@ HK-TEXHONOrUS

1132 2025-02-14

IVD

MHCTPYKLUMUA

Mo NpPMMeHEeHU0 Habopa peareHToB
ansa sbiseneHna OHK Trichomonas vaginalis w Mycoplasma genitalium

meTtoaoMm lNLP B pexnme peanbHOro BpeMeHu

T.vaginalis/M.genitalium Komnnekc

PerncrtpaunoHHoe yaoCToBEpPEHNE
Ne P3H 2025/24696 ot 07 deBpansa 2025 roaa

BHMMAHWME! N3yunTe MHCTPYKUMIO Nepes HayanaoM paboTsl



T.vaginalis/M.genitalium UHCTPpYKUMSA NO NPUMEHEHUIO 1132 oT 14 dpeBpansa 2025 ropa 7 nHK'TEXHonﬂr“ﬂ

Komnnekc
COOEPXAHUE

1 MPEAHA3HAYEHHOE MPUMEHEHMUE. ...t e e eeas 4
2 XAPAKTEPUCTUKA HABOPA PEATEHTOB ....uiiiiie et e e e e e 5
2.1 (OfeToy p= = R o T= [STo] o = W o L=tz [ =) 2 i o] - F PP 5
2.2 KONMMYecTBO aHANMUBUPYEMBIX OOPABLIOB ... ttiutttiteeeittetanttaineesaneesaineeenneesaeesanneeennes 6
2.3 [ TN L 1= e 2 = 6
2.4 BpeMS MPOBEAECHUA GHAIMBA .uuuueiiiiieinetiitrssntssaesiastssaessasssannnssatssansrssannssanes 7
3 AHAJTUTUYECKUE U ONATHOCTUYECKUE XAPAKTEPUCTUKU ..o, 7
3.1 AHANUTUUECKAA CMELMMDUUHOCTD teuuuttttte et sanesestesannesaneeeaeesannesanneesanesannneennees 7
3.2 NHTEPDEPUPYHOLLME BELLUECTBA - e uueuernenennsnenenanennannenaaeaaeaaesaeennrneaneaneaneaneanannenes 7
3.3 TTPEAEN OBHAPYIKEHMIS .. eeeie et ettt et e e e e e e e e e e e e e e e et e e e e e eaeeaeenean e aneaeennennenes 8
3.4 ONarHOCTUUECKME XAPAKTEPUCTUKM .. euruenesneesneneeneesssnsesnsaessenereansansneaessannananeanenes 8
3.5 (2 ToT ol nToToYIc]=T0 Y111 o o 5 = 8
4 MEPDBI MPEOOCTOPOXHOCTU ...ttt et e e e e e e e e e neaens 9
5 OBOPYLOBAHUE U MATEPUATIDBL . ... et e e e e e e e e 11
6 AHAJTUSUPYEMBIE OBPASLIDL. .. ..ottt e e ae s 13
6.1 MaTepran AN MCCIEAOBAHMST . uuet ittt seateessaanneesssaannneessaanneeesseannneesssesnnneessnns 13
6.2 QS NN YT =TS T01=T= 1< 13
6.3 B3ATME MATEPMANa HA MCCIIEAOBAHME . ettt ittt teaiaeeessaanneeessaannneessssannneessannnneessnns 14
6.4 TpaHcnopTUpoBaHME KU XxpaHeHne 06pa3LoB BMOMOrMYECKOrO MaTEPUAIA .. vveerrieeernns 14
6.5 MogrotoBka 6uonornyeckoro Matepuana yenoseka ansa sbigenenns OHK ................ 14
7 TTPOBELEHUE AHATT B A ottt ettt a e e et a e e aaens 15
7.1 BolaeneHme JHK 13 BUMOA0OMMUECKOTO MATEPMASIA +euvureeiineerineesrineeraneeranessnnessannernns 15
7.2 MogrotoBka mn npoBeAeHUe TLP. MACOBKA S ..iiiiiiiiiiii it i e v i eaneeaas 16
7.3 Moarotoska un nposeneHuve MNLUP. ®acoBka U, pyyYHOE AO3UPOBAHME ..evuvvriinirrnnnsnns 18
7.4 MoarotoBka v nposeneHue MNLP. ®acoeka U, ¢ ncnonb3oBaHMeM JO3UPYIOLLErO

YZonn o ZeT7 on w=1= I A [ox 1 o S 22

PETMCTPALINA PE3YJIbTATOB AMITUDUKALINN ... 24

YYET Y MUHTEPMPETALMS PESYJIBTATOB ..ovuiitiiiiiiieiieeieeieete e eae et e e e aneenneennns 24
10 TPAHCMNOPTUPOBAHUE, XPAHEHUE U SKCINYATALUUSA. ... 25
11 YKASAHUSA TMO YTUTTUSALINU ..ot ettt et e e e e e n s 27
12 FAPAHTUU UBTOTOBUTEITIS .ottt s e e s ae e s aa e 27
13 PEMOHT N TEXHUYECKOE OBCIYXUBAHUE .....c.vniiiiiie e 27
14 CUMBOJbI, UCMNOJIb3YEMbBIE MPU MAPKUPOBKE HABOPA PEATEHTOB................... 27
15 MEPEYEHb MPUMEHAEMbIX HALIMOHABbHBIX CTAHOAPTOB. ..o 28
16 ALPEC OJTA OBPALLEHUIS ..ottt ettt et e e e e e e e e e aeees 29
TP IO KB I Attt ittt r et e r e e s e et e e e r e 30
TP UIIOIKEHME Bttt e e e e et e s et s s s 31
TP UIOIKEHME Bttt e e s e s et et 32
0270 e 3T = P 34



T.vaginalis/M.genitalium

Komnnekc MHCTpyKums no npumeHennto | 1132 ot 14 ¢espans 2025 ropa 4 NHK-TEXHONOrus

CMUCOK COKPALLEEHMI N OBO3HAYEHUIA

B HacTosLweEl MHCTPYKUMN MCMNOJb3YIOTCS Cleayowmne CoKpaweHusa n 0603HavYeHus:

RCF - oT aHrA. relative centrifugal force, oTHocuTeNnbHOE yCKOpEHME LUEeHTPUDYrn
BK - BHYTPEHHWUIN KOHTPOJ1b

OHK - Ae30KCUpUBOHYKIeMHOBas KUCIO0Ta

OHKa3bi - Ae30KcnpuboHykKeassbl

K- - OTpUUATENbHbIA KOHTPOJbHbIN obpasey,

K+ - NOIOXXUTENbHbIN KOHTPO/bHLIN 0bpasel

JIKO - nabopaTopHbIli KOHTPONbHbIA 0b6pasel,

HK - HyknenHosble kncnoTbl (PHK n OHK)

Mnup - NosiIMepasHas uenHas peakuus

PHKa3bl - pnboHykKkeasbl
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Komnnekc
1 NPEAHA3SHAYEHHOE NPUMEHEHME
1.1 MonHoe HamMmeHoBaHMe Habopa peareHToB: Habop peareHToB Ans BbisBneHusa AHK

Trichomonas vaginalis w Mycoplasma genitalium metogom IMLUP B pexume peanbHOro BpEMEHU

(T.vaginalis/M.genitalium Komnnekc), ganee no Tekcty — Habop peareHToB.

1.2 HasHauyeHne: Habop peareHToB npeaHasHadyeH Ansa BbigsneHuna [OHK Trichomonas
vaginalis wn Mycoplasma genitalium B 6uonornyeckom mMaTepuane u4enoBeka (COCKObbI

3NUTENNaNbHbIX KETOK M3 YporeHuTanbHOro Tpakta) MetoaoM [P B pexume peanbHOro

BpeMeHMU.
1.3 QOyHKUMOHANbHOE Ha3HavyeHue: AnarHocTuka in vitro.
1.4 MNokasaHua K MNpoOBeAeHU0 aHanu3a: CUMNTOMbl WHMEKUMOHHOro 3aboneBaHus

YPOreHnTasabHOro TpakTa.

npOTVIBOI'IOKaBaHMﬁ K MPUMEHEHUIO HET.

1.5 MonynauMoHHble U AeMorpaduyeckme acnekTbl: MNpuUMeHeHue Habopa peareHToB

HE 3aBUCUT OT NONYNAUNOHHbIX U ,D,eMOFpa(bMLIeCKVIX aCneKToB.

1.6 O6bnactb NMPUMEHEHUA . Ha60p peareHToB MOXET 6bITb MCNONb30BaH B KJMHWKO-

ANarHocTuyecknx nabopaTopmsax MEAULMHCKUX YUPEXAEHUN.

1.7 MoTeHUuManbHbIE MNOMb30BATENN: KBAaMPULMPOBAHHLIN NepCcoHan, oby4eHHbI MeToaaM
MO/EKYISSPHON AMArHOCTUKM M NpaBuiaM paboTbl B KJIMHUKO-AMArHoctnyeckom nabopatopun:
Bpau KIIMHUKO-AMarHoctnyeckom  nabopartopuu, denbgwep-nabopaHt  (MeAUUMHCKUIA

nabopaTopHbIf TEXHUK).

1.8 MpuMeHATb Habop peareHTOB CTPOro MO Ha3HAYeHMIO COrNacHO AAaHHOM MHCTPYKLUMW MO

NPUMEHEHUIO.
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UHCTpYKLUMSA NO NPUMEHEHUIO

2 XAPAKTEPUCTUKA HABOPA PEATEHTOB

2.1

CocTtaB Habopa peareHToB

1132 oT 14 dpeBpansa 2025 ropa

7 AHK-TEXHOJIOTUA

R1-P126-S3/9, chacoBka S, cTpunbl

HanmeHoBaHue o Konunuectso HOMUHanbHbIN
BHewHW Buna ..
KOMMOHEHTOB npobupok 06BbEM KOMMOHeHTa
Mpo3payHas 6ecuBeTHas um
CMecb ana amnaudukaumu, posp 12 cTpunos
po30Bas XMAKOCTb Nojg no 20 MKn
3anevaTaHHas napaduHOM no 8 npobupok
BOCKOO6pasHbIM 6enbiM cnoem
PacTteBop Tag-nonnmMepassbl Mpo3pauHas 6ecuBeTHas XUAKOCTb 2 npobunpkun rno 500 Mkn
Mpo3payHas 6ecuBeTHasn BA3Kas
MunHepanbHoe Macno 2 npobunpkn rno 1,0 mn
MacCnsHUCTasa XXNUAKOCTb
MonoxuTenbHbl
. ) Mpo3pauHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 MKn
KOHTPOJIbHbIN 06pa3seL,
KpbIWwKK ang cTpunos 12 wr

R1-P126-23/9, cphacoBka S, npobupkm

HanmeHoBaHue
KOMMOHEHTOB

BHewHun Bua

KonunyecTtBo
npobumpok

HoMuHanbHbIN
06BbEM KOMMOHEHTA

CMmecb ana aMmnnmdukaumnm,

Mpo3payHas 6ecuBeTHas unu

KOHTPOJIbHbIV 06pa3zeu!

po30Bas XUAKOCTb Mo 96 npobupok no 20 Mkn
3anevyaTtaHHas napaguHoOM
BOCKOO6pasHbIM 6enbiM cnoem
PacTteop Tag-nonnmepassbl Mpo3payHas 6ecuBeTHas XUAKOCTb 2 npobupkn rno 500 Mkn
MNMpo3pauHasa 6ecuBeTHas BA3Kas
MuHepanbHoe Macno posp 4 2 npobupku no 1,0 mn
MacnsHUCTas XWAKOCTb
MonoXxunTenbHbl
Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 mkn

R1-P126-UA/9, dhacoska U

KOHTPO/bHbIN 06pazeu!

HanmeHoBaHue . Konuuyectso HoMWHanbHbIN
BHewHW Buna .
KOMMOHEHTOB npobumpok 06bEM KOMMOHEHTa
Mpo3pauHasa 6ecuseTHas unu
Cmecb ana amnavdurkaunm posp 4 1 npobupka 600 mkn
po30Bas XUAKOCTb
MNonnmepasa MNMpo3pauHasa 6ecuBeTHas BA3Kas
P posp 4 1 npobupka 30 mMkn
TexHoTaq MAX XUAKOCTb
MUP-6ydep Mpo3payHasa 6ecuBeTHas XUAKOCTb 1 npobupka 600 mkn
MonoXuTenbHbIN
Mpo3pauHasa 6ecuBeTHas XUAKOCTb 1 npobupka 130 Mkn

Bce KOMMNOHEHTHI

Habopa peareHToB TrOTOBbI

AONOHUTENbHOW NOAroTOBKU K paboTe.

KOMMNIeKTHOCTb:

K NpUMEHEHUNK U

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

- Bknagbiw - 1 oK3.

- NHCTpyKUMA MO NpUMEHeHuto — 1 3K3.

- MacnopTt — 1 3K3.

He TpebytoT

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

Kak «K+>»
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2.2 KonnuyectBo aHanmnanpyembix obpa3yos

Habop peareHToB B hacoBke S paccumTaH Ha npoBegeHune 96 onpeaenennin (He 6onee
24 NOCTaHOBOK), BK/OYas aHanm3 HeusBeCTHbIX 06pasuoB, oTpuuaTeSibHbIX KOHTPOJIbHbIX
06pasuoB M NOMOXNTENbHbIX KOHTPOJIbHbIX 06pa3LoB.

Habop peareHToB B (pacoBke U paccumTaH Ha npoBeaeHme 96 onpeaeneHnin npun ycrosum
MoCTaHOBKM He MeHee 5 o6bpa3uoB B o0AHOM uccregoBaHum (3 HeEM3BECTHbIX obpasua,
OTpUUATENbHbIN U MONOXUTENbHbBIN KOHTPOJIbHbIE 06pa3ubl).

2.3 MpuHUMN MeTOoAa

MeToa: MonumepasHasa uenHas peakuumsa (MUP) ¢ petekumen pesynbTaToB: B pexume
peanbHOro BpEMEeHU; MYNbTUMIEKCHbIN KaueCTBEHHbIM aHanms.

MpuHUMN MeToda OCHOBaAH Ha WCNOMb30BaHMM npouecca amnandwukaumm OHK,
3aK/yalolwerocs B MNOBTOPSAKLWMXCA UMKNax TemnepaTypHon aeHatypaumm [OHK, omxura
MpamMepoB C KOMIUJIEMEHTAPHbIMW MOCNEA0BATENIbHOCTAMU U NOCneaywen LOCTPONKK
NOSIMHYKNEOTUAHbIX Lenen ¢ 3TUX nparMepos Tag-nonmmepason.

Ons noBbIWEHUS YYBCTBUTENIBHOCTU U CreuudUUHOCTM peakunn npeaycMoTpeHo
NnpUMeHeHne «ropsiyero» craprta. [nasa gacoBkm S «ropaynin» ctapT obecneymBaeTcss METOAUKOM
NPUroTOB/IEHNS peaKLMOHHOM CMECK, COCTOSLLEN U3 ABYX C/0EB, pasAenéHHbIX NPOCNONKON 13
napaduHa. CMeweHne croés M npespalleHne mx B amMnaMdUKauMOHHYH CMeCb MPOUCXOAUT
TOMIbKO nocfne nnaeneHus napaduHa. «lopsumin» crapt ans dacoBkm U obecneunsaeTcs
MCNoNb30BaHMEM MONMMepasbl, akKTUBHOCTb KOTOpPOWM 6n0KMpoBaHa aHTUTEeNnamu, akTusauums
depMeHTa NpouCXoAUT TONIbKO MOC/e npeaBapuTesbHOro nporpeBa peakuMoOHHOW CMecu npu
94 °C. 3T0 MCKJIto4YaeT Hecrneundudeckun omXur npamMmepoB Ha AHK-muweHn npn HayanbHOM
nporpese npobmpku.

B cmecb ans amnaundukaumm BeegeHbl OHK-30HAbI, KaXAblh M3 KOTOPbIX COAEPXUT
dbnyopecueHTHYO MeTKy M racutenb dnyopecueHumun. Npu obpasoBaHnm cneumdunyeckoro
npoaykta [OHK-30H4 pa3pywaetcsa, gencteume racutens Ha o GAyoOpecueHTHYH  METKY
npekpawaeTcs, 4To BeAET K BO3pacTaHUIO YPOBHSA (yopecueHuun, KoTopbin dUKcMpyeTcs
cneumanbHbiMM npubopamm. KonnyecTBo paspyLUeHHbIX 30HA0B (a, cnefoBaTeflbHO, U YPOBEHb
¢pnyopecueHumn) yBennumBeaeTcs NponopunoHanbHO KONM4ecTBy obpasoBaBLUMXCA
cneumdunyeckux amnankoHOB. YpoOBeHb QyopecueHUnn U3MepseTcs Ha KaXAaoM LUukne
aMnandunKaunm B pexnMme peanbHOro BpeMeHMu.

B coctaB cMecu ansa amMnandukaumm BKAKOYEH BHYTPEHHUW KOHTponb (BK), KoTopbii
npegHasHadeH ANns OUEHKW KayecTBa NMPOXOXAEHUS NONMMEPA3HOM LENHOM peakuunu.

B coctae AHK-30HAa, ucnonb3ytowerocs ang getekumm npoaykra amnandukauumn AHK
Trichomonas vaginalis, BkniouyeHa dnyopecueHTHas MeTka Fam. B cocras [AHK-30HAaa,
ncnonbaytoweroca Ans gerekumm npoaykrta amnaudukaumm OHK Mycoplasma genitalium,
BK/tOUeHa dnyopecueHTHas meTka Rox. B coctas [HK-30H4a, ncnonb3ytowerocs ans gertekumm
npoaykTa amnnmdmKaunm BHYTPEHHErO KOHTPOSSA, BXOAUT hb/lyopecLeHTHbIN KpacuTtenb Hex.

Mcnonb3oBaHMe HeCKONbKUX GNyopecueHTHbIX KpacuTenen no3BONSEeT COKpaTUTb
Konuyectso npobupok un 6Guomatepmana, Heob6xoAMMOro ANS MNpoBeAeHUS WUCCnenoBaHus,
NOCKONbKY MOSABASETCA BO3MOXHOCTb OAHOBPEMEHHO PEerncTtpupoBaTbh pe3ynbTaTbhl pasHbIX
peakumin amnnudurkKaunm, NpoxXoaAsaLLMX B 04HOMN Npobupke.

B Tabnuue 1 npuBeaeHbl KaHanbl AeTeKUMN MPOAYKTOB aMmandukaumnm.
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Komnnekc
Tabnuuya 1 - KaHanbl getekuum nNpoayKToB amnamdukaumm
Fam Hex Rox Cy5 Cy5.5
Trichomonas vaginalis BK Mycoplasma genitalium - -

NccnegoBaHme coctomT M3 cneaywowmnx atanos: BbigeneHne OHK (npobonoarotoska),
NnuP-amnandwmkauma AOHK ¢ petekuwelr pe3ynbTaTOB B peXMMe peanbHOro BpeMeHu

C ucnonb3oBaHneM Habopa peareHToB T.vaginalis/M.genitalium Komnnekc.

2.4 Bpems npoBeseHus aHanmsa (Bkao4Yasi NpobonoAroToBKy): oT 2 YacoB (B 3aBMCMMOCTU

OT KonnyecTtea 06pasLoB 1 UCNoJIb3yeMOoro Habopa/KoMneKTa peareHToB AN Bbiaenenus AHK).

3 AHAJTUTUYHECKME U ANATHOCTUYECKUE XAPAKTEPUCTUKMA

3.1 AHanuTnyeckasn cneundunyHoCTb

B obpasuyax 6uonormyeckoro Matepuasna 4enoseka, coaepxawmx OHK Trichomonas
vaginalis wnw Mycoplasma genitalium npu npoBeaeHUn aMnanduKauum nporpamMmMHoe
obecneueHne petekTupylowero amnandukaTopa AO/HKHO pPerncTtpyupoBaTb MONOXKUTESNbHbIE
pe3ynbTaTbl aMnandukaunm cneumduyecknx npoayktos (dparmeHTbl reHoMoB Trichomonas
vaginalis vain Mycoplasma genitalium) no 3asiBNeHHbIM KaHanam AeTeKuunu.

B obpasuax 6uonornyeckoro matepuana, He cogepxawmnx AHK Trichomonas vaginalis
nnn Mycoplasma genitalium, nporpaMMmHoe obecrnedyeHue peTekTupylLwero aMmnauvdukatopa
OO/HKHO  perncTpmpoBaTb OTpuUaTeNlbHble  pe3ynbTaTbl  aMmnandukaumm  cneunduyeckmnx
npoayktoB (dparMeHTbl reHomoB Trichomonas vaginalis wnu Mycoplasma genitalium) n
MOMOXKUTENbHbBIN pe3ynbTaT aMmnnmduKkaumm BHyTpeHHero KoHTpons (BK).

Moka3aHo OTCYTCTBME Hecneumdmnyecknx NosoXKMUTENbHbIX pe3ynbTaToB aMnandukaumm
npuv UccnenoBaHMM B BbICOKOWM KOHLUeHTpaunn JHK 6/1M3KopoACTBEHHBIX MUKPOOPraHM3MOB UK
MWUKPOOPraHM3MoB, MOTEHUMaNbHO MPUCYTCTBYIOWMX B HEM3BeCTHbix obpasuax: Chlamydia
trachomatis, Neisseria gonorrhoeae, Ureaplasma urealyticum, Gardnerella vaginalis,
Mycoplasma hominis, Ureaplasma parvum, Candida albicans, Streptococcus spp.,
Staphylococcus spp., a Takxe OHK yenoBeka B KoHLeHTpauum ao 1,0x108 konuit/mn obpasua.

lMoka3zaHo OTCYTCTBME KOHKYPEHTHOM MHIMbuunm npmn nccnegosaHmm obpasuos, cogepralimx
Hecneundunyeckyto OHK B BbICOKOW KOHUeHTpauuu ao 1,0x108 konuii/mn obpasua v OHK

Trichomonas vaginalis w Mycoplasma genitalium - B koHueHTpaumm ao 1,0x103 konuii/mn obpasua.

3.2 NHTepdepupytoume BewecTsa

Hanunune wHrmnbutopos [MLP B o6pasue 6uonormyeckoro martepuana MOXeT ObiTb
NPUYMHON  COMHUTENbHbIX (HeonpeaenéHHbIX/HeAOCTOBEPHbIX) pe3ynbTaToB. [lpu3HaKkom
nHrmbuposaHua TLUP sBnaeTcs oAHOBpeMeHHoe OTCyTCTBME aMnamMdukaunum BHYTPEHHEro
KOHTpOns u cneumduryeckoro npoaykta (cMm.2.3, 9.3, 9.4).

K nHruébutopam MNUP oTHeceHbl cnepylouwme BelwecTsa: reMornobvH n nekapcTBeHHbIE
npenapatbl, NpucyTcTByowmne B obpasue AHK B pe3synbtate HeNoNHOro yganeHus B npouecce

BblaeneHnsa AHK w3 o6pa3L|,a 6V|0MaTepV|ana, a TakXxe VI30I'IpOI'IVIﬂOBbIVI CcnmpT U METUNAUETAT,

7
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npucyTcTBytowme B obpasue AHK B pesynbTate HENOSHOIO yAasieHUs NMPOMbIBOYHbLIX PAacTBOPOB
B Xo4e npobonoaroToBKMu.
MHTEpdEPMpPYOLLNX

He Habnwpganocb BAMAHME Ha aMnandukaunto nabopaTopHbIX KOHTPOJIbHbLIX 06pa3uos u

MakcuManbHble  KOHUEeHTpauum BelecTB, MNpuW  KOTOPbIX
BHYTPEHHEero KOHTposibHOro obpa3sua coctasnsawT: remornobuH - 0,35 mr/mn obpasua AHK,
nsonponunosbin cnupt — 100 mkn/mMn obpasua AHK, metnnauyertat — 100 mkn/mn obpasua AHK.

AN oueHKN BO3MOXHOW MHTepdepeHLMn neKapCcTBEHHbIX npenapaTtosB 6binn BbibpaHbl
Te, KOTOpble NOTEeHUMANIbHO MOTYT NPUCYTCTBOBATb B OCTATO4YHbIX KOJIMYECTBax B 6GMOormyeckmx
obpasuax 4yenoBeka, B3ATbIX W3 COOTBETCTBYHOWMX Mccreayembix 6uoTonoB (MupamMucTuH®,
XJI0prekCuamH burntokoHar).

Ons Bcex uccneayeMbiX NEKapCTBEHHbIX MpenapaToB 6bI10 MOKasaHo OTCYTCTBUE WX

BNMSHNA B KOHUeHTpaumn ao 10% B obpasue 6uomaTepunana.

3.3 Mpenen obHapyxeHus

Mpepen ob6bHapyxeHus cocTtaBnser 5 konuii  [OHK Kaxgoro MukpoopraHusma
Ha aMNAMMUKaALUOHHYO Npobupky.

Mpepen obHapy>XeHUs yCTaHOBJ/IEH MYTEM aHanm3a CEpPUIiHbIX pa3BeaeHWIn ABYX cepuii
nabopaTopHbIX KOHTPOsIbHbIX 06pa3uos (JIKO).

Mpenen obHapy>XeHUs COOTBETCTBYET C/AeayoWmnM 3HaYeHnaM KoHueHTpaunm OHK npu
MCNO/Ib30BaHUM yKa3aHHbIX HAbOpOB/KOMMNNEKTOB peareHToB Ans BblaeneHns AHK n koHedHoro

o6béma anoumn (passeaeHus) sblaeneHHon AHK:

HanmeHoBaHue 0O61béEM Mpepen
BbuomaTtepmnan Habopa/koMnsieKTa peareHToB noJiy4MeHHoro o6Hapy>xeHus,
Ansa Bbigenenumsa AHK npenapara, MKn konui/o6paseu
MPOBA-HK 50 50
MPOBA-HK-MJIOC 300 300
MPOBA-TC 100 100
Cockobbl
knetok B 500 Mkn MPOBA-PAMNA 500 500
TpaHcnopTHOM cpeabl!
MPOBA-MY-PAMNLA 100 100
MPOBA-OMNTUMA 400 400
MPOBA-MY-PAMNA 11 100 100
3.4 JnarHoctuyeckue xapakTepucTmuku
Llenenoi ananny AnarHocrnyeckas AnarHocrnyeckas
cneunduuHocTb (954U) 4yyBCTBUTENbHOCTb (95/4N)
Trichomonas vaginalis 98,33% (91,06-99,96%) 96,67% (82,78-99,92%)
Mycoplasma genitalium 98,46% (91,72-99,96%) 84,00% (63,92-95,46%)

3.5 BocnponssogmmMocTb
O6bwasa BOCNPOM3BOAMMOCTbL Ppe3ysibTaTOB, MOJIYYEHHbIX C MCMNOSb30BaHMeM Habopa

peareHToB, coctaBuna 100%.

1 - B KayecTBe TPaHCMOPTHOM cpeAbl UCMOSb30Banacb TpaHcnopTHas cpeaa Ana 6uonpo6 CTOP-O,
000 «OHK-TexHonorusa TC», Poccusa, PY N° P3H 2020/9640
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4 MEPbI MPEAOCTOPOXXHOCTH

OpraHmuzaumnsa pabotbl [LP-nabopatopun, obopyaoBaHue W MaTepuasnbl AO0SKHbI
cooTBeTcTBOBaThb TpeboBaHmsam FOCT P MCO 15190-2023, meToanyeckmnx ykasaHmm My 1.3.2569-09
«Opranmnsaumsa pabotbl nabopatopuii, MCNOAb3YKOWMX MeToAbl aMInduKaunum HYKNENHOBbIX
KWUCNOT, Npu paboTe ¢ MaTepuasnoMm, cogep>kawinMm MMKpoopraHnsmol I-IV rpynn natoreHHoOCTu»,
c cobntogeHnem CaHUTapHbIX npasun 7 HOPM CaHnllunH 3.3686-21 «CaHuTapHo-
anunaeMmnonornyeckue TpebosaHusa no npodunakTuke MHOEKUNOHHbIX bonesHen».

HeunsBecTHble 06pa3subl paccMaTpMBalOTCA KakK MoTeHuManbHO-onacHble. MNpu paboTe ¢
HabopoM peareHTOB crieayeT HaAeBaTb OAHOpPa30Bble NepyaTku 6e3 Tanbka.

Mpn paboTte c MukpoopraHmsmamu I-IV rpynn natoreHHOCTW BbI6Op Tuna 3aLLUTHOrO
KocTioMa (pabouelt oaexabl WU CpPeaCTB MHAMBWUAYANbHOW 3alUMTbl) NMPOBOAUTCSA B CTPOrom
COOTBETCTBUM C CaHUTapHbIMK Npasunamu n HopMmamun CaHlNnH 3.3686-21 n onpeaenseTca BUAOM
B0o36yauTensa, paboyei 30HOI, OoCHaweHneM ee 6okcamm bnonornyeckor 6esonacHoCTu.

CnenyeT ncnonb3oBaTb TObKO 04HOPA30BblE HAKOHEYHUKN U NpOBUpKU.

He ponyckaeTcsas wucnonb3oBaHWE OAHUX UM TEX Xe HaKOHeYHWKoB npu obpaboTke
pasnnyHbix 06pa3uoB buonornyeckoro Matepuana.

K pabote ¢ HabopoM peareHToB AOMNYyCKAeTCs MepcoHan, o6yuyeHHbIn MeToAdam
MOEKYIAPHON ANArHOCTUKU M NpaBuiaM paboTbl B KIIMHUKO-AMArHoCTuyeckon nabopatopumn.

Boigenenne AHK cnepgyet npoBoanTb B 6okcax 6uonornyeckon 6esonacHoctum II knacca.
MoarotoBky K MLUP ¢ ncnonbaoBaHnem Habopa peareHTOB BO3MOXHO npoBoanTb B lMNMLP-60kcax.

3anpelwaeTcsa nepemelweHne nabopatopHoro obopyaosBaHus, B TOM 4ucie 403aTOPOB,
wTtatneoB, nabopaTopHOM Mnocyabl, XanaTtoB, roAoBHbIX yb6opoB W Np., a TakXe pacTBOpOB
peareHToB M3 04HOM0 NMOMELLEHNS B APYroe.

Jo3aTopbl AOMKHbI 6bITb COOTBETCTBYHOLWMM 06pa3oM nosepeHbl (B aKKpeAUTOBAHHbIX
nabopaTtopusax) n NpoMapKMpOBaHbI.

Ncnonb3oBaHHble OAHOPA30Bble MPUHAANEXHOCTUM (MPoBUMPKKM, HaKOHEYHUKM W Ap.)
[OMKHbI  cbpacbiBaTbCsi B KOHTeWHep AN MEeAMUMHCKMX  OTXOA4O0B,  COAepXaluni
Ae3nHduumpyowuin pacteop (Npn HeobxoammMocCTH).

MoBepxHOCTM pabounx CTONOB, @ TaKXe NoMeLeHnsl, B KOTOPbIX NMPOBOAMTCS BblAeNneHmne
HK un noctaHoBka [MUP, cneayetr obsizaTtenbHo, A0 W nocne nposeaeHus pabot, obnydatb C
nomMoLbio 6akTepuLUUAHbBIX YCTaHOBOK B TedeHue 30 MUHYT.

Bce nosepxHoctn B nabopatopum (paboume ctonbl, WTaTMBbl, obopyaoBaHue mn ap.)
eXxenHeBHO MoABepratT BAaXHON Yybopke C npuMeHeHueM Ae3nHOULUPYOLWNX/MOKOLNX

CpeacTB, pernaMeHTUPOBaHHbIX CaHUTaApPHbIMK rMpasunamm n HopmMamm CaHlnH 3.3686-21.

BHUMAHME! YTunumnsmpoBaTb 0TXo4bl € npoaykTtamu MNMLUP HeobxoanMo TONbKO B 3aKpbITOM BUAeE.
He ponyckaeTtcsa oTKpbiBaTb NpobUpKK nocse amMnandukaumm, Tak Kak 3TO MOXET NMpuBecTu K

KOHTaMuHauuu npoayktamu MUP (MY 1.3.2569-09).
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Mpn wmcnonb3oBaHuM Habopa peareHTOB B KJMHWKO-AMArHoCTU4yeckown nabopaTtopum
obpa3syloTca oTx0oAbl Kiacca B, KOTopble YyTUIM3UPYIOTCS B COOTBETCTBUMM C TpeboBaHuaMM
CaHuTapHblX npasun wn  HopM CaHlnH 2.1.3684-21 «CaHuTapHO-3NMMAEMUONIOrMyeckue
TpeboBaHMA K coaep>xaHUo TEPPUTOPUN FTOPOACKUX N CENBbCKUX MOCENEHNN, K BOAHbIM 06beKTaM,
NMMTbEBOM BOAEe M MUTbEBOMY BOAOCHAbGXEHWD, aTMOCHEpHOMY BO34YyXY, MO4YBaM, >XWU/bIM
noMeweHnam, akcnayataumnm npon3BoaCTBEHHbBIX, O6LL|,€CTB€HHbIX I'IOMGLLI,EHVIVI, opraHmauunmn m

NpoBeAEeHUNI0 CAHUTapHO-NPOTMBOINMAEMUYECKNX (NpOodUIAKTUHECKNX) MEPONPUATUIN».

OnacHble KOMNOHeHTbl B Habope peareHToB

KoMmnoHeHT Habopa Hanuumne/orcyrcrBue
peareHTOB OMacHOro KOMMoOHeHTa

CMecb ansa amnamdukaumm,
3anevyaTaHHas napaduHoOM

Yka3aHue Ha pPUCKM

HeT onacHbIX BeLwecTs -

PacTteop Tag-nonnmepassbl HeT onacHbIX BewecTs -
MunHepanbHoe Macno HeT onacHbIX BelwecTs -
Cmecb ana amnnudumkaumm HeT onacHbIX BeWecTB -
Monnmepasa TexHoTaq MAX HeT onacHbIX BewecTs -
MUP-6ydep HeT onacHbIX BewecTs -

He knaccuduumpyetcs
A3up HaTpus MeHee 0,1% KaK omacHbIn Ans 340p0OBbSA
yenoBeKa U OKpyXXatlollen cpeabl

MoNoXUTENbHbIA KOHTPO/bHbIN
obpaszey

MNpu paboTe c HabopoM peareHToOB CliefyeT MCMOJ/Ib30BaTb CPEACTBA MHAWUBUAYANbHOM
3aluMTbl A58 NpeaoTBpalleHUss KOHTaKTa C OpraHu3MoM 4yenoBeka. [locnie oKOH4YaHusa paboThbl
TWATEeNIbHO BbIMbITb PYKWU. M36eraTb KOHTaKTa C KOXEN, rnasaMmm U CIM3ncTbiMn 060/104KaMu.

MpX NUCMNOb30BaAHMM MO Ha3HAYEHMUIO U COBMIOAEHUN MEP MPEAOCTOPOXHOCTU, KOHTAKT
C OpPraHM3MoM YeNioBEKa UCKITIOYEH.

He ncnonbsoBaTtb Habop peareHToB:

- Npu HapyLIEHWUN YCNOBUIA TPAHCMOPTUPOBAHUSA U XPAHEHUS;

- npu HECOOTBETCTBUM BHELLUHEro BWAA peareHTOB, YKa3aHHOro B nacrnopte K Habopy
peareHToB;

- Npu HapyLWeHUN BHYTPEHHEN yrNakKoBKM KOMMOHEHTOB Habopa peareHToB;

- Mo UCTEYEHUIO CPOKA FOAHOCTU Habopa peareHToB.

MpumeyaHune - Habop peareHTOB He COAEPXXUT MaTepuasioB BGMONOrMYECKOro MPOUCXOXAEHMS,
BELLECTB B KOHLEHTpauusax, obnajalolnx KaHUeporeHHbIM, MyTareHHbIM AeWCTBUEM, @ TaKXe BIIMSAIOLNX
Ha penpoayKTUBHYO GYHKUMIO 4denoBeka. lNpu MCNoMb30BaHUM MO HA3HAYeHUO U COBMAEHUN Mep

NPEAOCTOPOXHOCTUN ABNAETCA 6e3onacHbIM.
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7 AHK-TEXHONOrus

Mpun paboTte c HabopoM peareHToB TpebytoTcsa cnepyowme obopyaoBaHMe, peareHTbl U

pacxoAHble MaTtepuanbl:

®dacosBka U,

Pacoska S Oo3upoBaHue
O6opynoBaHMe, peareHTbl M pacxoaHble MaTepuarsbl A Ld
aBTOMaATuU-
CTpunbl | NPO6UPKKN | py4YHoe
3npoBaHHoe
MuP-6okc aa na aa aa
aMnnnduKaTop C AeTeKUNEN B peXxnMe peasibHoro BpeMeHunt aa ha aa na?
MUKpOLEHTpUdyra-sopTekc aa aa aa aa
OTOp AN MUKPOUEHTPUPYrM-BOpTEKCA AN CTPUNOBAaHHbIX
poToP A p uerTpucy P A P ha HeT HeT HeT
npobmpok 06LEmom 0,2 Mn
XONOAWNBHUK UK X0NoannbHas Kamepa aa Aa aa aa
MOpO3ubHas Kamepa HeT HeT aa aa
wraTnB «paboyee MmecTto» Ans npobupok o6béMomMm 1,5 mn aa Aa aa aa
wTaTmB «pabouee mecTto» ans npobupok o6vEMOM 0,2 Mn HeT Aaa nas HeT
wTaTne «paboyee MecTo» AJ1S CTPUMNOBAHHbIX NPO6MPOK
N aa HeT HeT HeT
06vémom 0,2 mMn
[03aTOpbl MEXaHMYECKME U/TN INEKTPOHHbIE MepeMeHHOro
o6béMa oaHOKaHanbHble, No3Bonsowme oTbmpaTe 06BLEM
aa aa aa aa
»xuakoctn ot 0,5 go 10 mMkn, ot 2,0 go 20 mMkn,
o1 20 ao 200 mkn, ot 200 go 1000 mMkn
HaKOHEYHMKN OAHOpa3oBble C PUABTPOM AN
nonyaBTOMaTMUYECKMX A03aTOpoB, cBo6oaHble oT PHKas u ha Aa ha ha
OHKa3, 06bémom 10 mkn, 20 mkn, 200 mkn, 1000 mMkn
wTaTMe ANns 403aTOpoB aa ha aa aa
npobmpkn MMKpoueHTpudyxHble 06bEMOM 1,5 MN C KpbilWKaMmn
pobup poLeHTpudy , P , et et na na
cBoboaHble oT PHKa3 u AHKa3
npobmpkn amnanukauymoHHble 06bEMoM 0,2 M C KpblWKaMmm,
4 HeT HeT aa HeT
cBoboaHble oT PHKaz v 1HKa3 nnn mukponnaHwet MLUP 96 nyHok
OAHOpa30Bble NepvyaTku MeanumnHckme, 6e3 Tanbka
LHOP p anu , ' na na na na
TEKCTYpPUpPOBaHHbIE
€MKOCTb Ana cbpoca MCcnonb3oBaHHbIX HAKOHEYHMKOB, NPO6MpoK
aa aa aa aa
MU ApPYrnx pacxoAHblX Matepuanos
YcTpoincTeo fosupytowee ATcTpuM
no TY 9443-005-96301278-2012 B BapuaHTe UCMNOSIHEHUS
HeT HeT HeT aa
12M1 nnm 15M1, OO0 «HINO AHK-TexHonorusa», Poccus,
PY N? P3H 2015/2982, nanee no Tekcty — OTcTpum
O[lHOPA30Bble HAaKOHEYHUKM C PUNLTPOM AN AO3UPYIOLLErO
ycTporictea ATcTpuM, cBoboaHble oT PHKa3 n [1HKa3, o6vémom
HeT HeT HeT na
200 MK/ UM pekoMeHAoBaHHble ANS aHasorM4yHoro
MCMNOJIb3yEMOro AO3MPYIOLLEr0 YCTPONCTBA
YCTpoMCTBO AN15 3anedaTbiBaHMA nnaHweTosB [Tnak, s
HeT HeT aa aa
000 «HMNO AHK-TexHonorus», Poccus
LeHTpudyra c agantepoM 419 MUKPOMJIaHLWETOB
pudy A POM A P ! HeT HeT aas aa
c RCF (g) He Hmxe 100
nonmMMepHas TepmonnéHka As5 3anevyatbiBaHuUs <
HeT HeT aa aa
MukponnaHweTos MLUP
MukponnaHwert MNUP 384 nyHku HeT HeT HeT ha

TpaHCNoOpTHas cpena, PEKOMEHAYETCS UCMOJIb30BaTh TpaHCMOPTHYO cpeay ans buonpob CTOP-O,
000 «[HK-TexHonoruns TC», Poccus, PY N2 P3H 2020/9640, aonyckaeTcs UCNo/b30BaTb TPAHCMOPTHbIE
CcpeAbl, 3aperncTpMpoBaHHble Ha TeppuTopun PO B yCTaHOBIEHHOM Mopsake

dusnonornyecknin pactsop (0,9% NaCl) ctepunbHbIin (Npyn HeO6X0AMMOCTH)
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®dacoBka U,

AL Oo3npoBaHue
O6opyanoBaHue, peareHTbl U pacxogHble MaTepuasbl A Ld
CTpUMbl | MPOGUPKM | pyUYHOe asromarh-
3MpoBaHHoE

Habop/koMnnekT peareHToB AN BbiaeneHmns HK n3s 6nonormyeckoro matepmana, peKoMeHAyTCs:

- KomnnekT peareHTtoB ans sbiaeneHma AHK MPOBA-PAMMWA no TY 9398-015-46482062-2008,
PY N2 ®CP 2008/02939,

- KoMmnnekT peareHToB ansa sbigeneHus AHK no TY 9398-037-46482062-2009 B hopMax KoMnaekTaunm
MPOBA-I'C n MPOBA-IC-IMJKOC, PY N2 ®CP 2010/08696,

- KoMnnekT peareHTOB AN5 BblaeneHnsa HyknemHosblX kucnoT NMPOBA-HK/MPOBA-HK-MJTIOC
no TY 9398-035-46482062-2009 B ¢popmax komniektaumm: komnnekt NMPOBA-HK,
komnsiekT MPOBA-HK-MJTKOC, PY N2 ®CP 2010/08867,

- Habop peareHToB And BblAeNeHUSA HYKNENHOBbIX kKncnot NMPOBA-MY no TY 9398-088-46482062-2016
B dbopme komnnekTauunm NMPOBA-MY-PAMNI, OO0 «AHK-TexHonorus TC», Poccus,
PY N2 P3H 2017/5753,

- Habop pearenToB ans sbigenennsa AHK yenoseka, 6aktepuin, BUpycos u rpubos ns 6nonornyeckoro
MaTepuana 4yenoBeka u KynbTyp MukpoopraHusmos (MPOBA-OMTUMA)
no TY 21.20.23-124-46482062-2021, OO0 «AHK-TexHonormsa TC», Poccusa, PY N2 P3H 2022/17496,

- Habop pearenToB ansa sbigenennsa AHK/PHK uenoBeka, 6akTepuii, BUpyCcoB 1 rpnboB m3
6unonornyeckoro matepuana yenoseka (MPOBA-MY-PATNA ITI) no TY 21.20.23-136-46482062-2023,
000 «HK-TexHonorus TC», Poccus, PY N2 P3H 2024/23205.

MpumeuaHusa k Tabnuue:

! - panee no TeKCTy — AeTeKTUPYOLWMI aMmnandmkaTop; TpebyeMble napaMeTpbl AETEKTUPYHOLLMX
aMnNAMdUKaTopoB yKasaHbl HUXe

2 - BaNMANPOBaH AETEKTUPYHOLWMI aMnandmkaTop «ATnpaiim» (Moandukaums OTnpanm» *X*),
000 «HMNO AHK-TexHonorusa», Poccusa, PY N2 ®CP 2011/10229

3 - TONbKO NpPW MUCMOb30BaHUKN NPO6UPOK

4 - He ucnonb3yeTcs Ana AeTeKTupytlolwero amnandukatopa «4ATnanT»

5 - NpW MCNOb30BaHUN MUKPOMIAHLLIETOB

Habop peareHTOB MPUMEHSETCS C AETEKTUMPYOWUMKM aMnamdurKaTopaMmn MAaHLWeEeTHOro
TMNa C CUCTEMOW JAeTeKuuu QryopecueHTHOro CurHana B peXUMe peasibHOro BpEMEHMU,
3aperncTpMpoBaHHbIMW B YCTAHOBJIEHHOM Mopsiike B P® W COOTBETCTBYHOLMMU CAEAYHOLUM
TpeboBaHUAM:
- obecneumBaeTcsa paboTta c 06bEMOM peakunoHHoOM cMecn 35 Mkn (dacoska S) nnu 18 Mkn

(dbacoska U);

- obecneumnBaeTtcsa pabota c pnyopodopamu: Fam, Hex, Rox;
- nogorpesaeMasl Kpbilwka c TemnepaTtypon 6onee 100 °C;
- CKOpPOCTb Harpesa He MeHee 2 °C/c;
- CKOpOCTb oxnlaxaeHus He MmeHee 1 °C/c;

- TOYHOCTb NOAAEPXKAHMSA N OAHOPOAHOCTb TeMnepaTtypbl He 6onee = 0,4 °C.

B xo4e KAMHMYECKUX WCMNbITaHUA BanuMAMPOBaHbl creaylolwmne AeTeKkTupylowme
amnnmndunkaTopsbl:
- Amnnndukatop  getektupywowmin  «ATnpanm»  (Mmogudukaumsa  «OTnpanm *M*»),
000 «HIMO OHK-TexHonorus», Poccusa, PY N2 ®CP 2011/10229, pnanee no Tekcty — «ATnpanm»;
- AMnnndukatop  AETEKTUMPYOLWNi «OTnpanm» no TY 9443-004-96301278-2010
(moandmkaumnsa «ATnpanm *X*») 000 «HMO AHK-TexHonorusa», Poccusa, PY N° ®CP 2011/10229
(Tonbko ans Habopa peareHToB B (hacoBke U ans aBToMaTU3NMPOBAHHOIO A03MPOBaHUSA), Aanee

no Tekcty — «ATnpanm» B Mmogndunkaumm «ATnpanm *X*»);

12



T.vaginalis/M.genitalium

Komnnekc MHCTpyKums no npumeHennto | 1132 ot 14 ¢espans 2025 ropa 4 OHK-TEXHOJIOruAa

- AMnnudunkaTop OETEKTUPYIOLWMNIA «OTnant» (Moandunkauus «OTnant *S*»),
000 «HIMO OHK-TexHonorus», Poccus, PY N2 ®CP 2011/10228 (Tonbko anst Habopa peareHToB
B pacoBke S; B dacoske U Ansd py4yHOro A03MpPOBaHMS MpU MCNOAb30BaHUM Npobupok), aanee
no Tekcty — «ATnanT»;
- Tepmoumknep ans amnamdukaumm HyknemHosbiX kucioT 1000 ¢ MoayneM peakuMOHHbIM
ontnyeckmm CFX96 (Optical Reaction Module CFX96), buo-Pag Jlabopatopues, WHk; CLUA,
PY N2 ®C3 2008/03399, pnanee no Tekcty — CFX96.

Mo BonMpocaM MpPUMEHEHUS AETEKTUPYHOLMX aMNandUKaATOpPOB, HE YyKa3aHHbIX Bbille,

TpebyeTca cornacosaHme ¢ nponssoautenem Habopa peareHToB.

6 AHAJTUSNPYEMBbLIE OBPA3LbI

6.1 MaTepuan ong nccneaoBaHus

Ons nccnenoBaHmMs UCMNOAb3YOT COCKOGLI anuUTeNnuanbHbIX KNEeTOK U3 ypOreHUTanbHOro
TpakTa.

6.2 Obuwume TpeboBaHus

WccneposaHne wMetogom TUP  oTHOCUTCA K nNpsMbIM - MeTodaM NnabopaTopHOro
nccnenoBaHMs, No3ToMy B3siTMe 6MONorMyYeckoro Matepmana dYenoseka Heo6xoaAnMMo NpoBOAUTL
M3 MecTa siokanmsaunm MHpeKuMoHHOro npouecca. PeweHne o Heo6xoaMMOCTM nUccnenosaTb Ty
WAW MHYIO0 NOoKaausauumio NpuMHUMAET sedalmin Bpad Ha OCHOBaHMM CObpaHHOro aHamHesa u
K/IMHUYECKOM KapTuHbl 3aboneBaHus.

Onsa nony4vyeHns KOppeKTHbIX pe3ynbTaTtoB 60nblioe 3Ha4YeHne MMeeT Ka4vyeCTBO B3ATUS
obpasua 6uomaTepmana ANa UCCNefoBaHMSA, €ro  XpaHeHue, TpaHCnopTMpoBaHuMe U
npeasaputencHas obpaboTka.

HenpaBunbHoe B3aTue buoMaTepuana MOXET NPUBECTU K MONYYEHUID HEAOCTOBEPHbIX
pe3ynbTaToB U, BCAeACTBUE 3TOro, HE06XOANMMOCTU ero NOBTOPHOIO B3ATUS.

Ha 3Tane noarotoBku 6uoMaTepmana WCMOb3yNTE HAKOHEYHUKU C  GUIbLTPOM,
cBobogHbie ot PHKa3 n iHKas.

Ons npeaoTeBpalleHns KOHTaMUHaUMWM OTKPbIBAWTE KPbIWKY TOJMIbKO TOW MNpobupkwy,
B KOTOpyl 6yaeTe BHOCUTL 6uonormyeckuii Matepuman, W 3akpbiBanTe ee nepen paboToi
CO cneayiouen Nnpobnpkon.

MpunmeyaHne - B3atue, npeasapuTenbHyto 06paboTKy, XpaHeHMe U nepeBo3Ky, nepegavy
uccneayeMoro Martepuana B Apyrve opraHm3saunm oCyLEeCTBAAKT COrMacHO MHCTPYKTUBHO-METOAMYECKUM

[OKYMEHTaM, PpernaMeHTUpyloLWmnM BbINO/IHEHNWE WCCNeA0BaHU B  COOTBETCTBMM C  TpeboBaHMAMMU
MY 1.3.2569-09 n CaHlunH 3.3686-21.
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6.3 B3aTne matepmana Ha uccnegoBaHue

BHUMAHME! Mepen sbigeneHnem AOHK MoxeT noTpeboBaTbcs npeaBaputenbHas obpaboTka

obpas3uoB buonormuyeckoro matepmnana (6.5).

B3aTve maTepuana OCyLEeCTBAAKT C MOMOLWbI CreumanbHbiX MeAULUHCKUX U3L4enun,
UMEKLWNX perncTpaunoHHble YAOCTOBEPEHUS, COrMacHO YCTaHOBIEHHOW B 3aBMCUMOCTU
OT UCToYHUKa 6uonormyeckoro Mmatepuana npoueaype (Hanpumep, 30HAbl MeAUUMHCKME MO
TY 9436-002-98349125-2016 B BapuaHTax wucnosHeHusa: 1. 3oHA4 TN A yHUBeEpCasbHbIA: -
Tmn Al, npomnseoacteo OO0 «MeauumHckme nspgenmsa», Poccusa, PY N P3H 2018/7058).

BHVUMAHME!
1. B3aTtne matepuana B npobupkm ¢ peaktuBoM «MPOBA-PAMWO» ocCylecTBNsSeTcs CyxXuM
30HA0M! HeobxoAMMO WCKNOUYMTbL KOHTAKT pacTBoOpa C KOXeil, rnasamum u CAm3ucTbiMU
obonoukamm.
2. MNepen nonydyeHneMm cockoba snUTENManbHbIX KAETOK W3 ypeTpbl, C 3aJ4Hero cBoAa
BNaranviia n LepBuKanbHOro KaHana cBoboAHO CTekalllee oTaensieMoe HeobxoaAnMo yaanuTb

CTepuibHbIM BATHbIM TAMIMOHOM.

OrpaHMuyeHMe mMeTopaal: MecTHoe NPUMEHEHME JIEKAPCTBEHHbIX MpenapatoB, Y3U

BarnMHanbHbIM JAaTYNKOM MeHee yeM 3a 24 yaca 40 UccnefoBaHuS.

B3datne ™MaTtepumana npoBOAUTCA B COOTBETCTBUU C WMHCTPYKUMAMU MO MNPUMEHEHUIO

MCcnosb3yeMbix HAbopoB/KOMMNIEKTOB peareHToB Ans sbigeneHna HK (7.1).

6.4 TpaHcnopTupoBaHue n xpaHeHue obpasuoB bMonornyeckoro Matepumana

YcnoBus TpPaHCNOPTUPOBAHUS M XpaHEHUst COCKO6OB 3nuTennasnbHbIX KNEeTOK U3
YPOreHUTasibHOro TpakKTa oOnpeaensatTCs WHCTPYKUMAMKM MO MNPUMEHEHUI0 peKoMeHAYyeMbIX
HabopoB/KOMMAEKTOB peareHTtoB Aansa Bbigenennsa OHK (7.1) wnm  umcnonb3yembix Ans
TPAHCMOPTMPOBaHUA N XpaHeHUs 06pa3uoB TPaHCNOPTHLIX cpea.

JonyckaeTcs xpaHeHune obpa3suyoB npu Temnepatype oT 2 °C go 8 °C He 6onee 24 u.
B cnyyae HeBO3MOXHOCTM AOCTaBKM Matepuana B nabopaTtopuio B TedeHMe CyTOK AOonycCKaeTcs
OAHOKpAaTHOEe 3aMopa)kmBaHue maTtepumana. [JonyckaeTcs XpaHeHne 3aMOpPOXXEHHOro matepuana
npu TemnepaTtype oT MuHyc 22 °C go MuHyc 18 °C B TeueHume ogHoro Mecsua (ecnam 3710
He MpOTMBOPEYNT TpeboBaHMSAM K WUCMNONb3yeMbIM HabopaM/KOMMeKTaM peareHToB A4

BblaeneHns HK).
BHUMAHME! [onyckaeTcsa nuwb 04HOKpAaTHOE 3aMOpaXunBaHMe-oTTanBaHne matepuana.

6.5 MoaroToBka 6MONOrMYECcKoro MaTepmarna Yyenoseka ans solaeneHms HK
MoarotoBka 6uonornyeckoro Matepuana (nNpu  Heob6xoAMMOCTM)  MPOBOAMTCS
B COOTBETCTBMM C WHCTPYKUMSIMU MO MNPUMEHEHUID WCMONb3yeMbIX HabopoB/KOMMIEKTOB

peareHToB ans BbiaeneHna HK (7.1).

1 - ecnnm 3TO He MpOTMBOPEUUT TpeboBaHUAM K WCMoNb3yeMbiM HabopaM/KOMMIEeKTaM peareHToB
ana sblaeneHns HK
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7 NPOBEAEHUE AHAJIU3A

7.1 Boigenenme QHK 13 6bnonormuyeckoro matepuana

Ona Bblgenenmns OHK pekoMeHayeTcs MCMonb30BaTb Habopbl/KOMMAEKTbl peareHTOoB,
nMerLwmne perncTpaunoHHble yAOCTOBEPEHUS MeAMUMHCKOro w3Aenust U npeaHasHaudeHHble
A9 COOTBETCTBYIOWNX BMAOB 6buomaTepuana C uenbko nocnegywowero uccnegosaHns [OHK
metogom TUP, Hanpumep, TPOBA-PAMWA, T[MPOBA-HK, T[POBA-HK-MJKOC, T[MPOBA-TC,
MPOBA-TC-IMJKOC, MPOBA-MY-PANNL, MPOBA-OMTUMA, MPOBA-MY-PAMNA II (Tabnuua 2).

MpuMmeyvaHune - Komnnekt peareHToB [MPOBA-PAMWA He pekoMmeHayeTcs Ansa BblaenenHus OHK wu3

COCKO60B M3 YPOreHUTanbHOro TpakTa y My>UMH.

Tabnuuya 2 - Habopbl/KOMMNMEKTbl peareHTOB, pekoMeHAoOBaHHble ana BblaeneHmsa OHK
AN AanbHenwero nccnenoBaHus C MCMNoJSib30BaHNEM Habopa peareHToB

T.vaginalis/M.genitalium Komnnekc

MuHuMmanbHoe
Habop/KoMNIeKT peareHToB,
py Komnnekrauuma KOJIN4YECTBO
anarta, MK
MPOBA-HK,

MPOBA-HK (cokpalluéHHasa MeToamka 50
MPOBA-HK/MPOBA-HK-IJIKOC, B COOTBETCTBUU C [pnnoxxeHnem B)
PY N2 ®CP 2010/08867 MPOBA-HK-MJIOC,

MPOBA-HK-TJTHOC (cokpalwéHHasa meToamka 300

B COOTBETCTBUU C [pmnnoxxeHmnem B)
MPOBA-IC/MPOBA-IC-MIOC, MPOBA-TC 100
PY N2 ®CP 2010/08696 MPOBA-TC-NOC 300
MPOBA-MY,
PY N2 P3H 2017/5753 MPOBA-MH-PATINA 100
MPOBA-PAMNA,
PY N2 ®CP 2008/02939 MPOBA-PAMNA >00
MPOBA-OMTVIMA, I'IPOEA-OI‘ITIZII\ITI(ADB('?:\C-)(}ZHJM(;/IH?M MeToAMKa 400
PY N° P3H 2022/17496 pati A

B COOTBeTCTBMU C MpunoxeHuem M)
MPOBA-MY-PANMNA 11,
PY No P3H 2024/23205 MPOBA-MY-PAMNA II 100

Boligenenne HK n3 nccneayemoro matepuana npoBoasT B COOTBETCTBMUM C MHCTPYKLMEN
Mo TMPUMEHEHUID UCNoNb3yeMoro Habopa/KoMnnekTa peareHToB WAM B COOTBETCTBUMU
¢ NMpunoxeHuamn B, I B cny4ae ncnonb3oBaHus KoMmnaektoB peareHToB NMPOBA-HK/MPOBA-HK-

MAKOC n Habopa pearenToB NMPOBA-ONTUMA ans ebiaenenms AHK no cokpawéHHbIM METOANKAM.

BHUMAHME! OpHoBpemeHHO c BbigeneHnem QHK n3 6unonornuyeckoro matepmana Heob6xoanmo
NOAroTOBUTb OTpuUaTeNbHbI KOHTPOJIbHLIN Obpa3el, M NpoBecTM ero 4epes BCe 3Tanbl
npob6onoaroToBku. [ANna 3TOro pekoMeHAyeTCs WMCNoAb30BaTb (HU3MOAOrMYECKMn pacTBOp UK
OoTpuUaTEeNbHbIN KOHTPOJbHbIM 0bpasen, Bxoasiwmii B cocTaB Habopa/KoMMieKTa peareHToB
Ansa BblaeneHna HYKIEMHOBbLIX KWUCNIOT, B 06'béMe, YKa3aHHOM B WUHCTPYKUMKN MO NMPpUMEHEHUIO

COOTBETCTBYHOLLEro Habopa/KoMMeKkTa peareHToB.
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Komnnekc

7.2 MoarotoBka u nposeneHue MLUP. ®acoska S

BHUMAHME!

1. Mpn npoBeAaeHUN BCEX MOCHeAYyWNX AENCTBUA cnenyeT niberatb BO3AENCTBUS MPSMbIX

COJTHEYHbIX Iy4en Ha Npobunpkn co cMmeckbto Ansa amnamdunkauymm!
2. Mpn mMcnonb3oBaHUM Habopa peareHTOB B BapuaHTe UCnonHeHus «®dacoBka S, CTpunbI»
cneayet CTporo CO6J'IPO,Cl,aTb KOMMNNEKTHOCTb CTPUMNOB N KPbILWWEK K HAM. He ncnonb3oBaTb KPbILWKN

K CTpunam us apyrmux Habopos peareHToB!

7.2.1 TlpoMapkupynTe no oOAHOW npobupke/cTpunoBaHHOW npobupke CcO CMecblo An4
amMnandukaummn, 3anedyaTtaHHOM napaduHOM, AN Kaxaoro HemsBecTHoro obpasua,
ANa oTpuuaTenbHOro KOHTposbHOro obpasua (K-) n Ansa noaoXmnTenbHOro KOHTPOIbHOIO

obpasua (K+).

BHMUMAHME! KonnuyecTtBO peareHTOB paccymMTaHo He 6onee yeM Ha 24 NOCTaHOBKM NpU yCNoBUK
BapnabenbHOro KomMyecTsa HeM3BeCTHbIX 06pa3LoB, 1 OTpMLaTeNnbHOrO KOHTPOSIbHOro obpasua

U 1 NONOXUTENBHOIO KOHTPOSIbHOIO 06pa3u,a B Ka)J0M NOCTaHOBKe.

Mpumep:
Heobxoanmo npoaHanu3ampoBaTb 4 HEM3BECTHbIX o06pasua. [Onsa 3Toro  HyXHO
rnpoMapkmnpoBaTb 4 nMpobupkn onst HEM3BECTHbIX 06pa3uoB, oAHY NPobupKy ana «K-» u
oAHYy Npobupky ansa «K+». Obuiee Konn4yecTso Npobupok — 6.

7.2.2 BcrpsixHuTe npobupky c pactBopoM Tag-nonmmepasbl Ha MUKpOUEHTpUdyre-sopTekce
B TeyeHue 3-5 c u ueHTpudyrupymnte Ha MMKpoLUeHTpudyre-sopTeKce B TeyeHme 1-3 c.

7.2.3 [dobasbTe BO BCe NpoMapkupoBaHHble NMpobupkn, He noBpexaas crok napaduHa, no
10 mkn pactBopa Tag-nonnMmepassbl.

7.2.4 [dobasbTe B Kaxayt npobupky no ogHon kanse (okono 20 MKN) MMHepanbHOro macna.
HennoTHO npukponTe Npobupkn/CTpunbl KpbIKaMn.

7.2.5 BCTpaxHuTe npobupky C MONOXUTESNbHbLIM KOHTPOJIbHbIM obpa3suom Ha
MUKpOLeHTpudyre-sopTeKkce B  Te4yeHue 3-5c¢ 7 LeHTpudyrmpymTte Ha

MUKpOLEeHTpudyre-sopTekce B TeyeHue 1-3 c.

BHUMAHME!

1. MNepen BHeceHMeM B MNpobuMpKM C peakUMOHHOM CMecbo Ana npenapata AHK wu
OTpMLATENbHOrO  KOHTPO/bHOro obpasua HeobxoAMMO  BbIMNONHUTL  pekoMeHaauum no
ncnonb3oBaHmio npenapata [AHK, npuBeaéHHble B WHCTPYKUMM MO MPUMEHEHUIO
Habopa/koMnnekTa peareHToB Ans BblaeneHmsa HK.

2. Mpu wucnonb3oBaHun aAns BblgeneHna [AOHK komnnektoB peareHTtos [MPOBA-PAMAWA,
MPOBA-HK, MPOBA-HK-IMOC, NMPOBA-IC n NMPOBA-IC-MJIOC (Tonbko B cny4vae, ecnu nocrne
BblAeNleHNs HafZ0CaZloMHas XWAKOCTb, coAepxauwas BblaeneHHyto [AHK, 6bina nepeHeceHa B
HOBble MpO6bupKK) BCTpSXHUTE Mpobupkm ¢ npenapatoM AHK n oTpuuaTenbHbIM KOHTPOSbHBIM
obpa3uoM Ha MUKpoueHTpudyre-soptekce B TeueHnme 3-5¢c w©n  ueHTpudyrnpymte Ha

MUKpoOLEeHTpUdyre-sopTekce B TedeHune 1-3 c.
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3. Mpn wucnonb3oBaHmn ans BblgeneHns [LOHK Habopa pearentoB [MPOBA-MY-PANMNA
HeobxoomMo, He BCTpsiXvMBas, ueHTpudyrmpoBaTb npobupkn ¢ npenapatom [AOHK wu
oTpuuaTeNbHbIM KOHTPOJIbHbIM 06pa3uoM Ha MukpoueHTpudyre-soptekce B TedeHume 1-3 ¢,
3aTeM noMecTtuTtb Npobumpku c npenapatoMm AHK B MarHuTHbIM wTaTtue. B cnydae ecnu nocne
BblAeNeHNs HadocadouyHas >XWAKOCTb, coaepxawas sbliaeneHHyto AHK, 6bina nepeHeceHa B
HOBble Mpobupkn, cneayeTr BCTPAXHYTb nNpobupkn ¢ npenapatoM [OHK un oTpuuatenbHbIM
KOHTPOJIbHbIM 06pa3L oM Ha MUKpPOLEHTpUdyre-soptekce B TedeHmne 3-5 ¢ n ueHTpmndyrmposaTtb
Ha MUKpoueHTpudyre-sopTekce B TeyeHue 1-3 C.

4, Ona npenoTepalleHns KOHTaMUHauun cneayet rneped sHeceHneM [HK oTKkpbiBaTh KpbILWKK
TONbKO TeX Npobupok, B KoTopble ByaeT BHOCUTLCS AaHHbIN obpa3el, U 3akpbiBaTb UX, Nepea
BHeceHueM cneaytowero. B cnyyae ncnonb3oBaHms CTpUNOB CefyeT 3aKpblBaTb KPbILWLKY CTpMNa
nocne BHeceHWs B Hero o06pas3uoB nepen HadanoMm paboTbl CO cneaywwmMm. 3akpbiBanTe
npobupku/ctpunbl nnoTHo. [lMpenapatbl AHK M KOHTponbHble 06pasubl crneayeT BHOCUTL

HaKOHEYHNKaMUu C ¢)MJ'IprOM.

7.2.6 BHecuTe B COOTBETCTBYHLME MPOMapKUpOBaHHblE MNPOBUPKM, He noBpexaas Cnou
napaduHa, 5,0 Mmkn BblgeneHHoro w3 o6pasuos npenapata [AHK. B npobupku,
rnpoMapkupoBaHHble «K-» 1 «K+», 1HK He BHocUTCS.

7.2.7 BHecute B npobupky, nNpoMapkupoBaHHyt «K-», He noBpexaas cfor napadwuHa,
5,0 MK OoTpuUATENbLHOro KOHTPOJIbHOro ob6pasua, npoweawero 3Tan BbigeneHuns OHK
(cm. 7.1).

7.2.8 BHecute B npobupky, npoMapkumpoBaHHYl «K+», He noBpexaas c/aoM napadwuHa,
5,0 MK NOM0XUTENBHOIO KOHTPONbHOro obpasua.

7.2.9 UeHTpudyrmnpyinte Bce Nnpobupku/cTpumnbl Ha MUKpoueHTpudyre-sopTekce B TedyeHne 1-3 c.

7.2.10 YcrtaHoBuTe Bce nNpobupkun/cTtpunbl B 610K geTekTupyowero amnandukaTopa.

7.2.11 [ng petektupyowmx amnangukatopos cepum AT:
3anycTtuTe nporpaMmmHoe obecneyeHue getekTupytowero amnandukartopa. lNpu nepsom
nposeaeHun [LIP 3arpy3suTe cooTBETCTBYyWOWMI TecTl..Janee M nNpu NocneayoLwmx
MOCTaHOBKAaxX CO34alTe COOTBETCTBYHLWMMA MPOTOKOA  WUCCAEAOBaHUSA:  YKaXxuTe
KONM4ecTBO W wunaeHtTudukaTopbl o06pas3uos, B TOM 4ucne oTpuuaTenbHOro u
MOJSIOXUTENBbHOIMO KOHTPOJIbHbIX 06pa3LoB, OTMETbTE pacnosioXXeHne npobmpok/cTprunos
Ha MaTpuue TepMmobsioka B COOTBETCTBMM C MX YCTaHOBKOW W nposeauTte TLP. Mpwu
Bblbope TecTa Ao/mkHa oTobpaxaTbcsa nporpamma, npmeeaéHHas B Tabnuue 3.

7.2.12 [Onsa petektupytowero amnanukatopa CFX96:

Mpoeseante MLUP c yyeToM 06bEMa peakLMOHHOW CMecu, paBHoro 35 MK/, No Nporpamme

amnnmdukaunm, npuseaéHHom B Tabnuue 4.

1 - TecT ansa AeTekTMpylWNX aMnandukaTopos cepumn AT co3gaércs NyTéEM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa yKasaHbl B [punoxeHun A) unm npesocTaBnseTcs nponssoanTeseM Habopa peareHToB
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3 —

«OTnpanm», «ATnant» (pacoseka S)

Tabnuuya Mporpamma amnandukaumm AN AETEKTUPYOWKUX aMnandunkaTopos

N¢2 Yucno PexxuM ontnyeckux Tvn
Temnepatypa, °C | MuH C .
6noka LIMKNOB n3MepeHunmn 6no0ka
80 0 30
1 1 Lnkn
94 1 30
94 0 30
2 5 Lnkn
64 0 15 v
94 0 10
3 45 Lnkn
64 0 15 v
4 94 0 5 1 Lvkn
5 251 XpaHeHue XpaHeHune
V - peXuM ONTUYECKNX U3MEPEHU

Tabnuuya 4 - [Mporpamma amnamdukaumm agns getekTupyrwwmnx amnnmdukatopos CFX96

(cdpacoBku S, U)

Bpems, Konunyecreo uMkKIoB
o o
N2 6noka (Step) TeMmnepartypa, °C MMH: CeK TEETees)

1 80 01:00 1

2 94 01:30 1

3 94 0:15

50

4 64 vV 0:20
V - pexum onTuuecknx nsmepenunii (Plate Read), ycTaHOBUTb M3MepeHne dyopecLeHUmMm no
HeobxoanMbIM KaHanaMm getekumun (Fam, Hex, Rox) npu 64 °C

7.3 MoarotoBka u nposeaeHue MLUP. ®acoska U, pyyHoe Ao3mpoBaHue

BHUMAHME!
1.  [Ans amnavdukaumm cneayeT UCnosib30BaTb OIHOPA30Bble aMNIMMUKaLMOHHbIE MPOBUPKN

o6béMoM 0,2 Mn man  MukponnaHweTtbl MLUP 96 nyHOK?, repMeTusMpyeMble TepMOMIEHKOW.

He pekomMeHayeTCcss UCMNONb30BaTb CTPUMOBAHHblE TMPOOGUMPKM B CBSA3M  C  OMACHOCTbHO
noctamMnamdmKaumoHHON KOHTaMnHaumu.
2. Mpn npoBeAeHUN BCEX MOCieaywWwWnx AENCTBUN cnenyeTt nsberatb BO3AENCTBUS MPSMbIX

COJTHEYHbIX Ty4en Ha Npobupkmn co cMmecbto Ansa amnamdunkaymm!

7.3.1 Tlpomapkupynte HeobxogmMMmoe KOJIMYECTBO OAHOPA30BbIX aMNANMUKALMOHHBIX

npobupok o06béMom 0,2 MA MM MUKpPOMIaHWeT 96 NYHOK ANS HEM3BECTHbIX 06pa3uos,

ana  oTpuuaTesibHOro KOHTPOJIbHOIO o6pa3|_La «K-» n ans MONTOXKUTENTbHOIO

KOHTpOSIbHOro obpasua «K+».

1 - nonyckaeTca xpaHeHue npu TemnepaTtype 10 °C
2 - ans AeTekTUpyLWwmMX aMmnandukaTopos «ATAainT» MUKpoNIaHWeTbl 96 NYHOK He MCMOoJb3YoTCS
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MpuMeyaHne - PekoMeHAyeTCA MOCTaHOBKAa He MeHee 5 06pa3uoB B OAHOM WCCeAO0BaHUK

(3 HemzBecCTHbIX 06pa3ua, oTpMUaTeNIbHbIA U MOMIOXUTENbHbIN KOHTPOJIbHbIE 06pa3ubl).

Mpumep:
HeobxognMmo npoaHanum3ampoBaTb 4 Heu3BeCTHbiXx obpasua. s 3Toro  HyXHO
npomapkupoBatb 4 npobupku/3ape3epBupoBaTb 4 JIYHKWM  MUKponaaHwerta  Ans
Heu3BeCTHbIX 06pa3uoB, oAHy Mpobupky/nyHky ans «K-» m ogHy npobupky/nyHky
ana «K+». Obuiee konmyectso NpobMpPoK/nyHoOK — 6.

7.3.2  BCTpsAXHUTE NpobMpPKY CO CMeCbio ANns amnandukaumum Ha MUKpoLeHTpudyre-BopTekce
B TeueHune 3-5 ¢ n ueHTpudyrnpyiite Ha MUKpOLEHTpUdYyre-BopTekce B TedeHune 1-3 c.

7.3.3 BHecuTe BO BCe NpoOMapKMpoBaHHble NPO6MPKU/HEOOXOANMBIE NTIYHKU MUKPOMAaHLIeTa
(Bkntovasa «K-» n «K+») no 6,0 Mkn cmecu ans amnnmdukaumm.

7.3.4 BctpaxHute npobupkn ¢ TMUP-6ydbepom w©n nonumepason TexHoTaq MAX Ha
MUKpOLEeHTpudyre-sopTeKkce B TeyeHune 3-5¢ 7 LeHTpudyrmpymTte

Ha MuKpoueHTpudyre-sopTekce B Te4eHue 1-3 C.

BHUMAHME! Monumepasy TexHoTaq MAX Heob6xoamMMo AocCTaBaTb M3 MOPO3W/IbHOM Kamepbl

HenocpeaCcTBeHHO nepea MCcnosib3oBaHMEM.

7.3.5 TpurotoBbTe cMech lNLP-6ydepa ¢ nonnmepason TexHoTaq MAX. [1nsa aToro cMmeLwwanTe
B OTAE/IbHOM O4HOpa3oBon npobupke:
. 6,0 x (N+1) mkn MUP-6ydepa,
o 0,3 x (N+1) mkn nonumMepasbl TexHoTaq MAX,
rae N - KOnM4ecTBO MPOMapKMPOBAHHbLIX MPOBMPOK/KONNYECTBO HEOOXOAMMBIX JTYHOK

MUKpornaaHiweTa ¢ y4€toMm «K-», «K+»,

Mpumep:
Heobxoanmo npoaHanusnpoBaTb 4 HEN3BECTHbIX obpasua, «K-», «K+>».
MpoMapKnpoBaHHbIX NpPoHUPOK/HEOBXOAMMBIX JSIYHOK MUKponnaHwetra - 6. HyXHO

npurotoButh cMecb [MLUP-6ydepa wn nonumepasbl TexHoTaq MAX ana 7 (6+1)

npobupok/nyHok, T.e. 42 mkn MUP-6ydepa + 2,1 Mkn nonumepassl TexHoTaq MAX.
7.3.6  BcTpsaxHuTe npobupky C npurotoBneHHon cmecoto [LUP-6ydepa w nonumepasbl

TexHoTaq MAX Ha MukpoueHTpudyre-sopTtekce B TedeHue 3-5 C 1 ueHTpudyrmpymte

Ha MuKpoueHTpudyre-sopTekce B TeveHue 1-3 C.

BHUMAHME! Cwmecb MMUP-6ydepa v nonumepasbl TexHoTaq MAX Heob6xoaAMMO roTOBUTb

HENoCpeaCTBEHHO Nepea UCNoJib30BaHNEM.

7.3.7 [dobasbTe BO BCe NpOMapKMpoBaHHble Npobnpku/HeobxoanMblie TYHKN MUKpPONAaHLweTa
co cMmecbto ana amnandwukaumm no 6,0 mkn cMmecnm [UP-6ydepa u nonumepassbl

TexHoTaq MAX. HensioTHO npukponTe Npobupku.

BHUMAHME! Tlocne pobaenenms cmecn TUP-6ydepa v nonumepasbl TexHoTaq MAX
B NPOBUPKU/NYHKM CO cMecbio ans aMmnandukaumm HeobxoamMMo B TeyeHume ABYX 4acoB
BbINOMHUTL 7.3.8 — 7.3.14.
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7.3.8 BCTpsAXHUTE NPOBUPKY C NOSIOXUTENbHLIM KOHTPOJIbHbIM 06pa3u0oM Ha MUKpoueHTpudyre-
BOpTEKCE B TeyeHue 3-5C un ueHTpudyrupyimte Ha MUKpoUeHTpudyre-BopTekce B

TeyeHue 1-3 c.

BHUMAHME!

1. Mepen BHeceHMeM B NpPOBUPKU/NYHKN C peakUMOHHOM cMecbio ans npenapata OHK wu
OTpUUATENbHOr0  KOHTpO/sibHOro obpasua HeobXxoAMMO  BbIMOAHWUTL  peKoMeHaauum o
ucnonosoBaHuwo npenapata [AHK, npuBeaéHHble B UHCTPYKUMM NO  MPUMEHEHUIO
Habopa/kKoMnieKkTa peareHToB Ans eBbigeneHuns HK.

2. Mpun wucnonb3osaHun ans BblgeneHns [OHK komnnektosB peareHtoB [MPOBA-PAMAA,
MPOBA-HK, MPOBA-HK-MJTIIOC, MPOBA-IC n MPOBA-IC-MJIKOC (Tonbko B Crydae, ecninm nocne
BblAeNeHns HaaocaZlovHash XMAKOCTb, coAaepxawas sbiageneHHyto OHK, 6bina nepeHeceHa B
HOBble NPObWpKK) BCTpAXHUTE nNpobupkm ¢ npenapatom AHK n oTpuuaTenbHbIM KOHTPOSIbHbIM
o6bpa3uoM Ha MUKpoueHTpudyre-sopTekce B TedeHne 3-5¢C U uUeHTpudyrupymnte Ha
MUKpOLeHTpUdyre-sopTekce B TedeHue 1-3 c.

3. Mpn wncnonb3oBaHum Ansa BblaeneHus [OHK Habopa peareHtoB [MPOBA-MY-PANNA
HeobxooMMO, He BCTpsIXmBas, UeHTpudyrmpoBaTb npobupkm ¢ npenapatom [AOHK wu
OTpUUATENbHbIM KOHTPOJIbHbIM 06pa3uoM Ha MuKpoueHTpudyre-sopTtekce B TedeHue 1-3 ¢,
3aTeM NOMecTuTb NMpobupku ¢ npenapatom OHK B MarHuTHbIA wWTaTtuB. B cnyyae ecnu nocne
BblAeNeHNs HaZocadouyHas XWAKOCTb, copepxawas sblaeneHHyio AHK, 6biia nepeHeceHa B
HOBble Mpobupkn, crnegyeTr BCTPAXHYTb Npobupkn ¢ npenapatoMm [AHK wn oTpuuaTenbHbIM
KOHTPOJIbHbIM 06pa3LOoM Ha MUKpPOLEHTpUdyre-BopTekce B TeveHue 3-5 ¢ n ueHTpmudyrmposatb
Ha MUKpoueHTpudyre-sopTekce B TeyeHme 1-3 c.

4, Ona npenoTepalleHmns KOHTaMUHauun cneayet neped sHeceHMeM [JHK oTkpbiBaTbh KpbILWKK
TONbKO TeX Npobupok, B KoTopble 6yaeT BHOCUTBLCA AaHHbIN obpasel, U 3akpbiBaTb UX nepes
BHECEHMEM crieaytowero. 3akpbiBanite npobupku nnoTtHo. MpenapaTtbl AHK M KOHTpONbHbIE

o6pa3subl cnegyeT BHOCUTb HAKOHEYHUKAMKU C pUAbTPOM.

7.3.9 BHecuTe B COOTBETCTBYIOLMNE MPOMapKUpoOBaHHble Npobupku/HeobXxoanuMble NyHKMU
MukponnaHwera no 6,0 Mkn BblgeneHHoro w3 o6pasuoB npenapata AHK.
B npobupkn/nyHku, npomapkmpoBaHHble «K-» n «K+», HK He BHOCUTCS.
7.3.10 BHecuTe B npobuUpKy/NyHKY, nNpoMapkmpoBaHHyl «K-», 6,0 MKA oOTpuUaTenbHoro
KOHTpoOsibHOro ob6pasua, npowealwero atan sbigeneHna AHK (cm.7.1).
7.3.11 BHecuTe B NpoOUpPKY/NYHKY, MNPOMapKMpoBaHHy <«K+>», 6,0 MKN MNOMOXUTENLHOIO
KOHTposibHOro obpasua.
7.3.12 B cnyyae ucnonb3oBaHUS MMKPOMNIAHLWETOB 96 NyHOK:
7.3.12.1 TloMecTuTe aKKypaTHO, He BCTPSXMBasl, MUKPOMJAHWET B MNOANOXKY YCTPOMUCTBA
A1 3aneyaTtbiBaHMA niaaHweTos ATnak.
7.3.12.2 TlpoBeauTe 3anedyaTbiBaHMe MukporiaHwerta [MUP nonuMepHoOn TepMOMAEHKOMN
COrjlacHO pyKOBOACTBY MO aKcnayatauum npubopa ATnak.

7.3.12.3 UeHTpndyrupymnte mmkponnaHuwet MUP npu RCF(g) 100 B TeueHnme 30 c.
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B cnyyae ncnonb3oBaHua npobupok:

LleHTpndyrnpyrite Bce Nnpobmpkn Ha MMKpoLeHTpudyre-eopTekce B Teyerme 3-5 c.
YcTtaHoBuTE BCe NpobMpKK/MmMKponaaHWweT B 610K AeTeKTMpyowero amnandukatopa u
nposegute MUP (7.3.15, 7.3.16).

Ona petekTmpytowmx amnandumkatopos cepum OT:

3anycTute nporpaMmHoe obecneuyeHue getekTupytowero amnandukatopa. lNpu nepsom
npoBeaeHun TMLP 3arpy3uTe cooTBeTCTBYOWMIA TecT!. [anee v Npu NocieayLwmx
NOCTaHOBKAaxX Co3fjaMTe COOTBETCTBYHOLWMMN MNPOTOKOA  WUCCNEAO0BaHUA:  YKaxXuTe
KOSIMYEeCTBO U wnaeHTudukaTopbl o06pasuos, B TOM 4uUCIe OTPUMUATENLHOIO W
NOSIOXUTENBHOIO KOHTPOJIbHbLIX 06pa3LoB, OTMETbTE pacrnonoxeHve o6pasuoB Ha
MaTpuue TepMobnoKka B COOTBETCTBMU C UX YCTAHOBKOM n nposeauTte MNLP. Mpu Boibope
TecTa AO/MKHa oTobpaxaTbCs nporpamMma, npuseaéHHasn B Tabnuue 5.

Ona petektupytowero amnnmdukatopa CFX96:

Mposeante MLP c yyeToM 06bEMa peakLlMOHHON CMecu, paBHOro 18 Mk, No nporpamme

amnnudukaumm, npuBeaéHHoM B Tabnnue 6.

Ta6bnuua 5 - T[porpamma aMnaudukauum Ans AETEKTUPYHOLWMX aMnamMbukaTopoB

«ATnpanm», «ATnant» (dacoska U)

Pe>xxum
Ne Yucno
Temnepartypa, °C MWH C ONTUYECKNX Tun 6n0oka
6noka LMKJI0B o
n3MepeHunn
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
6 252 XpaHeHue XpaHeHune
V - peXuUM ONTUYECKUX U3MEPEHUI

1 - TecT ans AetekTupytowmnx amnandmkaTopos cepum AT co3paéTtcs nyTéM BBoAa NapaMeTpoB (NapaMeTpbl
TecTa ykasaHbl B [punoxeHun B) nnm npepocrasnsieTcs nponssoanTeneM Habopa peareHTOB
2 - ponyckaeTcsi XxpaHeHue npu TemnepaTtype 10 °C
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Tabnuuya 6 - [Mporpamma amnamdukaumm Oons AeTeKTUpyrwwux amnnmdukatopos CFX96
(dacosku U)

Bpems, Konuyecreo unknos
o o
N° 6noka (Step) Temnepartypa, °C MM CeK )

1 80 01:00 1

2 94 05:00 1

3 94 0:15

50

4 64 vV 0:20
V - pexum ontuuecknx nameperuii (Plate Read), ycTaHOBUTb U3MepeHne dyopecLeHUMmn no
HeobxoanMbIM KaHanam getekumun (Fam, Hex, Rox, Cy5, Cy5.5) npu 64 °C

7.4 MoarotoBka wn nposegdeHue TILUP. ®acoBka U, C WCMNonb3OoBaHMEM [A03MPYHOLLEro
ycTponctea [ATctpum (TONbKO Ans  AeTekTupylowero amnamdukatopa «ATnpanm» B

MoanduKkaunm «ATnpanm *X*»)

BHUMAHME!

1. Ons amnnmdpnkaunm cneayetr UCMoNb30BaTb MUKponnaHweTbl MUP384 nyHku,
repMeTmanpyemMblie TEPMOMIEHKON.

2. Mpu npoBeaeHMN BCeX MOCAeAYOWNX AeNCTBUA cnepyeT mlberatb BO3AENCTBUSA MPSAMbIX

COJTHEYHbIX y4der Ha Npobupkn co cMecbio Ansd aMmnandukaumm!

MpuMeyaHne - PekoMeHAyeTCA MOCTaHOBKA He MeHee 5 06pa3uoB B OAHOM WCCeAO0BaHUK

(3 HemnzBecTHbIX 0b6pa3sua, oTpuLaTenbHbIN U NONOXUTENbHbIN KOHTPO/IbHbIE 06pa3ubl).

7.4.1 BcTpsaxHUTe NpobupKy CO CMEeCbio ANns aMmnandukaunum Ha MUKpPOLEHTpUdyre-sopTeKkce
B TeyeHue 3-5 C u ueHTpudyrupymnte Ha MUKpoueHTpudyre-sopTeKkce B TeyeHme 1-3 c.
7.4.2 BcTtpaxHute npobupkm ¢ TMUP-6ydepom n nonmmepason  TexHoTaq MAX
Ha MUKpoueHTpudyre-sopTekce B TeyeHune 3-5¢ n LeHTpudyrnpymnte

Ha MUKpoueHTpudyre-sopTekce B TeveHme 1-3 c.

BHUMAHME! T[lonumepasy TexHoTaq MAX HeobxoaMMO AocCTaBaTb M3 MOPO3USILHOW KaMmepbl

HENOCpeaACTBEHHO Nepea UCMNOJZIb30OBAHNEM.

7.4.3 Cnepys ykasaHusam MO gosumpyowero ycrponcrsa ATCTpuM, NpUroToBbTe B OTAENbHOM
oAHopa3oBon npobupke cmechk MLUP-6ydepa c nonnmepasoit TexHoTaqg MAX.

7.4.4 BcTpsAXHUTe npobupKy C nNpurotoBreHHom cMmecbto [LUP-6ydepa w nonumepasbl
TexHoTaq MAX Ha MuKpoueHTpudyre-BopTekce B TedeHue 3-5 ¢ n ueHTpudyrnpyite Ha
MUKpOLeHTpUdyre-sopTekce B TedeHue 1-3 C.

7.4.5 BcTpaxHuTe npobmpky C MOSTIOXUTENbHbIM KOHTPOJIbHbIM obpa3zuom Ha
MUKpoOLeHTpudyre-sopTekce B  TeyeHue 3-5¢ 7 LeHTpudyrmpymnte Ha

MUKpOLEeHTpUdyre-sopTekce B TedeHue 1-3 c.
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BHUMAHME!

1. lMepen nposeaeHneM fo3npoBaHmsa ans npenapata AHK 1 oTpuuaTtenbHOro KOHTPOJSIbHOMO
obpasua HeobxoAMMO BbLINOJHUTL pPEKOMEeHAAUMn NO0 WCNoJb3oBaHUO npenapata [AHK,
npueBeAéHHbIE B MHCTPYKLUWM NO NpMMeHeHuto Habopa/KoMnsiekTa peareHToB A5 BblaeneHns HK.
2. Mpun wucnonb3oBaHun ans Bblgenedns [OHK komnnektoB peareHtos [MPOBA-PAMAA,
MPOBA-HK, MPOBA-HK-TIJTIOC, MPOBA-I'C n MPOBA-T'C-TJTKOC (ToNnbko B cayyae, ecnu nocne
BblAe/IeHNa Hapocado4YHas >XWMAKOCTb, cogepxawas sblgeneHHyto [AHK, 6bina nepeHeceHa B
HOBble Npobupkun) BCTpAXHUTE Npobupkn ¢ npenapatoMm OHK n oTpuuaTenbHbIM KOHTPOJIbHbLIM
obpa3uoM Ha MuKpoueHTpudyre-soptekce B TedyeHme 3-5c¢ w©n ueHTpudyrmpymte Ha
MUKpOLeHTpUdyre-sopTekce B TedyeHue 1-3 c.

3. Mpn wucnonb3oBaHun Ana  BbigeneHns [OHK Habopa peareHtoB [MPOBA-MY-PANNA
Heobxoammo, He BCTpaAxuBas, uUeHTpudyrmposaTb npobupkn ¢ npenapatom [OHK wu
oTpuLUaTenbHbIM KOHTPO/SbHbIM 06pa3LoM Ha MUKpPOLEHTpudyre-eopTekce B TeyeHue 1-3 ¢,
3aTeM NoMecTuTb Npobupkun ¢ npenapatom AHK B MarHuTHbIA wTaTMB. B cnyyae ecnm nocne
BblAeNeHns HaaocaZovHash XWMAKOCTb, coAepxawas BbliageneHHyto OHK, 6bina nepeHeceHa B
HOBble Mpobupkn, cnegyeT BCTPAXHYTb Npobupkn ¢ npenapatoM [HK wn oTpuuaTenbHbiM
KOHTPOJIbHbIM 06pa3L oM Ha MUKpPOLEHTpudyre-sopTekce B TedeHme 3-5 ¢ n ueHTpudyrnposatb

Ha MUKpoueHTpudyre-BopTeKce B TeueHme 1-3 c.

7.4.6 YcraHoBuTe npobupkm co cMmecbio ans amnaudukauymmn, co cmecbto MUP-6ydepa un
nonmnmepasbl TexHoTaq MAX, npobmpkn nnm rny60oKoNYHOUYHbIN NAAHLWET C NnpenapaTtaMu
OHK, oTpuuaTenbHbIM KOHTPO/JbHbIM 06pa3suoM W MONOXKUTENbHBIM KOHTPOJIbHbIM
obpasuoM, a Takxe MukponnaHwet [UP Ha pabouun cton ATcTpuM n npoBeauTe
A03MpOBaHME KOMMOHEHTOB COr/lacHO pyKOBOACTBY MO 3KCrjyaTauun.

7.4.7 TloMecCcTuUTe akKypaTHO, He BCTpAXuBasa MukponnaHweTt MNMUP B NnoAnoXKy ycTponcrea Ans
3anevyaTtbiBaHMA nnaHweToB [Tnak nocne 3aBeplleHMs MNporpamMmbl Ha A03UPYHOLLEM
ycTponctee ATCTpumM.

7.4.8 TlpoBeauTe 3anedyaTbiBaHMe MUKponnaHweTa MUP nonvMepHon TepMOnNAEHKON cornacHo
pPYKOBOACTBY MO 3KcCnnyaTaumu npmbopa ATnak.

7.4.9 UeHtpudyrupynte mukponnanuwet MUP npn RCF(g) 100 B TeueHune 30 c.

7.4.10 YcraHoBuTe MmukponnaHwert MUP B 610K geTtekTupyowero amnamdumkaropa.

7.4.11 3anycTtuTe nporpamMmHoe obecneyeHne agetekTupytollero amnandgukatopa. Npu nepsom
npoBeaeHuun TMLP 3arpy3uTe cOOTBETCTBYOWMIA TecT!. [anee v npu NocCieayLwmx
MOCTaHOBKaxX CO34aMTe COOTBETCTBYHOLWMMA MPOTOKOA  WUCCAEAOBaHUSA:  YKaXxuTe
KONIMYeCTBO UM unaeHTudukaTopbl 06pasuoB, B TOM 4UCAe OTPUMUATENBHOrO W
NOSIOXUTENBHOIO KOHTPOJIbHbIX 06pa3LoB, OTMETbTE pacrnonoxeHwe o6pasLoB Ha
MaTpuue TepMobnoka B COOTBETCTBMU C UX YCTAHOBKOM n nposeauTte MNLP. Mpu Boibope

TecTa A0/KHa oTobpaxaTbCsl NporpamMa, npuBeaéHHas B Tabnuue 5.

1 - TecT ansa AeTekTMpyWNX amnandukaTopos cepun AT co3gaércs NyTéM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa yKasaHbl B [MpunoxeHun B) unmn npenocraBnsercs nponssoanteseMm Habopa peareHToB
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8 PETNCTPALUMSA PE3VJIbTATOB AMIVINOUKALIN

Pernctpaumnst curHana dayopecueHunn NpoBOAMTCA AETEKTUPYIOWMUM aMNIMbUKaTopoM

aBToOMaTU4eCKMN BO BpeMA aMI'IJ'IVICbVIKaLI,VIVI.

9 YYET U UHTEPNPETALNSA PE3YJIbTATOB

9.1 YUYéT pesynbTatoB aMmndukaunum OCyWeCTBSEeTCS aBTOMATUYECKM C MOMOLLbIO

nporpaMMHoOro obecneyeHus, NOCTaBASEMOrO C AETEKTUPYOLWNM aMnINdUKaTOPOM.

9.2 Mpn ncnonb3oBaHuUn geTekTupyrowmnx amnampukatopos CFX96 cneagyet ncnosb3oBaTb
perpeccmoHHbIn TN aHanusa (Cq Determination Mode: Regression), Bo Bknaake «Baseline

Subtraction» Heobxoammo Bbi6paTh «Baseline Subtraction Curve Fit».

9.3 NHTepnpeTaums pe3ynbTaToB NPOBOAUTCA B COOTBETCTBUM C Tabnuuen 7. Pe3ynbTathl
NMOCTAHOBKW BaslUfiHbl, €C/TN BbINOJIHAKTCA YC/IOBUS MHTEPNpPETaLMM pe3yfibTaToB, NoJlyYeHHbIX

ANna KOHTPOJ/IbHbIX O6paBU.OB.

Tabnuuya 7 - WNHTepnpetaumsa pesynbtatos lMLP

KaHan perekuummn

Fam, Hex, RoX, WUHTepnpeTauua pe3ynbTaTta

Cp/Cq Cp/Cq Cp/Cq
HeunsBecTHble 06pas3Lbl

O6Hapy»xeHa 1HK

y H H . .
Ka3saH € yuuTbiBaeTcs € yKasaH Trichomonas vaginalis
O6Ha eHa [JHK
He ykasaH He yunTbiBaeTcs Yka3saH HapyMeH Fl .
Mycoplasma genitalium
He o6Ha eHa AHK
He ykasaH YkasaH He ykasaH Hapyxena [
BbISIB/ISEMbIX MUKPOOPraHM3MoB
He ykasaH He ykasaH He ykasaH HenoctoBepHblii pesybTaT

OTpuuUaTenbHbI KOHTPONbHbIN 06pa3sel

OTpuuaTesibHbIi pe3ynbTaT

He ykasaH Yka3saH He ykasaH
Pe3yanaTb| MOCTAaHOBKW BaNAHbI

Mono>kuTenbHbIN KOHTPOJIbHbINA 06pa3ey

Mono>xutenbHblii pe3ynbTaT

Yka3saH He yuunTbiBaeTcs Yka3saH
Pe3ynbTaTbl NOCTAHOBKW BanNAHbI

9.4 HepoctoBepHbIn  pe3ynbTaT MOXET O6blTb CBA3aH C  MPUCYTCTBMEM UWHIMbMTOpOB
B npenapate [AHK, nonyyeHHOM wn3 6MONOrMYecKkoro MaTepwana; HEBEPHbIM BbINOJIHEHUEM
NnpoToKona aHanusa; HecobnaeHneM TeMmrnepaTypHOro pexuma amnnmdukaunmm m ap. B 3ToMm
cnydyae Tpebyetca nosTopHoe nposedeHue TUP ¢ wMmewwmmca npenapatom [OHK, nmnbo
nosTopHoe BblaeneHne AHK n nocraHoBka MUP gnsa atoro obpasua, nmbo noBTOpHOE B3sATUE

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

9.5 Ecnn anga 6uonornyeckoro obpasua nony4veHsol 3HadeHus Cp/Cq meHee 24 Ha KaHanax
petekumm Fam mnu RoX, TO 3TO FOBOPWUT O BbICOKOW MNepBOHAYasnbHOW KOHuUeHTpauun OHK
COOTBETCTBYIOLLErO MUKpOOpraHm3smMa. B  AgaHHOM cnydae BO3MOXHO nonyyeHue

NIOXXHOOTPpULATENbHOMO pe3ynbTaTa Ass MUKpoopraHmaMa, JHK KoToporo npucyTCcTBYeT B HU3KOW
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KOHLEeHTpauuu. [Ans UCKNoYeHMs TOXKHOOTPULATENbHbIX pe3ybTaToB PEKOMEHAYETCS MOBTOPHO
nposectn [MUP BblaeneHHoro npenapata AHK c ucnonb3oBaHneMm Habopa peareHtoB Ans
BbisiBNneHms OHK TpuxomoHaca BarmHanuc (Trichomonas vaginalis) mMeTtoaoM noavMepasHomn
uenHon peakumnm (TPUXO-TEH), OO0 «[HK-TexHonormns TC», PY N2 ®CP 2008/03848 u Habopa
peareHToB Ans BbisBneHns OHK Mukonnasmel reHutannym (Mycoplasma genitalium) metonom
nosivMepasHom LenHom peakuum (NNTA3SMOIEH-Mr), 000 «AHK-TexHonorug TC»,
PY N2 ®CP 2008/02550.

9.6 Mpy MoOAyYEHUU MONOXKUTENBHOrO pe3yfbTaTa A8 OTpMUATENbHOr0 KOHTPOJSIbHOMO
obpa3ua pe3ysibTaTbl BCEM MOCTAHOBOYHOM CEPUM CYMUTAKOT HEAOCTOBEPHbIMU. B 3TOM cnydae
Heo6xo0ANMO NpoBeAeHMe CneLmarnbHbIX MEPONPUSTUIA AN BbISBIEHUS U YCTPAaHEHUSI BO3MOXHOM

KOHTaMHauunu.

9.7 MpM MNONYYEHUN OTPULATENBHOrO pe3ynbTaTa A/ MOJIOKUTENIbHOIO KOHTPOJIbHOIO
obpa3ua pesynbTaTbl BCEM MOCTAaHOBOYHOW CEPUM CUUTAIOT HEAOCTOBEPHbIMU. B 3TOM cnydae

Tpe6yeTc;| NMOBTOpPHas noCrtaHOBKa aMI'IJ'IVI(bVIKaU,VIVI BCen napTmm 06paBLl,OB.

10 TPAHCNOPTUPOBAHME, XPAHEHUE N SKCNJIYATALUUA

10.1 TpaHcnopTupoBaHue
10.1.1 TpaHcnopTupoBaHme Habopa peareHTOB OCYLLECTBASAT B TEPMOKOHTEMHepax
C X/1afo3/1IeMeHTaMM BCEMW BWAAMW KpbITOrO TpaHCnopTa Mpu TemrepaType BHYTpU
TEPMOKOHTENHepa, COOTBETCTBYIOLEN YCIOBUSAM XPaHEHUS KOMMOHEHTOB, BXOASLWMX
B CcOoCcTaB Habopa peareHToB.
10.1.2 ®acoska S
JonyckaeTtca TpaHcnopTMpoBaHMe Habopa peareHToB B TEPMOKOHTEWHepax C
Xnapo3neMeHTaMm BCEMM BUAAMU KPbITOrO TpaHCMopTa nNpu TemnepaTtype BHYTPpU
TepMoKOHTenHepa oT 2 °C go 25 °C He 6onee 5 cyToK.
10.1.3 ®acoska U
10.1.3.1 [onyckaeTcs TpaHcnopTupoBaHme Habopa peareHToB, 3a UCK/IOYEeHNEM NosinMepasbl
TexHoTaq MAX, B TEpPMOKOHTEMHEpax C X/ajo3/1eMEHTaMMU BCEMU BUAAMU KPbITOrO
TpaHcnopTa npu TemnepaType BHYTPU TepMOKOHTeWHepa oT 2 °C go 25 °C He 6onee
5 cyTok.
10.1.3.2 [JonyckaeTcs TpaHCNOpTUpoBaHuWe nonmMmepasbl TexHoTaq MAX B TepMOKOHTEMHEpax
C XJ1a03/1EMEHTaMN BCEMW BMAAMU KPbITOrO TpaHCropTa npu TeMnepaTtype BHYTpu
TepMOKOHTeNHepa ao 25 °C He 6onee 5 CcyToK.
10.1.4 Habopbl peareHTOB, TPaHCNOPTUPOBAHHbIE C HapylLleHWeM TeMnepaTypHOro pexuma,

NpUMEHEHUNIO HE noasexar.
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Komnnekc
10.2 XpaHeHue
10.2.1 ®dacoBka S

10.2.2
10.2.2.1

10.2.2.2

10.2.3

10.3
10.3.1

10.3.2

10.3.3

10.3.4

Bce KkKoMmnoHeHTbl Habopa peareHTOB cneayer XpaHWUTb B  XOJOAWMNBHUKE WU
XonoaunebHoM kamepe npu Temnepatype oT 2 °C go 8 °C B TeueHMe BCero cpoka
rogHoctTn Habopa peareHToB. CMecb Ans amnindukaunm, 3anevyataHHyo napaduHomM,
cneayeTt XpaHuUTb B 3alLMWEHHOM OT CBETa MecTe.
dacoska U
Bce koMnoHeHTbI Habopa peareHTOB, 3a UCKIOYEeHNEM nonmmepasbl TexHoTaq MAX,
cnenyet XpaHWTb B XONOAWNBHWKE WU XONOAWIBHOMW KaMepe npu TemnepaTtype
oT 2 °C po 8 °C B TeyeHMe BCero cpoka rogHoctu Habopa peareHToB. CMecb ans
amnandukaumn cneayet XpaHuTb B 3alLMIWEHHOM OT CBeTa MecTe.
Monumepasy TexHoTaq MAX cneayer XpaHuTb B MOpPO3WIBHOW KaMmepe npwu
TeMmnepaTtype oT MUHYC 22 °C go MuHyc 18 °C B TeuyeHue BCero cCpoka roAHOCTU
Habopa peareHTOB.
Habopbl peareHTOB, XpaHWBLUMECS C HapyLUEHUWEM periaMeHTUPOBAHHOINo pexuma,

npuMeHeHNo He noanexart.

YKaszaHus no aKcnayataumm

Habop peareHTOB AO/IXEH MPUMEHSATBLCS COrMacHO AENCTBYIOLWEN BEPCUU YTBEPXKAEHHOWM

WHCTPYKUMM NO NPUMEHEHMIO.

Ona  nonydyeHMs AOCTOBEPHbIX pe3ynbTaToB HeobxoauMMo CcTporoe cobnwaeHue

WHCTPYKUMKM MO NpUMeHeHnto Habopa peareHToB.

Mocne BCKpbITUS YMNakOBKWM KOMMOHEHTbl Habopa peareHTOB crneayeT XpaHuTb MNpu

cnenyuwmx ycnoBumsx:

- BCE€ KOMMNOHEeHTbl Habopa peareHToB, 3a UCKOYEeHMEeM nonmMmepasbl TexHoTaq MAX,
cnenyet XpaHWTb B XONOAWMNbHUKE WU XONOAWIBHOMW KaMepe npu TemnepaTtype
oT 2 °C go 8 °C B TeueHUe BCEro cpoka rogHocTn Habopa peareHToB;

- CMecb Ansa amnandukaumn n cMecb Ansg amnandukaumm, 3anevyaTtaHHyo napagpuHomMm,
cnenyet XpaHWTb B XONOAMNbHUKE WU XONOAWIBHOM KaMepe npu TemnepaTtype
oT 2 °C pgo 8 °C B 3allMLWEHHOM OT CBeTa MecTe B TeYEeHMe BCero cpoka rogHocCcTu
Habopa peareHTOB;

- nonuMmepasy TexHoTaq MAX cneayetr XpaHWUTb B MOPO3WNbLHOMW Kamepe npu
TemnepaTtype oT MUHYC 22 °C go MuHyc 18 °C B TeueHue BCero cpoka roAHOCTU
Habopa peareHToB.

HaGOpr peareHToB C UCTEKLWLNM CPOKOM roagHoCTn npnUMEHEHNIO HE NnoAasnexXxar.
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11 YKA3AHUA NO YTUWIN3ALNUN

11.1 Mpn wncnonb3oBaHuM Habopa peareHTOB B KJMHWKO-AMArHoCcTu4yeckown nabopartopum
obpas3ylTcs oTXoAbl Knacca B, KoTopble YTUAM3MPYKOTCA B COOTBETCTBMM C TpeboBaHMSMMU
CaHluH 2.1.3684-21 n MY 1.3.2569-09.

11.2 Habopbl peareHToB, Npuweawme B HENPUrO4HOCTb, B TOM YMC/e B CBA3M C UCTEYEHMEM
CpoKa TrOAHOCTW, MOBpeXAeHWEeM YMNakoBKW, noanexar yTuamsauum B  COOTBETCTBUMU
¢ TpeboBaHusamMm CaHlnH 2.1.3684-21.

12 FAPAHTUN N3TOTOBUTENA

12.1 MpeonpuaTne-mn3rotToBuTeNb rapaHTupyert COOTBETCTBUE Habopa peareHToB
TpeboBaHMSAM TEXHUYECKUX YCIOBUIA Npu COBM0AEHUN YCIOBUA TPAHCNOPTUPOBAHUS, XpaHeHUs

M 3KCcnnyatTaunn, yCtaHOBJIEHHbIX TEXHUNYECKUMU YCNTOBUAMN.

12.2 Cpok rogHoctM Habopa peareHToB - 12 MecaueB npu CO6AOAEHMM BCEX YCNOBUI

TPAHCNOPTUPOBAHUA, XPaHEHNA N SKCNJ1yaTaunn.

13 PEMOHT N TEXHNYECKOE OBCJ1Y>KXUBAHME

Habop peareHToB npeagHasHayeH A7 OAHOKPATHOINO MPUMEHEHUS U HE MOANEXUT

TEXHUYECKOMY 06CNYXMBAHUIO N TEKYLLEMY PEMOHTY.

14 CNMBO/JIbl, UCNOJIb3YEMBbIE NP MAPKNPOBKE HABOPA PEATEHTOB

MeanunHckoe usaenme
ANS ANAarHOCTUKWM in vitro

IVD

Homep no katanory

H

Mn3rotoButenb

E

/

/ﬂ/ TeMnepaTypHbIit AManasoH

Copep>XmMMoro 4oCTaTtovHo 77(___ He gonyckaTb BO34eNCTBUS
AN NpoBeAeHus <n> TecToB ’.‘*\ COJIHEYHOro CBeTa
Mcnonb3oBaTb A0 HecTepunbHoO

Kopg napTtumn (cepumn) Ob6patutecb K MHCTPYKL MK

Mo NMPUMEHEHUIO UK
K MHCTPYKUWUU MO NPUMEHEHUIO
C’\il [laTta nsrotosneHus B 31€KTPOHHOM Buae

=
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15 NMEPEYEHb NPUMEHAEMbIX HALUMOHAJIbHbIX CTAHAAPTOB

[OCT ISO 14971-2021 W3penuna MeguumHckue. [lpuUMEHeHMe MeHea)XMeHTa pucka K
MeANLMHCKUM n3aennsam

FOCT 15.309-98 Cucrema pa3paboTkm n NOCTAHOBKW NpOAYyKLUMM HA NMpom3BoACTBO. NcnbiTaHus
N Npuemka BbinyckaeMon npoayKummn. OCHOBHbIE MOSIOXEHUS

FOCT P 2.105-2019 EanHaa cucteMa KOHCTPYKTOPCKOM AoKyMeHTauuun. Obwmne TpeboBaHusa K
TEKCTOBbIM AOKYMEHTaM

FOCT P 15.013-2016 Cucrema pa3paboTkm M MOCTAHOBKM MpPOAYKUMWM Ha MPOU3BOACTBO.
MeanunHckune nigenunsa

FOCT P 51088-2013 MeauuuHCKUE u3aenms AN AWMArHOCTUKW UH BUTPO. PeareHTbl, Habopsbl
peareHTOB, TeCT-CUCTEMbl, KOHTPOJIbHble MaTepuasnbl, nuTaTenbHble cpeabl. TpeboBaHus K
n3genvsam u NnoaaepXxuBarollent AoOKYMeHTaunm

FOCT P 51352-2013 MeanumHCcKme nsnenmsa Ans ANarHOCTUKM MH BUTPO. MeToabl UCMbITaHUMN
FOCT P NCO 15190-2023 JlabopaTtopunn MmeanumnHckme. TpeboBaHusa 6e3onacHocTun

FOCT P NCO 15223-1-2023 Uspgenuna meanumHckme. CUMBOMbI, MpUMeEHSAeMble A1 nepeaadu
MHdOpMaLuMn, NpeaocTtaBnsgeMon nsrotoeurteneMm. HYactb 1. OCHoBHble TpeboBaHUSA

FOCT P NCO 18113-1-2015 MeanumnHckme wmsgenusa Ana AMarHoCTUKM in vitro. WMHdopmaums,
npegocrassisieMas usrotoeutenem (MapkupoBka). Yactb 1. TepMuHbI, onpeaeneHus n obuwme
TpeboBaHus

FOCT P NCO 18113-2-2015 MeauumHCKMe wm3genusa ans AuarHoctuku in vitro. MHdopmaums,
npeaocrasnsieMas narotosutenem (MapkupoBka). Yactb 2. PeareHTbl Ans AMArHOCTMKM in vitro
AN npodeccnoHanbHOro NpuMeHeHuns

FOCT P NCO 23640-2015 N3penna MeauUMHCKME ANs  AuMarHoctumku  in vitro. OueHka
CTabuNbHOCTM peareHToB A9 ANArHOCTUKMK in vitro

FOCT P 53022.3-2008 TpeboBaHusA K KayecTBY KAMHUYECKUX nabopaTopHbIX WUCCNeaoBaHWUM,

Y.3. MNpaBuna oueHKN KIMHNYECKON MHGMOPMATUBHOCTM NabopaToOpHbIX TECTOB.

MpuMeyaHne — YKasaHHble Bbllle CTaHAApTbl 6blIM AENCTBYOWMUMW Ha MOMEHT YTBEPXAEHMUSA
WMHCTPYKLMM NO MNPUMEHEHUIO. B AanbHelLeM, Npu nofb30BaHUU AOKYMEHTOM, Liefecoobpa3Ho NpoBepUTh
[NENCTBNE CCbITOYHbIX HOPMATUBHbIX IOKYMEHTOB Ha TEKYLLMIA MOMEHT. ECIN CCbIIOUYHbIN AOKYMEHT 3aMEHEH
WA WU3MEHEH, TO MNpU MNPUMEHEHWM HACTOALWEro AOKYMEHTa CneAyeT Mofb30BaTbCA 3aMeHEHHbIM

(M3MEHEHHBLIM) AOKYMEHTOM.
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16 ALOPEC AN OBPALLEHUA

MpounseoacTeo HabopoB peareHToB MMeeT cepTUdULMPOBaAHHYIO CUCTEMY MEeHeXXMeHTa
KayecTBa M COOTBETCTBYET TpeboBaHUSAM CTaHAapTa CMCTEM MeHeaXMeHTa kadyectBa ISO 9001
B obnactu paspaboTkn, nponssoacTea u npogaxu IVD peareHToB 1 npubopos Ans MOSeKyISpHO-
reHeTMYeCcKon AMarHOCTUKKM, N Apyroro nabopaTtopHoro npuMeHeHns u ISO 13485 B obnactu
pa3paboTtku, npomssoacTtBa M npogaxu IVD peareHtoB n npubopoB An8 MegUULMHCKON

MOﬂeKynﬂpHO-FeHeTMHeCKOM ANarHoCTuKu.

Mpoussoautenn: O6WECTBO C OrpaHMYEHHOM OTBETCTBEHHOCTbl <«AHK-TexHonorma TC»
(000 «OHK-TexHonorusa TC»), Poccus.

Appec npousBogutensi: 117246, Poccus, r. Mockea, npoe3g HayuHbin, a. 20, ctpoeHue 4.

MecTo npousBoAcCTBa:

- 000 «[HK-TexHonorna TC», 117246, Poccus, r. MockBa, npoesg HayuHbiii, 4. 20,
CTpoeHue 4.

- 000 «HNO JAHK-TexHonorus»,142281, Poccus, MockoBckass obnactb, r. MpoTBuUHO,

yn. XXenesHoAopoxHas, A. 3.

Mo BompocaM, KacawwuMmcst kayectBa Habopa peareHToB, cneayeT obpawartbCcs B
cnyX6y KIMEHTCKON NOAAEPKKMN.
Cnyxb6a KNMEeHTCKOM NoaaepXKn:
8-800-200-75-15 (ansa Poccum, 3BOHOK 6ecnnaTHbin),
+7 (495) 640-16-93 (ansa crtpaH CHI 1 3apy6exbs, 3BOHOK MAATHLIN).
E-mail: hotline@dna-technology.ru

www.dna-technology.ru

Homep 1132
2025-02-14
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MpunoxxeHune A

MapamMeTpbl TecTta, KOTOpble He06X0AMMO BHECTU B NporpaMMHoe obecneueHune
AeTekTMpymwwmnx amnandpukatopoBs «ATnpanm», «ATnant»
npu ncnosib3oBaHun Habopa peareHToB T.vaginalis/M.genitalium Komnnekc

B (pacoBke S

1) «Twun aHanusa» — «KayecTBeHHbIN»;
2) «Metoa aHanuza» — «'eomeTpuyeckuin (Cp)»;
3) O6bém peakumoHHOM cMecn — 35 MKI;

4) B okHe «[lporpamma amnandukaummn» BBECTU cneayowme napaMmeTpbl:

Pexxum
N°
6noKa TeMmnepaTtypa, °C MWH C Yucno umknos ONTUYECKUX Tuvn 6n0ka
n3MepeHun

80 0 30

1 1 Unkn
94 1 30
94 0 30

2 5 Uukn
64 0 15 4
94 0 10

3 45 Lunkn
64 0 15 \

4 94 0 5 1 LUwnkn

5 251 XpaHeHue XpaHeHue

V - PEXUM ONTUYECKUX U3MEPEHWIA
5) BHecTn cneaytowme napaMeTpbl KaHanoB AeTeKunn:
Fam Hex Rox Cy5 Cy5.5
Trichomonas BK Mycoplasma ) )
vaginalis genitalium

1 - nonyckaeTcsa xpaHeHue npu Temnepatype 10 °C
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MpunoxeHune b

MapamMeTpbl TecTta, KOTOpble HeE06X0AMMO BHECTU B NporpaMMHoe obecneueHue
AeTekTMpymwwmnx amnandpukatopoB «ATnpanm», «ATnant»
npu ncnosib3oBaHun Habopa peareHtoB T.vaginalis/M.genitalium Komnnekc

B pacoBke U

1) «Tunn aHanusa/Tecta» — «KayecTBEHHbIN»
2) «MeTtoa aHanuza» — «'eomeTpuyeckuin (Cp)»;
3) O6bém peakuMOHHOM cMecn — 18 MKI;

4) B okHe «[lporpamma amnandukaummn» BBECTU cneayolme napaMmeTpbl:

Pe)xum
N9
6noKa TeMmnepaTtypa, °C MWH C Yucno umknos ONTUYECKUX Tvin 6noka
U3MepeHun

80 0 5

1 15 Lnkn
94 0 5

2 94 5 00 1 Lnkn
94 0 30

3 5 Luvkn
64 0 15 v
94 0 10

4 45 Lnkn
64 0 15 v

5 94 0 5 1 Luvkn

6 251 XpaHeHue XpaHeHune

V - peXuM onTUUYECKUX U3MEPEHNA
5) BHecTu cneaytowme napamMeTpbl KaHanoB AeTeKunn:
Fam Hex Rox Cy5 Cy5.5
Trichomonas BK Mycoplasma ) ;
vaginalis genitalium

1 - nonyckaeTcsa xpaHeHue npu Temnepatype 10 °C
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Mpuno>xeHne B

CokpauweHHass Mmetoanka BbigeneHua HK s nccnegyemoro marepmwana
(cocko6bl anuTennasibHbIX KJI€TOK U3 YPOreHUTaJ/IbHOIro TpakTra)

C ucnosibsoBaHmem komruiektos peareHtoB MPOBA-HK, MPOBA-HK-MJTHOC

BHVUMAHME!

1. Mepen Havanom paboTbl HeO6X0AMMO:

- BK/IKOUNTb TEpMOCTaT Ans nporpesaHnsa go 65 °C;

- AO0CTaTb M3 XOJIOAWIbHUKA KOMMJIEKT peareHToB ANs BblAeNeHUS HYKNIEMHOBbLIX KUCIOT U
NMPOKOHTPO/IMpPOBaTb OTCYTCTBUE OCaZKa B IN3MNPYIOLEM pacTBope. B crydyae BbinageHus ocagka
HeobxoanMo nporpeTb (hNakoH C NU3NPYIOWMM pacTBOPOM Ha TepMmocTaTe, npeaBapuTeNnbHO
nporpetom Ao 65 °C, A0 NONHOr0 pacTBOpeHUs ocaaka. 3aTeM crneayeT nepeMellaTb pacTBop
nepesopaynBaHueM ddnakoHa BBepx JAHOM 5-10 pa3, u3beras neHoobpasoBaHus. [llepen
NCNOAb30BaHNEM OX/slaauTe pacTBOp A0 KOMHaTHOM TemnepaTtypbl (0T 18 °C go 25 °C). Ocagok
TakXe MOXHO PpacTBOpUTb MNpu KOMHaTHoM Temnepatype (oT 18 °C pgo 25 °C) B TeueHue
npnénunsntenpHo 12 4yacos.

2. Mpn nporpeBaHMn NpobMpoK BO3MOXHO OTKpbiBaHWe Kpbiwek! Cnegyer mcnoab3oBaTb
npobupku c 3awénkmparowmmmca Kpblwkamu (Hanpumep, Eppendorf Safe-Lock Tubes) wnu
nporpaMmMmpyembie TEPMOCTaTbl C MPMXMMHOM KPbIWKON (HanpuMep, TEpMOCTAT TBEPAOTENbHbIN
nporpammmpyembin  ManorabaputHbin  TT-1-«HK-TexH.», 000 «HMO OHK-TexHonorus»,

Poccus).

1. MpomMapkupyintTe oAHOpPA30BYK MNNacTMKoByk npobupky ob6béEMom 1,5 mMn  ans
oTpuuUaTeNIbHOrO0 KOHTPOJbHOro obpasua (K-).

2. BHecuTe B KaXKayo nMpoMapKUpoBaHHY NpobupKy ¢ NoAroTOBAEHHbIM A5 UccneaoBaHns
MaTepunasnoMm B 06béme 100 Mkn (cM. 6.5) n B nNpobupkKy, MpPOMapKMpOBaAHHYIO «K-»,
no 300 MK NM3MpytoLwwero pacteopa, He Kacasicb kKpas npobupku.

3. BHecuTte B npobupky, npoMapkupoBaHHyt «K-», 100 MKn  OTpuUATENbHOro

KOHTposibHOro o6pasua.

4. MnoTHO 3akpoKTe nNpobupku, BCTPSAXHUTE B TedeHue 3-5C Ha MukpoueHTpudyre-
BOpTEKCE.

5. TepmocTaTnpymnTe npobupku npu Temnepatype 65 °C B TeyeHne 5 MUH.

6. LeHTpudyrmnpynte npobupkm Ha MUKpoUeHTpudyre-sopTekce B TedeHue 3-5 c.

7. Job6asbTe B kaxayt npobupky no 400 MkN peareHTa AN npeuuMnuTauum, BCTPAXHUTE

Ha MUKpoueHTpudyre-BopTekce B TedeHue 3-5 c.

8. LleHTpndyrnpynte npobmpkm npm RCF(g) 12000 - 16000 npu KOMHATHOM TeMnepaTtype
(o1 18 °C go 25 °C) B TeueHume 10 MUH.

9. He 3apeBas 0cafokK, MNOMHOCTbIO yAanuTe HAAOCAAOUYHYH XWAKOCTb (OTAENbHbIM
HaKOHEUYHMKOM M3 Kagowm npobupku).

10. [JobaBbTe kK ocaaky no 500 MkA NpoMbiBOYHOro pacrteopa N21, 3akponTe npobupku w

nepemMewanTe, 3-5 pa3 akKypaTHO NepeBepHyB Npobupku.
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11. LlenTpndyrupynte npobupkm npn RCF(g) 12000 — 16000 npmn KOMHATHOW TeMnepaType
(o1 18 °C po 25 °C) B TeueHmne 1 MuH.

12, He 3apeBass o0cagoK, MOJSIHOCTbI yAanuUTE HAAOCAAOYHYI XMAKOCTb (OTAENbHbIM
HaKOHEYHMKOM M3 Kaxaowm npobupku).

13. JobaBbTe K ocagky no 300 Mkn npoMbiBOYHOro pactBopa N22, 3akpoiTe Npobupku
M nepemewanTe, 3-5 pa3s akkypaTHO nepesepHyB Npobupku.

14. UeHTpudyrmpynte npobupkum npn RCF(g) 12000 - 16000 npn KOMHATHOM TeMnepaType
(o1 18 °C po 25 °C) B TeueHne 1 MuH.

15. He 3ageBas ocafok, yganute HaAoCaZOYHYH XWUAKOCTb (OTAEeNbHbIM HaKOHEYHUKOM
n3 Kaxzaon npobupkun). [JdonyckaeTcs OCTaBUTb XWAKOCTb, MOKPbIBAKOLWYI 0CafokK,
06BbEMOM He 6onee 20-30 Mk.

16. OTkpoliTe NpobUpKK 1 BbICyLLUTE 0CaZ0OK Npu TemnepaType 65 °C B TeueHne 5 MuH.

17. HdobasbTe k ocagky 50 mkn (MPOBA-HK) nnm 300 mkn (MPOBA-HK-MJTKOC) 6ydepa ons
pacTBOPEHUs, BCTPAXHUTE NPOBUPKM Ha MUKpOUEeHTpudyre-sBopTekce B TeveHue 3-5 ¢
W ocaguTe Kanaum ueHTpudyrMpoBaHMeM MpobMpoK Ha MUKpOLEeHTpudyre-sopTekce
B TedeHune 3-5 c.

18. TepmocTatupymnte npobupkn npu TemnepaTtype 65 °C B TeyeHue 5 MUH. BcTpsaxHuTe
npobupku B TedeHne 3-5 ¢ Ha MUKpoueHTpudyre-sopTekce.

19. Ocaaunte KoHAeHcaT ueHTpudyrnposanHmem npm RCF(g) 12000 - 16000 npn KOMHaTHOM

TemnepaTtype (ot 18 °C go 25 °C) B Teuenme 30 c.

MpenapaTt AHK rotoB K BHECEHUIO B peakUMOHHYI0 cMecb ans MUP.

Mpenapat AHK MOXHO XpaHuUTb Npu Temnepatype oT MuHyc 22 °C go MumHyc 18 °C

He 6osiee o4HOrO MecsiLa uam Npu TemMmnepaTtype oT MMHYC 72 °C go MuHyc 68 °C He 6osiee ogHOIro

roaa.

Mepen wvcnonb3oBaHuem npenapata AHK ana noctaHoekm TP nocne XxpaHeHus

Heobxoammo pasmopo3nTb npenapat AHK wn oTpuuaTenbHbii KOHTPOJbHbIM obpasey npu

KoMHaTHoOM TemnepaTtype (oT 18 °C go 25 °C) wam npu Temnepatype ot 2 °C go 8 °C, 3aTteMm

BCTPAXHYTb Npobupku c npenapatoMm AHK u oTpuuaTenbHbIM KOHTPO/SbHbIM 06pa3uoM Ha

MUKpOLEHTpUdyre-sopTekce B TeyeHMe 3-5C M UeHTpudyrnpoBaTb Ha MUKpPoOLEHTpudyre-

BOpPTEKCE B TeyeHue 1-3 c.

lMpenapaTt AHK rotoB K BHECEHUIO B peaKuMOoHHY cMecb Ana MLP.

BHUMAHME! [na npenapata AHK aonyckaeTtca To/bKO OA4HOKPAaTHOE pa3MopaxusaHue!
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MpunoxxeHune I

CokpawéHHana metoamka ebigeneiuna AHK n3 nccneayemoro matepmana
(cocko6bl anuTenmasibHbIX KJI€TOK U3 YPOreHUTaJ/IbHOIro TpakTra)

C ucnosibsoBaHmem Habopa pearentos MPOBA-ONTUMA

BHUMAHME!
1. Mepen Ha4vanoMm paboTbl HEO6X0AMMO BKAKOUYUTL TEPMOCTAT AN nporpesaHmsa no 90 °C.
2. Mpn nporpeBaHMn NpobUpPOK BO3MOXHO OTKpbiBaHWe Kpblwek! CneayeT uCnofnb30BaTb

NpobupkM C 3awWénkuearwmMMncsa Kpbliwkamm (Hanpumep, Eppendorf Safe-Lock Tubes) wnum
nporpaMmMmpyembie TeEpMOCTaTbl C MPMXMMHOM KpbIWKOMW (HanpuMep, TepMocTaT TBepAOTEeNbHbIN
nporpamMMmmpyemblin  ManorabaputHbin  TT-1-«AHK-TexH.», OO0 «HMNO AHK-TexHonorus»,

Poccus).

MpumeyaHuMe - PekoMeHAyeTCs UCMONb30BaThb A9 TepMocTaTa MporpaMMy C akTUBHbIM (UHANbHbIM
oXJlaXAeHMeM MNpobUPOK WMAW aKKypaTHO M3Bfedb NpobuMpkM M3 TepMmocTata M JaTb WM OCTbITb B

BEPTMKASIbHOM MOJIOXEHUN A0 KOMHaTHOW TeMmnepaTypbl (oT 18 °C go 25 °C).

1 B cnyuae B3aTMs 6MoMmarepuasnia B TpaHCNOpPTHYIo cpeay CTOP-®:

1.1 LeHTpudyrmpyinte npobuMpknm € HemsBeCTHbIMM Obpa3uamMm B TPaHCMOPTHOM cpene wu
oTpuuaTesnibHbiM KOHTPONbHbIM ob6pa3uom npu RCF(g) 12000 - 16000 B TeuyeHue
1 MUHYTHI.

1.2 He 3apeBas o0cafoK, MakKCMMasbHO MOAHO yAanuTe TPaHCNOPTHYK cpeny (OTAeNbHbIM
HaKOHEYHMKOM M3 Kaxaonm npobupkn), octaBuB B npobupke He 6Gonee 50 MknN
(ocapok+xnakasa dpakums).

1.3 [JobaBbTe B Kaxayto npobupky no 400 MK IM3NPYIOLLErO pacTBopa.

1.4 BoinonHute 2.1 - 2.7

2 B cnyuyae B3ATMA 6MoMaTepuana B JIM3UPYHOLWMNIA pacTBOp:

2.1 TwaTenbHO nepemellanTe coaepxuMmoe npobMpok C HemsBeCTHbIMM obpasuamm u
oTpuUaTeNnbHbIM KOHTPOJIbHBIM 06pa3LoM Ha MUKpoLueHTpudyre-BopTekce B TedeHume 10-30 c.

2.2 Ocagute Kanau c Kpbilek Npobnpok Ha MUKpoueHTpudyre-soptekce B TedeHme 10-30 c.

2.3 TepmocTaTupyiTe npobmpkun npm temnepatype 90 °C B TeueHme 5 MUHYT.

24 LeHTpndyrmnpynte npobupkun npm RCF(g) 12000 - 16000 B TeyeHMe 1 MUHYTHI.

2.5 MepeMewanTte coaepXxumoe nNpobupkM C  HENTpaU3yWMM  pacTBOPOM  Ha
MUKpoUeHTpudyre-soptekce B TedeHne 1-3 c. Ocagute Kanmam C  KPbIWKKW Ha
MUKpOLEeHTpudyre-sopTekce B TedeHue 1-3 c.

2.6 [obaBbTe B KaXxayto NpobupkKy, He Kacasicb kKpasi npobupku, 8,0 MKN HeUTpanusyoLlero
pacTtBopa (Mcxoast 3 cooTHoweHus: 2,0 Mkn HelTpanusytowero pactsopa Ha 100 Mkn
obpasua).

2.7 TwaTtenbHO nepeMellanTe coaepxuMmoe MNpPobUPOK Ha MUKpOLEHTpudyre-sopTekce

B TeyeHune 10 ¢ 1 ueHTpUdyrupyiiTe Ha MMKpoUeHTpUdyre-BopTekce B TeyeHue 1-3 c.
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MpenapaT AHK roToB K BHECEHUIO B peaKUMOHHYI cMecb ang MLUP.

Mony4deHHbin npenapaTt AHK gonyckaertcs xpaHuTb npu TemnepaTtype ot 2 °C go 8 °C
He 6bonee Mecsiua, HMXe MMHYC 18 °C He 6onee 6 mecsueB.

Mepen wcnonb3oBaHuem npenapata OHK anga nocrtaHoBku TP nocne XxpaHeHusd
HeobxoonMMo pa3mopo3uTb npenapat OHK wn oTpuuaTenbHbin KOHTPOJSbHbIN 06pa3seu npu
KOMHaTHon TemnepaTtype (oT 18 °C go 25 °C) wam npu Temnepatype ot 2 °C pgo 8 °C,
3aTeM BCTPSIXHYTb Npobupku ¢ npenapatom AHK 1 oTpuuaTenbHbIM KOHTPOJbHbIM 06pasuoM
Ha MWKpoUeHTpudyre-sopTekce B TedeHune 1-3 C W ueHTpudyrmposatb nNpobUpkM npu
RCF(g) 12000 - 16000 B TeueHne 1 MUHYThI.

MpenapaTt AHK rotoB K BHECEHUIO B peakUUOHHY cMecb ana MuP.

BHUMAHME! [1na npenapata AHK gonyckaeTtca To/1bKO OAHOKpaTHOE pa3sMopaXusaHue!
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