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CMUCOK COKPALLEHUA N OBO3HAYEHUI

B HacTosaweln MHCTPYKUMNWN NCNONIb3YIOTCA Crieayloumne CokpalleHna m o603HaueHuns:

RCF - oT aHrn.relative centrifugal force, oTHocuTenbHOE yCKOpeHue
BK - BHYTPEHHWUI KOHTPOSb

AOHK - Ae30KCMpUBOHYKNEeMHOBAsA KMCNOTa

OHKasbl - Ae30KcMpuboHykneasbl

K- - OTpULUaTenbHbIN KOHTPO/bHbIM 06pa3zel

K+ - NONOXMUTENbHbIN KOHTPONbHbIN 06paszeL

JIKO - nabopaTopHbIN KOHTPO/bHbIM 0bpasel,

MLP - NosiuMepasHasa uenHasa peakuus

PHKa3bl - puboHyKneasbl
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1.7

1.8

NPEAHA3BHAYEHHOE NPUMEHEHUE

NMonHoe HauMeHoBaHMe Habopa peareHToB: Habop peareHToB ANns BbisBneHus AHK
Trichomonas vaginalis w Neisseria gonorrhoeae metogom lMLP B pexunme peanbHOro
BpeMeHn (T.vaginalis/N.gonorrhoeae Komnnekc), pnanee no Tekcty - Habop

peareHToB.

Ha3HaueHne: Habop peareHTOB npeAHasHadeH Ans BbisBneHna OHK Trichomonas
vaginalis n Neisseria gonorrhoeae B 6uonorndeckoMm Matepuasne 4yenoseka (Moua,
COCKOb6bl 3anuTenuanbHbIX KETOK W3 YyporeHuTanbHOro Tpakta) Metogom [UP

B peXunMe peasibHOro BpeMeEHN.
(DYHKLI,MOHa}'IbHoe HasHayeHue: anarHocTuka in vitro.

lMoka3zaHus K npoBeAEHUNIO aHam3a. CUMMNTOMBI I/IHCbeKLl,MOHHOFO

3aboneBaHus YPOreHnTasZibHOro Tpakra.
npOTMBOI'IOKa3aHM[;I K MPUMEHEHUIO HET.

MonynsaumoHHbIE W© ,quorpaq)quCKMe aCnekTbl: MNpUMeEHEHNE Ha6opa peareHTos

HE 3aBUCUT OT NONYNALUNOHHbIX N ,quorpacbmquKmx aCrneKToB.

O6bnactb NPpUMEHEHUA ! Ha60p peareHToB MOXET ObITb MCNONb30BaH B KJ/IMHUKO-

ANArHoCTMYecknx nabopaTopmsix MeAULMHCKUX yUpeXaeHUn.

MoTeHUManbHble MONb30BaTENU: KBaIMMUUMPOBAHHbLIA NepcoHan, O0byYeHHbI
MEeToAaM MOMEKYNSPHOM AMArHOCTUKM U NMpaBuiaM paboTbl B KIIMHUKO-ANArHOCTMYECKON

nabopatopuu.

MpuMeHsTb Habop peareHToB CTPOro Mo Ha3Ha4YeHWIo COrlacHO AaHHOW MHCTPYKLMK

no NpMMeEHEHUO.
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2 XAPAKTEPUCTUKA HABOPA PEATEHTOB

2.1

CocTaB Habopa peareHToB

“ HK-TEXHONOT US

R1-P114-S3/9, dhacoBka S, CTpunbI

HaumeHoBaHue N Konunuectso HoMuHanbHbIN
BHewHWM BnA .
KOMMOHEHTOB npobupok 06BbEM KOMMOHEHTA
Mpo3payHas 6ecuseTHas unm
CMecb Ana amnandukauum, Posp N 12 cTtpunos
po30Bas XMAKOCTb Noa no 20 Mkn
3ane4ataHHas napaduHoM no 8 npobupok
BOCKOO6pa3HbIM 6enbiM cnoem
Mpo3payHas 6ecuseTHas
PactBop Tag-nonnmepasbl posp 4 2 npobupkmn no 500 mMkn
XUAKOCTb
Mpo3payvHas 6ecuseTHas BA3Kas
MuHepanbHoe Macno posp 4 2 Npobupku no 1,0 mn
MacnsHNCTasn XMUAKOCTb
MonoXuTenbHbIN Mpo3payHas 6ecuseTHas
N 1 Posp 4 1 npobupka 130 mkn
KOHTPOJbHbIN 0bpa3sel XUAKOCTb
KpbIWwK® anga ctpmnos 12 wr

R1-P114-23/9, dacoska S, Npo6MpKM

HanmeHoBaHue
KOMMOHEHTOB

BHewHu BUA,

Konwnyectso
npobupok

HoMuHanbHbIN
06bEM KOMMNOHEHTa

CMecb gna amnnmndukaumn,

Mpo3payHas becuBeTHas unm

KOHTpONbHbI 06pasel!

XUAKOCTb

pO30Bas XUAKOCTb NnoAa 96 npobupok rno 20 Mkn
3ane4ataHHas napaduHoM
BOCKOOb6pasHbIM 6enbiM cnoem
Mpo3payHas 6ecuBeTHas
PacteBop Tag-nonnmepasbl posp H 2 Npobupku no 500 mkn
XUOAKOCTb
Mpo3payHas 6ecuBeTHas BsA3Kas
MunHepanbHoe Macno po3p H 2 Npobupkmn no 1,0 mn
MacnsHNCTasa XMUAKOCTb
MonoXxuTenbHbIN Mpo3payHas 6ecupeTHas
po3p H 1 npobupka 130 Mkn

R1-P114-UA/9, dacoska U

KOHTpPO/bHbI 06pasew!

XXUAKOCTb

HavmeHoBaHue . Konwnyectso HoMunHanbHbIN
BHewHnn Bng ..
KOMIMOHEHTOB npobupok 06bEM KOMMNOHEHTA
Mpo3payHas 6ecuseTHas nnam
CMecb ans amnnmdukaumm po3p 4 1 npobupka 600 mMkn
po30Bas XMUAKOCTb
Mpo3payHas becuseTHas BA3Kas
Monnmepasa TexHoTaqg MAX posp H 1 npobupka 30 Mkn
XKNAKOCTb
Mpo3payHas 6ecuseTHas 600 mMkn
NnupP-6yde 1 npobupka
LP-6ydep XKNAKOCTb P P
MonoxuTensHbln Mpo3payHasa 6ecuseTHas
posp H 1 npobupka 130 mkn

Bce KOMMOHEHTbI

Habopa peareHToB [OTOBbI

AONOSHUTENBHOM NOAroTOBKU K paboTe.

KoMNNeKTHOCTb:

- Habop peareHTOB B O4HOM M3 BapMaHTOB MCMNOAHEHMS — 1 WrT.

- Bknaabiw - 1 3k3.

- MHCTPYKUMA MO NPUMEHEHMI0 — 1 3K3.

- MacnopTt - 1 2K3.

K TMPUMEHEHUIO W He TpebytoT

1 - Ha 3TUKETKE KOMMOHEHTa Ana Bcex CbaCOBOK «[oNOXUTENbHbIN KOHTpOﬂbeIVI o6pa3eu,>> YKa3blBA€TCA

Kak «K+»
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2.2 KonnuectBo aHannsmnpyembix o6pasuos

Habop peareHTOoB B acoBke S paccunmtaH Ha 96 onpegeneHuir (He 6onee
24 NOCTaHOBOK), BKJ/OYasi aHasM3 Heu3BeCTHbIX 06pasuoB, oTpuuUaTENbHbIX KOHTPOJIbHbIX
06pa3u0B, NOMOXKMTENbHBIX KOHTPO/IbHbIX 06pa3LoB.

Habop peareHTtoB B dhacoBke U paccumTaH Ha npoBeaeHume 96 onpeneneHnin npwu
yCNOBUM NOCTAHOBKKU He MeHee 5 o6pa3uoB B 04HOM nccneaosaHmn (3 HeM3BecTHbIX 06pasua,

OTpULATESNbHbIA U MONOXUTENbHbIA KOHTPO/IbHbIEe 06pa3ubl).

2.3 MpuHuMn MeToAa

MeToa: NMonumepasHas uenHasa peakumsa (MUP) ¢ neTekuunern pe3ynbTaToB: B pexunme
peanbHOro BpEMEHU; MYNbTUMJIEKCHbBIN KaYeCTBEHHbIM aHanms.

MpuHUMN MeToda OCHOBAH Ha WCNOMb30BaHWM npouecca amnandukaumm [OHK,
3aK/loYaoWerocs B MOBTOPSIOWMXCSA UMKNAX TemnepaTypHoih aeHaTypaumu OHK, omkura
nparvMepoB C KOMMJIEMEHTAPHbIMM MNOCNEAOBATENbHOCTSAMU M MNOCNeAylLWen AOCTPONKM
NOJIMHYKEOTUAHBIX Lenen ¢ 3Tux nparMepos Tag-noinMmepason.

Ons noBbIWEHUS YYBCTBUTENBHOCTU M CNeundUUYHOCTN peakuum npeaycMOTpeEHO
npUMMeHeHne «ropsyero» crapta. Ana dacoBkn S «ropauuni» crapTt obecneudnBaeTcs
MEeTOAMKOWN MPUroTOBIEHUS PEeaKLMOHHOW CMECU, COCTOSLEN U3 ABYX CNOEB, pa3faefiéHHbIX
NPOCNOMKOMN 13 napadurHa. CMelleHne CNoéB U NpeBpaLleHne nx B aMnamdrKaunoHHy CMecCb
MPOMCXoANT TOMbKO Mocae rnnaeneHns napadpuHa. «lopaumn» crapT ana ¢acoskun U
obecneuymBaeTca MCNoOMb30OBaHWEM MOJIMMeEpasbl, aKTUBHOCTb KOTOpoil 6nokmpoBaHa
aHTUTenamm, akTmeaums epMmeHTa NMpoucxXoanT TOMbKO MOCie npeaBapuTenbHOro nporpesa
peakuMoHHOM cMecn npu 94 °C. DTO UCKAKYAEeT HecneunmduyeckMn OTXUI MpamMepoB Ha
OHK-MuWeHn npy HadanbHOM Nporpese Npobupku.

B cmecb ans amnaudukaumn eeeneHbl JHK-30HAbI, KaXAblM U3 KOTOPbIX COAEPXUT
dnyopecueHTHYO MEeTKy M racutenb gnyopecueHumun. lNpun obpasoBaHnn cneundumyeckoro
npoaykta [OHK-30H4 pa3pylwaercs, Aencresme racutens Ha QpayopecueHTHY MeTKy
npekpawiaeTcs, 4YTo BeaéT K BO3pacTaHMIo ypoBHSA diyopecueHUnn, KOTopbin GUKCUpyeTcs
cneumanbHbiMM Npubopamun. KonuyecTBO pa3pylleHHbIX 30HAOB (a, cnenoBaTenbHO, U
ypoBeHb diyopecueHumn) yBenmunBaeTcs nponopumoHanbHO KonmdecTBy o06pas3oBaBLUMXCS
cneumduryecknx amnimMKoHOB. YpoBeHb dnyopecueHUMn M3MepseTcs Ha KaxAaom umkne
aMnanduKkaunm B pexnme peanbHOro BpeMeHMu.

B coctaB cmMecn ans amnamdukaumm BKIKOYEH BHYTPEHHU KOHTposb (BK), KoTopbii
npegHasHadeH 415 OLEeHKW KayecTBa NPOXOXAEHUS MOMMepasHON LLenHON peakuun.

B coctae AHK-30HAa, ncnonb3yloweroca ans AeTeKumum npoaykTa amnavdukauymun
OHK Trichomonas vaginalis, BkntovyeHa dnayopecueHTHaa metka Fam. B coctas AHK-30HAa,
ncnonb3yrouwleroca Ana agetekumn npoaykra amnnudukaumm OHK Neisseria gonorrhoeae,
BKAOUeHa ddnyopecueHTHas MeTka Rox. B coctaB [AHK-30HAa, wvcnonb3ytowerocs ans
AeTeKuMn npoaykta amnaudukaumm BHYTPEHHEro KOHTPOas, BXOAUT lyopecueHTHbIN

KpacuTenb Hex.
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Ncnonb3oBaHne HeCcKOoNbKUX NyopecueHTHbIX KpacuTesnen Mno3BONASET COKpaTUTb
Konu4yectso npobupok m 6uomatepmana, HeobxoaMMOro AN NpoBefeHUs UCCNefoBaHus,
NOCKO/SIbKY MOSIBASIETCS BO3MOXHOCTb OAHOBPEMEHHO PEerncTpMpoBaTb pe3ynbTaTbl pa3HbIX
peakumin amnamdurkKaunm, NpoxXoasaLLnX B 04HOM npobupke.

B Tabnuue 1 npuBeAEHbI KaHallbl AETEKUNN MPOAYKTOB aMI'IJ'IVICbMKaLl,MM.

Tabnuuya 1 - KaHanbl getekumy npoayKToB amnandukaumm

Fam Hex/Vic Rox Cy5 Cy5.5
Trichomonas BK Neisseria ) )
vaginalis gonorrhoeae

WccnenoBaHue COCTOUT U3 cneayrowmx atTanos: BbigeneHune AHK (npobonoarotoeka),
NnuP-amnandukauna AOHK ¢ getekumern pesynbTaToB B pPeXWUME peasibHOro BpeMeHu C

ncnonb3oBaHMeM Habopa peareHToB T.vaginalis/N.gonorrhoeae Komnnekc.

2.4 BpemMs npoBeseHus aHanumsa (He BKoYaa npobornoaroToBky): oT 1,5 yacos

(B 3aBMCMMOCTM OT KonmM4yecTBa 0bpasuos).
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3 AHANTUTUHECKME U ANATHOCTUYECKUE XAPAKTEPUCTUKU

3.1 AHanuTmnyeckas cneumpmnyHoCTb

B obpasuax buonormyeckoro matepuana yYenoseka, cogepxawmnx AHK Trichomonas
vaginalis wnw Neisseria gonorrhoeae npu npoBeAeHMN aMnanduKauum nporpaMmmHoe
obecneueHne petekTupylowero amnnmdukaTopa AOKHO PErMCTPUPOBATb MONOKUTENbHbIE
pe3ynbTaTbl amnandukaumm crneumdunyecknx nNpoaykToB (dpparmeHTa reHoma Trichomonas
vaginalis nnn Neisseria gonorrhoeae) nNo 3asiBNEHHbIM KaHanam AeTeKUnu.

B ob6pasuax 6uonornyeckoro ™MaTepuana, He cogepxawux [AOHK Trichomonas
vaginalis,  Neisseria  gonorrhoeae, nporpamMMHoe  obecneyeHne  AETEKTUPYHOLLErO
amnnudukaTopa AOMKHO PEerucTtpupoBaTb OTpuuUaATEsNbHble pe3ynbTaTbl amnandukaumm
cneundudecknx npoayktos (dparmeHTa reHoma Trichomonas vaginalis wnu Neisseria
gonorrhoeae) v NONOXUTENbHbIA pe3ynbTaT aMmnandukaumm BHyTpeHHero KoHTpons (BK).

Moka3zaHo OTCyTCTBUE Hecneumnduyecknx NOSOXUTENbHbIX pe3ynbTaToB
amnandukaumm npu mnccnefoBaHMM B BbICOKOW KOHUeHTpauun OHK 6nnM3KopoacTBEHHbIX
MWKPOOPraHU3MOB MW MUKPOOPraHM3MOB, MOTEHUMANbHO MPUCYTCTBYIOWNX B HEM3BECTHbIX
obpasuax: Chlamydia trachomatis, Ureaplasma urealyticum, Gardnerella vaginalis,
Mycoplasma hominis, Ureaplasma parvum, Mycoplasma genitalium, Candida albicans,
Streptococcus spp., Staphylococcus spp., a Takxke [OHK 4enoBeka B KOHLEHTpauuu Ao
1,0x 108 konuit/mMn obpasua.

MoKa3aHO OTCYTCTBME KOHKYPEHTHOM WHrMbuumm npu wmuccnepnosaHun o06pasuoBs,
coaepxalmx Hecrieumduueckyto AHK B KoHueHTpaumm ao 1,0x108 konuit/mn obpasua n AHK
Trichomonas vaginalis w Neisseria gonorrhoeae — B KoHueHTpauum o 1,0x103 konwii/mn

obpasua.

3.2 NHTepdepupytowme Bewecrsa

Hannune uHrmébmutopos MNLP B obpa3ue 6uonornyeckoro martepuana MOXeT ObiTb
MPUYMHOM COMHUTENDbHbLIX (HeonpenenéHHbIX/HeaOCTOBEPHLIX) pe3ynbTaTtoB. [1pu3HakoMm
nHrnéuposaHus TP sBnserca otcyTcTBMe aMmnandukaumm BHYTPEHHEro KOHTPOAs W
cneundunyeckoro npoaykra.

K nurnémutopam MNLP oTHeceHbl cnegylowne Bewecrtsa: reMoriobmH n nekapCcrBeHHbIe
npenapaTbl, NpucyTcTeytowme B obpasuye [HK B pe3synbTaTte HENOSIHOMO yAaeHUs B npouecce
Bblaenenma OAHK n3 obpasua 6momartepmnana, a Takxke M3onponuaoBbI CNUPT U METUAUETaT,
npucytcreytowme B obpasue AHK B pe3ynbTaTe HENOMHOro yAaneHns MNpOMbIBOYHbIX
pacTBOpOB B xoAe npobonoaroToBKM.

MakcuMManbHble  KOHUEeHTpaumu UWHTepdepupylowmx BeLlecTs, MNpu  KOTOpbIX
He Habnwganocb BAMSAHME Ha aMiMdukaumio nabopaTopHbIX KOHTPOJbHbIX 06pas3uoB WU
BHYTPEHHEro KOHTpPOJSIbHOro obpasua cocraBnsawT: remornobuH — 0,35 mr/mn obpasua OHK,

nsonponunosbii cnupT — 100 mkn/mn o6bpasua AHK, metnnauerat — 100 mkn/mn obpasua AHK.
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Onsa oueHKU BO3MOXHOW WHTepdepeHUnn NeKapCTBEHHbLIX MpenapaTtoB 6biin
BblbpaHbl Te, KOTOpble MOTEHLUMANbHO MOryT MPUCYTCTBOBATb B OCTATOYHbIX KOAMYECTBax B
bruonornyecknx obpasuax 4yenoBeka, B3ATbIX U3 COOTBETCTBYHOLLMX UccneayemMbix 6MOTOMNOB
(MupaMnctuH®, xnoprekcuamH 6UrNIOKOHAT).

Ons Bcex uccneayembix NeKapCTBEHHbIX npenapaToB 6b1/10 MoKa3aHOo OTCYTCTBUE MX

BNMSHMUSA B KOHUeHTpaumn o 10% B obpasue 6uomatepunana.

3.3 Mpenen obHapyxeHus
Mpenen obHapyxeHus coctaBnsetr 5 konun AOHK Kaxaoro MMKpoOOpraHmaMa Ha
aMnanduKaLmMoHHYy Npobupky.

Mpepen obHapyxeHWs yCTaHOBAEH NyTEM aHanu3a CepUHbIX pa3BefeHUr ABYyX
cepuii nabopaTopHbIX KOHTPOJbHbIX 06pa3suos (JIKO).

Mpepen obHapyXeHus B Heu3BeCcTHOM obpasue 3aBUCUT OT MCMOJb3YyEeMOro

Habopa/KOMMN/IeKTa peareHToB Ans BbiaeneHnsa AHK m o6bEéMa nosyyeHHOro npenapaTta

BblaeneHHon AHK:

HanMmeHoBaHue
Mpenen
Habopa/koMmnnekta | O6beM Nony4yeHHoro
Bbuomarepuan o6Hapy)xeHus,
peareHToB Ansa npenaparta, MKJ1 T e
BbiaeneHunsa AHK
MPOBA-HK 50 50
MPOBA-HK-IMJTHOC 300 300
Cockobbl
snuUTenmnanbHbIX MPOBA-TC 100 100
knetok B 500 Mkn MPOBA-IC-MNJ1IOC 300 300
TPaHCNOPTHOW CPEAb!, | MpoBA-PAMINL 500 500
mouya (1,0 mn)
NMPOBA-MY-PANNAL 300 300
MPOBA-OMNTUMA 400 400
3.4 [unarHoctnyeckne xapakTepucTuku
o AnarHocruuyeckas AvnarHocrnyeckas
BbunomaTtepuan LleneBon aHanur
cneynduyHoOCTb 4YyBCTBUTEJIbHOCTb
Trichomonas vaginalis 100% 100%
" g (9541 86,3-100 %) (954 86,3-100 %)
oya
Neisseria gonorrhoeae 100% 100%
g (9541 86,3-100 %) (95Mn 86,3-100 %)
Trichomonas vaginalis 100% 100%
g (9541 86,3-100 %) (95 86,3-100 %)
Cockob
Neisseria gonorrhoeae 100% 100%
g (9541 86,3-100 %) (95M 86,3-100 %)

1 - Tonbko ANs cockoboB anuUTeNManbHbIX KI1eTOK
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4 MEPbI NMPEAOCTOPOXHOCTU

Opranusaumns pabotbl MLUP-nabopatopun, obopyanoBaHme M MaTepuanbl AOXKHbI
cooTBeTcTBOBaTb TpeboBaHmsaM FTOCT P 52905-2007, MeToanyeckmnx ykasanum My 1.3.2569-09
«OpraHusauus paboTtbl nabopatopuii, UCNONb3YIOWMX METOAbI aMnaMduKaunum HyKNenHOBbIX
Kucnot, npu pabote C MaTtepuanoM, coaepxawuMm MuKpoopraHusmel I-IV  rpynn
NnaToreHHoCcTu», C cobngeHmeM CcaHuUTapHbiX npaBun W HopM CanluH  3.3686-21
«CaHuTapHo-annaemMuonornyeckme  TpebosBaHmss No  nNpoduiakTmke  MHQPEKLUNOHHbIX
6onesHen».

HewnssecTHble o6pa3ubl pacCMaTpMBaOTCA Kak NoTeHuManbHo-onacHble. Mpu paboTte
C MMKpoopraHmamamu I-IV rpynn natoreHHoCTM BbI6Op TuMa 3alMTHOro KocTioMa (pabouein
o4exAabl W CpeacTB WHAMBMAYANbHOM 3alliMTbl) MPOBOAMTCA B CTPOrOM COOTBETCTBUU C
CaHuTapHbiMM npasuiamm wmn  HopMmamu CaHlluH 3.3686-21 wn onpepensieTca  BUAOM
B0o36yauTens, paboyen 30HOM, ocHalweHWeM ee 6okcamn bruonornyeckon 6e3onacHoCTU.

CnepyeTt UCcnonb3oBaTb TObKO 04HOPA30Bble HAKOHEYHUKN U NPOBUpKHU.

He ponyckaeTcs Mcnonb3oBaHME OAHWUX U TeX XXe HAKOHEeYHWKOB npu obpaboTke
pa3nnyHbix ob6pa3uosB bnonormyeckoro matepuana.

K paboTe c HabopoM peareHTOB A[0MycKaeTcs MepcoHasn, 06y4yeHHbIi MeToaam
MOSIEKYNAPHON ANArHOCTMKKN U npasBmnam paboTbl B KIMHUKO-AMArHocTuyeckon nabopatopumu.

Boigenenne [OHK cnepgyetr nposoautb B 6okcax 6uonornyeckor 6e3onacHoOCTM
IT knacca. MoarotoBky k MUP c ncnonb3oBaHneM Habopa peareHTOB BO3MOXHO MPOBOAWUTL
B MLIP-6okcax.

3anpewaetca nepemelleHme nabopatopHoro o6opyaoBaHuns, B TOM Yncsie 403aTOpoB,
WTaTUBOB, NabopaTopHOM MOCyAbl, XanaToB, roNoBHbIX Y6OPOB M Mp., @ TakXe pacTBOpPOB
peareHToB U3 OAHOro NMoMeLleHns B apyroe.

Jo3aTopbl A0MKHbI 6bITb COOTBETCTBYHOLWMM 06pa3oM noBepeHbl (B aKkKpeaNTOBaHHbIX
nabopaTtopusix) U NpOMapKMpPOBaHbI.

MNcnonb3oBaHHbIE O4HOPA30Bbie MPUHAANEXHOCTU (NPOBMPKM, HAKOHEYHUKM U 4p.)
OOMKHbI  cbpacbiBaTbCd B KOHTEMHep AN  MeAMUMHCKMX  OTXO40B, COAEp Kaluni
AesnHdunumpytowmnn pacteop (Npn HeobxoanMocTn).

MoBepxHOCTK paboumx CTOMOB, @ TakKXe NMOMELWEHN, B KOTOpbIX nposoautcs MLUP,
cnepyet obazatenbHO, 40 M Nocne npoBeaeHns pabot, obnyyatb C NOMOLWbIO 6aKTepULMAHBIX
YCTaHOBOK B TeveHue 30 MUHYT.

Bce nosepxHocTu B nabopatopumn (paboume crtonbl, wtatuebl, obopygoBaHue un gp.)
eXeJHEBHO MnoaBepratT B/aXHOW ybopke C NpUMEHEHMEM Ae3NHOULMPYOLWMX/MOKOLWNX

CpeAcTB, pernaMeHTUPOBaHHbIX CaHUTapHbIMKU NpaBuiaMm n HopMamum CaHlluH 3.3686-21.

BHUMAHME! YtununamposaTtb oTxoAdbl ¢ npoayktamm MUP HeobxoanMo TOSIbKO B 3aKPbITOM
BuAe. He pgonyckaeTrcs OTKpbiBaTb Npobupku nocne amnandukaumm, Tak Kak 3TO MOXET

NMPMBECTU K KOHTaMUHauuun npoaykrtamum MUP (MY 1.3.2569-09).

10
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Mpun ncnonb3osBaHnn Habopa peareHTOB B K/IMHUKO-AMArHOCTUYECKOM nabopaTtopum
obpasyloTcsa oTxoAbl knacca B, KOTOpble yTUAU3MPYIOTCA B COOTBETCTBUM C TpeboBaHUAMMU
CaHuWTapHbIX rnpasun U HopMm CaHlluH 2.1.3684-21 «CaHuTapHO-3nuaemMuosiormyeckme
TpeboBaHNA K COAEPXaHUK TEPPUTOPUA TFOPOACKUX W CeNbCKUX MOCENEeHU, K BOAHbLIM
obbekTaM, NUTLEBOM BOAE U NMUTLEBOMY BOAOCHAOGXEHMIO, aTMOChepPHOMY BO34yXY, NMOYBaM,
XWUNbIM  MOMEeLLEHNAM, 3KCnnyaTaumu MNpOM3BOACTBEHHbLIX, OOLWECTBEHHbIX MNOMELLEHUN,
opraHusauum W nNpoOBEeAEHUD CaHUTAPHO-NMPOTUBOINMAEMUYECKMX (NpodUnakTUYecKmx)

MeponpuUATUN>.

OnacHble KOMMNOHEHTLI B Ha6ope peareHToB

Hanuuue/ortcyTcrBue
KoMnoHeHT Habopa

OnacHbIX KOMINMOHEHTOB YKasaHue Ha pUCKH
eareHToB
P ®dacoBka S ®dacoska U
CMecb gna amnnmdukaumm, HeT onacHbIX
3anevyaTtaHHas napaguHoOM BELLeCTB
HeT onacHbIX
PactBop Tag-nonnmMmepasbl - -
BELLEeCTB
HeT onacHbIx
MwuHepanbHoe Macio - -
BELLEeCTB

HeT onacHbIX -
CMecb gna amnnmdumkaumm -

BELLECTB
HeT onacHbIX -
Monumepasa TexHoTaq MAX -
BELLECTB
HeT onacHbIX -
MNuP-6ydep -
BELLECTB
MonoXuTenbHbIN A3unpa HaTpuAa A3upa HaTpuAa ABnsieTca 6e30nacHbIM
KOHTpPOJIbHbINM 06pa3zeL meHee 0,1% meHee 0,1% 0151 KOHEYHOro rnoJjib3oBaTtens

Mpu paboTe c HA6OPOM peareHToB cieayeT UCNOJSIb30BaTb CpeACcTBa MHAMBUAYANbHOM
3alWnTbl 4Na NpeaoTBPaLLEHNs KOHTaKTa C OpraHM3MoM YesioBeka. Mocne oKoHYaHus paboThl
TWATeNbHO BbIMbITb PYKWU. M36eraTb KOHTaKTa C KOXeW, ria3amMm U CIM3UCTbIMM 060/104KaMU.

MpM MCNOMb30BaHUM MO Ha3HAYEHWUIO M COBNIOAEHUIO Mep MNpeaoCTOPOXHOCTH,
KOHTaKT C OpraHM3MoM 4YenoBeKa UCKIIIOYEH.

He ncnonb3oBaTb HAabop peareHToB:

- Npu HapyLWeHUN YCNOBUA TPAHCMOPTUPOBAHMS U XpaHEHUS ;

- Nnpu HECOOTBETCTBMWN BHELLHEro BMAA peareHToB, yKa3aHHOro B nacrnopTte K Habopy
peareHToB;

- Npu HapyLlWeHUN BHYTPEHHEN YyNakKoBKM KOMMOHEHTOB Habopa peareHToB;

-~ Mo UCTEYEHUIO CPOKA rOAHOCTU Habopa peareHToB.

NMpuMmeyaHune - Habop peareHTOB He COAEPXMUT MATEPMANIOB GUOSIOMMUYECKOro MPOMCXOXAEHMS,
BELLECTB B KOHLIEHTpaLMAX, 061a4alolW X KaHLEPOreHHbIM, MyTareHHbIM eMCTBMEM, @ TaKXKe BAUAIOLLUX
Ha penpoayKTUBHYI (YHKLWIO YenoBeka. lNpu MCNonb3oBaHUMM MO Ha3HAYeHUo U coblaeHUn Mep

npeaoCTOPOXHOCTM sBnsieTcs 6e3onacHbIM.

11
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5 OBOPYAOBAHUE U MATEPUATDbI
Mpu pabote c Habopom peareHToB TpebylTcs crneayrowme obopyaoBaHme, peareHThbl

M pacxogHble MaTepkhanbl.

®dacoska U
Pacoska S o3u osal-m’e
O6opyaoBaHue, peareHTbl U pacxoAHble MaTepuasbl A p
cTpunbl | Npobupkn | py4dHoe asromarmsu-
poBaHHoOe
MLP-60kc ha ha ha ha
aMnnmukaTop C AeTEKUMEN B peXMME peanbHOro
¢ tkarop p P na na na na?
BpPEMEHU
MUKpoLeHTpudyra-sopTekc aa ha aa Aaa
OoTO 9 MUKPOUEHTPpU rM-BOpTEKCAa Ans
poTop A poueHTpudy . P A ha HeT HeT HeT
CTPUNOBaHHbIX Npobupok 06vEMOM 0,2 Mn
XonoaunnbHUK UNn XxonoaunbHaa KaMepa Aa Aa Aa Aa
MOpO3ubHasa Kamepa HeT HeT aa Aa
wraTmB «pabodee MecTto» ans npobupok 06bEMOM 1,5 mMn ha aa aa Aa
wTaTmB «paboyee MecTo» ans Nnpobupok 06bEMOM 0,2 M HeT ha ha HeT
WwTaTMB «paboyee MeCTo» ANs CTPUMOBAHHbLIX NPOGMPOK
.. aa HeT HeT HeT
06bémom 0,2 mMn
A03aTopbl MEXaHUYECKHNE UMK NNIEKTPOHHbIE NEpeMEHHOro
06bEMa oaHOKaHanbHble, NO3BOASOWME OTOMPaTh 06bEM
Aaa Aha ha HeT
»xunakoctm ot 0,5 no 10 mkn, ot 2,0 go 20 Mk,
o1 20 go 200 mkn, ot 200 Ao 1000 Mkn
HaKOHEYHMKM 0A4HOpa30Bble C DUNLTPOM AN
nonyaBTOMaTUYECKMX A03aTOpoB, cBo6oaHble oT PHKa3 u HeT HeT na HeT
OHKa3, o6bémom 10 Mk, 20 mkn, 200 mkn, 1000 Mkn
WTaTMB ANS 403aTOPOB aa ha ha HeT
Npobupkn MnkpoueHTpudyxHble 06bEMOM 1,5 Mn ¢
pobnp PoueHTP1dY ! HeT HeT aa HeT
Kpbllwkamn, ceoboaHble oT PHKa3 n HKa3
npobupkn amnnndunkaumoHHble 06bLEMoOM 0,2 Mn C
HeT HeT Aa HeT
Kpbiwkamu, ceobogHble oT PHKa3 n JHKa3
OZHOpa30BLIe NepyYaTKM MeanuuHCcKkne, 6e3 Tanbka
AHOP p AL ’ ’ na na na na
TEKCTYPMPOBaHHble
KOHTelHep ans cbpoca Mcrnosib30BaHHbIX HAKOHEYHUNKOB,
aa ha Aa Aa
NpobMpPOK 1 ApYyrnx pacxoAHbIX MaTepManoB
TpaHcnopTHas cpeaa (npu Heo6xoaAnMocCTH) aa aa na na
dunsmonormndecknin pacteop (0,9% NaCl) ctepunbHbIN
aa aa ha Aa
(npn HeobxoanmocTn)
YcrponcTso gosupytouiee ATCTpMM B BapyaHTe MUCMOSTHEHUS
12M1 nnn 15M1, OO0 «HIMO OHK-TexHonorus», Poccus, HeT HeT HeT na
PY N¢ P3H 2015/2982
OZlHOPa30Bble HAKOHEYHUKN C PUIbTPOM ANs
[o3Mpylowero ycrponcrsa ATCTpmM B KOMMONEKTaumumn *M1,
cBobogHble ot PHKa3 n 1HKa3, o6bémom 200 Mk unun HeT HeT HeT aa
peKoOMeHAOBaHHbIE AN aHANIOMMYHOrO MCMOJ1Ib3yEeEMOro
[03MpYoLEero yCcTpoicTea

1 - panee no TeKCTYy - AeTeKTUpYylWwun amnnndukatop; Tpebyemble napamMeTpbl AETEKTUPYHOLLUX
aMnInduKaTopoB yKasaHbl HUXe

2 - TONbKO ANs AeTekTupylowero amnnudukatopa «ATnpaim» (Moaudwukauma OTnpaims» *X*),
000 «HMNO AHK-TexHonorus», Poccus, PY N2 ®CP 2011/10229

12
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®dacoBka U

LI 0o3n OBaHVI,e

O6opyaoBaHue, peareHTbl U pacxoAHble MaTepuasbl A P
cTpunbl | Npobupkn | py4dHoe asromarnsn-

P poBaHHoOe
YCTpOWCTBO ANAa 3anedaTbiBaHUs naaHweTos ATnak, 1

HeT HeT na na
000 «HMNO AHK-TexHonornsa»

eHTpudyra c agantepoM A5 MUKPOMNaHLETOB

UeHTpUdy A pomM A P ! HeT HeT nat na
¢ RCF (g) He Huxe 100
nonnMepHas TePMoOIN/IeHKa ANs 3aneyaTbiBaHUS L

HeT HeT na na
MukponnaHweTtos MNLP
MUKponaaHweT MLUP HeT HeT aa? aad

HaﬁOp/KOMI'IJ'IEKT peareHTOB A4 BblaeneHma HK ns 6uonornyeckoro MaTepmana4:

KomnnekT peareHToB ang sbiaenenms AHK NMPOBA-PAMWA no TY 9398-015-46482062-2008
000 «HMNO AHK-TexHonorusa», PY N2 ®CP 2008/02939,

KomnnekT peareHToB ans Bbigenenms JHK no TY 9398-037-46482062-2009 B dhopmax
komnnektauumn NMPOBA-IC n MPOBA-TC-MKOC, OO0 «HMO AHK-TexHonormnsa», Poccus,

PY N2 ®CP 2010/08696,

KoMnnekT peareHTOB AN5 BblaeneHus HyknenHoBblix kncnoT NMPOBA-HK/MPOBA-HK-MJTHOC
no TY 9398-035-46482062-2009 B popMmax komnnaektaummn: komnnekt NMPOBA-HK, komnnekT
MPOBA-HK-IMKOC, 000 «HMO AHK-TexHonorus», Poccus, PY N2 ®CP 2010/08867,

Habop peareHTOB 4115 BblAENEHUS HYKNEUHOBbIX kucnoT NMPOBA-MY

no TY 9398-088-46482062-2016 B ¢popme komnnektauum NMPOBA-MY-PAMNA,

000 «[HK-TexHonorus TC», Poccusi, PY N2 P3H 2017/5753,

Habop peareHToB ansa Bbigenenus JHK yenoseka, 6akTepuii, BUpycoB u rpubos us
bronornyeckoro matepuana 4YenoBeka u KynbTyp MmkpoopraHmamos (MPOBA OMNTUMA)

no TY 21.20.23-124-46482062-2021 npounssoactea OO0 «AHK-TexHonorus TC», Poccus,
PY N2 P3H 2022/17496.

Habop peareHTOB NpUMEHSIETCS C AETEKTUPYIOLWMMN aMNTMdUKATOPaMM NIAHLLIETHOIO

M POTOPHOrO TUMA C CUCTEMOW AeTeKuun (yopecueHTHOro CUrHana B pexuMe peasibHoro

BPEMEHWN, 3aperncTpupoBaHHbIMKU B YCTAHOB/IEHHOM nopsiake B P® M COOTBETCTBYHOLLMMM

cnenyowmm TpeboBaHUSaM:

obecneumBaeTcs pabota c 06bEMOM peakumoHHOM cMecu 35 Mkn (dacoBka S) nnm

18 mkn (dacoska U);

obecneumnBaetcs pabota ¢ pnyopodopamu: Fam, Hex (Vic), Rox;
nogorpeesaeMas KpbllwKa ¢ Temnepatypon 6onee 100 °C;
CKOpOCTb Harpesa He MeHee 2 °C/cek;

CKOpOCTb oxfaxaeHust He meHee 1 °C/cek;

TOYHOCTb NoaAepXXaHus U o4HOPOAHOCTb TeMnepaTypbl He 6onee £ 0,4 °C.

1 - MpX UCNONMb30BAHUN MUKPOMJIAHLLETOB
2 - Tonbko MUKpornnaHweTsl MLP 96 nyHOK, HE UCNONb3YIOTCA ANA AETEKTUPYHOLWEro amnaundukaropa
«ATnanT»

3 - Tonbko MuKponnaHweTbl MUP 384 nyHku
4 - BO3MOXHOCTb WMCMOJSIb30BaHWs Habopa/KoMniekTa peareHToB Ans BblaeneHua OHK onpeaensieTcs
BMAOM buonormnyeckoro matepuana (7.1)
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B xooe KIMHMYECKMX WCMbITaHUM BanuAMpPOBaHbl Creaylowme AeTeKTUpyLmne
aMnandurKkaTopsl:
- «ATnpanm» (Mogudukauma «AOTnpanm *M*»), 000 «HMNO AHK-TexHonorus»,
Poccusa, PY N2 ®CP 2011/10229;
- «ATnpanm» (Mogndbukauma «ATnpanm *X*») 000 «HMNO AHK-TexHonorus», Poccus,
PY N2 ®CP 2011/10229 (tonbko pansa Habopa peareHtoB B (acoeke U ansa
aBTOMaTM3MPOBAHHOIO A03MPOBAHUS);
- «ATnant» (Mmoandukaumsa «OTnant *S*»), 000 «HMNO AOHK-TexHonorus», Poccus,
PY N2 ®CP 2011/10228 (Tonbko ans Habopa peareHToB B (dacoBke S; B dacoske U ang
pYYHOro A03MPOBaHMSA MPU NCMONb30BaHUKN NPOBUPOK);
- CFX96, bno-Pag JlabopaTtopues, NHk; CLLUA, PY N2 ®C3 2008/03399;
- Applied Biosystems QuantStudio 5, «Jlaiid TekHonomxuc Xonauurc Mre. JlTa.»,
CuHranyp, PY N2 P3H 2019/8446.

Mo BONpocaM NpUMeHEHUS AETEKTUPYIOLWMX aMIINGpUKaTOPOB, He YKa3aHHbIX Bbllwe,

Tpe6yeTc9| cornacoeaHue C npomndBoanTeENEM Ha6opa peareHToB.

14
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6 AHAJTUSUPYEMDIE OBPA3L bl

6.1 MaTepuan ansa uccnenoBaHus
Ons wnccnepoBaHMs UCMOb3YOT MOYY W COCKOObl 3anuTenuanbHbIX KAETOK U3
YpOreHuUTasibHOro TpakTa.

6.2 Obuwume TpeboBaHus

NccnepoBaHne MetoaoM [P oTHoCUMTCA K nNpsiMbIM  MeToAaM NnabopaTOpHOro
nccnegoBaHUs, MO3TOMY B3sATME OMONOrMYECcKoro Matepuana 4yenoBeka Heobxoammo
NpoBOANTbL M3 MeCTa JloKannsauum MHQEKUNMOHHOro npouecca. PeweHne o Heo6xoaMMoCTu
nccnegoBaTb TY WAM MHYKO JIOKaAM3auuio MpUHMMaeT Nedawuin Bpay Ha OCHOBaHWUU
cobpaHHOro aHamMmHe3a M KJIMHUYECKOM KapTUHbI 3aboneBaHus.

NS nonydeHns KOpPEKTHbIX pe3ybTaToB 60/blUoe 3HAaYEHNE UMEET Ka4yeCcTBO B3SATUS
obpa3ua OuomaTepuana a8 MUCCNenfoBaHUS, ero  XpaHeHwe, TPaHCNOPTUPOBaHWE U
npenBaputenbHas obpaboTka.

HenpaBunbHoe B3sTUE BUOMaTepMana MOXET NPUBECTU K NOSYYEHNIO HEAOCTOBEPHbIX
pe3ynbTaToB W, BCIeACTBUE 3TOr0, HE06X0AMMOCTM €ro NOBTOPHOIro B3SATUS.

Ha >sTane noarotoBkuM 6uoMaTepuana WCHONb3yhWTe HAKOHEYHUKUM C DUIbTPOM,
cBobogHble oT PHKa3 n JHKas.

Ons npenoTBpalleHnss KOHTaMUHaUUM OTKpPbIBANTE KPbIWKY TOMbKO TOW Npobupku,
B KOTOpYytlo byaete BHOCMTb Buonornyeckun maTtepuan, U 3akpbiBaliTe ee nepen paboToii co

cnepytowen Nnpobupkon.

MpuMmeyaHne - B3ATHe, npeaBapuTenbHyld 06paboTKy, XpaHeHMe W MNepeBO3Ky, nepesavy
nccneayemoro  MaTepuana B Apyrve  OpraHu3auuMm  OCYLLECTBASAIT  COMMacHO  UHCTPYKTUBHO-
MeTOAMYECKUM [AOKYMEeHTaM, periaMeHTUMPYIOLWMM BbINOIHEHME WCCNeAOBaHWM B COOTBETCTBUM C
TpeboBaHuamMu MY 1.3.2569-09 n CaHlnH 3.3686-21.

6.3 B3aTne maTepuana Ha ucciegosaHue

BHUMAHME! [lepea BbigenedHmem OHK MoxeT noTpeboBaTbcs npeasaputenbHas obpaboTtka
obpa3uoB buonornyeckoro matepmana (6.5).

6.3.1 Moua
B3saTne maTtepumana npoBOAUTCS B COOTBETCTBMWU C UHCTPYKUMAMU MO NMPUMEHEHUIO
ncnosb3yembiXx HabopoB/KOMMAEKTOB peareHToB An4 BbliaeneHus HK (7.1).

6.3.2 Cockobbl anuTennanbHbIX KNETOK U3 YPOreHMUTalbHOro TpakTa
B3saTne maTtepuana ocyLLeCcTBSIOT C MOMOLLbIO crneumanbHbiX MEANUNMHCKUX U3AEeNUN,
MMEKLWMX pernMcTpaumoHHble  YAOCTOBEPEHWs, COrjlacHO  YCTaHOBJ/IEHHOW B
3aBUCMMOCTM OT UCTOYHMKA Bnonornyeckoro matepmana npoueaype.

BHUMAHME!

1. Mcnonb3oBaHne UWTOWETOK A9 B3ATUS COCKOBOB M3  ypOreHuTanbHOro TpakTa
NpOTMBOMNOKa3aHo Npu 6epeMeHHOCTH.

2. B3aTtmne matepmana B npobupku c peaktnsom «MPOBA-PATMNL» ocyllecTBNSeTCs CyXuM
30HA0M! HeobXxoaMMO WCKNUUTb KOHTAKT pacTBOpa C KOXeW, rnasamum M CAN3UCTbIMU
obonoykamu.
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3. ﬂepe,q nony4vyeHnem cockoba anuTenuasnbHbIX KIETOK U3 YPETPbLI, C 3aAHEro ceoaa
Bnaraavwa W LUepBUKaZIbHOro KaHana cBobogHO CTekatlowee oTaensiemoe Heobxoammo
yAanntb CT€EPUSIbHbIM BATHbIM TaMMOHOM.

OrpaHuueHme mMeToaal: MecTHoe npuMEHeHMe JfleKapCTBEHHbIX npenapaTtos, Y3
BarvHasibHbIM AaTYMKOM MeHee yeM 3a 24 yaca [0 UccreoBaHus.
B3aTne maTtepuana npoBOAUTCA B COOTBETCTBMW C UHCTPYKUMAMU MO NMPUMEHEHUIO

Ncnonb3yeMbiXx HAboOpOB/KOMMNIEKTOB peareHToB Ans BblaeneHmsa HK (7.1).

6.4 TpaHcnopTupoBaHue n xpaHeHune obpasuos 6Monornyeckoro Matepmana

6.4.1 Moua
YcnoBusa  TPaAHCNOPTMPOBAHUSA W XpaHeHus 06pas3uoB  MO4YM  OnpenensoTcs
WHCTPYKUMAMM MO MPUMEHEHUIO peKOMeHAyeMblX HabopOB/KOMMIEKTOB peareHToB
ansa sbigenedna AHK (7.1) nnu ncnonb3yembix Ans TpaHCNOPTUPOBAHUSA U XPaHEHUS
06pasLoB TpaHCNOPTHbLIX Cpes.
JonyckaeTcs xpaHeHue obpa3uoB npu Temnepatype oT 2 °C go 8 °C He 6onee 24 u.
B cnyyae HeBO3MOXHOCTW AOCTaBKM MaTepuana B niabopaTtopuio B Te4YeHue CyTOK
[OonycKaeTcs OAHOKpaTHOe 3aMopa)kmBaHue MaTepuana. [onyckaeTcs XpaHeHue
3aMOpPOXXEHHOro MaTepuana npu Temnepatype OoT MMHyC 18 °C go MuHyc 22 °C
B TeYeHne of4HOM Heaenu (ecnum 3To He NPOTMBOPEUNT TpeboBaHMSAM K UCMOMb3YEMbIM

HabopaM/KOMMNIeKTaM peareHToB Ans Bblaenenms HK).
BHMUMAHME! [lonyckaeTcsa fnb O4HOKpPATHOE 3aMopa)XmBaHme-oTransaHme martepuana.

6.4.2 Cockobbl anuTennanbHbIX KNETOK U3 YPOreHUTanbHOro TpakTa

YCnoBus TpaHCMOPTUPOBaHUA M XpaHEHUsT COCKOBOB M3 ypOreHMTanbHOro TpakTa
onpegensoTcs WHCTPYKUNAMMU no NpUMEHEHNIO pekoMeHayeMbIX
HabopoB/KOMMNIEKTOB peareHToB Ans BbliaeneHmsa AHK (7.1) unu ncnonb3yemblix ans
TPaHCNOPTUPOBAHMSA N XpaHeHMs 06pa3LoB TPaHCNOPTHLIX Cpea.

JonyckaeTcsa xpaHeHne obpa3uos npu Temnepartype oT 2 °C go 8 °C He 6onee 24 u.
B cnydyae HEBO3MOXHOCTM AOCTaBKM MaTepuana B nabopaTopuio B TedeHue CyToK
[OonycKaeTcss OAHOKpaTHOe 3aMopa)kmBaHue wMatepuana. [onyckaeTca XpaHeHue
3aMOpPOXXEHHOro MaTepuana npu Temnepatype oT MuHyc 18 °C go MuHyc 22 °C
B TeyeHme ogHoro mecsua (ecnm aTo He NpoTMBopeYnT TpeboBaHUAM K UCMOSIb3yeMbIM

HabopaM/KoMnnekTam peareHToB 44 Bbigenenms HK).
BHMUMAHME! [onyckaeTcs Nnb O4HOKpPATHOE 3aMopaXuBaHme-oTranBaHme martepmana.

6.5 MoarotoBka 6MonorMyeckoro Mmatepuana yenoseka ans sbigeneHnsa AHK
MoagrotoBka 6uonornyeckoro martepuana (nNpn HeobxoAMMOCTM) NpPoOBOAMTCHA B
COOTBETCTBMU C MHCTPYKUMSAMW MO MNPUMEHEHUIO WCMOJb3yeMbIX HabopoB/KOMMNNEKTOB

peareHToB A5 Bbigenenms HK (7.1).

! - ecnn 3TO He MPOTUBOPEYMUT TpeboBaHWSIM K MCMOSb3yeMbiM HabopaM/KOMMAEKTaM peareHToB Ass
BblaeneHmnsa HK
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7 NMPOBEAEHVE AHAJIN3A

7.1 Bolgenenmne JHK n3 6muonornyeckoro Mmarepumana

Onsa sbigenenns AHK pekomeHayeTcs MCnonb3oBaTb HAabopbl/KOMMMIEKTbI peareHTos,
UMelLne perncTpauuoHHblE YAOCTOBEPEHUA MeAULMHCKOro M3aenns v npeaHasHadeHHble
ANa COOTBETCTBYIOLWIMX BUAOB b6uomatepuana C Uenblo nocneayouwero nccnegosanmsa AHK
metogom MUP, MPOBA-PAMNA, NMPOBA-HK, NMPOBA-HK-MKOC, TMPOBA-TC,
MPOBA-IC-NNIOC, MPOBA-MY-PANNA, MPOBA-OMTUMA (Tabnuua 2).

Hanpumep,

Tabnuua 2 - Habopbl/KOMONEKTbl peareHTOB, peKoOMeHAOBaHHble Ans BbiaeneHna OHK

ans hanbHenuiero nccneaoBaHus C MCNONb30BaHMNEM Habopa peareHTOB
T.vaginalis/N.gonorrhoeae Komnnekc
MuHuManbHoe
Ha6op/komnnekT peareHros, PY Bbuomarepunan KOJINYECTBO
anwarTa, MK
Komnnexr peareHTos MPOBA-HK Moua, cockobbl anuTenmanbHbIX
000 «HMO AHK-TexHonorus», Poccus, ! 50
PY No ®CP 2010/08867 KNEeTOK U3 YPOreHuUTanbLHoro Tpakra
KomnnekT peareHtos NMPOBA-HK-IMJ1HOC Moua. COCKOBbI SMUTENMANBHBIX
000 «HMO AHK-TexHonorus», Poccus, ! 300
PY No ®CP 2010/08867 KNEeTOK U3 YpOreHuUTanbLHoro Tpakra
Komnnexr pearertos MPOBA-TC, Moua, cockobbl 3nUTENNabHbIX
000 «HMO AHK-TexHonorus», Poccus, KJ'IeTOK,I/I3 Y POreHUTANHOrO TpaKTa 100
PY N2 ®CP 2010/08696
KomnnekT pearenTtos NMPOBA-IC-MMIOC, Moua. cockoBb! SMUTENMANBHBIX
000 «HMO AHK-TexHonorus», Poccus, ! 300
PY N¢ OCP 2010/08696 K/TETOK U3 YPOreHUTaIbHOro TpakTa
Habop pearenTos MPOBA-MY-PAMWA, Cockob6bl anUTeNManbHbIX KNETOK
000 «OHK-TexHonorma TC», Poccus, 100
PY N P3H 2017/5753 N3 YpOreHUTaNbHOro Tpakra
Komnneir pearertos MPOBA-PAMIA, Moua, coCKobbl 3nUTENNabHbIX
000 «HMNO AHK-TexHonorusa», Poccusa, KJ'IeTOK,VI3 Y POreHUTANbHOTO TpaKTa 500
PY N° ®CP 2008/02939;
Habop pearertos MPOBA-OMTUMA, Moua, coCKobbl 3nUTENNabHbIX
000 «[HK-TexHonorus TC», Poccus, ! 400
PY N P3H 2022/17496 K/TETOK U3 YPOreHUTa/IbHOro TpakTa

Boigenenne [JHK wn3 wuccnegyemoro MaTtepuana npoBOAAT B COOTBETCTBMM C

MHCTPYKUMEN MO NPUMEHEHMIO MCMNO/b3yeMoro Habopa/KOMMNAEeKTa peareHToB.

BHUMAHME!

HeobXxoanMMO NoAroTOBUTL OTPULATENbHBIAN KOHTPOJIbHbIM 0bpa3el 1 NpoBEeCTM ero 4Yepes BCe

OpHoBpeMeHHO ¢ BblgeneHnem [OHK w3 6uonormyeckoro ™arepuana

3Tanbl nNpobonoaroToBkn. [ns 3TOro peKkoMeHAYETCS WCMNOoNb30BaTb (PU3MON0OrMYeCcKnin
pacTBOp WM OTpUUATENbHbIN KOHTPONbHbLIN 06pa3sel, BXoAsiWwmi B cocTaB Habopa/KoMniekTa
peareHToB ANS BblAENEHUSI HYK/IEMHOBLIX KUCOT, B 06bEME, YKa3aHHOM B WMHCTPYKUUM MO

NMPMMEHEHUNIO COOTBETCTBYHOLWEro Habopa/KoMnaeKTa peareHToB.
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7.2 MoprotoBka n nposegeHue MNUP. ®acoska S
BHMUMAHME!
1. Mpu npoBeaeHnn BCeX NOCNEAYOWNX AeNCTBUIN crneayeT nsberatb BO34ENCTBUSA NPAMbIX

COTHEYHbIX lyyel Ha NpobupKM Co CMecbio Ana aMmnandukaunm!
2.  [Tpwv ucnonb3oBaHMM Habopa peareHTOB B BapuaHTe MCMosHeHMs «dacoBka S, CTpuMbI»
cnepyeTt CTporo cobntoaatb KOMMAEKTHOCTb CTPUMOB WM KpblleK K HWMM. He vcnonb3oBaTb

KPbILKW K CTpUMam u3 apyrmx Habopos peareHToB!

7.2.1 T[pomMmapkupyiTe no oAHOM npobupke/cTpMnoBaHHON MNpobupke CO CMecbi Ans
aMmnndukauum, 3anedyaTtaHHoW napaduHoM, AN KaxAaoro HemsBecTHoro obpasua,
ANa  OoTpuMUATeNbHOro KOHTposbHOro obpasua (K-) v 4onsg  nonoXmTenbHOro

KOHTpOsbHOro obpasua (K+).

BHMUMAHME! KonnyecTtBo peareHTOB paccyuMTtaHo He 6osee yeM Ha 24 MNOCTAHOBKWM MNpu
ycnoBum BapuabenbHOro KonuyectBa Hem3BeCTHbIX o06pas3uos, 1 oTpuuaTenbHOro

KOHTPOJZIbHOIro o6pa3ua M 1 NONOXKUTENBLHOMO KOHTPOSIbHOIMO o6pa3ua B KaXX[0W NOCTaHOBKeE.

Mpumep:
HeobxoanuMo npoaHanun3mpoBaTb 4 HEM3BECTHbIX o06pa3ua. 8 3TOro  HyXHO
npomMapkunpoBaTb 4 NpobupKN ANs HEM3BECTHbIX 06pa3LoB, 0AHY Npobupky ans «K-»
M oaHy npobupky ans «K+». Obuwee konmuecTso Npobupok — 6.

7.2.2 BcTpsxHuUTe npobupky C pacTBopoM Tag-nonummepasbl Ha MUKpoUeHTpudyre-
BOpTEKCe B TeyeHume 3-5 C 1 ueHTpudyrnpymte Ha MuUKpoueHTpudyre-soptTekce
B TeyeHue 1-3 c.

7.2.3 [obaBbTe BO BCe MpoOMapKMpoBaHHble NpobupKK, He moBpexaasl cnon napaduHa,
no 10 mkn pacteBopa Tag-nonnuMepassbl.

7.2.4 [obaBbTe B Kaxayt npobupky no ogHoh kanne (okosno 20 MKS) MMHEpanbHOro
Macna. 3akponTte Nnpobmpkun/cTpunel.

7.2.5 BcTpsxHUTe npobupKy C  MNOJIOXKUTENbHLIM  KOHTPONbHLIM  00pa3uUoOM  Ha
MUKpOLEeHTpudyre-soptekce B TedyeHne 3-5 ¢ u  ueHTpudyrnpymte Ha

MUKpOLEHTpudyre-seopTekce B TeyeHme 1-3 c.

BHUMAHME!

1. Mpn mncnonb3oBaHun ans BbligeneHns AHK Habopos/komnnekToB peareHToB MPOBA-
PAMWA, MNPOBA-HK, TMPOBA-HK-M/IIOC, TMPOBA-ONTUMA BCTpsSIXHUTE NpPOBUPKM C
npenapatoM AHK 1 oTpuuaTenbHbIM KOHTPO/IbHBIM 06pa3LoM Ha MUKPOLLEHTPUdYre-BopTekce
B TeyeHue 3-5 c u ueHTpndyrupymnte Ha MMKpoueHTpudyre-sopTeKce B TeyeHmne 1-3 c.

2. Mpn wucnonb3oBaHun anga BbigeneHna [AHK komnnektos peareHtoB [MPOBA-TC u
MPOBA-TC-MJTKOC BcTpsixHuTe npobupku ¢ npenapatom AHK v oTpmvuaTenbHbiM KOHTPOJIbHbIM
o6pa3uoM Ha MuKpoueHTpudyre-sopTekce B TedeHmne 3-5 ¢ n ueHtpudyrnpynte npm RCF(g)
12000-16000 B Te4yeHMe OAHOM MUHYTbLI ANs ocaxaeHus copbeHTa. B cnyuyae ecnu nocne

BblAENEHNS HagoCaAo4YHasa XUAKOCTb, coaepxallas BbiaeneHHyto AHK, 6bina nepeHeceHa B
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HOBble MNpobupkK, UeHTpudyrMpoBaHue nMocne  BCTPAXMBAHUS  MPOM3BOAUTCA  Ha
MUKpOLEeHTpudyre-sopTekce B TeyeHue 3-5 c.

3. Mpn wncnonb3oBaHun ansa BblaeneHns [OHK Habopa peareHtoB [MPOBA-MY-PANUA
Heob6xoaMMO, He BCTpsAXuBas, UeHTpudyrnposatb npobupkm ¢ npenapatom [AHK wu
OTpULATENbHbIM KOHTPO/IbHbIM 06pa3uoM Ha MUKpoUeHTpudyre-sopTekce B TedeHme 1-3 ¢,
3aTeM noMecTuTb Npobupkn c npenapatoMm AHK B MarHuTHbIM wTtatme. B cnyyae ecnm nocne
BblAeNeHns HagocadouyHas XWAKOCTb, cogepxawas BblageneHHyto AHK, 6biia nepeHeceHa B
HOBble Mpo6UpKKU, cregyeT BCTPSAXHYTb Mpobupkm ¢ npenapatom AHK v oTpuuaTesbHbIM
KOHTPO/SIbHbIM  06pa3uoM Ha MuKpoueHTpudyre-sopTekce B TedeHMe 3-5 ¢ #
LeHTpudyrmposatb Ha MMKpoUeHTpUdyre-BopTekce B Te4eHme 1-3 C.

4, [na npepnoTBpaweHns KOHTaMWHauuun crepnyet nepes BHeceHneMm [HK oTKkpbiBaTh
KPbILWKWN TOJIbKO TeX Npobupok, B KOTopble 6yaeT BHOCUTLCS AaHHbIM obpa3eu, U 3akpblBaTb
X, Nepen BHeceHWeM cnegylouwero. B cinyyae ncnonb3oBaHUs CTPUNOB criefyeT 3aKpbiBaTb
KPbILWKY CTpuna nocse BHeceHMsa B Hero obpasuoB nepeg HadanoMm paboTbl CO CrieayroLwmM.
3akpbiBanTe npobmpku/cTpunsl naoTHo. Mpenapatbl AHK 1 KOHTponbHbie 06pa3ubl cineayer

BHOCUTb HAKOHEYHUKaMKN C CbMJ'IprOM.

7.2.6 BHecuTe B COOTBETCTBYHOLIME MPOMAPKUPOBAHHbIE MNPOOBMPKM AN HEU3BECTHbIX
obpasuoB, He noepexaasa crion napadwmHa, 5,0 Mk BblgeneHHoro m3 obpasuos
npenapata AHK. B npobupkun, npoMmapknpoBaHHble «K-» n «K+», JHK He BHOcKTCS.

7.2.7 BHecuTe B nNpobupky, NMpoMapKMpoBaHHYt «K-», He noBpexaasi cnoi napaduHa,
5,0 MKn oTpuuaTenbHOro KOHTponbLHOro obpasua, npoweawero stan BbigeneHns AHK
(cMm. 7.1).

7.2.8 BHecuTe B npobupkKy, NpoMapKMpoBaHHYyl «K+», He noBpexaas c/on napaduHa,
5,0 MK NOMOXUTENBHONO KOHTPOJIbHOIo obpasua.

7.2.9 UeHTpudyrmpyite Bce Nnpobupkn/cTpunbl Ha MUKPOLLEHTPUAYre-BopTeEKCE B TeYeHNe
1-3 c.

7.2.10 YcraHoBuTe BCe Npobupkn/cTpunbl B 610K geTekTupytowero amnandukartopa.

7.2.11 [na getekTmpyowmx amnamdukatopos cepum OT:
3anyctute nporpamMMHoe obecneyeHue petektupytowero amnandukatopa. [pu
nepsoM nposeaeHun [LP 3arpy3ute cooTBeTcTBYlOWMA Tectl. [anee u npwu
nocneayrwmx NoCTaHOBKax CO3ganTe COOTBETCTBYHOLWMMA MNPOTOKOS MUCCNefoBaHUS:
YKaXXUTe KON4YecTBO N naeHtudmkaTopbl 06pasyos, B TOM Yncae oTpmuaTenbHOro m
NONOXUTENbHbIX KOHTPOJIbHbIX obpasuos, oTMeTbTe pacnonoxeHwe
npobupok/CcTpmunoB Ha MaTpuue TepMobsioka B COOTBETCTBMM C MX YCTAHOBKOW W
nposeguTte MLP c yyueTom 06b€éMa peakuMoHHOM cMecn, paBHoro 35 mkn. Mpu Bbibope

TecTa Ao/MmkHa oTobpaxaTbCcs nporpamma, npuBeaéHHas B Tabnuue 3.

1 - TeCcT Ana AeTekTUpylowux amnnundukatopoB cepun AT co3paércs nNyTéEM BBoAa NapaMeTpoB
(napaMeTpbl TecTa ykasaHbl B [IpunoxeHun A) wWnM nNpeaocTaBnseTcs MNpousBoauTesneM Habopa
peareHToB.
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7.2.12 [Ana petektupyrowmnx amnnndukatopos CFX96 n Applied Biosystems QuantStudio 5:
Mpoeeante MUP c ydyeTtoM 06bEMa peakUMOHHOM cMecu, paBHoro 35 Mk, no
nporpamMMamM amnangukaumm, npusenéHHbIM B Tabnmuax 4, 5 COOTBETCTBEHHO.

Tabnuuya 3 - T(lporpaMMa aMnauvdukaumn p[ns [eTeKTUpYoWmMX aMnamdukaTopoB
«ATnpanm», «ATnant» (dacoska S)

Ne Yucno Pe>xuM onTuyeckmx
Temnepatypa, °C | MUH c - Tun 6noka
6noka LIMKJ10B n3MepeHum
80 0 30
1 1 Lunkn
94 1 30
94 0 30
2 5 Lukn
64 0 15
94 0 10
3 45 Lnkn
64 0 15
4 94 0 5 1 Unkn
5 ‘ 10 ’ ’ | XpaHeHune ‘ XpaHeHune
V - peXuM OnNTUYECKUX U3MEPEHWIA

Tabnuua 4 - MNporpamma amMnnmMdukaunm ans getekTupyrwmx amnandukatopos CFX96

(dacosku S, U)

N2 6noka Temnepa a, °C Bpems, Konn4yecTtBo uUmMknos
(Step) patypa, MMH: ceK (nosTopoB)
1 80 01:00 1
2 94 01:30 1
3 94 0:15
50
4 64 v 0:20
vV - pexuMm onTuyeckmx usmepeHuin (Plate Read), ycTaHOBUTb W3MepeHue dyopecueHLun no
HeobxoanMbIM KaHanam getekumnm (Fam, Hex, Rox) npmn 64 °C

Tabnuuya 5

- [porpamMma amnandukaumMm pnas AeTeKTUpyrLWwmMx aMnandukaTopoB
Applied Biosystems QuantStudio 5 (dacosku S, U)

Ne o Bpems, KonuyectBo uukios
Sraug wara Temnepatypa, °C MMH: cek (nosTOpOB)
Ctagusa 1 80 01:00 1
yaepxXaHus 2 94 01:30 1
1 94 0:20
Craaunsa NupP 50
2 64 v 0:20

V - c6op AaHHbIX Ana HeobxoanMmbix dayopodopos (Fam, Vic (Hex), Rox) BkIoueH
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7.3 MoaroTtoBka n nposegeHue MNUP. ®acoska U, py4yHOe Ao3MpoBaHMe

BHUMAHME!

1.  [Ona amnaudukaumn crnegyet UCNoMb30BaTb OAHOpPasoBble  aMnaMdUKaLUOHHbIE
npobupkn o06béMoM 0,2 MA  wuamM  MukponnaHwetsl MUP 96 nyHok!, repmeTusnpyemblie
TepMonneHkon. He pekoMeHAyeTCs WCMNOfAb30BaTb CTPUMOBAHHbIE MPOOGUPKM B CBA3U C
0OMacHOCTbI NOCTaMNANPUKALMOHHON KOHTaMUHALNK.

2. Mpun npoBeAeHMN BCEX NOCNEAYOLNX AEeNCTBUN cneayeT nsberatb BO3AENCTBUSA NPAMbIX

COJTHEYHbIX nyqul Ha I'IpO6VIpKVI CO CMeCbio An4d aMI'IJ'IM(bVIKaLI,MVI!

7.3.1 T[pomapkupyiTe HeobxooMMOe KOMMYEeCTBO OAHOPA30BbIX aMnandUKaALUMOHHbIX
Npobupok 06bEMoM 0,2 M AN MUKpONNaHLWeET 96 NYHOK AN HEN3BECTHbIX 06pa3LoB,
AN oTpuUATeNnbHOro KOHTPOsIbHOro obpasua «K-» 1 NonoXnTenbHOro KOHTPOSIbHOIoO

obpasua «K+».

MpuMmeyaHue - PeKoOMeHAyeTCs MOCTaHOBKA He MeHee 5 06pas3LoB B OAHOM MCClenoBaHuu

(3 HemnsBecTHbIX 06pa3sua, oTpULATENBHbBIA U NONOXUTENIbHBIA KOHTPOSIbHbIE 06pa3ubl).

Mpumep:
HeobxoamMMo npoaHanuamMpoBaTb 4 HEW3BECTHbIXx o6pasua. [na 3TOro  HyXHO
npoMapkMpoBaTh 4 NPobUPKN AN HEM3BECTHbIX 06pa3LoB, 04HY NPOBUPKY/NYHKY Ans
«K-» n ogHy npobupky/nyHky ans «K+». Obuwee konnyectso npobmpok/nyHok — 6.

7.3.2 BcTpsxHuTe npobupKy CO CMecbl A8 aMnanmdukaumm Ha MUKpoueHTpudyre-
BOpTEKCe B TeyeHume 3-5 C u ueHTpudyrnpymnte Ha MuUKpoueHTpudyre-soptTekce
B TeyeHue 1-3 c.

7.3.3 BHecuTe BO BCE NMPOMapKMPOBaHHblE MPOOBUPKU/AYHKN MUKpoMnaHweTa (BKIoyas
«K=» 1 «K+») no 6,0 Mkn cMecn Ansa amnamdunkaumu.

7.3.4 BcTtpsxHute npobupkn c [UP-6ydepoMm wun nonumepason TexHoTag MAX Ha
MUKpOLEeHTpudyre-soptekce B TedyeHne 3-5 ¢ u  ueHTpudyrnpymte Ha

MUKpOLEHTpudyre-sopTekce B TeyeHme 1-3 c.

BHUMAHME! lonumepasy TexHoTaq MAX cnegyeT AocTaBaTb M3 MOPO3WbLHOM Kamepsbl

HenocpeacTtBeHHO nepea Mcnosib3oBaHMEM.

7.3.5 TpurotosbTe cMmecb [MUP-6ydepa c nonumepason TexHoTaq MAX. [ns 3Toro
CMelwanTe B OTAE/bHOW 04HOpa30BoM Npobupke:
e 6,0 x (N+1) mkn MUP-6ydepa,
e 0,3 x (N+1) mkn nonumepasbl TexHoTaq MAX,
roe N — KomMyecTtBo MpoOMapKMpPOBaAHHLIX MPOBUPOK/KONNMYECTBO HeobXoamMbIX

JIYHOK MMKponnaHweTa € YYETOM «K-», «K+»,

1 - ans AeTeKTUpYLWUX aMnandukaTopoB «ATnaiT» MUKponaaHwWweTbl 96 NYHOK HE UCMOMb3YyHoTCA
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Mpumep:

HeobxoanMo npoaHanm3mpoBaTb 4 Heum3BeCTHbIX ob6pasua, «K-», «K+»,

MpomMapknpoBaHHbIX Npobupok — 6.

Hy>xHo npurotoBuTb cMech MLP-6ycdepa n nonnmepasbsl TexHoTaq MAX ana 7 (6+1)

npobupok/nyHok, T.e. 42 mkn MUP-6ydepa + 2,1 Mkn nonumepasbl TexHoTaq MAX.
7.3.6 BcTpaxHuTe npobupky c npurotosneHHoi cMecbto TMLP-6ydepa v nonuMmepassl

TexHoTaq MAX Ha MukpoueHTpudyre-sopTekce B TeueHne 3-5 ¢ n ueHTpudyrmupymnte

Ha MUKpPOLIEHTpUdYyre-BopTekce B TeyeHne 1-3 c.

BHMUMAHME! Cwmecb MNUP-6ydepa n nonumepasbl TexHoTaq MAX HeobX0AMMO rOTOBUTH

HEeNoCcpeaCTBEHHO Nepea UCnoJsib30BaHNEM.

7.3.7 [Oo6aBbTe B NpOBUPKWU/NYHKN CO CMecbio anst amnnudwukaumm no 6,0 MkA cMmecu

MNUP-6ydepa n nonumepasbl TexHoTaq MAX. 3akporite Nnpobupku.

BHMUMAHME! [ocne pobasnenus cmecu [MLP-6ydepa u nonumepasbl TexHoTaq MAX B
NpobUpPKM/NyHKN CO cMecblo ans aMmnandukaumm HeobxoAMMO B TedeHMe [ABYX 4acoB
BbIMNONHUTL 7.3.8 — 7.3.14.

7.3.8 BcTpsaxHUTe npobupKy C  MOMOXWUTENbHbIM  KOHTPOSbHbIM  06pa3LUoOM  Ha
MUKpOLEHTpU(yre-sopTekce B TeyeHne 3-5 ¢ un  ueHTpudyrupyiite Ha

MUKpOLEeHTpudyre-sopTekce B TeyeHme 1-3 c.

BHUMAHME!

1. Mpu ucnonb3oBaHun ans BblaenenHnsa AHK Habopos/komnnektoB peareHToB [MPOBA-
PANWA, TMPOBA-HK, TMPOBA-HK-MJIIOC, TMPOBA-OMNTUMA BCTpsixHuTe npobupkn C
npenapatoMm AHK n oTpuuatenbHbiM KOHTPOJIbHbIM 06pa3uoM Ha MUKPOLEHTPpUdYyre-BopTekce
B TeyeHue 3-5 c 1 ueHTpudyrnupymnte Ha MuKpoueHTpudyre-sopTekce B TeyeHmne 1-3 c.

2. Mpn ncnonb3oBaHnn ans sbigeneHns AHK komnnekToB peareHToB NMPOBA-I'C u MNMPOBA-
FC-NNIOC BcTpsAXHUTE nNpobupkn c npenapatom AHK un oTpuuaTtenbHbIM KOHTPOJIbHbIM
0bpa3uoM Ha MuKpoueHTpudyre-sopTekce B TedeHne 3-5 ¢ n ueHTpudyrnpyte npm RCF(g)
12000-16000 B Te4yeHMe oAHOM MUHYTbI ANs ocaxaeHus copbeHTa. B cnyyae ecnu nocne
BblAENEHNS HAZ0CaA0YHAa XUAKOCTb, coaep)kawas BbliaeneHHyto [HK, 6bi1a nepeHeceHa B
HOBble  MNpO6bMPKKW, ULEHTpUdYrMpoBaHme nocne BCTPSIXMBaHUS  MPOM3BOAMTCSA  Ha
MUKpOLEHTpudyre-sopTekce B TeyeHue 3-5 c.

3. Mpn wucnonb3oBaHun ans BblgeneHna [OHK Habopa peareHtoB [MPOBA-MY-PAMNA
HeobxoanMMo, He BCTpsxuBasl, UeHTpudyrnpoeatb npobupkn ¢ npenapatom [OHK wu
oTpuuaTeNnbHbIM KOHTPOJIbHBIM 06pa3LOM Ha MMKpPOUEHTpudyre-sopTekce B TeveHue 1-3 ¢,
3aTeM noMectuTtb Npobupkmn ¢ npenapatom AHK B MarHuUTHbIN wTaTtue. B cnyyae ecnun nocne
BblAENEHMNS HAZO0CaA0YHAa XWAKOCTb, coaepkawas BbiaeneHHyto [HK, 6bi1a nepeHeceHa B
HOBblEe MpPOOWMPKMK, CneayeT BCTPSIXHYTb npobupku ¢ npenapatom OHK u oTpuuatenbHbIM
KOHTPO/IbHbIM  06pa3LoOM Ha MUKpoueHTpudyre-soptekce B TeyeHne 3-5 ¢ wm

LeHTpudyrmpoBaTb Ha MUKpoLEeHTpudyre-BopTekce B TeyeHne 1-3 c.
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A4 npeaoTBpalleHna KOHTaMUHauuMKn cneayetr nepea BHECEHUMEM OHK OTKpbIBaTb

TONIbKO Tex Npobupok, B KoTopble ByAeT BHOCUTLCSA AaHHbIM obpasel, U 3akpbiBaTb

UX nepen BHeCeHWEM criegylowero. 3akpbiBanTe npobupku nnaoTtHo. [Mpenapatel OAHK wm

KOHTpO/bHble 06pa3subl cneayet BHOCUTb HAKOHEYHUKAMKU C DUTBTPOM.

7.3.9 BHecuTe B COOTBETCTBYHOLLME MPOMAPKNUPOBaHHbIE NPOBUPKU/NYHKN MUKPOMIAHLIETa
no 6,0 Mkn BblaeneHHoro wu3 obpasuos npenapata AHK. B npobupku/nyHkwu,
npoMapkunpoBaHHble «K-» n «K+», IHK He BHocuTCA.

7.3.10 BHecuTe B NpobUpKY/NyHKY, NpOMapKupoBaHHyl «K-», 6,0 MKA oTpuuaTenbHOro
KOHTposbHOro obpasua, npoweguwero atan sbigeneHns AHK (cm.7.1).

7.3.11 BHecuTe B NpobupKy/nyHKY, NpOMapKMpoBaHHY «K+», 6,0 MKI NONOXUTENbLHOIro
KOHTpoOsibHOro obpasua.

7.3.12 B cny4yae ucnosib3oBaHUsa MUKpPOMaHWeToB 96 NyHOK:

7.3.12.1 TlomMecTuTe akKypaTHO, HE BCTPSAXMBAs, MUKPOMIaHLWeET B NOANOXKY YCTPONCTBa

AN4 3anevyaTbiBaHMA naadweTtos ATnak.
7.3.12.2 poBeauTe 3anedaTbiBaHMe MukponnaHweta [MLUP nonumepHon TepMoOnneHKoMn
COrlacHO MHCTpyKUuK K npubopy ATnak.

7.3.12.3 UeHTtpudyrmnpynte mmkponnanwert MLP npn RCF(g) 100 B TeueHune 30 c.

7.3.13 B cny4yae ucnosnb3oBaHusa npobupok:

LleHTpndyrnpynte Bce npobmpkm Ha MMKpoLeHTpMdYyre-BopTekce B TedeHune 3-5 c.

7.3.14 YcraHoBuTe BCe Npobupkn/MuUKponaaHWeT B 610K AeTeKTMpYOWero amnandukaropa
n nposeante MUP (7.3.15, 7.3.16).

7.3.15 [na getekTupyowmx amnamdukatopos cepum OT:
3anyctute nporpaMMHoe obecrnedyeHue paeTekTupytowero amnnundwukaTtopa. [Mpu
nepsoM nposefseHun TLIP 3arpy3uTe cooTBeTCTBYylOWMN Tect Janee u npwu
nocneayrowmx NoCTaHOBKax CO34amTe COOTBETCTBYHOWMMA NPOTOKOS MCCNeaoBaHUS:
YKaXXUTe KOIMYeCTBO N naeHTndmkaTopbl 06pasyos, B TOM Yncae oTpuuaTenbHOro m
NONOXUTENbHbIX KOHTPOJIbHbIX 06pa3uoB, OTMeTbTe pacnosioXkeHue obpasuos Ha
MaTpuue TepMmobsioka B COOTBETCTBUM C UX YCTaHOBKOM n nposeaute MLUP c yyeTtom
o6bbéMa peakuMoOHHOW cMecu, paBHoro 18 wmkn. [pu BbIbOpe TecTta AO/MKHA
oTobparkaTbCs NnporpamMmma, npusenéHHas B Tabnuue 6.

7.3.16 [Ona getektupytowmx amnamndukatopos CFX96 n Applied Biosystems QuantStudio 5:
Mpoeeante MUP c yuyeToM o06béMa peakuMOHHOW cCMecu, paBHoOro 18 Mkn, no
nporpamMmmam amnnamndukaumm, npueedéHHbiM B Tabnuuax 4, 5 cOoTBETCTBEHHO.

1 - TecT Ans peTekTupylowmux amnaundwukaTopos cepum AT co3paétca nyTéM BBOAA MNapaMeTpoB

(napaMeprl TECTA YKa3aHbl B anﬂO)KEHVIVI 5) nnn npeanocraBJIAETCA NpPoOU3BOAUTENIEM Ha60pa

peareHToB.
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Tabnuua 6 - T[lporpaMma amnaudukaumMm aons AeTeKTUPYHLWNX aMiInguKaTopos
«ATnpanm», «ATnant» (dacoska U)
Ne Yucno PeX>xum ontnyeckux Tvn
TeMmnepaTtypa, °C MWH c -
6noka LMK/10B n3MepeHun 6noka
80 0 5
1 15 Lukn
94 0 5
2 94 5 00 1 Lnkn
94 0 30
3 5 Lnkn
64 0 15 v
94 0 10
4 45 Unkn
64 0 15 v
5 94 0 5 1 Lnkn
6 10 XpaHeHune XpaHeHune
V' - PEXMM ONTUYECKUX U3MEPEHMIA

7.4 MogrotoBka n nposeaeHue TLUP. ®acoska U, C WCMoNb30BaHMEM [03MpYHOLLErO
ycTponctea [ATctpuMm (ToONbKO ANnNg  getektupytlowero amnamndukatopa [ATnpam B

mMoandukaumm «ATnpanm *X*»)

BHUMAHME!

1. Ona amnaudukaumm cneayetr ucnonb3oBaTb MukponsaHweTbl [MUP 384 nyHkw,
repMeTusmMpyemble TEPMOMNJIEHKON.

2. Mpu npoBeneHNM BCeX NOCEAYOLWNX AEeNCTBUIA cneanyeT nsberatb BO3AENCTBUS NPSAMbIX

COJTHEYHbIX Ny4yer Ha Npobupkn co cMecbto Ansd amnandukaymmu!

MpunmeuaHne - PekomeHayeTca nocraHoBKa He MeHee 5 o6pa3uoB B OAHOM WCCeAOBaHMMU

(3 HemnsBecTHbIX 0bpa3ua, oTpuuaTenbHbIM U MOJOXKUTENBbHbBIA KOHTPOJIbHbIE 06pa3ubl).

7.4.1 BcTrpsixHuTe npobupky cO cMecbio ansa amnnamdukaumm B TedeHume 3-5 ¢ Ha
MUKpOUEHTpudyre-soptekce U uUeHTpudyrmpymnte B TedyeHnme 1-3 C Ha
MUKpOLEHTpUdyre-sopTeKce.

7.4.2 BcrpsxHuTte npobupku c TIUP-6ydepom wn nonummepasonn TexHoTaq MAX Ha
MUKpoOUEeHTpudyre-eoptekce B TedyeHne 3-5 ¢ u  ueHTpudyrnpymte Ha

MUKpOLEHTpudyre-eopTekce B TeyeHue 1-3 c.

BHUMAHME! lMNonumepasy TexHoTaq MAX cneayetr poctaBaTb M3 MOpPO3WUIbHOW KaMepbl

HenocpeaCcTBeHHO nepea MCcnosib3oBaHMNEM.

7.4.3 Cneaya ykasaHuaMm [0 pgosumpyrowero ycrponcrtsa [ATcTpuMm, NOpurotoBbTe B

oTaenbHoM npobupke cmeck MNLUP-6ydepa c nonnmepason TexHoTaqg MAX.
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7.4.4 BcTpaxHuTe nNpobupky c npurotoeneHHon cmecbto [MLP-6ydepa u nonuMmepassl
TexHoTaq MAX Ha MUKpoueHTpudyre-sopTekce B TedeHue 3-5 ¢ U ueHTpudyrmupymTe
Ha MUKpOLeHTpudyre-BopTekce B TedeHue 1-3 c.

7.4.5 BcTpaAxHuUTEe nNpobUpKy C  MOMIOXUTENbHbIM  KOHTPOJSbHbIM  obpa3uoM  Ha
MUKpOLEeHTpudyre-soptekce B TeyeHnme 3-5¢C wn  ueHTpudyrmpyiite Ha

MUKPOLEHTpUdYre-BopTeKce B TeveHne 1-3 c.

BHUMAHME!

1. Mpn wucnonb3oBaHun aAna  BblgeneHus [OHK HabopoB/KOMMNEKTOB peareHToB
MPOBA-PAMNA, TMPOBA-HK, MPOBA-HK-MJTKOC, MPOBA-OMNTUMA BCTpsAXHUTE NpobUpKK C
npenapatomM [HK 1 oTpuuaTenbHbIM KOHTPOJIbHLIM 06pa3LOoM Ha MUKpOLEHTpUdYyre-BopTekce
B TeyeHune 3-5 ¢ n ueHTpudyrnpyinTte Ha MUKpoOLEHTpUdYre-BopTeKCe B TeyeHne 1-3 c.

2. Mpu wucnonb3osBaHun ansa sblaeneHna AHK komnnektos peareHToB [MPOBA-IC w
MPOBA-IC-NJTIOC BcTpsAxHUTE Npobupku ¢ npenapatoM AHK 1 oTpuuaTenbHbIM KOHTPObHbIM
06pa3uoM Ha MuKpoueHTpudyre-sopTekce B TedeHmne 3-5 ¢ n ueHtpudyrupymnte npm RCF(g)
12000-16000 B TeyeHMe oAHOW MUHYTbI AN OCaxAaeHust copbeHTa. B cnyuae ecnu nocne
BblAeNEeHNS HaLOCAAOYHAs XUAKOCTb, coAaepxawas BblaeneHHyto OHK, 6bina nepeHeceHa
B HOBble Mpobupku, UeHTpUdyrnposaHne nocAe BCTPSAXMBAHUS  MNPOM3BOAMTCS  Ha
MUKpOLIEHTpUdyre-sopTekce B TeyeHue 3-5 c.

3. Mpu wncnonb3oBaHun pansa BblaeneHns [AHK Habopa peareHToB [MPOBA-MY-PANUNA
HeobxoaAMMO, He BCTpsaxmBas, UeHTpudyrnposatb npobupku ¢ npenapatom [AHK u
oTpuUaTenbHbIM KOHTPONbHbBIM 06pasLoM Ha MWKpOLEHTpudyre-sopTekce B TeyeHune 1-3 ¢,
3aTeM NOMecTUTb Npobupkn c npenapatoMm AHK B MarHuTHbIM wTtatne. B cnyyae ecnu nocne
BblAeNeHns HagocaaovyHas XWAKOCTb, coaepxalwas BbiaeneHHyw AHK, 6bina nepeHeceHa B
HOBble Mpobupkun, cnepgyet BCTPAXHYTb MNpobupku ¢ npenapatom OHK u oTpuuaTenbHbIM
KOHTpPOJSIbHbIM  06pa3uoM Ha  MUKpouUeHTpudyre-sopTekce B  TedeHne 3-5¢ w

LeHTpudyrnposaTb Ha MUKPOLIEHTpUdyre-sopTekce B TeyeHme 1-3 c.

7.4.6 YcraHoBuTe Npobupku: CO CMecbio Ans amnandukaummn, co cmecbto MNLP-6ydepa u
nonumepasbl TexHoTaq MAX, c npenapatamn [HK, oTpuuaTesibHbIM KOHTPOJIbHbIM
06pasLoM N NOAOXKUTENbHBIM KOHTPOJIbHLIM 06pa3LoM, a Takxke MukponnaaHwet MUP
Ha pabounn cron ATcTpum K npoBeauTe A[03MPOBaAHWE KOMMOHEHTOB COrfacHo
pPYKOBOACTBY MO 3KCMN/yaTaumu.

7.4.7 TloMecTuTe akKKypaTHO, He BCTpsXuBasi, MMkponnaaHwert MNMLUP B noanoxkKy yCTponcrsea
A9 3anevyaTbiBaHMSa nnaHweTtoB [Tnak nocne 3aBeplleHnss nporpaMmbl  Ha
4o3npytowem yctponcrtee ATcTpum.

7.4.8 TpoBeaute 3anevyatbiBaHWe MukponnaHweta [P nonuMMepHOM TepMOnaeHKown
COrfTacHO MHCTPYKUuM K npnbopy ATnak.

7.4.9 UeHTpudyrmpymnte mmkponnanwet MUP npn RCF(g) 100 B TeueHmne 30 c.

7.4.10 YcraHoBuTe MukponnaHwert MUP B 610k getektupytowero amnamdukartopa.
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7.4.11 3anyctute nporpamMMHoe obecnedyeHne peTekTupylowero amnavdukatopa. [MMpu
nepsoMm nposeaeHun [ILP 3arpy3ute cooTBeTCTBYWOWMIA TecT!. [danee w npwu
nocneayrowmMx NOCTaHOBKAX CO34alTe COOTBETCTBYIOLWMIA MPOTOKOA MUCCNeAOBaHUN:
YKaxXuTe KONYecTBo U naeHtudukatopbl 06pasyos, B TOM YMCNE OTPUMLATENBLHOMO U
NOSTIOXKUTENbHbBIX KOHTPOJIbHbIX 06pa3LoB, OTMETbTe pacrnofioXeHue npobupok Ha
mMaTpuue TepMobaoKa B COOTBETCTBUM C UX YCTaHOBKOW M nposeaute MUP ¢ yyeTom
0bbéMa peakuUMOHHOM cMecu, paBHoro 18 mkn. [llpu Bbibope TecTa AOMKHA

oTobpaxaTbCs nporpamMmma, npueenéHHas B Tabnumue 6.

8 PErMCTPALINA PE3YJIbTATOB AMIMTTTIUOUKALIAN

8.1 Perncrpauus curHana dbnyopecueHunn npoBoAMTCS AETEKTUPYIOLLMM

aMI'I}'Il/ICbMKaTOpOM dBTOMAaTU4YECKHN BO BpeEMA aMI'IJ'IMCbVIKaLI,VIVI.

8.2 JdeTekumusa U y4éT pe3y/ibTaToB OCYLLECTBAAOTCA AETEKTUPYIOLWMM aMNINdUKaTOPOM
aBTOMaTUYECKN.

9 YYET N UHTEPMNPETALIUSA PE3YJ/1IbTATOB

9.1 YueT pe3ynbTaToB peakuuMuM OCYLIeCTBASIETCA aBTOMATUMYECKM C  MOMOLLbLO

nporpaMMHOro obecrneyeHus, NOCTaB/ISIEMOro C AeTEKTUPYHOLMM aMNIMbUKaTOPOM.

9.2 Mpn  wncnonb3oBaHuM  AgeTekTupyowmx  amnaudpukatopos CFX96  cnepyet
MCMNoNb30BaTb perpeccnoHHbin Tun aHanusa (Cq Determination Mode: Regression), BoO

Bknaake «Baseline Subtraction» HeobxoanMMo Bbi6paTh «Baseline Subtraction Curve Fit».

9.3 MHTepnpeTauns pesynbTaToB NPOBOANTCSA B COOTBETCTBUM C Tabnuuen 7. Pe3ynbTaThl
NOCTAaHOBKM BanugHbl, €CAN  BbIMOJHAKTCA YCNOBUSA WHTEpNpeTaumn pe3ynbLTaTos,

MOJTYYEHHbIX AN KOHTPO/bHbIX 06pa3LoB.

1 - TeCcT Ana AeTekTUpylowux amnnundukatopoB cepun AT co3paércs nNyTéEM BBoAa NapaMeTpoB
(napaMeTpbl TecTa ykasaHbl B [lpunoxeHun B) wnmM npepocTaBnseTcs npovsBoauTeneM Habopa
peareHToB.
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Tabnuuya 7 - WNHTepnpetaumsa pesynbtatos MUP

KaHan petekuunm

Fam, Hex/Vic, ROX, VIHTepnpeTame pe3ynbTaTta

Cp/Cq/Ct Cp/Cq/Ct Cp/Cq/Ct

HeunsBectHble 06pa3ubl

He . ..
YkasaH He ykasaH O6HapyxeHa AHK Trichomonas vaginalis
y4nTbiBaeTCcH
He . .
He ykasaH YkasaH O6Hapy)xeHa AAHK Neisseria gonorrhoeae
Y4YUTbIBaeTCA
He O6HapyxeHa AAHK Trichomonas vaginalis
Yka3saH Yka3aH . .
yuuTbIBaeTCcA O6Hapy)xeHa AAHK Neisseria gonorrhoeae
He obHa eHa JHK
He ykasaH Yka3saH He ykasaH Hapyxera [l
BbIABIAEMbIX MUKPOOPraHM3MoB
He ykasaH He ykasaH He ykasaH HenocroBepHbIit pe3ynbtaTt

OTpuLaTenbHbIA KOHTPOJIbHbIN 06pa3sel

OTpuuaTenbHbIit pe3ynbTaTt

He ykasaH Yka3saH He ykasaH
PeBYJ'IbTaTbI MOCTaHOBKW Ba1NAHbI

Mono)xutenbHbli KOHTPOJIbHbIN 06pasel

MonoXuTenbHbl pesynbTaT

YkaszaH YkaszaH Yka3saH
Pe3ynbTaTbl MOCTAaHOBKM BannAHbI

9.4 HepocTtoBepHbIi pe3ynbTaT MOXET O6biTb CBSI3aH C MPUCYTCTBMEM WHIMOUTOPOB B
npenapate AHK, nonyyeHHOM K3 6MONOrMYEeCcKOro MaTepuana; HEBEPHbIM BbIMOSIHEHMEM
NpoTOKONa aHanun3a; HecobtaAeHMeM TeMNEpPaTYPHOro pexuma amnamdunkaumm n ap. B stom
cnyyae Tpebyetca noBTopHoe npoBeaeHune [MUP ¢ umerowmmca npenapatom OHK, nnbo
nosTopHoe BblaeneHne AHK u nocraHoska [lLUP, nmb6o noBTopHOe B3ATME OBMONOrMYECKOro

MaTepuana (BbIMOMHAETCA NocneaoBaTenbHo).

9.5 Ecnn gna 6uonornyeckoro obpasua nosydeHbl 3HadeHuss Cp/Cq/Ct MeHee 24 Ha
KaHanax getekunm Fam nam Rox, TO 3TO rOBOPUT O BbICOKON NepBoOHa4vasibHOM KOHLUEHTpauum
OHK cooTBeTCcTBYIOWEr0o MUKpoopraHmsmMa. B agaHHOM cnydae BO3MOXHO MoJflydeHue
NOXHOOTpULATENBbHOrO pe3ynbTata Ans MukpoopraHmsma, OHK KOTOporo npucyTCcTByeT B
HU3KOWN KOHLEeHTpauMn. [ns NCKIIYEHUS NOXHOOTpULUaTE IbHbIX Pe3yNbTaTOB peKOMEHAYETCS
nosTopHo nposecTtu MNLP BbigeneHHoro npenapata AHK ¢ ncnonb3aosaHnem Habopa peareHToB
ana  Bbianenna [OHK TpuxomoHaca BarmHanuc (Trichomonas vaginalis) ™eToaoMm
nonmmepasHon uenHonm peakumm (TPUXO-TEH), OOO «HMO [AOHK-TexHonorusi», Poccus,
PY N° ®CP 2008/03848 n Habopa peareHToB Ans BbigBneHus [OHK Henccepun roHopeu
(Neisseria gonorrhoeae) ™MeTooOM nonuvMmepasHon uenHon peakumn (FTOHO-TEH),
000 «HMO OHK-TexHonorusa», Poccus, PY N2 ®CP 2008/03850.
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9.6 Mpy NOSIYYEHUN MOMOXUTENBHOIO pe3ynbTata ANs OTPULLATENbHONO KOHTPO/IbHOIO
obpa3ua pesynbTaThl BCEN NOCTAHOBOYHOW CEPUM CUMTAIOT HEAOCTOBEPHLIMU. B 3TOM cnyuyae
Heo6XxoAUMO TMpOBeAEHME CneuuasbHbIX MeponpuUaTUiA  ANS BbISIBIEHUS WM YCTPaHEHUs

BO3MOXHOW KOHTaMUHaLNK.

9.7 Mpy NOMyYEHUU OTPULIATENBHOrO pe3ysibTata AN MONMOXUTENbHOIO0 KOHTPOSbHOIO
obpa3ua pesynbTaThl BCEN NOCTAHOBOYHOW CEPUM CUMTAIOT HEAOCTOBEPHLIMU. B 3TOM cnyyae

Tpe6yeTc9| NMOBTOpPHAaA NOCTaHOBKaA aMI'IJ'IM(bVIKaLI,MVI BCel napTmm O6paBLlOB.

10 TPAHCNOPTUPOBAHUE, XPAHEHUE N SKCIMJ1IYATALUA

10.1 TpaHcnopTupoBaHue

10.1.1 TpaHcnopTupoBaHne Habopa peareHTOB OCYLIECTBASIOT B TEpPMOKOHTelHepax
C X/1af03/1eMeHTaMn BCEMU BUAAMW KPbITOro TpaHCNopTa Npu TemnepaType BHYTPU
TEPMOKOHTENHEepa, COOTBETCTBYIOLEN YCIOBUSAM XPaHEHNS KOMMNOHEHTOB, BXOASLLMNX
B COCTaB Habopa peareHToB.

10.1.2 [JonyckaeTcs TpaHCnopTMpoBaHMe Habopa peareHTOB, 3a UCKJ/IKDYEHNEM NONMMepasbl
TexHoTaq MAX (dacoBka U), B TepMOKOHTeMHepax C X/1af03/eMeHTaMu BCEMU
BMAAMM KpbITOro TpaHCnopTa Npu TeMnepaTtype BHYTPU TepMOKOHTenHepa oT 2 °C
no 25 °C He 6bonee 5 cytok. [lonyckaeTcs TpaHCNoOpPTMPOBaHME MOSMMEpPasbl
TexHoTaq MAX (dacoska U) B TEpMOKOHTeMHepax € XNnago3/eMeHTaMn BCEMU BULAMU
KpbITOrO TpaHCcnopTa Npu TeMnepaType BHYTPU TEPMOKOHTeMHepa A0 25 °C He 6onee
5 cyTok.

10.1.3 Habopbl peareHToB, TPAaHCNOPTUPOBAHHbLIE C HApYLLUEHMEM TEMMEPATYPHOro pexuma,

NMPpUMEHEHUNIO HE noanexar.

10.2 XpaHeHue

10.2.1 Bce koMnoHeHTbl Habopa peareHToB, 3@ UCK/IOYEHNEM MoniMMepasbl TexHoTaq MAX
(dbacoBka U), cnepyeT XpaHUTb B XONOAWIbHUKE WAM XONOAMNBHOM KaMepe npwu
Temnepatype oT 2 °C go 8 °C B Te4ueHne BCEro cpoka rogHocTu.

10.2.2 TMonunmepasy TexHoTaqg MAX (dacoska U) cneayeT XpaHUTb B MOPO3UJILHOM Kamepe
npu Temnepatype oT MuHycC 18 °C go MuHyc 22 °C B TedeHne BCero cpoka rogHocTm
Habopa peareHTOB.

10.2.3 Cwmecb ang amnandumkaumm n cmecb 4aa amnandukaunm, 3anedyataHHyo napaduHoM,
cnenyeTr XpaHuUTb B XOJNIOAWSIbBHUKE WAW XONOAWIbHOW KaMepe npu Temnepartype
ot 2 °C po 8 °C B 3aWMWEHHOM OT CBETa MecTe B TeyeHue BCero cpoka roaHocTu
Habopa peareHTOB.

10.2.4 Habopbl peareHToB, XpaHMUBLUMECS C HaApYLIEHWEM pEeraMeHTUPOBAHHOIO pexunma,

NpUMEHEeHNI0 He noanexart.
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10.3 YKasaHug no akcrsyaTtauum

10.3.1 Habop peareHTOB AO/HKEH MNPUMEHSTbCA COrflacHO JAenCTBYHOWENn Bepcuu
YTBEPXAEHHON MHCTPYKUMU MO NPUMEHEHMUIO.

10.3.2 [Ong nony4vyeHus [OCTOBEPHbIX pe3ynbTatoB HeobxoauMo cTporoe cobnwaeHue
WHCTPYKLMK NO NpUMeHeHuto Habopa peareHToB.

10.3.3 Mocne BCKPbITUA YNAKOBKW KOMMOHEHTbl Habopa peareHTOB crneAyeT XpaHuTb npwu
cneayowmx yCnoBuax:
e BCe KOMMOHEeHTbl Habopa peareHTOB, 3a UCK/TIIOYUEHNEM NonmMepasbl TexHoTag MAX
(dacoeka U), cneayer xpaHuTb B XONOAWIbHWKE WAW XONOAWBHOW Kamepe npu
Temnepatype o1 2 °C go 8 °C B TeuyeHMe BCeEro cpoka rogHoCcTn Habopa peareHToB;
e CMeCb Ana aMmmdukaumm UM CcMecb Aana  amnnmdukaumm, 3anedaTtaHHylo
napaguHoM, cnenyet XpaHuUTb B XOJIOAWbHUKE WIN XONOAW/IbHOW Kamepe npu
TeMmnepatype oT 2 °C o 8 °C B 3alWMLLIEHHOM OT CBeTa MecTe B TeYeHMe BCero cpoka
roaHOCTN Habopa peareHToB;
e nonumepasy TexHoTaq MAX (dacoska U) cneayeTt xpaHnTb B MOPO3U/IbHOW Kamepe
npu TemMnepaTtype oT MMHYC 18 °C no MnHyc 22 °C B Te4yeHuMe BCero cpoka rogHocTum
Habopa peareHTOB.

10.3.4 Ha6opb| peareHToB C UCTEKLWLUMM CPOKOM NroAHOCTU NPUMEHEHNIO HE nMoANeXar.

11 YKA3AHNA NO YTUWIN3ALNU

11.1 Mpu ncnonb3oBaHMM Habopa peareHToB B KJIMHUKO-AMArHOCTUYECKOM nabopaTopumn
obpa3yloTcsa oTxo4bl knacca B, KOTOpble yTUAM3MPYHOTCA B COOTBETCTBMWM C TpeboBaHUSAMMU
CaHluH 2.1.3684-21 n MY 1.3.2569-09.

11.2 Habopbl peareHTOB, NpulieillMe B HEMPUrOAHOCTb, B TOM 4MCe B CBA3U C
UCTeYEeHMEM CpoKa TrOAHOCTWU, MOBpPEeXAEeHMeM YMakoBKW, nognexaTr YyTuauMsaumm B

cooTBeTCTBMU C TpeboBaHmaMm CaHlMnH 2.1.3684-21.

12 FAPAHTUN N3FrOTOBUTENA

12.1 MpeanpusaTMe-n3roToBUTENb  FApaHTUPYET  COOTBEeTCTBME Habopa  peareHToB
TpeboBaHUSAM TEXHUYECKUX YyCnoBui npu cobniogeHun YycioBui TpaHCNOPTMPOBaHUS,

XpaHeHnA U aKcnnyaTtaunnm, YCTaHOBJIEHHbIX TEXHNYECKNUMU YCITOBUAMMU.

12.2 Cpok rogHoctu Habopa peareHToB - 12 MecaueB npu cobnogeHnn BCeX YCII0BUMN

TPaHCNOPTUPOBAHUSA, XPaHEHMUS U SKCMTyaTauuu.

13 PEMOHT U TEXHUYECKOE OBCNTY)XUBAHMUE
Habop peareHTOB npeAHasHayeH A1 OAHOKPATHOro MPUMMEHEHUS U He MOANEXWUT

TEXHNYECKOMY O6CJ'IY)KVIBaHVII-O N TEKYLLEMY PEMOHTY.
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14 CUMBO/J1bl, NCMNOJIb3YEMbIE NP MAPKUPOBKE HABOPA PEATEHTOB

IVD MeauumnHcKoe n3aenne Anst AMarHoCTUKK in vitro
Jf Mpeaen Temnepartypsbl
W CoAep>XXMMOro AOCTaTOYHO AN NPOBEAEHNS N TeCTOB
g Mcnonb3oBaTth A0
LOT Koa napTum (cepun)

[aTa n3rotosnieHns

E:E O6paTtuTecb K MHCTPYKUMWN MO NPUMEHEHUIO

REF Homep no kaTtanory
M M3rotoeuTenb
S .
//'\ He ponyckaTb BO3AENCTBUSA COSTHEYHOrO CBETA
AN
)

HecTtepunbHoO
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15 NEPEYEHb NPUMEHAEMbIX HALUNMOHAJIbHbIX CTAHAAPTOB

FOCT ISO 14971-2021 MW3genusa MeauuuHckue. [lpyMeHeHMe MeHeoXXMeHTa pucka K
MeANLMHCKUM U34enmnam

FOCT 15.309-98 Cucrema pa3paboTkm M MNOCTAHOBKW MNPOAYKUMM Ha MpPOU3BOACTBO.
NcnbiTaHMs M npueMKa BbinyckaeMon npoayKumMm. OCHOBHbIE MOSIOXKEHUS

FOCT P 2.105-2019 EanHas cMcteMa KOHCTPYKTOPCKOM AOKyMeHTauun. Obwme TpeboBaHms K
TEKCTOBbIM JJOKYMEHTaM

FOCT P 15.013-2016 Cuctema pa3paboTkm M MNOCTAaHOBKM MNPOAYKUMW Ha MPOU3BOACTBO.
MeanuUnHCKME n3nenus

FOCT P 51088-2013 MeauumHCcKMe nsgenusa Ans AMarHOCTUKW UH BUTPO. PeareHTbl, Habopbl
peareHToB, TeCT-CUCTEMbl, KOHTPOJIbHble MaTepuanbl, nuTaTefbHble cpeabl. TpeboBaHUs K
n3genusaM u NnoaaepXxuBsatoLllen JoKyMeHTaumm

FOCT P 51352-2013 MeauuMHCKNE U3gennsa ans AMarHoCTUKM UH BUTpPo. Metoabl UCNbITaHUM
FOCT P 52905-2007 (MCO 15190:2003) Jlabopatopmn  MeamumHckue.  TpeboBaHus
6e3onacHocTK

FOCT P NCO 15223-1-2020 W3penua MeauuuHckue. CuMMBONbI, MPUMEHSeMble  Npu
MapKUPOBaHUMN MEANLMHCKUX U3LENNN, Ha STUKETKAX U B CONPOBOANTENbHOM AOKYMEHTaLuu.
Yactb 1. OcHOBHble TpeboBaHMS

FOCT P NCO 18113-1-2015 MeanumHckme mnagenns anst AnarHoctmku in vitro. MHgpopmauums,
npenocraBnsieMas u3rotoemutenem (MapkmpoBka). Yactb 1. TepMuHbl, onpeaeneHus n obwme
TpeboBaHus

FOCT P NCO 18113-2-2015 MeanumHckme nagennsa ansa amarHoctmku in vitro. MHgpopmauums,
npegocrasnsieMas uarotoeutenem (Mapkmposka). Hactb 2. PeareHTbl 414 gmarHocTukm in vitro
Ans npodeccMoHanbHOro NpUMeHeHuns

FOCT P NCO 23640-2015 W3pgenua MeguvuMHCKME ANns  AUMArHocTMkM in vitro. OueHka

CTabuMNbHOCTM peareHToB AN AMAarHoCTUKK in vitro

MpuMevyaHne - YKasaHHble Bbllle CTaHAapTbl 6blIM AEACTBYHOLWMMU HA MOMEHT YTBEPXAEHUS
WHCTPYKUMW MO MpUMEHeHuto. B panbHelweM, MNpu MNoJb30BaHUM AOKYMEHTOM, LienecoobpasHo
NpoBepuTb AEWCTBUE CCbIIOYHBIX HOPMATMBHbLIX AOKYMEHTOB Ha TEKYLUMA MOMEHT. Ecnn cCbinouHbIii
[OKYMEHT 3aMeHEH WM U3MEHEH, TO NpPU NPUMEHEHMUM HACTOALLEro AOKYMEHTA C/eAyeT Mosb30BaThCs

3aMEeHEHHbIM (M3MEHEHHBLIM) AOKYMEHTOM.
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16 AAPEC AN OBPALLEHUA

MpousBoacTBo HAboOpoB  peareHTOB  UMMeeT  CepTUDUUMPOBAHHYIO  CUCTEMY
MeHe)XMeHTa KayecTBa W COOTBETCTByeT TpeboBaHMSAM CTaHAapTa CUCTEM MeHeXMeHTa
kauvectBa ISO 9001 B obnactm pa3paboTku, NpousBoAcTBa W npodaxu IVD peareHTOoB MU
npnbopoB AN MOMEKYyNspHO- reHeTUYeCKoW JAWarHoCTuku, W apyroro nabopaTopHOro
npuMmeHeHnsa n ISO 13485 B obnactn paspaboTkun, NnpomnssoacTBa U npogaxu IVD peareHToB
n NpnbopoB AN MEAULIMHCKON MOMeKYyNspHO-reHETUYECKOMW ANArHOCTUKMN.

MpousBoauTenb: O6LECTBO C OrpaHNYEHHON OTBETCTBEHHOCTbO «[HK-TexHonorus TC»

(000 «OdHK-TexHonorua TC»), Poccus.

Appec npousBogurtens: 117246, Poccus, r. Mocka, npoesg Hay4dHnbin, 4. 20, ctpoeHue 4.

MecTo npousBoAcCTBa:

- 000 «[HK-TexHonormuss TC», 117246, Poccus, r. MockBa, npoe3g Hayuhbin, a. 20,
CTpoeHue 4;

- 000 «HMO [AOHK-TexHonorus», 142281, Poccusi, MockoBckasa o06n. r. [MpoTBMHO,

yn. XenesHogopoxHas, 4. 3.

Mo BonpocaM, KacawwmMcs KadectBa Habopa peareHToB, cneayeT obpawartbcs B Cnyx6y
KJIMEHTCKOM NOAAEPXKKM.

Cny»x6a KIMEeHTCKOM NoaaepXKu:

8-800-200-75-15 (ansa Poccumn, 3BOHOK 6becnnaTHbIn),

+7 (495) 640-16-93 (ansa ctpaH CHIC n 3apybexbs, 3BOHOK MJaTHbIN).

E-mail: hotline@dna-technology.ru, www.dna-technology.ru
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Mpuno>xeHune A

MapameTpbl TeCTA, KOTOPble HE06X0AMMO BHECTM B NporpaMMHoe obecneueHue

AeTeKTUpyrowmnx amnanpukatopos «ATnpainm>», «ATnanT>»

npu ucnonb3oBaHuun Habopa peareHToB T.vaginalis/N.gonorrhoeae Komnnekc

B pacoBke S

1)  «Twn aHanusa/Tecta» — Bbl6paTb «MynbTUNNEKC_q+>»;

2)  Konwnyectso npobupok B Tecte — 1;

3) O6béM peakuuoHHON cMecn — 35 MKn;

4) B okHe «[lporpamMma aMmnaundukauumn» BBECTU creayowme napaMeTpbl:

N2 Yucno Pe)>xum ontnueckux Tun
TeMmnepaTtypa, °C MWH c -
6noka LLMK/10B n3mepeHumn 6noka
80 0 30
1 1 Unkn
94 1 30
94 0 30
2 5 Lukn
64 0 15 %
94 0 10
3 45 Lwvkn
64 0 15 %
4 94 0 5 1 Unkn
5 10 XpaHeHune XpaHeHune
V- PeXUM OMNTUYECKUX U3MEPEHWI
5) BHecTn cnepyrowme napamMeTpbl KaHanos geTekumm
Fam Hex Rox Cy5 Cy5.5
Trichomonas BK Neisseria ) )
vaginalis gonorrhoeae
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Mpuno>xeHune b

MapaMeTpbl TecTa, KOTOpble HE06X0AMMO BHECTU B NporpaMMHoe obecneveHue
AeTeKTUpyrowmnx amnanpukatopos «ATnpainm>», «ATnanT>»
npu Mcnonb3oBaHuun Habopa peareHToB T.vaginalis/N.gonorrhoeae Komnnekc
B ¢pacoBke U
1)  «Twn aHanusa/Tecta» - Bbl6paTbh «MynbTUNAekc_q+»;
2)  Konwnyectso npobupok B Tecte — 1;
3) O6béM peakuMOHHON cMecn — 18 MKN;

4) B okHe «[lporpamMma aMmnaundukauumn» BBECTU creayowme napaMeTpbl:

N2 Yucno Pe>xuM onTuyeckmnx
Temnepartypa, °C | MUH c » Tun 6n10ka
6noka LMKJIOB U3MepeHuUn

80 0 5

1 15 Lukn
94 0 5

2 94 ’ 5 ’ 00 | 1 Lnkn
94 0 30

3 5 Lnkn
64 0 15 v
94 0 10

4 45 Unkn
64 0 15 v

5 94 0 5 1 Lnkn

6 10 XpaHeHune XpaHeHune

V- PeXmM ONTUUYECKUX N3MEPEHWIA

5) BHecTn cnepyowmye napamMeTpbl KaHanoB AeTeKUUN:

Fam Hex Rox Cy5 Cy5.5
Trichomonas BK Neisseria ; )
vaginalis gonorrhoeae
Homep 924
2024-01-18
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OHK-TexHonornsa
117587, r. MockBa, BH. Tep. I'. MyHMUMNaNbHbIA OKpYyr YepTaHosBo CeBepHoe,
w. Bapwasckoe, 4.125X, kopnyc 5, aTtax 1, noM.12
Ten./dakc +7 (495) 640-17-71
Cnyx6a KNMeHTCKOM NoAAepXKU:
8-800-200-75-15 (ansa Poccumn, 3BOHOK becnnaTHbIN)
+7 (495) 640-16-93 (ansa ctpaH CHIC 1 3apybexbs, 3BOHOK MaTHbIN)

E-mail: hotline@dna-technology.ru



