTaq MAX Heobxoammo AocTaBaTb M3 MOpPO3WUIbHOW KaMepbl

HenocpeacTtBeHHO nepea Mcnosib3o0BaHUEM.

7.3.5 TpurotoBbTe cMech MNLP-6ydepa c nonmmepason TexHoTaq MAX. [lnsa aToro cMmeLwwanTe
B OTAENbHOM 04HOPa30BOM Npobupke:
- 6,0 x (N+1) mxkn NUP-6ydepa,
- 0,3 x (N+1) mkn nonumepasbl TexHoTag MAX,

roe N — KonmM4ecTBO NPOMAPKMPOBAHHbBIX MPOBMPOK C YUETOM «K—», «K+>».

Mpumep:
HeobxoanMo npoaHanuanposaTb 4 HEN3BECTHbIX 0bpa3ua, «K—», «K+>». NpoMapKMpoBaHHbIX
npobupok — 6. Hy>xxHo npurotoBuTb cMech MLP-6ydepa n nonnumepasbl TexHoTaq MAX

ana 7 (6+1) npobupok, T.e. 42 mkn MUP-6ydepa + 2,1 Mk nonnmepasbl TexHoTaq MAX.

7.3.6 BcTpaxHuTe npobupKky C npurotosneHHol cmecbto [LUP-6ydepa 1 nonumepasbl
TexHoTaq MAX Ha MUKpoLUeHTpudyre-sopTekce B TeueHne 3-5 ¢ n ueHTpudyrnpymnte Ha
MUKpOLEeHTpUdyre-sopTekce B TeyeHne 1-3 c.

BHUMAHME! Cwmecb TMUP-6ydepa n nonuMmepasbl TexHoTag MAX HeobxoAuMMO roOTOBMUTb

HENnocpeacTBeHHO nepea 1UCrnosib30BaHNEM.

7.3.7 [OobaBbTe BO BCE MNPOMapKMPOBAHHbIE MPOBUPKM CO CMecblo AN aMmnauduKaumm
no 6,0 mkn cmecn TMUP-6ydepa v nonumepasbl TexHoTaq MAX. HennoTHo 3akponTe

npobupku.

BHWUMAHME! lNocne gobasnenns cmecu MNLUP-6ydepa n nonnmepasbl TexHoTaq MAX B npobupku

CO CMecbto Ans aMnandukaunum HeobxoaAnMMo B TeYEHNE ABYX YacCoB BbINOAHUTL 7.3.8 — 7.3.13.

7.3.8 BcTpaxHUTe  nNpobupky C  MNOJSIOXWUTENbHBIM  KOHTPO/SIbHbIM  06pasuLoM  Ha
MUKpOLEHTpUdyre-soptekce B  TeyeHMe 3-5c 1 ueHTpudyrupyiite  Ha

MUKPOLEHTpUdYre-BopTeKce B TeyeHne 1-3 c.
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BHMMAHME!

1. Onsa npenapata OHK u oTpuuaTenbHOro KOHTpPO/bHOro obpasua nepea BHECEHMEM B
NpoGUpKM C peakuMOHHON CMeCbio HeO6X0AMMO BbINOSIHUTbL PEKOMEHAALMN MO UCMOAb30BaHUIO
npenapata AHK, npuBeaéHHble B MHCTPYKUUM NO MPpUMEHeHU0 Habopa/KoMMieKkTa peareHToB
ana sbiaeneHns HK.

2. Mpwn ncnonb3sosaHum an4 solgenenusa AHK komnnekTos peareHTos NMPOBA-HK, NMPOBA-PAMNNA
n MPOBA-TC (TOoNbKO B Criy4yae, ecnm nocne BblAeneHns HaaocafouHas XUAKOCTb, coaepxallas
BblaeneHHyto AHK, 6bina nepeHeceHa B HoBble NpobupKK), HEOH6XOANMO BCTPSAXHYTb NpobMpKuU
c npenapaTtoM JHK mn oTpuuaTesbHbIM KOHTPOJIbHbIM 06pa3L oM Ha MUKpoOLEHTpudyre-sopTekce
B TeyeHume 3-5 c n ueHTpmdyrnposatb Ha MUKpPOLEHTPpUdyre-sopTekce B TedeHue 1-3 c.

3. Mpn wucnonb3oBaHmn ans BbigeneHna [OHK Habopa peareHtoB [MPOBA-MY-PAMNA
HeobxoamMo, He BCTpsIxmBas, ueHTpudyrmpoBatb npobupkn ¢ npenapatom [AOHK n
oTpuuaTeNbHbIM KOHTPOJSIbHbIM 06pa3uoM Ha MuKpoueHTpudyre-soptekce B TeyeHue 1-3 ¢,
3aTeM NOMeCTUTb NpobupKM B MarHWUTHbIM wWTaTMB. B cnydae ecian nocne BblaeneHus
Hagocado4yHas XWUAKOCTb, cogepxawasa BblageneHHyw [AHK, 6bina nepeHeceHa B HOBble
npobupkun, cneayeT BCTPAXHYTb Npobupku ¢ npenapatom AHK n oTpuuaTenbHbIM KOHTPObHbLIM
obpasuoM Ha MUKpoueHTpudyre-soptekce B TedeHMe 3-5C UM uUeHTpudyrnposaTb Ha
MUKpOLeHTpUdyre-BopTekce B TedeHme 1-3 C.

4, 0na npenoTepalleHmns KOHTaMUHauun cneayet nepef sHeceHmeM OHK oTKpbIiBaTbh KPbILLKK
TOJIbKO Tex npobupok, B KoTopble 6yaeT BHOCUTLCA AaHHbIN obpasey, M 3aKkpbiBaTb UX nepes
BHeceHueMm cneaytouero. HeobxoamMmo 3akpbiBaTb MNpobupkm nnoTHo. [Mpenapatel AHK u

KOHTPOJIbHbIE 06pa3u,b| cnegyeTr BHOCUTb HaAaKOHEYHUMKaMUK C CbVIﬂprOM.

7.3.9 BHecuTe B COOTBETCTBYOLME NPOMapKMpoBaHHble Mpobupkn no 6,0 MKA BblAENEHHOr0
n3 obpasuos npenapata AHK. B npobupku, npomMapkmpoBaHHbie «K-» n «K+», OHK
He BHOCUTCS.

7.3.10 BHecuTe B Npobupky, npoMapkmpoBaHHyto «K-», 6,0 MK/ OTpMLUATENbHOIO KOHTPOSIbHOIO
obpasua, npoweawero 3tan Bbigenenms AHK (cm. 7.1).

7.3.11 BHecute B npobupky, npoMapkmpoBaHHyt <«K+», 6,0 MKN MNOAOXWUTENbHOro
KOHTponbHOro obpasua.

7.3.12 LUeHTpndyrmpynte Bce npobupkm Ha MMKpoueHTpudyre-sopTekce B TeyeHme 3-5 c (npu
ncnonb3oBaHnm ansa nposegeHuns MNUP getektupytowero amnandunkatopa Rotor-Gene Q
ueHTpudyrnposaHme He ob6a3aTenbHO).

7.3.13 YcraHoBUTe BCe nNpobupkm B peTekTupyrwwunn amnandpukatop u nposeaute [LP
(7.3.14, 7.3.15).

7.3.14 [na petekTupylowmx amnangukatopos cepun OT:
3anycTtute nporpaMMHoe obecneyeHne agetekTupytowero amnamdbukatopa. MNpu nepsom
nposeaeHun TMLUP 3arpy3uTe cooTBeTCTBYlOWMIA TecT!. [danee M Npu NOCAeayLWnX

MoCTaHOBKax co3gaunTe COOTBeTCTBy}OLLl,VIl‘/JI NMpoOTOKON nccnenoBaHua: YKaxxute

1 — TecT Ansa AeTekTUpYOLWMX aMmnandukaTopos cepum AT co3aaércs nyTéM BBOAA NapaMeTpos (NapaMeTpbl
TecTa ykasaHbl B MpunoxeHun B) nnm npegoctaBnsetcs NnpousBoamTeneM Habopa peareHToB
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KOMN4eCTBO MU M,Cl,eHTMCbMKaTOpr 06pa3LI,OB, B TOM 4ucne oOTpuuaTeslbHOro wu

NMOJIOXUTENBHOrO KOHTPONbHbIX 06pa3uoB, OTMETbTE pacnonoxeHne npobupok Ha
MaTpuue TepMobsioka B COOTBETCTBUM C UX yCTaHOBKOM (CM.7.3.13) n nposeaute MLP.

Mpu BbIGOpE TecTa AO/MKHA O0TOBpaXkaTbCs Nporpamma, npueeaéHHasa B Tabnuue 6.

7.3.15 [na petektmpytowmx amnnmdukatopos CFX96, Applied Biosystems QuantStudio 5 un
Rotor-Gene Q:
MposeaunTte MUP ¢ y4yéToM 06bEMa peakLMOHHOM CMEeCK, paBHOro 18 Mk, No NnporpaMMam
amnnndukaummn, npuBeaéHHbIM B Tabnnuax 4, 5, 7 COOTBETCTBEHHO.

Tabnuuya 6 - T(porpamma aMnandukauum Ansg  AeTeKTUupylowmx amnandukaTopos

«OTnpanm», «ATnant» (dpacoska U)

Pe>xxum
N2 Yucno
TeMmnepaTtypa, °C MUWH c ONTUYECKNX Tun 6noka
6510ka LIMKJIOB .
n3MepeHum
80 0 5
1 15 Uukn
94 0 5
2 94 5 00 1 Lnkn
94 0 30
3 5 Unkn
64 0 15 %
94 0 10
4 45 Uwnkn
64 0 15 \
5 94 0 5 1 Unkn
6 251 XpaHeHwne XpaHeHue
V - pexuM OnTUYECKUX U3MepeHui
Tabnuuya 7 - [porpamma amnnudukauum aAnsa AeTEeKTUPYHLLEro aMmnandukatopa

Rotor-Gene Q (dacoBka U)

o
Ne / Cycling TeMmnepartypa, °C / Bpem_l, c/ KonunuectBo umkios /
Temperature Hold Time, s Cycle Repeats
80 deg 60
Cycling 1 time
94 deg 300
94 deg 30
Cycling 2 5 times
57 deg v 15
94 deg 10
Cycling 3 45 times
57 deg v 15
vV — peXuMm ONTUYECKMX W3MEPEHMI, YCTaHOBWUTL M3MepeHue dnyopecueHumun (Acquiring) no kaHanam
netekumn Green (Fam) um Yellow (Hex) npu 57 °C

1 — ponyckaeTtcs xpaHeHue npu TemnepaTtype 10 °C
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7.4 MoarotoBka wn nposegeHue TILUP. ®acoBka U, € WCNonb3oBaHWMEM A03MPYHOLLEro
ycTponctea [AOTcTtpum (TONbKO Ans  AeTekTupylowero amnaudukatopa «ATnpanm» B

Moandukaunm «ATnpanm *X*»)

BHMUMAHME!

1. Onsa amnnmdpnkaumm cneanyetr MCMo/1b30BaTb MUKponsaHweTb! MUP 384 nyHku,
repMeTm3anpyemMblie TEPMOMIEHKON.

2. Mpn npoBeaeHMN BCeX MOCienylOWNX AenCTBUA cnepyeT mlberatb BO3AENCTBUS MPSAMbIX

COJIHEYHbIX Sly4eil Ha NpobupkM co cMmecbto Ans amnnmdukaunm!

MpuMmeyaHune - PekoMeHpyeTcsa nocTtaHoBKa He MeHee 5 06pa3LI,OB B OAHOM WuccnegoBaHuUn

(3 HemnzBecTHbIX 0bpa3sua, oTpuLaTenbHbIN N NONOXUTENbHbIN KOHTPOJIbHblE 06pa3ubl).

7.4.1 BcTpsaxHuTe NpobupKy CO cMecbio Ans amMnandukaumm Ha MUKpOUEHTpUdyre-BopTeKkce
B TeyeHue 3-5 ¢ n yeHTpudyrmpynte Ha MUKpoueHTpudyre-sopTekce B TeveHmne 1-3 c.
7.4.2 BcTtpaxHute npobupkn ¢ TMUP-6ydepom wn nonumepason TexHoTaq MAX Ha
MUKpOLEHTpUdyre-sopTekce B  TedeHwue 3-5¢ " LeHTpudyrnpymTe Ha

MUKpOLEeHTpudyre-sopTekce B TeyeHne 1-3 c.

BHUMAHME! Tlonumepasy TexHoTaq MAX HeobxoaMMO AoCTaBaTb M3 MOPO3WUIbLHOW KaMmepbl

HenocpeacTBeHHO nepea UcnoJib30BaHNEM.

7.4.3 Cnepys ykasaHuam MO gosumpytowero ycrponctea ATCTpuM, NpUrotoBbTe B OTAE/IbHOM
oAHopa3oBon npobupke cmechk MLP-6ydepa c nonnmepasoit TexHoTaqg MAX.

7.4.4 BcTpsaAxHuUTe nNpobupKky C npurotoBneHHom cmecoto [LUP-6ydepa v nonumepassbl
TexHoTaq MAX Ha MUKpoOLeHTpudyre-BopTekce B TedeHne 3-5 ¢ u ueHTpudyrupyiite Ha
MUKpOLeHTpUdyre-BopTekce B TedeHne 1-3 c.

7.4.5 BctpaxHuTe  npobupky € MNONOXMUTENbHbIM KOHTPO/IbHbIM ~ 06pa3Lom Ha
MUKpOUEHTpUdyre-sopTekce B  TedyeHue 3-5¢ " LueHTpudyrnpymnTe Ha

MUKpoOLEeHTpUdyre-sopTekce B TeyeHue 1-3 c.

BHUMAHME!

1. lMepen npoBeaeHneM go3npoBaHusa Ansa npenapata AHK v oTpuuatenbHOro KOHTPOJSIbHOMO
obpasua HeobxoaAMMO BbINOJHUTb pPEKOMEHAAUMM N0 WUCNoNb30oBaHUO npenapata [OHK,
npueBeAéHHbIE B MHCTPYKLUNM NO NpMMeHeHuto Habopa/KoMnsiekTa peareHToB Ans BbiaeneHns HK.
2. Mpw ncnonb3osaHum gnsa soigenenns JHK komnnekTos peareHtos NMPOBA-HK, MPOBA-PAMNA
n MPOBA-TC (TonbkKo B cny4vae, ecnu nocsie BbliAeNeHns HagocagouHas XNMAKoCTb, cogepxalas
BblaeneHHyto IHK, 6blia nepeHeceHa B HOBble NPoBUpPKK), HEO6XOAMMO BCTPAXHYTb MPobupkmu ¢
npenapatoM AHK n oTpuuaTenbHbIM KOHTPOJIbHbIM 06pa3LOM Ha MUKpPOLEHTpUdyre-sopTekce B
TeyeHme 3-5 c u ueHTpUdyruposaTb Ha MUKpPOLEHTPpUdYre-BopTekce B TeyeHue 1-3 c.

3. Mpn wucnonb3osaHun anga Bblaenedns [OHK Habopa pearentos [MPOBA-MY-PAMUA
HeobxoanMo, He BCTpAxXMBas, UeHTpudyrmposBaTb npobupkn ¢ npenapatom [OJHK wu
OTpULATENbHBbIM KOHTPOJIbHLIM 06pa3uoM Ha MUKpoUeHTpudyre-BopTekce B TedeHue 1-3 ¢,

3aTe€M TOMECTUTb I'IpO6MpKVI B MarHuTHbIA wWwTatme. B cnydyae ecnn nocne BblaeneHua
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HaJ4oCaZo4YHas >KWUAKOCTb, coaepxallas BblaeneHHywo [AHK, 6bina nepeHeceHa B HOBble
NpobupKK, CneayeT BCTPAXHYTb Npobupkn ¢ npenapatoM AHK u oTpuuaTesbHbIM KOHTPOJIbHbIM
06pa3LoM Ha MUKpoOLEeHTpudyre-soptekce B TedeHue 3-5cC M  UeHTpudyrMpoBatb Ha

MUKpoOLEeHTpudyre-sopTekce B TedeHue 1-3 c.

7.4.6 YcraHOBUTE npobupkm co cMmecbio ans amnandukauum, co cmecbio lMUP-6ydepa u
nonnMepasbl TexHoTaq MAX, c¢ npenapatamu [OHK, oTpuuaTtenbHbIM KOHTPOJSIbHbIM
06pasuoM 1 NONOXUTENbHBLIM KOHTPO/IbHbIM 06pasuoM, a Takxe MukponnaHuwert MLUP Ha
pabounin cton ATCTpMM 1 NnpoBeAnTE A03UPOBaHNE KOMMOHEHTOB COrMacHO PyKOBOACTBY
Mo aKcrayaTauumm.

7.4.7 TloMecTuTe akKypaTHO, HE BCTpsAXuBas, MmkponnaHwert MNMLUP B noanoxkKy ycTtpoicTea a1
3aneyaTtbiBaHMA MaHweTtos [Tnak nocne 3aBeplieHMa NporpamMmbl Ha A03MPYHOLLEM
ycTponctee OTCTpuM.

7.4.8 TlpoBeauTe 3ane4yaTbiBaHne MmkponnaHwerta MNMUP nonnMmepHoin TepMONSIEHKOM COrnacHo
pPYyKOBOACTBY MO 3KcnayaTtaunm npubopa ATnak.

7.4.9 Uentpudyrmnpynte mukponnaHwet MUP npn RCF(g) 100 B TeyeHune 30 c.

7.4.10 YctaHoBuTe MukponnaHwert MNLUP B 610k getekTupytowero amnamdukartopa.

7.4.11 3anyctuTe nporpaMMHoe obecneyeHue aetekTupytowero amnandukaropa. NMpu nepsom
npoBeaeHun MLP 3arpy3uTe coOTBETCTBYOWMIA TecT!. [anee v Npu NOCIeayoLwmx
MOCTaHOBKaxX CO34alTe COOTBETCTBYHLWMA MPOTOKOA  WUCCAEAOBaHUA:  YKaXxuTe
KONM4ectBO W wunaeHtudukaTopbl 06pas3uos, B TOM 4ucne oTpuuatenbHOro u
MOSIOXKUTENBHONO KOHTPOJIbHbLIX 06pa3uoB, OTMeTbTe pacnosnoxeHne o6pas3uoB Ha
MaTpuue TepMob0Ka B COOTBETCTBUM C UX yCTaHOBKOM (cM. 7.4.10) n nposeaunTte MLP.

MNpu BbI6OpE TecTa A0/HKHA O0TObpaXaTbCs NporpamMmma, npueeaéHHasa B Tabnuue 6.

8 PETNCTPALUMSA PE3YJIbTATOB AMIVINOUKALIN

Perncrpaumnsa curHana CbJ'IYODECLI,EHLI,MVI npoBOoANTCA AETEKTUPYHOLWNM aMI'IJ'IMCbVIKaTOpOM

aBTOMaTU4€CKN BO BpeEMA aMI'IJ'IVICbVIKaLl,VIVI.

1 — TecT Ansa AeTekTUpYOLWMX aMmnandukaTopos cepum AT co3aaércs nyTéM BBOAA NapaMeTpos (NapaMeTpbl
TecTa ykasaHbl B MpunoxeHun B) nnm npegoctaBnseTcs NnpousBoamTeneM Habopa peareHToB
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9 YYET U MUHTEPMNPETALMUSA PE3YJIbTATOB

9.1 YUéT pe3ynbTaTtoB aMI'IJ'IMCbMKaLI,MM OCYLLECTBNAETCA aBTOMaTU4YECKNM C NOMOLWbHKO

nporpaMmMHOro o6ecnequMﬂ, nocTtaB/1IAEMOro C AETEKTUPYHOLLNM aMI'IJ'IMCbMKaTODOM.

9.2 Mpn MCnonb3oBaHUM AEeTEKTUPYIOLWMX aMnandunkatTopos CFX96 cneayeT ncnonb3oBaTb
perpeccnoHHbIn TN aHanusa (Cq Determination Mode: Regression), Bo Bkiaake «Baseline

Subtraction» Heobxoammo Bbi6paTb «Baseline Subtraction Curve Fit».

9.3 NHTepnpeTaums pesynbTaToB NPOBOAUTCSA B COOTBETCTBUM C Tabnuvuen 8. PesynbTathl
NOCTaHOBKWN BasJINAHbl, €CNIN BbIMOJIHAKTCA YCNIOBUS MHTEPMNpEeTaunn pesynbTaToB, MOSyUYeHHbIX

ANA KOHTPOJIbHbIX O6paBU,OB.

Tabnuuya 8 - WHTepnpeTauus pesynbratos MLUP

KaHan gerekuunu

MHTepnpeTtauus pesysnbraTta

Fam/Green, Hex/Yellow/Vic,
Cp/Cq/Ct Cp/Cq/Ct
HeunsBecTHble 06pa3ubl
YkasaH He yuunTbiBaeTcs O6HapyxeHa AHK Mycoplasma genitalium
He ykasaH Yka3aH He obHapyxeHa AHK Mycoplasma genitalium
He ykasaH He ykasaH HepoctoBepHbI pe3ynbTaTt

OTpuuaTesibHblI KOHTPONbHbLIW 06pasel

OTpuuaTenbHbl pe3ynbTar

He ykazsaH Yka3aH
Pe3yanaTb| MOCTAaHOBKW Ba1NOHbI

Mono>xuTenbHbI KOHTPOJIbHbIA O06pa3ey

Mono>xutenbHbIii pesynbTaT

YkKasaH He yuynTbiBaeTcsa
Pe3ynbTaTbl NOCTAaHOBKM Ba/IMAHbI

9.4 HepocToBepHbIn pe3ynbTaT MOXeT ObiTb CBSi3aH C MNPUCYTCTBUEM WHIMbMTOpOB B
npenapate [AHK, noayyeHHOM w3 6uonorMyeckoro martepuana; HeBepHbIM BbINOJHEHUEM
NpoToKoNna aHanusa; HecobaaeHMEM TeMNepaTypHOro pexumma aMmnandukauum m gp. B atom
cnyyae Tpebyerca noBTopHoe nposeaeHue [UP c umewowmmca npenapatom AHK, nunbo
noeTopHoe BblaeneHne OHK n nocraHoska lMUP ans atoro obpasua, nnbo noBTOpHOE B3ATUE

6unonornyeckoro MaTepuasia y naumeHTa (BbII'IO}'IHHeTCFI I'IOCJ'Ie,D,OBaTeJ'IbHO).

9.5 MpyM MNONYYEHUU MOSIOKUTENBHOIO pe3ynbTaTa ANs OTPUMLATENIbHOrO0 KOHTPOJIbHOIO
obpa3sua pe3ynbTaTbl BCEM MOCTAHOBOYHOW CEPUU CUUTAIOT HEAOCTOBEPHbIMU. B 3TOM cnydae
Heo6x04AUMO NpoBeAeHMNE CNeLnarnbHbIX MEPONPUSATUIA AN BbIABNIEHUS U YCTPAHEHUS BO3MOXHOA

KOHTaM1Hauunu.

9.6 MpM MONYYEHUN OTPULATENBHOrO pe3ynbTaTa A/ MOJIOKUTENIbHOIO KOHTPOJSIbHOIO
obpasua pesynbTaTbl BCE MOCTAHOBOYHOW CEPUM CUMTAOT HEAOCTOBEPHbIMU. B 3TOM cnyuvae

TpebyeTca NOBTOpHasa NOCTaHOBKa aMnamdukaunm Bcer naptmm obpasuos.
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TPAHCNMOPTUPOBAHMUE, XPAHEHUE N SKCIMJIYATALINA

TpaHcnopTupoBaHue
TpaHcnopTMpoBaHMe Habopa peareHTOB OCYLLEeCTBAAIOT B TEPMOKOHTEMHepax
C X/1ago3/1eMeHTaMM BCEMW BWUAAMW KpbITOro TpaHCnopTa MNpu TemrnepaType BHYTpU
TEPMOKOHTENHepa, COOTBETCTBYIOLWEN YCNOBUAM XPAHEHUS KOMMOHEHTOB, BXOAALWMX B
cocTtaB Habopa peareHToB.
dacoBka S
[lonyckaetcsa  TpaHcnopTupoBaHue Habopa peareHTOB B  TEepPMOKOHTeMHepax
C XJlaflo3NIeMeHTaMn BCEMW BUAAMU KPbLITOro TpaHCnopTa Mpu TemMnepaType BHYTpu
TepMoOKOHTenHepa oT 2 °C go 25 °C He 6onee 5 cyToK.
dacoska U
JonyckaeTca TpaHcnopTUMpoBaHue Habopa peareHToB, 3a UCKOYEHNEM MOSIMMepa3bl
TexHoTaq MAX, B TepMOKOHTENHepax C XJlad03/1eMeHTaMM BCEMW BMAAMU KPbITOrO
TpaHcnopTa npu TemnepaTtype BHYTpU TepMoKoHTeHepa oT 2 °C go 25 °C He 6onee
5 cyTok.
JonyckaeTcs TpaHCnopTUpoBaHue nonnMepasbl TexHoTaq MAX B TEpMOKOHTenHepax
C XJ1a403/IEMEHTaMN BCEMW BMAAMU KPbITOFO TpaHCMopTa npu TeMmnepaTtype BHYTpu
TepMOKOHTeNHepa ao 25 °C He 6onee 5 cyTok.
Habopbl peareHTOB, TPaHCNOPTUPOBAHHbIE C HapylleHWeM TeMnepaTypHOro pexuma,

NMPUMEHEHUNIO HE nMoANeEXarT.

XpaHeHune

dacoska S

Bce KOMMOHeHTbl Habopa peareHTOB cCriegyeT XpaHUTb B  XONOAWIbHUKE WM

xonoaunbHoOM Kamepe npu TemnepaTtype oT 2 °C go 8 °C B TeyeHue BCero cpoka

rogHoctn Habopa peareHToB. CMecb Ans amnnmdukaumm, 3anevyataHHyro napaduHoM,

cnefyeT XpaHuTb B 3alLULWEHHOM OT CBETa MecTe.

dacoska U
Bce koMnoHeHTbl Habopa peareHToB, 3a UCKIKOYEeHneM nosmmepasbl TexHoTaq MAX,
cneayet XpaHuTb B XONOAWSIbHUKE WAW XONOAMSIbHOW Kamepe npu TemnepaTtype
oT 2 °C go 8 °C B TeuyeHme BCero cpoka rogHoctun Habopa peareHToB. CMecb Ans
amnamdukaunm cneayet XpaHuTb B 3alUMWEHHOM OT CBETa MecTe.
Monnmepasy TexHoTaq MAX cneayetr XpaHUTb B MOPO3WJILHOMW Kamepe nMpu
TemnepaTtype OT MuHyc 22 °C go MuHyc 18 °C B TeuyeHue BCEro cpoka rogHocTum
Habopa peareHTOB.

Habopbl peareHToB, XpaHMBLUMECS C HApPYLWEHWEM perraMeHTUPOBAHHOIO peXunma,

NMPUMEHEHUNIO HE nMoANieEXarT.

YKasaHus no akcrnayaTaumnm
Habop peareHTOB A0/IXEH NPUMEHATLCS COrNIaCHO AENCTBYHOLLE BEPCUN YTBEPXKAEHHOM

MHCTPYKUWN MO NPUMEHEHNIO.
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10.3.2 [Ons nonydeHuMss [OCTOBEPHbIX pe3ynbTaToB Heobxoammo CcTporoe cobnioaeHue

WHCTPYKLUMM MO NpUMeEHeHU0 Habopa peareHToB.

10.3.3 Tlocne BCKpbITUS YMNaKOBKM KOMMOHEHTbI Habopa peareHToB cneayeT XpaHuTb MNpwu
cneayowmx ycnoBusax:

- BCE KOMMOHEHTbLI Habopa peareHToB, 3a UCKJIlOYEHMEM NoauMMepasbl TexHoTaq MAX,
cnepyet XpaHuTb B XOJOAWBHWKE WM XOMOAWIbHOM KaMmMepe npu TeMmnepaTtype
oT 2 °C no 8 °C B TeueHuMe BCero cpoka roaHocTn Habopa peareHTOoB;

- cMecb ans amnandukaumm u cMecb ana amnandukaumn, 3anevyataHHyto napaduHoMm,
cnepyet XpaHuTb B XOJOAWBHWKE WM XOMOAWIbHOM KaMmMepe npu TeMmnepaTtype
oT 2 °C po 8 °C B 3aWUWEHHOM OT CBeTa MecCcTe B TeYeHuWe BCero Cpoka rogHocTu
Habopa peareHToB;

- nonuMmepasy TexHoTaq MAX cnefyeT XpaHUTb B MOPO3W/IbHOW KaMepe npwu TeMnepatype
OT MMHYC 22 °C go MmnHyc 18 °C B TeyeHMe BCero cpoka rogHocTn Habopa peareHToB.

10.3.4 Habopbl peareHToOB C UCTEKLIMM CPOKOM FOAHOCTU MPUMEHEHUIO HE Noaniexar.

11 YKA3AHUA NO YTUWIN3ALUNU

11.1 Mpu wncnonb3oBaHMM Habopa peareHTOB B KIMHWUKO-AMArHoctnyeckom nabopatopumn
0bpas3ylTcs oTxoAbl knacca B, KOTopble YTWUAM3UPYIOTCS B COOTBETCTBMW C TpeboBaHMSAMMU
CaHlnH 2.1.3684-21 n MY 1.3.2569-09.

11.2 Habopbl peareHToB, Npuweawne B HENPUrog4HOCTb, B TOM YMUC/Ie B CBA3WN C UCTEYEHUEM
Cpoka rogHOCTWN, NOBPEXAEHNEM YNAKOBKK, Noanexart yTuamn3aumm B COOTBETCTBUKM C TpeboBaHMsAMU
CaHlnH 2.1.3684-21.

12 FAPAHTUN N3TOTOBUTENA

12.1 [peanpuaTne-usrotToBUTENb  rapaHTUpPYeT  COOTBETCTBME  Habopa  peareHToB
Tpe6b0oBaHMUSAM TEXHUYECKUX YC/TOBUIN NpU COBNIOAEHNN YCIOBUIA TPAHCMOPTUPOBAHUS, XpaHeHUs

M 3KCnlyatTaunn, yCtaHoBJIEHHbIX TEXHUYECKNMU YCNTOBUAMN.

12.2 Cpok rogHocTn Habopa peareHToB - 12 MecsueB npwu cobaiogeHnn Bcex YCI0BUNA

TPaHCNOPTMPOBAHUSA, XPAHEHUS U IKCMyaTauum.

13 PEMOHT N TEXHNYECKOE OBC/TY>XUBAHUE
Habop peareHToB npeaHasHadeH AN OAHOKPATHOrO MPUMEHEHUS M He NOANEeXUT

TEXHUYECKOMY 06CNYXKMBAHUIO N TEKYLLEMY PEMOHTY.
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14 CNMBO/J1bl, NCNOJIb3YEMbIE NP MAPKUPOBKE HAGOPA PEATEHTOB

MeanUMHCKOE U3Aenue ANs ANArHOCTUKM in Vitro
Jf TeMnepaTypHbIii AnanasoH
N/ CoLEPXMMOr0o AOCTATOYHO ASt MPOBEAEHWS <N> TECTOB

g Mcnonb3oBaTb A0

-
o
-

Koa naptum (cepun)

[aTta narotosneHus

O6paTVITer K MHCTPYKUMN NO NPUMEHEHUIO NN
K MHCTPYKUMN NO NPUMEHEHUNIO B 3JTEKTPOHHOM BUNAE

| R

HomMep no kaTtanory

“ M3roToBUTENb
ZR He nonyckaTb BO3AECTBUSI COMTHEYHOMO CBETa

‘ HecTepunbHoO
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15 MNEPEYEHb NPUMEHAEMbIX HALIMOHAJIbHbIX CTAHAAPTOB

FOCT ISO 14971-2021 W3pgenuna MeamumHckue. [lpuMeHeHMe  MeHeaXMeHTa pucka K
MeAVLMHCKUM n3aenunam

FOCT 15.309-98 Cucrtema pa3paboTku n nMoCcTaHOBKM NPOAYKUMM Ha Npom3BoAcTBO. NcnbiTaHus
W NpuémMka BbiNyckaeMon npoaykumm. OCHOBHbIE MOJSIOXEHUS

FOCT P 2.105-2019 EguHaa cucTteMa KOHCTPYKTOpCKoM pokyMmeHTaummn (ECKA). O6wwue
TpeboBaHUS K TEKCTOBbIM AOKYMEHTaM

FOCT P 15.013-2016 Cucrtema pa3paboTku M NOCTaHOBKM NpoayKuum Ha npoussoacTtso (CPIM).
MeauvunHckue nsgenms

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

FOCT P 51352-2013 MeanumHckme nsgenus aas AMarHoCTMKM MH BUTPO. MeToabl UCMbITaHUI
FOCT P NCO 15190-2023 NNabopaTtopun MmeanumnHckume. TpebosaHusa 6e3onacHoCTH

FOCT P NCO 15223-1-2023 WN3penunsa MegnumHckue. CuUMBOSbI, MNpUMeEHsIeMble AN9 nepenayvu
nHdopmMaunm, npeaoctasnaemMon nsrotosmtenem. Hacte 1. OCHOBHble TpeboBaHMS

FOCT P NCO 18113-1-2015 MeanumHckme wmsgenna Ans AUArHOCTUkM in vitro. UHdopmauums,
npenocrasnsemMas marotosuteneMm (MapkupoBka). Yacte 1. TepMuHbl, onpeaeneHus u obwme
TpeboBaHus

FOCT P NCO 18113-2-2015 MeauumHckmMe usgenus Ans AvarHoctuku in vitro. UHdopmauwms,
npeaocTaBnsaemMas n3rotoputenem (Mapkumposka). Yactb 2. PeareHTbl AN AMArHOCTMKMK in vitro
Ana npodeccnoHanbHOro NpUMeHeHns

FOCT P NCO 23640-2015 N3penua  MeOUMUMHCKME  ANA  AMArHOoCTMKKM  in vitro.  OueHka
CTabunbHOCTU peareHToB ANS ANArHOCTUKMU in vitro

FOCT P 53022.3-2008 TpeboBaHusA K Ka4yecCTBY KAMHUYECKMX nabopaTopHbIX MCCNeaoBaHui,

Y.3. MpaBuna oUeHKN KIMHUYECKON MH(MOPMATUBHOCTM NabopaTopHbIX TECTOB.

MpuMmeyaHuMe - YKasaHHble Bbllle CTaHAAPTbl 6blIM AENCTBYHOWMMU Ha MOMEHT YTBEPXAEHUS
WHCTPYKLMW MO NPUMEHEHMUI0. B AanbHelleM npu nosib30BaHUWM AOKYMEHTOM Lienecoobpa3Ho NpoBepUTb
[leAICTBUE CCbISTOYHbIX HOPMATUBHbIX JIOKYMEHTOB Ha TEKYLLMA MOMEHT. ECn CCbITIOYHbIN AOKYMEHT 3aMeHEH
MAN U3MEHEH, TO Npu MPUMEHEHUM HACTOSLEro J[AOKYMeHTa CneAyeT MoMb30BaThCs 3aMEHEHHbIM

(M3MEHEHHbIM) AOKYMEHTOM.
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16 ALOPEC ONAA OBPALLEHUA

MpousBoacTeo HabopoB peareHTOB MMeEET CePTUDULMPOBAHHYIO CUCTEMY MEHEOXMEHTA
KayecTBa M COOTBETCTBYET TpeboBaHMSAM CTaHAapTa CUCTEM MeHeaXXMeHTa kadectBa ISO 9001
B obnactu paspaboTkum, npomnssoacTea n npogaxu IVD peareHToB 1 NpnbopoB A58 MONEKYASpPHO-
reHeTMYeCcKon AMarHoCTUKKM, M apyroro nabopatopHoro npuMeHeHms n ISO 13485 B obnactu
pa3paboTku, npoussoacTtBa M npogaxu IVD peareHToB wn npmbopoB ANa MeAMUMHCKOM

MOﬂeKynﬂpHO-FEHeTMHeCKOVI ANarHoCTukKu.

MpousBoanTenb: 0O6WECTBO C OrpaHMYeHHON OTBETCTBEHHOCTbO «[HK-TexHonorns TC»
(000 «OHK-TexHonormns TC»), Poccus.

Appec npoussoguTtensa: 117246, Poccus, r. MockBa, npoe3a HayuHbin, 4. 20, ctpoeHue 4.

MecTto npousBoAacTBa:

- 000 «[HK-TexHonorma TC», 117246, Poccus, r. Mockea, npoe3a HayuHbin, g. 20,
CTpoeHune 4;

- 000 «HMNO AOHK-TexHonorus», 142281, Poccus, MockoBckasa obnactb, r. poOTBUMHO,

yn. XenesHogopoxHas, 4. 3.

Mo BonpocaM, KacatowmMcs KayecTsa Habopa peareHToB, cneayeTt obpawartbecs B cnyxoby
KJIMEHTCKOM NOAAEPXKKMU.
Cnyx6a KNMEHTCKOM NOAAEPKKN:
8-800-200-75-15 (ansa Poccum, 3BOHOK 6ecnnaTHbIn),
+7 (495) 640-16-93 (ansa crtpaH CHIC n 3apy6exbsi, 3BOHOK MaTHbIN).
E-mail: hotline@dna-technology.ru,

www.dna-technology.ru

Homep 440-5
2025-02-19
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MpunoxxeHune A

MapameTpbl TECTA, KOTOPble HE0O6XOAMMO BHECTU B NporpamMMHoe obecneyeHue
AeTeKkTupyrwmux amnampukartopos «ATnpaim», «ATnant»
npv ncnosib3oBaHnun Habopa pearentos MNJIASMOIEH-Mr
B ¢pacoBke S

1) Konnuectso npobupok B Tecte - 1;
2) O6béM peakumoHHOM cMmecun — 35 MKn;

3) B okHe «[lporpamma amMnandukaunmn» BBECTU creayolimMe napaMeTpbl:

Pe>xum
No Yucno
TemnepaTtypa, °C MWH C ONTUYECKUX Tun 6n0ka
6noka LMKNOB .
n3MepeHun

80 0 30

1 1 LUnkn
94 1 30
94 0 30

2 5 Unkn
64 0 15 v
94 0 10

3 45 Unkn
64 0 15 %

4 94 0 5 1 LUnkn

5 251 XpaHeHune XpaHeHue

V - pexuM ONTUYECKNX U3MepeHui
4) BHecTu cneaytowme napamMeTpbl KaHanoB AeTeKUnn:
Fam Hex Rox Cy5 Cy5.5
Mycoplasma genitalium BK - - -

1 — ponyckaeTtcs xpaHeHue npu TemnepaTtype 10 °C
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Mpuno>xeHnue b

MapameTpbl TECTA, KOTOPble HE0O6XOAMMO BHECTU B NporpamMMHoe obecneyeHue
AeTeKTupyrwmux amnampukartopos «ATnpaim>», «ATnant»
npyv ncnosnb3oBaHMun Habopa pearentos MNJIASMOIMEH-Mr
B ¢pacoBke U

1) Konnuyectso npobupok B Tecte - 1;
2) O6bEM peakuMoHHOM cMmecn — 18 MKkn;

3) B okHe «[lporpamma amMnandukaunmn» BBECTU cieaytolimMe napaMeTpbl:

Pe>xxum
N2 Yucno
Temnepartypa, °C MUWH C ONTUYECKUX Tun 6n0ka
6noka LMKJI0B -
n3MepeHun
80 0 5
1 15 Unkn
94 0 5
2 94 5 00 1 Lunkn
94 0 30
3 5 Unkn
64 0 15 v
94 0 10
4 45 Unkn
64 0 15 \
5 94 0 5 1 Unkn
6 251 XpaHeHue XpaHeHue
V - pexuM ONTUYECKUX U3MepeHUi
4) BHecTn cnegyrouwme napamMeTpbl KaHan0B AeTeKUUN:
Fam Hex Rox Cy5 Cy5.5
Mycoplasma genitalium BK - - -

1 — ponyckaeTtcs xpaHeHue npu TemnepaTtype 10 °C
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