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CMUCOK COKPALLEHUA 1 OBO3HAYEHUI

B HacToswen MHCTPYKUUN NCNONb3YKTCA cnegyroumne CoKkpaweHna n 0603HaueHus:

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

BK - BHYTPEHHUI KOHTPOJb

an - AOBEPUTENIbHbLIN UHTEepBan

OHK - Ae30KCUpUBOHYKIeMHOBas KMUCIoTa
OHKa3bi - Ae30KCnpuboHykeassbl

K- - oTpuuUaTesbHbIM KOHTPOsbHbIN 06paseL
K+ - MONOXNUTESbHbIA KOHTPOJbHbIA 0bpasel,
JIKO - NabopaTopHbIN KOHTPOJIbHLIN 0b6pa3el
HK - HyKnenHoBble kncnotbl (PHK 1 HK)
nupP - NosinMepasHagd uenHasa peakuma
PHKa3bl - puboHykKneassbl
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BBEAEHUE

Mycoplasma hominis 6bina BblAgeneHa w3 MNONOBbLIX MyTeh 4yenoseka B 1937 roay.
Mycoplasma hominis Bbi3blBaeT BOCNaseHne CAn3ncTbix 060104YEK MOSOBLIX OPraHoOB YenoBeka,
aBnsieTcsa Bo3byantenem yporeHmTasbHOro MMKonaasmosa.

OCNoXHEeHMAMM MMKOMAA3MO30B MOryT 6biTb UMCTUTbI U NUenoHedpuTbl. XPOHUYECKNH
MMKOMIa3M03 MOXeT 6bITb NpunumMHOM 6ecniiogmsa U NpexaeBpeEMEHHbIX PoAOB.

Mycoplasma hominis coBMmecTHO ¢ Gardnerella vaginalis, Hanbonee W3y4eHHbIM
BarMHaabHbIM aHaspoboM, Hapsaay € APYrMMKU aHaspobHbIMKU 6aKTepUAMKN yUYacTBYIOT B pasBUTUU
6akTepmanbHoro BarnHosa (BB) y XeHLWWH, XO0TS He ABNSKTCA eAUHCTBEHHON €ro NpUYMHOMN.
HdaHHasa rpynna BB-accoumnpoBaHHbIX 6aKTepuii MOXeT TaKXXe Bbi3blBaTb BOCMaJUTENbHbIe
3abo0neBaHNsa HMXKHUX OTAEI0B MOYENOSIOBbIX MyTen Y MY>XUMH.

MpumeHeHne Habopa peareHToB Ansa BbigBneHms [OHK MukonniasMbl  XOMMHMUC

(Mycoplasma hominis) no3BonseT CBOEBPEMEHHO BbISIBUTb BO36yAMUTENSA M HA3HAYUTb JleYeHue,
B TOM uucC/ile U C UCMNoAb30BaHMEM creundbunyecknx npenapaTtoB. Habop peareHToB MoOXeT
NCNONb30BaTbCA A1 KOHTPOASA YCMNEWHOCTU JiedeHUs MyTEM MOBTOPHbIX WCCAeA0BaHMUNA.
OTpuuaTenbHbll pe3ynbTaT NCCNeaoBaHNs NO3BONASIET UCK/TOUMTb MUKOMNA3M0O3 Npy NpoBEeAEHUN

avdbdepeHumManbHOM AMarHOCTUKN 3aboneBaHun.
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1 NPEAHA3HAYEHHOE NPUMEHEHMUE

1.1 MonHoe HamMmeHoBaHWe Habopa peareHToB: Habop peareHToB Ans BbissBneHuna OHK
MukonnasMmbl XOMUHUC (Mycoplasma hominis) MeToAOM MONMMEpPas3HOM LUenHOM peakuuu

(NJA3MOIEH-Mx), npanee no TekCcTy — Habop peareHToB.

1.2 HasHauyeHue: Habop peareHTOB MpeaHasHayeH Ans BbisBneHms OHK Mukonnasmebl
xoMuHuc (Mycoplasma hominis) metonom MLP B 6MonornyeckoM matepuane 4yenoseka: COCKObObI

AMUTENMasnbHbIX KNETOK U3 YPOreHUTasIbHOro TpakTa, Mo4ya, CEKpeT NpoCcTaThl, 3AKYNAT.
1.3 QOYHKUMOHANbHOE Ha3HavyeHWe: AnarHocTuka in vitro.

1.4 MokazaHus K npoBeageHuo nccneaoBaHuA: CMMMNTOMBI VIHCII)EKLI,VIOHHOFO nnn
BOCManuTenbHoOro 3aboneBaHnss MOYENOA0BOro TpaKTa, KOHTPOJIb JIEHeEHNA MUKOM/1a3MO3a.

MpoTMBOMOKa3aHWn K MPUMEHEHUIO HET.

1.5 MonynsaumoHHble U gemorpadumyeckme acnekTbl: MnpuMeHeHne Habopa peareHToB

HE 3aBUCUT OT NONYNAUNOHHbLIX 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
MOJIEKYISIPHON AMArHOCTUKM M NpaBuiaM 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.
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WHCTPYKUMS N0 NPUMEHEHUIO

2 XAPAKTEPUCTUKA HABOPA PEATEHTOB

2.1

CocTaB Habopa peareHToB

| 439-5 or 12 mapTa 2025 roga

’ AHK-TEXHONOrusa

R1-P102-S3/9, chacoBka S, cTpmiibl

N Konnuectso HoOMUHanbHbIM
HanmeHoBaHMe KOMMNOHEHTa BHewHun Bna N
npobupok 061bEM KOMMOHeHTa
Mpo3payHas 6ecuBeTHas wuam
CMmecb ana aMmnnmdukaumnm, po3p 4 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-P102-23/9, cpacoBka S, npobupkmu

HanmeHoBaHMe KOMMNOHEHTa

BHewHun Buna

Konnyecteo
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 6ecuseTHasa BA3Kas
MunHepanbHoe Macno po3p 4 2 npobupkmn rno 1,0 mn
MacCnsaHUCTasA XUAKOCTb
MonoxunTenbHbI
Mpo3pauHas 6ecuBeTHas XnakocTb | 1 npobupka 130 MKn

R1-P102-UA/9, dacoska U

KOHTPO/bHbIN 06pazeu!

. Konuuyectso HoMUWHanbHbIM
HanmeHoBaHMe KOMMoOHeHTa 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.

- MHCTpYKUNS NO NPUMEHEHMUIO — 1 3K3.

- Bknagbiw - 1 5K3.

- MacnopTt — 1 3K3.

He TpebytoT

1 - Ha 3TMKEeTKe KOMMOHEHTa Ana Bcex q)aCOBOK «MoNoXNTENbHbIN KOHTpOJ'IbeIVI 06pa3eu,>> 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/OYas aHanuM3 HeW3BeCTHbIX 06pa3uoB, OTPULATENbHbIX KOHTPOJSIbHbIX
06pasuoB 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 pesynbTaToOB B pexumme
peanbHOro BpEMeHU; KayeCcTBeHHbIN aHanms.

MpuMHUMN MeToaa OCHOBaAH Ha WCMONb30BaHMKM npouecca amnandukaumn OHK
C NoMouWwblo nosimMmepasHon uenHon peakuunm (MUP). Mpouecc amnandukaumm 3akyaeTcs
B CEpMN MOBTOPSIOLWNXCA UWMKNOB TemnepaTtypHoW geHatypaumn [OHK, oTxura nparnMmepos
C KOMMNJIEMEeHTapHbIMW NOCAeA0BaTENbHOCTSAMN N Nocaeayowen AOCTPOMKU MOANHYKNEOTUAHbIX
uenen ¢ aTux npariMepos Tag-noamMMmepason.

Ons noBbIWEHUS YYBCTBUTESIBHOCTU U CneuyudUyHOCTM peakunum npeaycMoTpeHO
NpMMEHEeHMe <«ropsdero» crapta, KOTopbii obecneumBaetrca Aans ¢HacoBkKM S MeTOAUKOM
NPUroTOB/IEHUS PEeaKLMOHHOM CMEeCK, COCTOSLLEN M3 ABYX C/I0EB, pasAenéHHbIX NPOCNONKON 13
napaduHa. CMelwweHne Cnoés M npeBpalleHMe MX B peakUMOHHYH CMeCb MPOMCXOAMT TONbKO
nocne nnasneHnss napadwuHa, 4TO WCKAKYaeT Hecneunduyeckmin OTXWUr npariMepoB
Ha [OHK-MuweHn npw HayanbHOM nporpese nNpobupku. «lopaumin» ctapt ana dacoskm U
obecneunBaeTcsa NCNonb30BaHMEM NONIMMEpPasbl, aKTUBHOCTb KOTOPOM 6/10KMpoOBaHa aHTUTENaMu,
akTneauusa depMeHTa NpoMcxoauT TONbKO MNOoCie npeABapuTesibHOro nporpesa peakunoHHOM
cMecn npu 94 °C. 310 mnckawvaetT Hecneundmyecknini omxur nparmMepos Ha JHK-muweHu npu
Ha4vyanbHOM nporpese Npobupkw.

B peakuunoHHyto cMecb ans amnandukaumm seegeHbl JHK-30HAbI, KaXablil U3 KOTOPbIX
conepxut dyopecueHTHY0 MeTKy W racutenb dnyopecueHumn. Tpu  obpasoBaHum
cneundudeckoro npoaykrta AHK-30HA4 pa3pyllaercsa, AencTtBmne racutenss Ha hyopecueHTHYo
MeTKy npeKkpawaeTcs, 4YTOo BeAéT K BO3pacTaHU YpoBHA dyopecueHUnn, KOTOpbIi
durKcnpyeTcs geTeKTMpyowmnmMm aMnandmkaTopom.

KonnuyectBo paspylleHHbiX 30HAO0B (@, cneaoBaTenlbHO, U YPOBEHb (yopecueHumn)
yBenn4mnmBaeTcs nponopunoHasibHO Konnyectsy obpasoBasBlunxcs cneundunyeckmx amnanKoHOB.
YpoBeHb hnyopecLueHUMN N3MepSeTCa Ha KaXaoM uukne amnandukaumm B pexuMme peasbHOoro
BpeMeHM.

B coctaB cmecn ana amnnandukaumm BKIKYEH BHYTPEHHMN KOHTponb (BK), KoTOpbIn
npefHasHa4vyeH Ans KOHTPONS NPOXOXAEHUS NOSIMMEPAs3HON LEenHON peakumu.

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

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

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

Mycoplasma hominis BK - - -

NccnegoBaHme coctomT n3 cneaylowmnx atanos: BolgeneHne AHK (npobonogrortoBka) m
NuP-amnnndpukauns AOHK ¢ pgetekumen pesynbTaTOB B PEeXMME peasibHOro BpPEMEHU

C ncnonb3osaHuem Habopa peareHTos MNJTA3SMOIEH-Mx.

3 AHANTUTUYECKME U ANATHOCTUYECKUNE XAPAKTEPUCTUKHA

3.1 AHanuTu4yeckas cneunduyHoCTb

B obpasuax 6buonormyeckoro maTtepuana 4enoseka, cogepxawmx OHK Mycoplasma
hominis, nporpamMmHoe obecrnedeHne geTekTupytowero amnamdunkaTopa 4OIKHO perncTpnposaTb
NONOXUTENbHbIN pe3ynbTaT amnnudukaumm cneunduyeckoro npoaykta (dpparmeHta [HK
Mycoplasma hominis) no kaHany pgetekuum Fam/Green.

B obpa3uax 6uonornmyeckoro matepuana, He copepxawmnx OHK Mycoplasma hominis,
AetekTupylowmin - aMnamdukKaTtop  AOMKEH  perncTpupoBaTb  OTpuuUaTeNbHbIA  pesynbTar
amnnangukaummn cneumduryeckoro npoaykta (dparmeHta reHoma Mycoplasma hominis) no
KaHany petekumm Fam/Green W NONOXUTENbHbIA pe3ynbTaT aMnaMdukKaunum BHYTPEHHEro
KOHTPOSSA No KaHany aetekumun Hex/Yellow/Vic.

MokasaHo OTCYyTCTBME Hecneumdmnuecknx noaoXnTenbHbiX pe3ysbTaToB aMnandukaumm
npu Hanumumm B obpasue OHK Ureaplasma urealyticum, Gardnerella vaginalis, Ureaplasma
parvum, Mycoplasma genitalium, Neisseria gonorrhoeae, Candida albicans, Chlamydia
trachomatis, Trichomonas vaginalis, Streptococcus spp., Staphylococcus spp., a Takxe OHK

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

3.2 NHTepdepupyloume BewecTsa

Hannume wuHrubutopos [MLUP B o06pa3sue 6Guonormyeckoro martepumana MOXeT 6biTb
MPUYMHON  COMHUTENbHLIX (HeomnpeaenéHHbIX/HeAOCTOBEPHbIX) pe3ynbTaTtoB. [puM3HaKoMm
nHrnébmnposanma TLUP gBnserca oAHOBpeMeHHOe OTCYyTCTBME aMnindukaunum BHYTPEHHEro
KOHTpoONSa 1 cneundunyeckoro npogykrta (cm. 2.3, 9.3, 9.4).

K nHrmbmntopam MNLUP oTHOCATCHA cneayrowmve BewecTsa: NpucyTcreme B obpasue cinsmy,
npumecen KpoBu; nybpmnKaHTbl, TasibK, MECTHbIE NNIEKapCTBEHHbIE NnpenapaThbl.

0na cHuxeHusa konnyectsa nHrnbutopos MUP Heobxoanmo cobntogaTbh npasuia B3ATUS
6uonornyeckoro matepmana. NMpu nNono3peHMn Ha Hanmuune B obpasue 60sbWIOro KonmM4yecTsa
nHrnéutopos TLP pekomeHayeTca BblibMpaTb MeToabl BblaeneHns [OHK, nossonsawowme
MaKCMManbHO yAanuTb WHrnbutopbl [MUP u3 obpa3ua, He pekoMeHAyeTCs WCNonb30BaTb

aKcnpecc-mMeToabl BblaeneHusa AHK.
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Mpenen obHapyxeHus
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} AHK-TEXHONOrusa

5 konun AHK Mycoplasma hominis Ha amMnAnduKaLnMoHHY0 Npobupky.

Mpepen

obHapyxeHus

YyCTaQHOB/EH

daHaln3a

CepUmnHbIX

pasBeneHumn

nabopaTopHoro KoHTposibHoro ob6pasua (JIKO). Ons kaxaon KoHueHTpauunm 6bl10 npoBefeHo

94 onpepeneHuns.

KoHueHTpauusa JIKO, Konnuecrso %
- KonuuectBo
KONMUM HA aMNAN(PUKALNOHHYIO MOJNI0XXUTEJSIbHbIX NMOJIOXKUTENIbHbIX
noBTOPOB
npo6upky pe3ynbTaTtoB pe3ynbTaTtoB

10 94 94 100
5 94 94 100
2 94 85 90,4
0 94 0 0,0

MpnmeyaHune

npobonoaroToBku obpasua U KoHeyHoro o6bvéma BbigeneHHon AHK (o6béma antounn).

Mpumep:

- Mpeanen obHapyxenua OHK Mycoplasma hominis B obpasue 3aBUCUT OT MeToAa

Mpenen obHapyxeHus 5 konui Ha aMnNANMUKALMOHHYIO NPO6MPKY COOTBETCTBYET CiAeAyHLnUM

3HayeHnsAM KoHueHTpauun AHK Mycoplasma hominis npyn ncnonb3oBaHMmn HabopoB/KOMMNIEKTOB

ONS BblAeNneHnsa HYKNenHoBbIX kKncnoT npounssoactea OO0 «[HK-TexHonormnsa TC»:

Ha6opbl/KOMNNEKTbI AJ1A BblAE/IEHUS HYKJ/IEUHOBbIX KUCJIOT

NMPOBA-MY-
O6pazey PANMAL NPOBA-
NPOBA-HK NPOBA-IC (npy smrounn PANULAL
B 300 Mkn)
- Cocko6 anuTenmanbHbIX
knetok B 500 MKkn
TPaHCMOpPTHOW cpeabl?;
- 2akynat B 500 mkn
TPaHCMNOPTHOW Ccpeabl; 50 300 500
- CekpeT npocTaThl konuii/obpasey | konuii/obpasey | konwui/obpasel konwuii/obpasey,
B 500 MKN TpaHCNOPTHOM
cpeabl;
- Moua (npu BblaeneHun
nm3 1,0 mn obpasua)

3.4

AunarHocTnyeckne xapakTepucTuku

Konnuectso obpasuos (n) — 398;

OnarHoctmnyeckas 4yBCTBUTENbHOCTb cocTaBnseTt (95% AN): 97,5% (92,5-99,5%);

OnarHocTtunyeckas cneuymduyHocTb coctaBnseT (95% AN): 99,1% (97,8-99,6%).

1 - TonbKko AN COCKO60B 3NUTENNANbHBIX KJ1ETOK

2 - B KauyecTBe TpaHCMOPTHOW cpeabl UCMonb3oBanack TpaHcnopTHas cpeaa ans 6uonpo6 CTOP-O,

000 «OHK-TexHonorusa TC», Poccusa, PY N P3H 2020/9640
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4 MEPbI MPEAOCTOPOXXHOCTH

Opranusauma pabotbl [LP-nabopatopuu, obopynoBaHue u MaTepuanbl LOSKHbI
cooTBeTcTBOBaTb TpeboBaHmam [OCT P WCO 15190-2023, MeTOoAMYECKMX YKa3aHuMn
MY 1.3.2569-09 «OpraHunsaumsa paboTbl nabopaTopuii, NCNOABL3YIOWNX MeToabl aMmnandukaumm
HYK/IEMHOBbIX KWCAOT, Npu paboTe c MaTepuanoMm, coaepxawmm MmkpoopraHmsmbel I-IV rpynn
MaToreHHoCTn», C cobnaeHnemM caHuTapHbiX npasmn n HopM CaHluH 3.3686-21 «CaHuTapHo-
annageMmnonornyeckne TpebosaHus no npodunakTMke MHMOEKUNOHHbIX bonesHen».

HenseecTHble 06pa3ubl pacCMaTpMBAOTCS KakK MoTeHuManbHO-onacHble. Mpu paboTte ¢
HabopoM peareHTOB c/lieayeT HageBaTb 0O4HOpPa30Bble nepyaTkm 6e3 Tanbka.

Mpn paboTte ¢ MukpoopraHuamamu I-IV rpynn naTtoreHHOCTM BblIBOp TuMa 3alMTHOro
KocTioma (pabouel opexabl M CpeacTB MHAMBUAYA/IbHOW 3aluTbl) MNPOBOAUTCS B CTPOrOM
COOTBETCTBMW C CaHUTaApHbIMK NpaBunamMu n Hopmamm CaHluH 3.3686-21 n onpeaenseTcss BUAOM
B0o36yauTens, paboyel 30HOI, OCHaweHneM ee 6bokcamu buonornyeckon 6eonacHoOCTu.

CnepyeT UCcnonb30BaTb TO/IbKO OAHOPA30Bble HAKOHEYHUKN U NPpobupku.

He ponyckaeTcsa WCNOAb30BaHWE OAHMX W TeX Xe HakKoHeyHuKkoB npu obpaboTke
pa3nnyHbix o6pa3uos bnonormyeckoro matepuana.

K pabote ¢ HabopoMm peareHTOB JOMycKaeTcsd nepcoHan, obydeHHbln MeToAaMm
MOJIEKYNSAPHOM ANArHOCTUKM M nNpaBmnamM paboTbl B KIIMHUKO-ANArHOCTMYECKON nabopaTtopun.

Boinenenvne AHK cneayet nposoanTb B Hokcax buonormyeckon 6esonacHocTtum II knacca.
MoarotoBky K MUP c ncnonb3oaHneMm Habopa peareHTOB BO3MOXHO npoBoauTb B ML P-60kcax.

3anpewaeTca nepemelleHne nabopaTtopHoro ob6opyaoBaHUsA, B TOM 4Yucne A03aTOpoB,
WTaTMBOB, JlabopaTOPHOM MOCyAbl, XanaToB, roOfOBHbIX Y6OpoB M np., a TakXe pacTBOPOB
peareHToB U3 OAHOro NMoOMeLleHnsa B Apyroe.

[losaTopbl AOMKHbI 6bITb COOTBETCTBYHOLWMM 06pa3oM noBepeHbl (B aKKpeAMTOBaHHbIX
nabopaTtopuax) n NpoMapKMpOBaHbI.

Ncnonb3oBaHHble OAHOPa30Bble MPUMHAANEXHOCTU (NPOBUMPKKU, HAKOHEYHUKW W Ap.)
OO/MKHbI  cbpacbiBaTbC B KOHTeMHep A9  MeAMUMHCKMX  OTX0A0B,  COoAepXXalumi
Ae3nHdouumpyowmnin pacteop (Npn HeobxognmocTtn).

MoBepxHOCTM pabounx CTOMOB, @ TaKXe NOMeLLEHNS, B KOTOPbIX MPOBOANTCS BblAeNeHne
HK u noctaHoBka [LUP, cneayer obsizaTtenbHo, 4O M nocne nposeaeHus paboTt, obayyatb C
NOMOLWbIO HaKTepuUMAHbIX YCTAaHOBOK B TeyeHue 30 MUHYT.

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

CpeAacCTB, pernaMeHTUpOBaHHbIX CaHUTapHbIMW NpasuiamMu u 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 nabopaTtopumu
obpasylTcs oTX0oAbl Kfhacca B, KOTopble yTUAM3MPYKOTCA B COOTBETCTBMM C TpeboBaHMSAMMU
CaHuTapHbIX npasun U HopM CaHluH 2.1.3684-21 «CaHuTapHo-anuaeMuonormyeckme
TpeboBaHMS K coaepXaHWUIO TEPPUTOPUIN TOPOACKNX U CENbCKUX NOCENEHUN, K BOAHbIM 06beKkTaM,
NUTbEBOM BOAE U MNUTLEBOMY BOAOCHabXeHWto, aTMocdepHOMy BO34yXY, MO4YBaM, XMWUJbIM
noMeLleHNsaM, 3KCnyaTaunum nNpousBOACTBEHHbIX, 06WECTBEHHbIX MOMELLEHUA, OpraHnu3aunum u

NpoBeAEeHNI0 CAHNUTapHO-NMPOTMBOINMAEMUYECKNX (NPODUNAKTUHECKMNX) MEPONPUATUI».

OnacHble KOMMOHEHThLI B Habope peareHToB

Hanuuue/otcyrcrBue

KoMnoHeHT Ha6opa OMacHOro KOMMOHEHTa
R 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 H1py
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
3aluMTbl 4718 NpeaoTBpalleHUss KOHTaKTa C OpraHu3MoM 4yenoBeka. [loc/nie oKOH4YaHus paboThbl
TWATeNbHO BbIMbITb PYKWU. M36eraTb KOHTaKTa C KOXeW, rnasamMmm U CiM3anctbiMn 060/104KaMu.

MpM MCNONb30BAHUU MO HA3HAYEHUIO U COBMIOAEHUN Mep NPEeAOCTOPOXHOCTM KOHTaKT
C OpPraHM3MoM YenoBeKa NUCKITIOYEH.

He ncnonbsoBaTtb Habop peareHToB:

- Npu HapyLIEHUN YCNOBUIA TPAHCMOPTUPOBAHUSA U XPAHEHUS;

- NnpyM HECOOTBETCTBMM BHELIHEro BMAa peareHTOB, YKasaHHOro B MacnopTte kK Habopy
peareHToB;

- Npu HapyLIEeHUN BHYTPEHHEN YyNaKoBKM KOMMOHEHTOB Habopa peareHToB;

- Mo UCTEYEHUNIO CpOKa roAgHOCTM Habopa peareHToB.

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

NPeAOCTOPOXHOCTUN ABNAETCA 6e3onacHbIM.
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5 OBOPYAOBAHUE U MATEPUAJDbI

Mpwn paboTe c HabopoM peareHToB TpebytoTca cneayowme obopyaoBaHne, peareHTbl U

pacxXogHble MaTeEpUalbl:

dacoBka U,

dacoBka S
AO3MpOBaHue

O6o0pyanoBaHMe, peareHTbl U pacxoaHble MaTepuanbl

cTpunbl! | Npobupku 4yHoe asTomari-
P P P Py 3MpoOBaHHOE
MuP-60kc na aa aa na
aMnnundukaTop C AeTeKUNeNn B peXxnMe peasnbHOro BpeMeHu? na na na nas3
MUKPOLEHTPUdYyra-BopTeKc na aa aa aa
oTO 19 MUKpOUEeHTPpU r’M-BOPTEKCA ANd CTPUNOBAHHDbIX
poTop A p 4 Py P A P Aa HeT HeT HeT
npobmpok o6bEMOM 0,2 Mn
XONOAUNBbHMK C MOPO3USIBHOW KaMepow na na na aa
wTaTuB «paboyee Mecto» ana npobupok o6béMom 0,2 Mn HeT na na HeT
WTaTUB «paboyee MeCTO» A9 CTPUMNOBAHHBLIX MPOBUPOK
. ha HeT HeT HeT
o6bémMom 0,2 Mn
wratme «paboyee mecTo» An4 Npobupok o6bLéMom 1,5 Mn aa aa aa aa
[03aTopbl MexaHM4YyecKmne Uan 3/1EKTPOHHbIE NePEMEHHOM0
06bEMa ofHOKaHaNbHble, MNO3BONAIOLMNE OTOMPATbL 06BEM
na na na Aa

xuakoctm ot 2,0 o 20 mkn, ot 20 go 200 MKkn,
o1 200 o 1000 mkn

0HOPa30Bble HAKOHEYHUKN C DPUNLTPOM ANs
noJlyaBTOMaTu4yeckmx aosatopos, cBoboaHble oT PHKas un aa Aa Aa na
OHKa3, o6bémoM 20 MKnN

0HOPa30Bble HAKOHEYHUKN ANst MONyaBTOMaTUYECKMNX

po3aTtopos, cBobogHble oT PHKa3 n [HKa3, o6bémom 200 mMkn, na aa aa na
1000 mkn
lWITaTUB AN1s 103aTopoB na na na na

npobmpkn MnKpoueHTpudyxHbie 06bEMOM 1,5 M C KpbIKaMu,

a a a a
cBoboaHble oT PHKa3 un JHKa3 A A A A
npobupku amnandukaumoHHble 06bLEMOM 0,2 M C KpbIWKaMU,
HeT HeT ha HeT
cBoboaHble oT PHKa3 un AIHKa3
OAHOpa30Bble NepyaTkn MeanunHckne, 6e3 Tanbka
[IHOP p an , ' na na na na
TEKCTYPUPOBAHHbIE
éMKOCTb Ans cbpoca ncnonb3oBaHHbIX HAKOHEYHWNKOB,
aa aa aa aa
Npo6bMpOK N APYrnx pacxoAHblX MaTepuanos
YcTpoiicTeBo go3uvpytowiee ATCTpuM
no TY 9443-005-96301278-2012 B BapmaHTe UCNOAHEHUS
HeT HeT HeT aa
12M1 nnn 15M1, OO0 «HMNO AHK-TexHonorua», Poccus,
PY N¢ P3H 2015/2982, panee no Tekcty — ATcTpum
0JHOPA30Bble HAKOHEYHUKN C PUNBTPOM ANS AO3UPYHOLLErO
ycTtponctea ATcTpuM B KOMnnekTaummn *M1, csoboaHble
i HeT HeT HeT aa
ot PHKa3 n 1HKa3, o6bémomM 200 MK/ UM peKOMeHAO0BaHHbIe
ANS @aHaNorM4yHoOro MCNosab3yeMoro A03MpyoLWero yCTponcTea
YCTpoiCcTBO ANS 3anedaTbiBaHUS nnaHweTtos [Tnak, et et et na
000 «HMO AHK-TexHonorusa», Poccus
HT
ueHTpudyra c RCF (g) He Huxe 100, c aganTtepoM Ans her et et na
MUKPOMJIaHLLIETOB
nonmMMepHas TepMoniéHka Ans 3anedaTbiBaHUS
HeT HeT HeT aa
MuKponnaHweTos lMLUP
MukponnaHwert MUP 384 nyHku HeT HeT HeT na

dunsmnonornyecknin pacteop (0,9% NaCl) ctepunbHbIn (Mpy HEO6XOANMOCTH)
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dacoBka U,
AO3MpoOBaHue

aBToMaTu-
3MpoOBaHHOE

dacoBka S
O6opynoBaHMe, peareHTbl U pacxogHble MaTepuasbl

cTpunbl! | Npo6upkK | pyyHoe

TpaHcnopTHas cpeaa (Npy Heo6XoAMMOCTN), pEKOMEHAYTCA:

- TpaHcnopTHas cpeaa ans 6uonpo6 CTOP-® no TY 21.20.23-101-46482062-2019,
000 «JHK-TexHonorua TC», Poccus, PY N2 P3H 2020/9640;

- TpaHcnopTHas cpeaa ans 6uonpob ¢ mykonmutukom (CTOP-M) no TY 21.20.23-102-46482062-2019,
000 «OHK-TexHonorus TC», Poccus, PY N2 P3H 2019/9453 (ana cockoboB anuTenmnanbHbIX KNEeTOoK
N3 YPOreHMTasibHOro TpakTa)

Habop/KOMMNEKT peareHToB Ans BblaeneHms HK 3 6uonornyeckoro matepuranat, peKoMeHAYHOTCS:

- KoMnnekT peareHToB A/ BblAeNeHUS HYKNenHoBbIX kncnoT NMPOBA-HK/MPOBA-HK-MJTIOC
no TY 9398-035-46482062-2009 B popme komnnekTaummn: komnnekT NMPOBA-HK,

000 «JHK-TexHonorua TC», Poccusa, PY N2 ®CP 2010/08867;

- KomnnekT peareHToB Ang BblaeneHmns AHK no TY 9398-037-46482062-2009 B popMe KOMNAEKTaLUK:
MPOBA-I'C, OO0 «OHK-TexHonorus TC», Poccusi, PY N2 ®CP 2010/08696;

- Habop peareHTOB ANS BblaeneHMs HyKnenHoBbixX kncnot NMPOBA-MY no TY 9398-088-46482062-2016
B bopme komnnaekTauum NMPOBA-MY-PAMNA, OO0 «AHK-TexHonorus TC», Poccus,

PY N° P3H 2017/5753;

- KomnnekT peareHToB ans eblaeneHmna AHK MPOBA-PAMNA no TY 9398-015-46482062-2008,
000 «AHK-TexHonormns TC», Poccusi, PY N2 ®CP 2008/02939.

MpuMeuaHuna Kk Tabnuue:

1 - He ucnonb3yeTcs AnsA AeTekTupylowero amnnandukartopa Rotor-Gene Q

2 - flanee No TEKCTY — AETEKTUPYOLWMIA aMnandukaTop; Tpebyemblie napaMeTpbl AETEKTUPYOLNX
aMnanduKaTopoB yKasaHbl HMXe

3 - BanMAMpPOBaH AeTeKTMpYLWMA aMiandukaTop «ATnpaiimM» (Mogndukauma OATnpaims» *X*),

000 «HMNO AHK-TexHonorusa», Poccusa, PY N2 ®CP 2011/10229

4 - BO3MOXHOCTb UCMOJIb30BaHMUA Habopa/KOMMeKTa peareHToB Ans Bblaenedua AHK Mycoplasma hominis

onpegenseTca BuaoMm buonorndyeckoro matepuana (7.1).

Habop peareHTOB NpUMEHSETCS C AETEKTUPYOWMMK aMmnandmKkaTopaMn nNaaHLWETHOro n
pOTOPHOrO0 TMMNA C CUCTEMOM peTekumn GyopecueHTHOr0 CUrHana B pexXume peanibHOro
BPEMEHM, 3apPErncTpuMpoBaHHbIMM B YCTAaHOBJEHHOM nopsake B P® M COOTBETCTBYHOLLMMU
cnepyowmM TpeboBaHUSaM:

- obecneunBaeTtcs paboTta ¢ 06bEMOM peakuMoHHoM cMecn 35 Mkn (dhacoska S) nmam 18 Mkn
(dbacoBka U);

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

- nogorpesaemasl KpbilwkKka ¢ TemnepaTtypon 6onee 100 °C;

- CKOpOCTb Harpesa He MeHee 2 °C/c;

- CKOpOCTb OoxJlaxaeHus He meHee 1 °C/c;

- TOYHOCTb MOoAAEepPXaHUs U 0OA4HOPOAHOCTb TeMnepaTypbl He 6onee £ 0,4 °C.
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Onsa paboTtbl ¢ HabopoM peareHTOB BaJAWMAMPOBaHblI Cneaylolme [eTeKTUMpylowmne
aMnnambunKaTopbl:
- AmnnundukaTtop aetektTupytowmin «ATnpanm» no TY 9443-004-96301278-2010 (Moandukaums
«ATnpanm *M*»), 000 «HMNO AHK-TexHonorua», Poccms, PY N2 ®CP 2011/10229, panee no
TekcTy — «ATnpanim»;
- AMnandgukaTop getekTmpytowmin «ATnpaiM» no TY 9443-004-96301278-2010 (Moandurkaums
«ATnpanm *X*») 000 «HIMO OHK-TexHonormna», Poccusa, PY N2 ®CP 2011/10229 (Tonbko ans
Habopa peareHTOoB B dacoBke U ana aBTOMatManMpoBaHHOro A03MpPOBaHWsA), Aanee no TeKCTy -
«ATnpanm» B Mogndunkaunm «4Tnpamnm *X*»;
- AMnndukaTop getektupytowmin «OTnant» no TY 9443-003-96301278-2010 (moandukaums
«OTnant *S*»), 000 «HMNO OHK-TexHonorus», Poccus, PY N2 ®CP 2011/10228 (Tonbko Ans
Habopa peareHToB B (pacoBke S; B ¢dacoBke U ans pyyHoOro Ao3MpoBaHus), Aanee no TeKCcrty -
«ATnant»;
- Mpnbop ans npoBeaeHUs NOMMEPA3HOM LIEMHON peakumn B pexmnme peanbHOro BpeMeHwu
Rotor-Gene Q, QIAGEN GmbH, Nepmanus, PY N2 ®C3 2010/07595 (Tonbko ans Habopa peareHToB
B bacoBke S, Npobupkun; B pacoske U ans pyyHoOro go3mpoBaHus), nanee no tekcry — Rotor-Gene Q;
- TepMouuknep ans amnandukaumm HyknemHosblX kucnotT 1000 ¢ MoayfneM peakuMOHHbIM
ontnyecknm CFX96 (Optical Reaction Module CFX96), Buo-Paa JlabopaTtopues, WHk; CLUA,
PY N2 ®C3 2008/03399, nanee no Tekcty — CFX96;
- AMnandukaTop  HykKnemHoBbix  kucnoT  Applied  Biosystems  QuantStudio5 ¢
rmépuamsaumnoHHo-dNyopecLeHTHON aeTekumneln npoaykTos MNLP B pexnme peanbHOro BPEMEHMU,
«Jland TekHonoaxuc XongauHrc Mte. NIta.», CuHranyp, PY N2 P3H 2019/8446, nanee no TekCTy —
Applied Biosystems QuantStudio 5.

Mo BompocaM NMpUMEHeHUs AeTEeKTUPYHLWMX aMnanduUKaTopoB, He yKa3aHHbIX Bbille,

TpebyeTcsa cornacoBaHWe C NpoM3BOAUTENIEM Habopa peareHToB.
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6 AHAJTIUSNPYEMbIE OBPA3Lbl

6.1 MaTepuan ons nccneaoBaHus
Onsa nccnepoBaHMSA MCMONb3YOT COCKOObI aNMUTENNanbHbIX KIETOK U3 YPOreHUTanbHOro

TpakTa, Mo4y, CEKPET NPOCTaThl, IAKY/IAT.

6.2 Obwme TpeboBaHus

NccnepoBanme w™etoaoMm [UP oTHocuTcs K npsiMbiM  MeTodaM JlabopaTopHOro
nccnenoBaHus, No3ToMy B3sTME 6MON0OrM4Yeckoro MaTepmana dyenoseka Heob6xoanmmo NpoBOAMTb
M3 MecTa Jokanmnsaumn nHhEeKUMOHHOro npouecca. PeweHne o HeobxoaMMOCTM UccnegosaTtb Ty
WAW MHYIO0 NOKanusauumio NpuHUMAET nedawmini Bpad Ha OCHOBaHWMM cobpaHHOro aHamHesa u
K/IMHUYECKOM KapTuHbl 3aboneBaHus.

Onsa nonyyeHns KOppEeKTHbIX pe3ynbTaTtoB 60nblloe 3HaYeHNEe UMEeT Ka4vyeCTBO B3ATUS
obpasua OuomaTepmana AN UCCAefOBaHMA, €ro  XpaHeHwe, TpaHCnopTUpOBaHue W
npeasaputensHas obpaboTka.

HenpaBunbHoe B3aTUe buoMaTepuana MOXeT NPUBECTU K MNONYYEHUIO HeAOCTOBEPHbIX
pe3ynbTaToB U, BCeACTBMUE 3TOr0, HeE06XOANMMOCTU ero NOBTOPHOIO B3ATUS.

Ha stane noarotoBkn 6uoMaTepumana MWCNoNb3ymTe OAHOPA30Bble HAKOHEYHUKU C
dunbTpoM, cBoboaHble oT PHKa3 n AHKas.

Ona npenoTBpalleHMs KOHTaMUHaUMM OTKpbIBAWTE KPbILWKY TOSIbKO TOW Npobupku, B
KoTOopyto byaete BHOCUTb GMONOrM4Yeckuii MaTepwuasn, M 3akpbiBaliTe ee nepep pabortonm co

cnepywouwern npobunpkon.

MpuMmeyaHne - B3aTMe, npeaBapuTenbHylo 06paboTKy, XpaHeHMe W NepeBO3Ky, nepeaady
nuccriegyemMoro MaTepuana B Apyrve opraHusaumy OCyLLeCTBASIIOT COMIaCHO MHCTPYKTUBHO-METOAMYECKUM
[LOKYMEHTaM, perfaMeHTUpPYOLWNM BbINO/IHEHNE WCCNENOBaHUIn B COOTBETCTBUM C  TpeboBaHUSAMU
MY 1.3.2569-09 n CaHllnH 3.3686-21.

6.3 B3aTne matepmana Ha nccnegoBaHue

BHUMAHME! Tllepen BbigeneHnem [OHK wMoxeT noTpeboBaTbCs moarotoBka o06pa3uos

éunonormyeckoro Matepuana.

6.3.1 CockobHoe oTaensieMoe yporeHmTasnbHOro TpakTta (LepBunKaabHOro KaHana, Bnaranmua,

YPETPbI)

OrpaHuuyeHue MeTogal: MecTHoe MpUMEHEHME NeKapCTBEHHbIX MpenapaTos,
ncnosb3oBaHue nybpmkaHToB, Y3 BarnHa abHbIM 4aTUMKOM, KOIbMOCKOMNSA — MEHEE YeM
3a 24 yaca [0 uccnenoBaHus.

B3aTtne cockobos nposoanTCS:

— B OAHOpa3oBble njacTukoBble npobupkn ob6véMoM 1,5mMn, B KOTOpble
npeasaputensHo BHeceHo 300-500 Mk cTepuiibHOro h1U3nonorM4eckoro pacteopa;

— B Mpobupknm C TPaHCNOPTHOW Cpeaon, NpeAHasHa4YeHHOW npousBoaAuTenem

1 - ecnn 3To He MNpoOTUBOPEYUT TpeboBaHWSM K WUCMOMb3yeMblM HabopaM/KOMMJIEKTAM peareHToB ANs
BblaeneHnsa HK
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AN TP@HCNOPTUPOBaHMA W XpaHeHus obpasuoB 6uonornyeckoro MaTepuana Ans
MUP-nccnenoBaHuni;

— B npobupku ¢ peaktneoM «MPOBA-PAMNA» (npounssoanTens OO0 «OHK-TexHonornsa TC»).

MpumeuaHnune - «MNPOBA-PAMWO» He pekomeHayeTca ans Bblgenenma [OHK u3 cockoboB w3

YPOreHUTaNbHOro TpakTa y My>X4WH.

BHUMAHMUE! B3satue mMartepumana B npobupkm ¢ peaktusom <«MNPOBA-PANMNA»

OCYLLEeCTBNAAeTCA CyXMM 30HAOM! Heo6X0AMMO MCKAKYUTb KOHTAKT pacTBOPOB C KOXEM,

rnasaMmm u CNmM3ncTbiMm 060104KaMN.

Mopsaok B3aTUA:

1. OTKponTe KpbIWKY NpobmpKun.

2. MNepeHecute 30H4 C 6mMoMaTepmnanoMm B Npobupky € HGU3NOAOrMUYECKMM PacTBOPOM,
TpaHCNopTHOW cpeaon unn peaktueoM «MPOBA-PATMWA», n TwaTtenbHO nponosowuTe
ero, unsberaa pasbpbi3rMBaHUs XWAKOCTM. 3aTeM W3BJIEKUTE 30H4 M3 pacTBoOpa,
NpuXxuMas ero K CTeHKe NpobupKu, OTOXMUTE U3OLITOK XUAKOCTU, YAannTe 30HA U
BblbpocbTe. Mpn HEobxoaMMOCTM B3ATUS GuoMaTepmana U3 HeCcKoNbKux 61MOoTOMNoB
noBTOpUTE Mpoueaypy, KaXxAabli pa3 3abupas matepuasn HOBbIM 30HAOM B HOBYIO
npobupky.

3. MNOTHO 3aKpoliTe KpbilKY NpobUpKKN, NpoMapKUpyinTe Npobupky.

BHUMAHME! [onyckaeTcs xpaHeHue obpa3uos npu Temnepatype oT 2 °C go 8 °C He 6onee 24 u.

6.3.1.1

MpenobpaboTky, NpobonoAroToBKY M XpaHeHwe maTepuana MNpoBOAAT B COOTBETCTBUM C
WHCTPYKLUMEN K KoMNnekTy/Habopy peareHToB ans BbiageneHnsa AHK n3 6uonornyeckoro
MaTepuana.

4. MNpwn B3aTNUKM cockob0B B Npobunpkmn ¢ GU3N0NOrM4ECKNMM pacTBOPOM UM TPAHCMOPTHOM
cpenon nepea sbiaenenHmnem AHK komnnektamm MPOBA-TI'C nnn MPOBA-HK BbInonHUTE
npenobpaboTky:

4.1 Tpobupky, coaepxallyl aHalu3upyemMblii MaTepuan, UeHTpudyrupymnte npwu

13000 06/MunH B TeyeHne 10 MMH NpM KOMHaTHOM TeMnepaTtype oT 18 °C go 25 °C.

4.2 YpanuTe HaAoCafLOYHYH XUAKOCTb, OCTaBmB B MNpobupke npuMepHo 50 MKn

(ocapgok + »>kmagkas dpakuusa) nNpu UCNOAb30BaHUWM ANS  BblAeeHMs KOMMJeKTa

peareHToB NMPOBA-IC nnn 100 Mkn (ocafok + xuakas gpakums) Npyv UCNob30BaHUN

ONnst BblaeneHums komnnekta peareHToB [MPOBA-HK. [Mpobupkn naoTHO 3akpbiTb

KpblLWKaMW.

Mony4eHHbIN MaTepuan rotos Ans eblgenenms JHK.

Mpn B3aTMM cockoboB B nNpobupku c peaktuBoM «[MPOBA-PAMWA» AONOAHUTENBHOWM

npenobpaboTkn He TpebyeTcs, MmaTepman rotos ans sbigeneHns AHK.

Ocob6eHHOCTM B3SATUS YPOreHUTasIbHbIX COCKO6O0B

XeHWuHbl HakaHyHe 06crieqoBaHUS HE AOMKHbI NPOBOAUTL TyaneT NoJSIOBbIX OpraHoB
U cnpuHueBaHue. [ns nony4vyeHnss o6bEeKTMBHOIO pesysibTata Heobxoammo, 4Tobbl
nccneayemblii MaTepman coaepxan BO3MOXHO 6ofbliee KOMYECTBO 3NUTenanbHbIX

KNETOK N MMHNMaJZIbHOE KO/TNMYECTBO CNN3N N NPpUMECU KPOBMU.
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BHUMAHME! lepea nonyyeHneM cockoba anutenunasnbHbiX KNETOK U3 YPETpPbI, C 3a4HEro ceoaa

Bnaraauvula n UepBMUKaJZIbHONro KaHana cBO6OAHO CTekawuee oTaensemoe Heob6xoanMo yYAannTb

CTepunbHbIM BATHbIM TAMIMOHOM.

6.3.1.2

6.3.1.3

6.3.1.4

6.3.2

Mpn HeobxoamMmocTn B3ATUS GUOMaTepmana U3 HECKOSbKMX 6MOTONOB NOBTOpUTE
npoueaypy, Kaxabli pas 3abupas matepuan HOBbIM 30HAOM B HOBYHO MPOGUpPKY.
OcobeHHOCTH B3ATUA MaTepuana u3 Bnaranuuia

MaTepuan gomxeH 6bITb B3AT A0 NpPOBeAEeHNS MaHyanbHOro uccriegoBaHus. 3epkano
rnepeg MaHuMNynsumMen MOXHO CMOYUTb ropsiyen BOAOW, NPMMEHeHWe aHTMCENTUKOB
ans obpaboTkm 3epkana nportmBonokasaHo. Cockob 6epyT ¢ 3agHebokoBoro csona
Bnaranuwa. Y AeBOYEeK B3ATME MaTepuana NpousBOASIT CO CAM3UCTON 060/10UKM
npeaaBepus Bnaraamila, a B OTAENbHbIX C/ly4vyasiX — M3 3aAHero CeBoja Bnaranuvuia
yepes rMMeHasibHble KonbLa.

OcobeHHOCTH B3ATUA MaTepuasna u3 ypeTpbl

MNepen B3saTMEM 6uoMaTepuana nauuMeHTy pPEeKOMEeHAYeTCs BO34epXaTbCsa OT
Mo4yencnyckaHms B TedeHune 1,5-2 yacos.

HenocpeacTteseHHO nepep B3aTMEM buoMaTepurana Heobxoammo 06paboTaTb HapyKHoe
OTBEpPCTME  ypeTpbl  TaMMOHOM,  KOTOPbIA  MOXHO  CMOYUTb  CTEPWUSIbHbIM
Pn3M0N0rMYEeCcKMM pacTBOpPOM.

MpW HanMYMM rHOMHbBIX BblAENEHNI COCKOb pekoMeHayeTcs 6paTb Yepe3 15-20 MUHYT
nocsie Mo4YencrnyckaHusl, Npu oTCyTCTBUMU BblAeNEeHU Heo6X0aMMO NPOBECTM Maccax
ypeTpbl C NMOMOLLbIO 30HAA ANS B3aTMSA 6uomatepuana. B ypeTpy y XeHLWMH 30HA
BBOAMTCA Ha rnybuHy 1,0-1,5 cM, y aeTen matepuan ans nccnenosaHns 6epyT ToNbKO
C HapY>XHOro OTBEPCTUS YpPeTpbl.

OcobeHHOCTN B39TUS MaTepuana M3 LepBUKasbHOro KaHana

Mepepn B3saTMEM MaTepuana HeobxoAMMO yAannTb BaTHbIM TaMMNOHOM C/iM3b U 3aTeM
o6paboTaTb WelKy MaTKu CTepUSIbHbIM (BDM3MONOrMYECKNUM PacTBOPOM. 30HA BBOAST B
LepBMKanbHbIn KaHan Ha rnybuHy 0,5-1,5 cM. Mpu nsBneyeHnn 3oHaa Heobxoammo

MOJIHOCTbIO UCK/TIOYNUTb €ro KaCaHme CTeHOK Biaraauviia.

MNepBas nopuuns yTpeHHen Mo4vn

MepByto MOpUMIO YTPEHHEN MOYM B KayecTBe H6MOIOrMYEecKoro Matepmana MCnosb3ytoT
npu OCTPOM BOCMANNTENbHOM MpoLecce HUXKXHUX OTAEI0B MOYErNOI0BOro TpakTa B CBS3M
C BblpaxeHHoN 601e3HEeHHOCTbI0 B3ATUSA COCKOba anNnTeNmanbHbIX KIETOK.

Ona aHanuza otbupaloT NepByk MOPUMIO YTpPeHHeln Mouum B Konudectee 10-15 mn.
BO3MOXHO uccnenoBaHue Nepsor NoOpUMKM MO4YKM, NONYYEHHON Yepe3 aBa U Honee 4acos
nocne npeawecTBYOLWEro MOYencrnyCckaHums.

B3ATne MouM npoBOASAT B CheuuasnbHbIi CYXON CTepUSibHbIA KOHTENHep O06bEMOM
0o 60 M, CHAabXEHHbIN rEpMETUYHO 3aBUHYNBAKOLLENCS KPbILLKON.

Mocne c6opa MoUM KOHTEMHEP MJIOTHO 3aKPbIBAOT U MAapKMUpPYIOT.
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6.3.3 Cekpet npoctatbl (NpeacTtaTensHOM Xxenesbl)
Mepen B3ATMEM CeKpeTa NpOCTaTbl PEKOMEHAYETCS MOJSIOBOE BO3AEpXaHWE B TedeHune
Tpex CyTOK A0 uccnenoBaHus.
Mepepn B3TMEM CeKpeTa NpocTaThbl FOJIOBKY NOMOBOro YseHa obpabaTbiBatloT CTEPUSIbHbBIM
BaTHbIM TaMMNOHOM, CMOYEHHbIM (PU3NOAOrMYECKMM PaACTBOPOM.
CekpeT npocTtaTbl cobupaloT nocne npeaBapuTEsIbHOrO Maccaxa npocTaTbl 4epe3
NPpSAMYI0 KMWKY. Maccax npoBoaAuT Bpad, NOCpeaACTBOM 3HEPrnyHOro HagasanBaloLWero
OBMXEHMS OT OCHOBaHMS K BepXYyLUKe Xenesbl.
B3aTve BblAeNMBLUErocs NpoCTaTUYeCcKOro cekpeTa MpoOBOAUTCSA MOC/Ae OKOH4YaHuS
Macca)a B 04HOpa30BYy Npobupky o6bLEMOM 2,0 Ma nnn KoHTenHep o6bémMoM o 60 mMn
B BMAe cBobogHo cTtekatowen kannm (0,15-1,0 mn).
Mocne cbopa MaTepuana €EMKOCTb C CEKPETOM MpocCTaTbl MJIOTHO 3aKpbiBAalOT W

MapKupyoT.

BHUMAHME! T[lpy nopo3peHnM Ha OCTpbIM  MNpPOCTAaTUT BbIMNOJSIHATL Macca)k MpocTaThl

KaTeropmyecku sanpeieHo!!!

6.3.4 2aKkynar
Mepepn B3aTMEM 35IKYyNsATa (CEMEHHOM XNAKOCTM) PEKOMEHAYETCS NOJIOBOE BO34EpXaHNe
B TEYEHMe Tpex CYTOK A0 MCC/enoBaHus.
Mepen c60poOM 39KynATa NaUMEHT MOYNTCA B TyaneTe, NMoJSIHOCTbIO OMOPOXHAS MOYEBOM
ny3blpb.
Mocne MovencnyckaHnsa naumeHT AO/HKEH TWaTelbHO BbIMbITb PYKM C MbIJIOM M MPOBECTU
TyaneT HapyXHbIX MOSIOBbIX OPraHOB C MbIIOM U BOAOW. [ONOBKY MOJIOBOro 4neHa u
KPanHIOK NA0Tb HE06X0AMMO BbICYLUMTb CTEPUIBHON candeTKon.
DaKynaT nosay4yatoT nyteM Mactypbaumun. BagTtue aakynata npoBOAUTCS B CTEPWUSIbHbIN
KOHTenHep 06béMoM A0 60 M, CHAGXKEHHbBIN repMETUYHO 3aBUHUYMBAKOLLENCS KPbILWKOWM.

Mocne cbopa MaTepunana KOHTEWHEpP MJIOTHO 3aKpbIBAOT U MAapPKUPYHOT.

6.4 TpaHcnopTupoBaHue n xpaHeHue obpasuoB 6monormyeckoro Matepumana

YcnoBus TpaHCNOPTUPOBaAHMSA W XpaHeHus obpasuoB 6uonornyeckoro martepuana
onpeaenstTcsa  UHCTPYKUMAMU MO  MNPUMEHEHUI0 peKoMeHAyeMblix HabopoB/KOMMNNEKTOB
peareHToB ans sbigenedns OHK (7.1) nnm ncnonb3yembiX A8 TPAHCMOPTUPOBAHUS U XPaHEHUS
06pa3LoB TPaHCNOPTHbLIX cpea.

JonyckaeTcs xpaHeHune obpasuyoB npu Temnepatype oT 2 °C go 8 °C He 6onee 24 u.
B cnyyae HeBO3MOXHOCTM AOCTaBKM Matepuana B nabopaTopuio B TedeHne CyTOK AonycKaeTcs
O[lHOKpATHOE 3aMopa)knBaHue maTtepuana. [JonyckaeTcsd XpaHeHue 3aMOpPOXEHHOro maTepuana
npu TeMmnepatype OT MUHYC 22 °C go MMHyc 18 °C B TeuyeHume opgHoro Mecsiua (ecnum 3To
He MpoTMBOpPEeYNT TpeboBaHMSAM K WUCMNOMb3yeMbiM HabopaM/KOMMNeKTaM peareHToB A4

Bblaenenms HK).

BHMUMAHME! Cneayet nsberatb NOBTOPHOMO 3aMOpPaXuBaHnsa 1 oTtaneaHmsa obpasuos.
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7 NMPOBEAEHUE AHAJTU3A

7.1 Boigenenmne AHK 13 6mMonormyeckoro matepuana

Ons BbiaeneHns OHK pekomeHAyeTCcs MCNoOMb30BaTb 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-IC, MPOBA-M4Y-PAMNMNA, NMPOBA-PANNA.

MpnMevaHune - He pekoMeHayeTcs UCMOMb30BaTb KOMMNeKT peareHToB NMPOBA-PAMNA npu

BblaeneHmn JHK 13 cockob60B 13 yporeHMTanbHOro TpakTa My>XUmH.

BoigenenHne [OHK npoBoAAT B COOTBETCTBUM C  WHCTPYKUMEN MO MNPUMEHEHUI0

ncnosblyemoro Habopa/KoMNIeKTa peareHToB.

BHUMAHME! OpgHoBpemeHHO c BbigeneHnem OHK n3 6unonornyeckoro matepmana Heo6xoanmo
NOAroTOBUTb OTpuUaTeNbHbI KOHTPOJIbHLIA 0bpa3sel, M NpoBecTM ero 4epes BCe 3Tanbl
npobonoaroToBku. [Ana 3TOro pekoMeHAyeTCs WCnofb3oBaTb (HU3MONOrMYECcKUin pacTBop WA
oTpuMUaTEeNbHbIN KOHTPOJIbHLIN 06pa3eLl, Bxoasawmin B coctaB Habopa/KoOMnaeKTa peareHToB AN
BblAENEHNS HYKIEMHOBbIX KWCAOT B O06bEME, YyKasaHHOM B WHCTPYKUMWM MO MNPUMEHEHUIO

COOTBETCTBYIOLLEro Habopa/KOMMeKTa peareHToB.

7.2 Moprotoeka mn nposegeHue MNLP. ®acoska S
BHUMAHMWE!
1. Mpn npoBeaeHMM BCEX MOCeAYHOWNX AENCTBUNA cnepyeT m3beraTtb BO3AENCTBUSA MPSAMbIX

COMTHEYHbIX lyyeil Ha NpPobupKM Co CMecbto Anst amnandukaunm!
2. Mpuv ncnonb3oBaHun Habopa peareHTOB B BapuaHTe UCMosHeHUs «DacoBka S, CTpuMbl»
cnepyeT CTporo cobntoaaTe KOMMIEKTHOCTb CTPUMOB M KpPbIWeK K HAM. He ncnonb3oBaTh KpbILWKK

K cTpunam u3 apyrux Habopos peareHToB!

7.2.1 T[pomapkumpynte no ogHon npobupke/cTpunoBaHHOM npobupke cO cCMecbld Ans
amnnmdumkaumm, 3anedvyaTtaHHoM napaduHOM, ANS Ka)aoro HemsBecTHoro obpasua,
ONs OTpUUaTeNnbHOro KoOHTposibHoro obpasua (K-) n ansg nonoXuMTenbHOro KOHTPOJSIbHOMoO

obpasua (K+).

BHUMAHME! KonnuecTBo peareHToB paccymTaHo He 6osiee ueM Ha 24 NOoCTaHOBKM Mpu YC0BUMU
BapmabenbHOro KonnyecTea HeEM3BECTHbIX 06pa3uoB, 1 oTpuUaTeNbHOrO KOHTPObLHOro obpasua

1 1 NONOXUTENbHOrO0 KOHTPO/IbHOIO 06pasua B KaXAoW NoCTaHOBKE.

Mpumep: Heobxoammo npoaHanmampoBaTb 4 HEM3BECTHbIX 06pa3ua. 18 3TOro Hy>HOo
npoMapkuposaTb 4 NpobupKM AN HEM3BECTHbIX 06pa3uoB, oAHY NMPobUPKY AN «K-» u
0AHY Npobupky ansa «K+». Obwee KonnyecTso Npobupok - 6.
7.2.2  BcTpsaAxHuTe Npobupky C pacTBOpoM Tag-nonvMMepasbl Ha MUKpOUEHTpudyre-sopTekce
B TeueHue 3-5 c 1 ueHTpudyrnpymnte Ha MUKpoLeHTpudyre-sopTekce B TeueHue 1-3 C.
7.2.3 [dobaBbTe BO BCe MpOMapKUpOBaHHble NpobupkK, He noBpexaas Cnoin napaduHa,

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 BHOCUTCA!

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

7.2.5 BcTpsAxHUTE  nNpobupky C  MOSOXUTENbHbIM KOHTPO/IbHbIM ~ 06pa3LomM Ha
MUKpOLEeHTpudyre-sopTekce B  TeyeHue 3-5¢ 7 LeHTpudyrmpymte Ha

MUKpOLEeHTpudyre-sopTekce B TeyeHmne 1-3 c.

BHVUMAHME!

1. Ona npenapata OHK n oTpuuaTenbHOro KOHTpPOJIbHOrO obpasua nepes BHeCeHWEM B
NnpobupKM C peakuMOHHOM CMeCbio HEO6XOAMMO BbIMOSIHUTL peKoMeHAaUnM No UCNONb30BaHUIO
npenapata AHK, npuBeaéHHblE B MHCTPYKLMUM MO NpUMeEHeHUt0 Habopa/KoMnjieKTa peareHToB
anga soigenernsa HK.

2. Mpu ncnonb3osaHum ansa sbigeneHns JHK komnnekto peareHTos NMPOBA-HK, NMPOBA-PAIMNA
n NMPOBA-I'C (Tonbko B cny4ae, ecnu nocsje BblAeNeHns HagocagouHas XUAKOCTb, cogepxalas
BblaeneHHyto AHK, 6blia nepeHeceHa B HOBble NMPobupkun), HEO6XOAMMO BCTPSAXHYTb Npobupku
c npenapatoM AQHK n oTpuuaTesbHbIM KOHTPOJIbHLIM 06pa3LOoM Ha MUKPOLEHTpUdyre-sopTekce
B TedeHue 3-5 c u ueHTpudyrnposatb Ha MMKpPOLEHTPUdYre-BopTekce B TedeHne 1-3 c.

3. Mpn wncnonb3oBaHun Ana  BbigeneHuns [OHK Habopa peareHtoB [MPOBA-MY-PANNA
HeobxoonmMo, He BCTpAxMBas, UeHTpudyrmposBaTb npobupkn ¢ npenapatom [JHK wu
oTpuuUaTeNbHbIM KOHTPOJIbHbIM 06pa3uoM Ha MUKpoLeHTpudyre-sopTekce B TedeHume 1-3 ¢,
3aTeM MNOMeCTUTb MNPObMPKM B MarHUTHbIM WTaTMB. B cnydae ecnn nocne BblaeneHus
Hagocado4yHas XWAKOCTb, coaepxawas BblgeneHHyto [OHK, 6blia nepeHeceHa B HOBble
npobupkun, cneayeT BCTPAXHYTb Npobupku ¢ npenapatom AHK n oTpuuaTenbHbIM KOHTPObHbIM
obpa3uoM Ha MukpoueHTpudyre-soptekce B TeudeHMe 3-5C U ueHTpudyrMpoBaTb Ha
MUKpoLeHTpudyre-sopTekce B TeyeHune 1-3 c.

4, Ona npenoTepalleHns KOHTaMUHaUuKn cneayet rnepeq BHeceHmeM JHK oTKpbiBaTb KpbILLKK
TONIbKO Tex NMpobumpok, B KOTOpble 6yaeT BHOCUTbLCS AaHHbIM obpasel, n 3akpbiBaTb MX, nepej
BHeCceHmeM cnegytowero. B cnyyae ncnonb3oBaHmsa CTPMNOB cneayeT 3aKpblBaTb KPbIWKY CTpuna
rnocne BHeceHMs B Hero ob6pa3uyoB nepen HadanoMm paboTbl co cneayowmm. Heobxoammo
3aKkpbiBaTb Npobupkn/cTpunbl MaoTHO. [Mpenapatel OHK 1 KOHTpoOnbHble obpasubl cneayer

BHOCUTb HAaKOHEYHUKaMK C CI)VIJ'IprOM.

7.2.6 BHecuTe B COOTBETCTBYHLIME MPOMapKMpoBaHHble Mpobupku, He noBpexagas Cnomn
napaduHa, no 5,0 mkn BblgeneHHoro m3 obpasuoB npenapata AHK. B npobupku,
npomMapkupoBaHHble «K-» 1 «K+», JHK He BHOCKTCA.

7.2.7 BHecute B npobupky, NpoMapkumpoBaHHYK <«K-», He noBpexaas cnoh napaduHa,
5,0 MK oTpuUaTeNnbHOro KOHTPO/AbHOro obpasua, npoweawero atan sbiageneHns AHK
(cm. 7.1).

7.2.8 BHecute B npobupky, npoMapkmpoBaHHyl «K+», He nosBpexaas cnor napaduHa,

5,0 MK/ NOMOXUTENBbHOr0 KOHTPObHOIO 06pasua.
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7.2.9 UeHTpundyrupyiite Bce NpobuUpKu/CTpmnbl HA MUKPOLLEHTpUdYre-BopTeKkce B TedeHne 3-5 ¢
(npn  wncnonb3oBaHun ans nposegeHuna [P petexktupylowero amnandukatopa
Rotor-Gene Q ueHTpudyrnposaHme He o6a3aTenbLHO).

7.2.10 YcrtaHoBuTe BCe NpobupKn/cTpunbl B AeTeKTUpyowmn amnandukaTop.

7.2.11 [ns petekTupytowmx amnangunkatopos cepum AT:
3anyctuTe nporpaMmMmHoe obecnedyeHue geTekTmpytowero amnandukartopa. MNpu nepsom
npoeeaeHun MMLP 3arpysuTe cOOTBETCTBYyWOLWMI TecT!. [anee u npu nocneayolmx
NOCTaHOBKAxX Cco34aMTe COOTBETCTBYIOWMIN MNPOTOKOA  WUCCAeAO0BaHUA:  yKaxXuTe
KONMYecTBO W unaeHtudukaTopbl 06pas3uoB, B TOM 4ucne OTpuUaTeNbHOro U
MOJIOXUTENIbHOIO KOHTPOJIbHbIX 06pa3uoB, OTMETbLTE pacnosioXXeHne Npobmpok/cTprunos
Ha MaTpuue Tepmobioka B COOTBETCTBUM C UX yCTaHoBKoM (cM.7.2.10) n nposeguTe MLP.
Mpun BbIBOpPE TEeCcTa AoOMKHA oTobpaxaTbCs NporpamMma, npueeaéHHas B Tabnuue 2.

7.2.12 [Ona petektvpylowmnx amnnmdukatopos Rotor-Gene Q, CFX96 u Applied Biosystems
QuantStudio 5:

MposeguTte MUP ¢ y4éToM 06bEMa peakUMOHHOM CMecn, paBHOro 35 Mk, No NnporpamMMam

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

Tabnunua 2 - [porpamma aMmnamdukaunmm Ana AeTEeKTUPYHLWMX aMnanduKaTopoB

«ATnpanm», «ATnant» (dacoska S)

Pe)xum
Ne Yucno
TemnepaTtypa, °C MMH C ONTUYECKUX Twun 6n10ka
6noka LMKJIOB .
n3MepeHun
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 ONTUUYECKUX U3MEPEHNA

1 - TecT gns AeTekTUMpYOLWNX aMmnamdukaTopoB cepumn AT co3gaércs NyTéM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa ykasaHbl B [MpunoxeHnn A) unm npenoctaBnisieTcs Npou3BoanTenieM Habopa peareHToB
2 - nonyckaeTtcs XpaHeHue npu TemnepaType 10 °C
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Tabnuuya 3

WHCTPYKUMS N0 NPUMEHEHUIO

- [Tlporpamma

Rotor-Gene Q (dacoska S, npobupkm)

| 439-5 or 12 mapTa 2025 roga

} AHK-TEXHONOruA

aMI'IJ'Il/ICbMKaLI,MM ana  AETEKTUPYHOLWEro aMI'IJ'IMCbMKaTODa

o
Ne / Cycling TeMmnepartypa, °C / Bpem_l, c/ Konunuecrso unknos /
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 - PeXMUM ONTUYECKUX U3MEPEHWI, YCTaHOBUTb n3MepeHue dnyopecueHumn (Acquiring) no kaHanam
aetekumn Green (Fam) um Yellow (Hex) npu 57 °C

Tabnuuya 4
(dacoBku S, U)

- Mporpamma amnnmndukaumm ans geTekTupyrwmnx amnnmdukatopos CFX96

Bpewms, KonuuyectBo LUuknos
o o
N2 6noka (Step) TemnepaTtypa, °C MUK CeK e

1 80 01:00 1

2 94 01:30 1

3 94 00:15

50
4 64 Vv 00:20

V - pexum ontTuuecknx nsmepenuii (Plate Read), ycTaHOBUTb M3MepeHne diyopecLeHUmMmn no
Heob6xoanMbIM KaHanam getekumm (Fam, Hex) npu 64 °C

Tabnunua 5

Applied Biosystems QuantStudio 5 (¢pacosku S, U)

- Mporpamma amnandukauunm ans AeTEKTUPYOLWMX aMianduKkaTopos

o
I N Temneparypa, °C Bpems, KonunuectBo uUuknos
wara MMH: ceK (noBTOpOB)
Craaust 1 80 01:00 1
YAEpXaHus 2 94 01:30 1
1 94 00:20
Ctagusa NupP 50
2 64 Vv 00:20
V - c6op AaHHbIX AN HeobxoanMbix dnyopodopos (Fam, Vic (Hex)) BktoueH
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7.3 MoarotoBka u nposeneHue MNUP. ®acoeka U, pyyHoe ao3mpoBaHue

BHUMAHME! [llpn npoBeaeHnn BCeX Nocaenylowmnx AeNCTBUIA cnegyeTt nsberatb BO34enNCTBUS

NPSIMbIX COMTHEYHbIX Jly4Yeill Ha NPoBbUpPKM CO CMecbto Ans amnamdukaumm!

7.3.1 T[lpoMapkupyinTe Heobx0AMMOE KOJIMYECTBO OAHOPA30BbIX aMMIMMUKALMOHHbBIX
npobupok o6béMoM 0,2 M ANA  HEU3BECTHbIX 06pasuoB, A4S OTPUMUATENBHOIO

KOHTpOnbHOro obpasua (K-) 1 4ns nosnoxutenbHOro KOHTposibHoro obpasua (K+).

MpuMmeyaHune - PekoMeHpyeTca nocTtaHoBKa He MeHee 5 06pa3LI,OB B OAHOM MuccnegoBaHuUn

(3 HeusBecTHbIX 06pa3ua, oTpuuaTesnbHbIA U NONIOXUTENbHbIA KOHTPONbHbIE 06pasupbl).

Mpumep: Heobxoammo npoaHanmampoBaTb 4 HEM3BECTHbIX 06pa3ua. 18 3TOro Hy>HO
npoMapkmpoBaTb 4 nMpobupkn ons HeM3BeCTHbIX 06pa3uoB, ogHy Npobupky ans «K-» u
oAHy Npobupky ansa «K+». Obuee KonnyecTso Npobupok - 6.

7.3.2  BcTpsixHUTe nNpobupKy CO CMecbio ans amnandumkaumm Ha MMKpoUeHTpudyre-sopTeKkce
B TeyeHue 3-5 C 1 ueHTpudyrnpymnTe Ha MMKpoueHTpudyre-sopTekce B TedeHme 1-3 c.

7.3.3 BHecuTe BO BCe npoMapkupoBaHHble npobupku (Bknto4das «K-» un «K+») no 6,0 mkn
cMecu ansa amnandukaumn.

7.3.4 BctpaxHuTe npobupkn ¢ TUP-6ydepom w©n nonumepason TexHoTaq MAX Ha
MUKpOLeHTpudyre-sopTekce B  Te4yeHue 3-5¢ 7 LeHTpudyrmpymTte Ha

MUKPOLEHTpUdYre-BopTeKCE B TeueHne 1-3 c.

BHMUMAHME! Tlonumepasy TexHoTaq MAX HeobxoauMO AoCTaBaTb M3 MOPO3UIbLHOW Kamepbl

HENOCPEACTBEHHO NeEpeE] UCMNOJIb3OBAHNEM.

7.3.5 MpuroTtoBbTe cMechb MNUP-6ydepa ¢ nonnMepason TexHoTaq MAX. [lna aToro cMewanTe
B OTAE/IbHOM OAHOpa30BoOn Npobupke:
e 6,0 x (N+1) mkn NUP-6ydepa,
e 0,3 x (N+1) mkn nonnmepasbl TexHoTaq MAX,

roe N — KOM4ecTBO NMPOMapKMpPOBaAHHbIX MPOBUPOK C YYETOM «K-», «K+>»,

Mpumep: Heobxoanmo npoaHanuanpoBaTb 4 HeM3BECTHbIX obpa3ua, «K-», «K+».
lMpoMapkmMpoBaHHbIX Npobupok - 6. HyxHO npurotoButhb cMmecb [LP-6ydepa wu
nonnmepasbl TexHoTaq MAX ans 7 (6+1) npobupok, T1.e. 42 mkn [LP-6ydepa +

2,1 mMkn nonuMepasbl TexHoTaqg MAX.

7.3.6  BcrpsixHuTe npobupky c npurotosneHHon cMecbto T[LUP-6ydepa v nonnmepasbl
TexHoTaq MAX Ha MUKpoueHTpudyre-sopTekce B TedeHne 3-5 ¢ 1 ueHTpmudyrupymte Ha
MUKpOLeHTpUdyre-sopTekce B TedeHue 1-3 c.

BHUMAHME! Cwmecb TUP-6ydepa n nonuMepasbl TexHoTag MAX HeobxoAMMO TrOTOBUTb

HenocpeaCcTBEeHHO Nnepes UCNOosib30BaHUEM.

7.3.7 [OobaBbTe BO BCe MPOMapKMpoOBaHHble NMpOBMpPKM CO CMecblo ans amnavdukauum no
6,0 mkn cmecn TMUP-6ydepa v nonumepasbl TexHoTaq MAX. HennoTHO 3akponTe

npobupku.
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BHWMUMAHME! lMocne po6asneHus cmecu MNLP-6ydepa n nonumepasbl TexHoTaq MAX B npobupku

CO CMecbto Anst aMnanduKkaunum HeobxoaAnMMo B TeYEHWE ABYX YacCoB BbINOAHUTL 7.3.8 - 7.3.13.

7.3.8 BcTpaxHUTe  nNpobupKy C  MNOSIOXWUTENbHLIM  KOHTPO/SIbHbIM  06pasuLoM  Ha
MUKpOLEHTpUdyre-soptekce B  TeyeHne 3-5c¢  w©  ueHTpudyrupyinte  Ha

MUKpOLEeHTpUdyre-sopTekce B TedeHue 1-3 c.

BHUMAHME!

1. Ona npenapata OHK u oTpuuaTenbHOro KOHTpPOJIbHOrO obpasua nepes BHeCeHMEM B

NpobMpKM C peakuMOHHOM CMeCbio He06XOAMMO BbIMOSIHUTL peKoMeHAaUnn No MCNosib30BaHUIO

npenapata AHK, npmBeaéHHbie B MHCTPYKUMM NO NPUMEHEHMI0 Habopa/KoMMnseKkTa peareHToB

anga sbigenedusa HK.

2. Mpu ncnonb3oeaHum ansa sbigeneHns JHK komnnektos peareHTtos NMPOBA-HK, NMPOBA-PAMNA

n MPOBA-TC (TonbKo B Cny4ae, ecnu nocsje BbiAeNeHns HagocagouHas XUAKOCTb, cogepxalas

BblaesieHHyto AHK, 6blia nepeHeceHa B HOBble NMpobupkun), HEO6X0AMMO BCTPSAXHYTb Npobupku

¢ npenapaTtoM AHK mn oTpuuaTesibHbIM KOHTPOJIbHbIM 06pa3sLOM Ha MUKpoUeHTpudyre-sopTekce

B TeyeHue 3-5 Cc 1 ueHTpUdyrnposaTtb Ha MUKpPOLIEHTPUdYre-BopTekce B TeyeHme 1-3 c.

3. Mpn wncnonb3oBaHun AaAnsa  BbigeneHuns [OHK Habopa peareHtoB [MPOBA-MY-PANNA

HeobxoaMMO, He BCTpsxXMBas, UeHTpudyrmposaTb npobupkn ¢ npenapatom [OHK wu

oTpuUaTeNbHbIM KOHTPOJIbHbIM 06pa3L0OM Ha MUKpoLeHTpUdYyre-BopTekce B TedeHue 1-3 ¢, 3aTeM

NOMEeCTUTb NPOBUPKM B MarHUTHbIM WTaTMB. B cnyyae ecnm nocne BblAeNeHUS HaAoCafo4Has

XUAOKOCTb, coaepalwas BblaeneHHyo OHK, 6bina nepeHeceHa B HOBble Npobupku, cnegyer

BCTPAXHYTb nNpobupku ¢ npenapatoMm AHK u oTpuuaTenbHbIM KOHTPOAbHbIM 06pasLoM Ha

MUKpOLeHTpUdyre-sopTekce B TeyeHWe 3-5C U uUeHTpudyrupoBaTb Ha MUKpoUeHTpudyre-

BOpTeKce B TeyeHue 1-3 c.

4. Ona npenoTBpaweHnsa KoOHTaMMHauuun cnegyet nepes sHeceHueM HK oTKpbiBaTb KPbIWKK

TONbKO Tex Npobupok, B KoTopble 6yaeT BHOCUTLCS AaHHbIM obpasel, M 3akpbiBaTb UX nepej

BHeceHmeM crnegytouwero. Heobxoammo 3akpbiBaTb npobupku nnaoTtHo. [lpenapatbl OHK wu

KOHTpOsibHble 06pa3subl cnegyet BHOCUTb HAKOHEYHUKaMN C GUNbTPOM.

7.3.9 BHecuTe B COOTBETCTBYHOLWME NMPOMapKMpoBaHHble Npobmpkn no 6,0 MKA BblAENEHHOTO
n3 obpasuyos npenapata OHK. B npobupku, npoMapkmpoBaHHble «K-» n «K+», OHK
He BHOCMKTCS.

7.3.10 BHecuTe B Npobupky, NpoMapkmpoBaHHyto «K-», 6,0 MKN oTpuuaTeIbHOro KOHTPOJSIbHOro
obpasua, npoweawero atan sbigeneHns AHK (cm. 7.1).

7.3.11 BHecuTte B nNpobupkKy, npoMapkmpoBaHHyt <«K+», 6,0 MKN MNOAOXWUTENbHOIO
KOHTposibHOro o6pasua.

7.3.12 UeHTpudyrmpyinte Bce Nnpobupku Ha MnkpoueHTpudyre-sopTekce B TedeHue 3-5 ¢ (npum
ncnonb3oBaHuu ang npoeeaeHus MNUP getekTupyowero amnandukatopa Rotor-Gene Q
LeHTpudyrmposaHme He ob6a3aTenbHO).

7.3.13 YcrtaHoBuTe BCe npobupkn B AeTekTupylowmin amnnamdukatop u nposeaute [MLP
(7.3.14, 7.3.15).
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7.3.14

7.3.15

Ona petexkTupytowmx amnandukatopos cepun AOT:

3anyctuTe nporpaMMHoe obecnedeHune agetektmpyrowero amnamdukatopa. NMpu nepsom
npoBeaeHun TMLP 3arpy3uTe cooTBeTCTBYlOWMIA TecT!. [anee v Npu NOCIeayoLwmx
NOCTaHOBKAX CoO34aMTe COOTBETCTBYIOWMIA MNPOTOKOA  WUCCAeAO0BaHUA:  yKaxXuTe
KONM4YecTBO U wunaeHTudwukaTtopbl o06pasuos, B TOM UWUCAe OTPUMUATENLHOrO W
NOSIOXUTENBHOrO KOHTPO/SbHbIX 06pa3uoB, OTMeTbTE pacnonoXeHne npobupok Ha
MaTpuue TepMobsioka B COOTBETCTBMU C UX yCTaHOBKON (cM.7.3.13) n nposeguTe TMLP.
Mpwu BbIGOpe TecTa AomkHa oTobpaxaTbCs nporpamMmma, npueenéHHasa B Tabnuue 6.

Ona petektmpytowmnx amnandukatopos CFX96, Applied Biosystems QuantStudio 5 um
Rotor-Gene Q:

MposeguTte MUP ¢ y4éTOoM 06bEMa peakUMOHHOMN CMecn, paBHOro 18 Mk, No NnporpamMMam

amnnndukaummn, npueeaéHHbIM B Tabnnuax 4, 5, 7 COOTBETCTBEHHO.

Tabnunua 6 - TlporpaMma aMmnavdukaumm Ans AeTEKTUpPyWMX aMnandmkaTopos

«OTnpanm», «ATnant» (dpacoska U)

Ne Yucno PeX>xum onTtnueckux
Temnepartypa, °C MMH C . Twun 6n10ka
6noka LIMKI0B n3MepeHunm
80 0 5
1 15 Unkn
94 0 5
2 94 5 00 1 Umkn
94 0 30
3 5 Lunkn
64 0 15 v
94 0 10
4 45 LUnkn
64 0 15 v
5 94 0 5 1 Lunkn
6 252 XpaHeHue XpaHeHue
V - peXuM onTUUYECKUX U3MEPEHNIA

1 - TecT gns AeTekTUMpyOLWNX amnamdukaTopoB cepumn AT co3gaércs NyTéM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa ykasaHbl B MpunoxeHun b) nnm npegocraBnseTcs npomsBoanTesieM Habopa peareHToB
2 - nonyckaeTtcs XpaHeHue npu TemnepaType 10 °C
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Tabnuuya 7 - Mporpamma amnandwukaumm A[ns AeTeKTUpylowero amnandgukaTopa
Rotor-Gene Q (dacoska U)
o
Ne / Cycling TeMmnepartypa, °C / Bpem_l, c/ Konunuecrso umknos /
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 v 15
V - pexXuM ONTMYECKUX W3MEPEHMUI, YCTAaHOBWUTb M3MepeHue dnyopecueHumn (Acquiring) no kaHanam
petekumn Green (Fam) um Yellow (Hex) npu 57 °C

7.4 MoarotoBka wn npoeeaeHue TILUP. ®acoBka U, C wWcCnonb3oBaHMEM A03MpPYHOLLErO
ycTtponctea [ATctpum (TONbKO Ans  AeTektupytowero ammamdukatopa <«ATnparim» B

Moandukaunm «ATnpamm *X*»)

BHUMAHME!

1. ansa amnnmdpukaumm cneayetr MCMo/1b30BaTb MUKponaHweTbl MUP 384 nyHku,
repMeTmn3npyemMblie TEPMOMIEHKON.

2. Mpn npoBeaeHMN BCeEX MOCeayOWNX AeNCTBUA cnepyeT mlberatb BO3AENCTBUA MNPSMbIX

COSTHEYHbIX Jlyyel Ha NpobupKM Co cMecbto Ana amnandukaumm!

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

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

7.4.1  BcTpsixHuTe NpobupKy CO CMechio AN aMmnandukaumMm Ha MUKpOLEeHTpudyre-BopTekce
B TeyeHue 3-5 C u ueHTpudyrupymnte Ha MMKpoueHTpudyre-sopTekce B TeyeHme 1-3 c.
7.4.2 BctpaxHute npobupkn ¢ [MUP-6ycdpepom wn nonumepason TexHoTaq MAX Ha
MUKpOLEHTpUdyre-sopTekce B  Te4yeHue 3-5¢ 7 LeHTpudyrnpymre Ha

MUKpoOLEeHTpudyre-sopTekce B TedeHue 1-3 c.

BHUMAHME! Tlonumepasy TexHoTaq MAX HeobxoauMMO AoCTaBaTb M3 MOPO3WUIbLHOW Kamepbl

HENnocpeacTBeHHO nepea UCrnoJib30BaHNEM.

7.4.3 Cnepys ykasaHusam MO gosupytowero ycrpomcrtsa ATCTpuM, NpUrotoBbTe B OTAENLHOMN
oAHopa3zoBon npobupke cmechk MLP-6ydepa ¢ nonnmepasoit TexHoTaq MAX.

7.4.4 BcTpsaAxHuTe npobupky C npurotoBneHHon cmecoto [UP-6ydepa v nonumepassbl
TexHoTaq MAX Ha MukpoueHTpudyre-sopTeKkce B TedeHmne 3-5 ¢ n ueHTpmudyrnpymte Ha
MUKpoLEeHTpUdyre-BopTekce B TeueHue 1-3 c.

7.4.5 BcTpsaxHuTe npobupky C MOJSIOXUTESbHbBIM KOHTPOJIbHbIM o6pasuom Ha
MUKpoLeHTpudyre-soptTekce B TedeHue 3-5c¢ 1 ueHTpudyrupyihite  Ha

MUKpoOLeHTpudyre-sopTekce B TedyeHue 1-3 c.

BHVUMAHME!
1. lMepen npoeeneHneM o3upoBaHusa ansa npenapata AHK v oTpuuatesnbHOro KOHTPOJIbHOMO
obpasua Heob6xoAMMO BbINOJHUTL pekoMeHZauMum Mo WCnosib3oBaHU npenapata [AHK,

npuBeAEHHbIE B MHCTPYKLWKM MO NPUMEHEHM0 Habopa/KoMNeKTa peareHToB A BblaeneHus HK.
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2. Mpu ncnonb3osaHum gnsg solgenennsa AHK komnnekTos peareHToB NMPOBA-HK, MPOBA-PAMNNA
n MPOBA-I'C (TonbKO B Ciiy4ae, ecnu nocne BblAeNeHUs HagoCafouHas XUAKOCTb, coaepxkallas
BblaeneHHyto AHK, 6bina nepeHeceHa B HoBble NpObUpPKKN), HEOH6XO0ANMO BCTPSAXHYTb Npobmpku ¢
npenapatoM AHK n oTpuuaTenbHbIM KOHTPOSIbHbIM 06pa3LoM Ha MUKpOLEHTpudyre-sopTekce B
TeyeHne 3-5 c 1 ueHTpudyrnpoBaTb Ha MUKpPOLEHTpUdyre-sopTekce B TedeHmne 1-3 c.

3. Mpn wucnonb3oBaHun anga BblgeneHns [OHK Habopa pearentoB [MPOBA-MY-PAMUA
HeobxoamMo, He BCTpAxMBas, UeHTpudyrmposaTb npobupkn ¢ npenapatom [JHK wu
oTpuuaTeNbHbIM KOHTPOJIbHbIM 06pa3LoM Ha MMKpoLeHTpudyre-eopTekce B TedeHne 1-3 ¢, 3aTtem
NnOMecTUTb NPpobMpKM B MarHUTHbIN WTaTue. B cnyyae ecnm nocne BblgeneHMs Hapocago4vHas
XWAKOCTb, cogepykawas BbigeneHHyto OHK, 6buia nepeHeceHa B HoBble npobupku, cnepyer
BCTPAXHYTb npobupkm c npenapatoMm [AHK wn oTpuuaTesibHbIM KOHTPOJIbHbIM O6pasuom Ha
MUKpoLeHTpudyre-soptekce B TedeHne 3-5cC u ueHTpudyrmpoBatb Ha MuKpoueHTpudyre-

BOpTeKce B TeueHue 1-3 C.

7.4.6 YcraHoBuTe npobupkm co cMmecbio ans amnaudukaumm, co cmecbto TMLUP-6ydepa un
nonuMmepasbl TexHoTaq MAX, c¢ npenapatamu [OHK, oTpuuaTenbHbIM KOHTPOJIbHbIM
06pa3LoM M NONOXKNUTESNbHBIM KOHTPOJIbHbIM 06pa3LoM, a Takxe MMkponnaHwert MNLUP Ha
pabouunin cton ATCTpMM 1 NnpoBeanTe A03MPOBAHNE KOMMOHEHTOB COr1acHO PyKOBOACTBY
no aKcnayaTaumm.

7.4.7 TloMeCcTuTe aKKypaTHO, He BCTpsAXuBasi, MmkponaaHweT MNLUP B nognoxky ycTtpoicTea ans
3aneyaTtbiBaHMsA MnaHweTos [Tnak nocne 3aBeplieHMs NporpamMmbl Ha A03MpYloLLeM
ycTponctee ATCTpuUM.

7.4.8 T[lpoBeauTe 3arnedaTbiBaHue MukponaaHweta MNMUP nonnMmepHoii TepMONIEHKOM COrnacHo
PYKOBOACTBY MO aKcnayataumu npubopa ATnak.

7.4.9 UeHtpudyrmpyinte mnkponnadwert MUP npn RCF(g) 100 B TeueHune 30 c.

7.4.10 YcraHoBuTe mmukponnaHwert MLP B 610K geTtektupyowero amnandumkaropa.

7.4.11 3anycTtuTe nporpammHoe obecneyeHue geTekTumpytowero amnandukatopa. NMpu nepsom
npoeeaeHun MMUP 3arpysuTe cooTBETCTBYWOWMI TecT!. Janee u npu NocneayLmx
MOCTAaHOBKAxX CO34alTe COOTBETCTBYIOWMA MPOTOKOA  WUCCAeAOBaHUSA:  YKaXuTe
KONM4yectBoO W wunaeHtudukaTopbl 06pa3uoB, B TOM 4ucne oTpuuaTtenbHOro u
MOJIOXUTENBbHOrO0 KOHTPOJIbHbIX 06pa3uoB, OTMeTbTe pacnonoxeHne o6pasuoB Ha
MaTpuue TepMobsioka B COOTBETCTBMWU C UX yCTaHOBKON (cM.7.4.10) n nposeguTe MLP.

Mpu BbiIGOpEe TecTa AO/MKHA O0TOBpaXkaTbCs NporpamMmma, npueeaéHHas B Tabnuue 6.

8 PETNCTPALUMSA PE3VJIbTATOB AMIVINOUKALINN

Pernctpaumns curHana dayopecueHunn NpoBOAMTCA AETEKTUPYOWUM aMNIMdUKaTopoM

aBTOMaTU4eCKMN BO BpeMA aMI'IJ'IVICbVIKaLI,VIVI.

1 - TecT ans AeTekTUpyowmnx amnandmkaTopos cepun AT co3naéTtcs nyTéM BBoAa NapaMeTpoB (NapaMeTpbl
TecTa ykasaHbl B MpunoxeHun B) nnm npegoctaBnseTcs NnponsBoamTeneM 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 AEeTEKTUPYOWMX aMnndunkatopos CFX96 cneayeT ncnonb3oBaTb
perpeccnoHHbIn TN aHanusa (Cq Determination Mode: Regression), Bo Bkiaake «Baseline

Subtraction» Heobxoammo Bbi6paTb «Baseline Subtraction Curve Fit».

9.3 NHTepnpeTaums pesynbTaToB MPOBOAUTCSA B COOTBETCTBUM C Tabnuuen 8. PesynbTathl
NMOCTaHOBKWN BaJiNAHbl, €CNIN BbIMOJIHAKTCA YCNOBUS MHTEPMNpPEeTaunn pesynbTaToB, MOSyUYeHHbIX

ANA KOHTPOJIbHbIX O6paBLJ,OB.

Tabnuuya 8 - WHTepnpeTauus pesynbratos MLUP

KaHan gerekuummn

UHTepnpeTaumna pesynbraTta

Fam/Green, Hex/Yellow/Vic,
Cp/Cq/Ct Cp/Cq/Ct
HeunsBecTtHble 06pa3ubl
Yka3saH He yuynTbiBaeTcsa O6HapyxeHa JHK Mycoplasma hominis
He ykasaH Yka3saH He o6bHapyxeHa OAHK Mycoplasma hominis
He ykasaH He ykasaH HepoctoBepHbI pe3ynbTaTt

OTpuuaTesibHblI KOHTPONbHbLIW 06pasel

OTpuuaTtenbHbli pe3ynbTaT

He ykasaH Yka3zaH
Pe3yanaTb| MOCTAHOBKW BalNAHbI

Mono>xuTenbHbI KOHTPOJIbHbIA O06pa3ey

Mono>xuTtenbHblA pesynbTaT

YKkasaH He yuynTbiBaeTcs
Pe3ynbTaTbl NOCTAHOBKU BasIMAHbI

9.4 HepocToBepHbIn pe3ynbTaT MOXeT ObiTb CBSi3aH C MNPUCYTCTBUEM WHIMbMTOpOB B
npenapate [AHK, noayyeHHOM w13 6uonornyeckoro martepuana; HeBepHbIM BbINOJHEHUEM
NMpoToKoNna aHanusa; HecobalaeHMEM TeMMNepaTypHOro pexumma aMmnandukauum m ap. B atom
cnyyae Tpebyerca noBTopHoe nposeaeHue [UP c umewowmmca npenapatom AHK, nunbo
noeTopHoe BblaeneHne OHK mn nocraHoBka MUP gnsa atoro obpasua, nnbo noBTopHOE B3sATUE

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

9.5 MpyM MNONYYEHUU MOJIOKUTENBHOIO pe3ynbTaTa Ans OTPUMLATENIbHOrO0 KOHTPOJIbHOIO
obpa3sua pe3ynbTaTbl BCEM MOCTAHOBOYHOW CEPUU CUUTAKOT HEAOCTOBEPHbIMU. B 3ToM cnydae
Heo6x04UMO NpoBeAeHNE CNeLUMabHbIX MEPONPUSATUIA AN BbIABNEHUS U YCTPAHEHWUS BO3MOXHOM

KOHTaMUHauunu.

9.6 Mpy MoONyYeHUU OTpULATENBHOrO pe3ynbTaTa A/ MOJIOKUTENBHOIO KOHTPOJIbHOIO
obpasua pesynbTaTbl BCE MOCTAHOBOYHOM CEpPUM CUMTAKOT HEAOCTOBEpPHbIMU. B 3TOM cnydae

TpebyeTca NoBTOpHasa NOCTaHOBKa aMnamndukaunm Bcen naptum 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 TEPMOKOHTeMHepax
C XJlalo3NIeMeHTaMn BCEMW BUAAMU KPbLITOrO TpaHCnopTa Mpu TemMnepaType BHYTpu
TepMOKOHTenHepa oT 2 °C go 25 °C He 6onee 5 cyToK.
dacoska U
JonyckaeTca TpaHcnopTMpoBaHe Habopa peareHToB, 3@ UCKOYEHNEM MOSIMMepPa3bl
TexHoTaq MAX, B TeEpMOKOHTENHepax C XJlaAd03/1IeMeHTaMM BCEMW BMAAMU KpPbITOrO
TpaHcnopTa npu TemnepaTtype BHYTpU TepMoKoHTeHepa oT 2 °C go 25 °C He 6bonee
5 cyTok.
[onyckaeTcs TpaHCcnopTUpoBaHue nonnMmepasbl TexHoTaq MAX B TEpMOKOHTenHepax
C XJ1aA03/1EMEHTaMN BCEMW BMAAMMU KPbITOrO TpaHCMopTa npu TeMmnepaTtype BHYTpu
TepMOKOHTeHepa ao 25 °C He 6onee 5 cyTok.
Habopbl peareHTOB, TPaHCNOPTUPOBAHHbIE C HapyleHMeM TeMnepaTypHOro pexuma,

NMPUMEHEHUNIO HE nMoANeEXaT.

XpaHeHune

dacoska S

Bce KOMMOHeHTbl Habopa peareHTOB cCregyeT XpaHUTb B  XONOAWIbHUKE WM

xonoaunbHoM kKamepe npu Temnepatype oT 2 °C go 8 °C B TeyeHue BCero cpoka

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

cnefyeT XpaHUTb B 3alLUULWLEHHOM OT CBETa MecTe.

®dacoska U
Bce koMnoHeHTbl Habopa peareHToB, 3a UCKIKOYEeHneM nosmmepasbl TexHoTaq MAX,
cnenyet XpaHuTb B XONIOAWSIbBHUKE WAW XONOAMSIbHOW Kamepe npu TemnepaTtype
oT 2 °C pgo 8 °C B TeuyeHMe BCero cpoka rogHoctu Habopa peareHToB. CMecb Ans
amnamdukaunm cneayet XpaHmTb B 3alUMWEHHOM OT CBEeTa MecTe.
Monnmepasy TexHoTaq MAX cneayetr XpaHUTb B MOPO3WJILHOMW Kamepe npu
TemnepaTtype OT MuHyc 22 °C go MuHyc 18 °C B TeuyeHue BCEro cpoka rogHocTum
Habopa peareHTOB.

Habopbl peareHToB, XpaHMBLUMECA C HapPYLWEHWEM perr1aMeHTUPOBAHHOIO peXunma,

NMPUMEHEHUNIO HE NMoANiEXaT.

YKasaHusl No aKchayaTauum
Habop peareHTOB A0JIXEH NPUMEHATLCS COrNIAaCHO AENCTBYHOLLE BEPCUU YTBEPXKAEHHOM

MHCTPYKUWN MO NPUMEHEHUIO.
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10.3.2 [Ons nonydeHuMss [OCTOBEPHbIX pe3ynbTaToB Heobxoammo CTporoe cobnioaeHue

WHCTPYKLUNM MO NpUMEHEHU0 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 KaMmepe 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, Npuweawmne B HENPUrog4HOCTb, B TOM YMUC/IEe B CBA3WN C UCTEYEHUEM
Cpoka rogHOCTW, NOBPEXAEHNEM YNAKOBKN, Noanexart yTuamn3aumm B COOTBETCTBUKN C TpeboBaHUsAMMK
CaHlnH 2.1.3684-21.

12 FAPAHTUN N3TOTOBUTENA

12.1 [peanpuaTne-usrotToBUTENb  rapaHTUpPYeT  COOTBETCTBME  Habopa  peareHToB
Tpe6boBaHMUSAM TEXHUYECKUX YC/TOBUI NpU COBNIOAEHNN YCIOBUIA TPAHCMOPTUPOBAHUS, XpaHeHUs

M 3KCcnlyataunn, yCtaHoBJ1IEHHbIX TEXHUYECKNMU YCNTOBUAMN.

12.2 Cpok rogHocTn Habopa peareHToB - 12 MecsueB npu cobaiogeHMn Bcex YCI0BUNA

TPaHCNOPTMPOBAHUSA, XPAHEHUS M 3KCMyaTauum.

13 PEMOHT U TEXHNYECKOE OBCJ/TY)XUBAHMUE
Habop peareHTOB npeaHa3HayeH ANS OAHOKPATHOrO MPUMEHEHUSI U He MOANEXUT

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

MeanuMHCKOe n3aenue Ans AMarHoCTUKK in Vitro

TeMnepaTypHbliA AMana3oH

G | =~

Coaep>XxXmMoro AoCTaTovyHO A1 NMpoBeAeHUs <n> TeCToB

g Mcnonb3oBaTb A0

-
o
-

Koa naptum (cepun)

[aTta narotosneHus

O6paTVITer K MHCTPYKUMKN NO NPUMEHEHUIO NN
K MHCTPYKUMN NO NPUMEHEHUNIO B 2JTEKTPOHHOM BUAE

= | &

Homep no kaTtanory

“ M3roToBUTEND
ZR He nonyckaTb BO3AECTBUSI COMTHEYHOMO CBETa

‘ HecTepunbHoO
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15 MNEPEYEHb NPUMEHAEMbIX HALIMOHAJIbHbIX CTAHAAPTOB

FOCT ISO 14971-2021 VN3genusa meguunHckme. NpuMeHeHne MeHeaXXMeHTa pMcka K MegnUNHCKUM
nsgenuam

FOCT 15.309-98 Cucrtema pa3paboTku M MoCTaHOBKM NPOAYKUMM Ha NpomM3BoACTBO. NcnbiTaHus
M Npvémka BbiNyckaeMon npoaykumm. OCHOBHbIE MOJSIOXEHUS

FOCT P 2.105-2019 EaMHas cucTeMa KOHCTPYKTOPCKOM AoKyMeHTauumu. Obwme TpeboBaHus K
TEKCTOBbIM AOKYMEHTaM

FOCT P 15.013-2016 Cucrtema pa3paboTkm M MNOCTAaHOBKM MNpOAYKUMM Ha NpOU3BOACTBO.
MeauvunHckue nsgenms

FOCT P 51088-2013 MeguuuHCKUE u3genus Onas ANArHOCTMKUM UH BUTPO. PeareHTbl, Habopsbl
peareHTOB, TeCT-CUCTeMbl, KOHTpPOJibHble MaTepuwanbl, nuTaTefnbHble cpeabl. TpeboBaHus
K U34envsaM 1 NoAAEPXUBAIOLEN JOKYMeHTaumm

FOCT P 51352-2013 MeanumHckme nsgenus onsa AMarHoCTMKM UH BUTPO. MeToabl UCMbITaHWM
FOCT P NCO 15190-2023 NNabopatopun MmeanumnHckue. TpebosaHusa 6e3onacHoCTH

FOCT P NCO 15223-1-2023 W3genuna MeaumumHckue. CUMBOMbI, NpUMeEHsieMble A8 nepeaayvu
nHdopmMaunm, npeaoctasnaemMon nsrotosmtenem. Hacte 1. OcHoBHble TpeboBaHMS

FOCT P NCO 18113-1-2015 MeauumHckme usgenus Ans AvarHoctuku in vitro. UHdopmauwms,
npeaocTasnsemas mirotosuteneMm (Mapkuposka). Yacte 1. TepMuHbl, onpeaeneHus u obwme
TpeboBaHus

FOCT P NCO 18113-2-2015 MeauumHckMe usgenus Ana AuarHOCTUKM in vitro. NHdopmauwms,
npeaocTaBnsemMas M3rotoeutenem (Mapkuposka). Hactb 2. PeareHTbl AN AMArHOCTMKMK in vitro
Ana npodeccnoHanbHOro NpUMeHeHns

FOCT P NCO 23640-2015 W3pgenuna MeavmunmHCKMe AN AWMArHoctmku  in vitro.  OueHka
CTabunbHOCTU peareHToB ANS AMArHOCTUKM in vitro

FOCT P 53022.3-2008 TpeboBaHus K KayecCTBY KAMHUYECKMX niabopaTopHbIX 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. ECNn 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 MeHea)XMeHTa kadectBa ISO 9001
B obnactu paspaboTkum, NnpomnssoacTea n npogaxun IVD peareHToB 1 NpnbopoB A1 MONEKYASpHO-
reHeTUYeCcKoM AMArHoCTUKW, U apyroro nabopatopHoro npumeHeHus u ISO 13485 B obnactu
pa3paboTtku, npousBoacTBa M npogaxu IVD peareHtoB n npubopoB A1 MegUUMHCKOM

MOﬂeKYHﬂpHO-FEHeTMHeCKOVI ANarHoCTukKu.

MpousBoauTenb: O6WeCcTBO C OrpaHUYEeHHOMW OTBETCTBEHHOCTb <«[HK-TexHonorms TC»
(000 «OHK-TexHonormns TC»), Poccus.

Appec npoussBoguTtensa: 117246, Poccus, r. MockBa, npoe3a HayuHbini, 4. 20, ctpoeHue 4.

MecTto npousBoAacTBa:

- 000 «[HK-TexHonorus TC», 117246, Poccusa, r. MockBa, npoe3a HayuHbin, 4. 20,
CTpoeHune 4;

- 000 «HMNO AHK-TexHonorusa», 142281, Poccusa, MockoBckass obnactb, r. [1poTBMHO,

yn. XenesHogopoxHas, a. 3.

Mo BonpocaM, Kacatowmmcs KavyectTsa Habopa peareHToB, cneayeT obpawaTtbecs B cnyxoby
KJIMEHTCKOM NOAAEPXKKU.
Cnyx6a KNMEHTCKOM NOAAEPKKU:
8-800-200-75-15 (ans Poccum, 3BOHOK 6ecnnaTHbIN)
+7 (495) 640-16-93 (ansa crtpaH CHIr 1 3apybexbs, 3BOHOK M1aTHbIN)
E-mail: hotline@dna-technology.ru

www.dna-technology.ru

Homep 439-5
2025-03-12
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MpunoxxeHune A

MapameTpbl TECTA, KOTOPble HE0O6XOAMMO BHECTU B NporpamMMHoe obecneyeHue
AeTeKTupyrwmux amnnampukartopos «ATnpaim», «ATnant»
npuv ncnosb3oBaHuun Habopa peareHTos MNJIABMOIMEH-Mx
B ¢pacoBke S

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

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

Pe>xum
Neo Yucno
TemnepaTtypa, °C MWH C ONTUYECKUX Tun 6n0ka
6510ka LIMKJIOB .
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 ONTUUYECKUX U3MEPEHNA
4) BHecTu cneaytowme napamMeTpbl KaHanoB AeTeKUnn:
Fam Hex Rox Cy5 Cy5.5
Mycoplasma hominis BK - - -

1 - nonyckaeTca xpaHeHue npu TemnepaTtype 10 °C
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Mpuno>xeHnune b

MapameTpbl TECTA, KOTOPble HE0O6XOAMMO BHECTU B NporpamMMHoe obecneyeHue
AeTeKTupyrwmux amnampukartopos «ATnpaim», «ATnant»
npuv ncnosb3oBaHuun Habopa peareHtos MNJIABMOIMEH-Mx
B ¢pacoBke U

1) Konnyectso npobupok B Tecte - 1;
2) O6bEM peakuMoHHOM cMmecn — 18 Mkn;

3) B okHe «[porpamma amMnandukaummn» BBECTU creayolimMe napaMeTpbl:

Pe>xum
Ne° Yucno
Temnepartypa, °C MUWH C ONTUYECKUX Tun 6noka
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 %
94 0 10
4 45 Unkn
64 0 15 \
5 94 0 5 1 Unkn
6 251 XpaHeHue XpaHeHue
V - pexuM onTUUYECKUX U3MEpPEHMNI
4) BHecTn cnegyrouwme napamMeTpbl KaHan0B AeTeKUUN:
Fam Hex Rox Cy5 Cy5.5
Mycoplasma hominis BK - - -

1 - nonyckaeTca xpaHeHue npu TemnepaTtype 10 °C
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OHK-TexHonorus
117587, Poccus, r. Mockea,
BH. Tep. M. MyHMUMNanbHbIn OKpyr YepTaHoBo CeBepHoe,
w. Bapwasckoe, a. 125X, k. 5, atax 1, nom. 12
Ten./dakc +7 (495) 640-17-71
Cnyxba KNMeHTCKOM NoaaepXKu:
8-800-200-75-15 (ansa Poccumn, 3BOHOK 6ecnnaTHbIn)
+7 (495) 640-16-93 (ana crtpaH CHIr 1 3apybexbs, 3BOHOK MaTHbIN)
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