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CMUCOK COKPALLEHWNA 1 OBO3HAYEHWIA

B HacTosaweln MHCTPYKLUNN NCNONIb3YHOTCA cieayrowmne CoKkpaleHna m 0603Ha4veHuns:

RCF - oT aHrn.relative centrifugal force, oTHocuTeNbHOE ycKkopeHue LeHTpudyrn
BK - BHYTPEHHUN KOHTPOSb

an - LOBEpPUTENbHbIA MHTEpBan

AOHK - e30KCMpUBOHYKNenHoBas KnucnoTta

OHKa3bl - e30KCMpuboHyKneassbl

K- - oTpuLaTenbHbI KOHTPONbHbIA 0bpasely,

K+ - MOJIOXUTENbHbIN KOHTPO/bHbIM 0bpasel,

KO - nabopaTopHbIA KOHTPONbHbIM obpasel,

MLP - NoNMMepasHasa uenHaa peakuus

PHKa3bl - puboHyKneasbl
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NPEAHA3BHAYEHHOE NPUMEHEHUE

NMonHoe HauMeHoBaHWe Habopa peareHToB: Habop peareHToB Ans BbigBneHus AOHK
Chlamydia trachomatis n Trichomonas vaginalis metogom MNUP B pexuMme peanbHOro

BpeMeHu (C.trachomatis/T.vaginalis Komnniekc), panee no TeKCTy — Habop peareHToB.

Ha3sHaueHne: Habop peareHToB npegHasHadeH pansa BoigsneHus AOHK Chlamydia
trachomatis w Trichomonas vaginalis B 6buonormyeckom MaTtepuane 4denoBeka (Moua,
Ccockobbl anuTenManbHbIX KIEeTOK U3 yporeHnTanbHoro Tpakta) meroaom MLUP B pexume

peanbHOro BpEMEHMU.
(DYHKLI,MOHa}'IbHoe HasHayeHue: anarHocTuka in vitro.

lMoka3zaHus K npoBeAEHUIO aHan3a: CUMMNTOMbI MHCbeKLl,MOHHOFO

3aboneBaHus YPOreHnTasZibHOro Tpakra.
ﬂpomsonor<a3aHvu7| K MPUMEHEHUIO HET.

MonynsaumMoHHbIE 1 ,quorpaq)quCKMe aCneKkTbl: MNpUMeEHEHNE Ha6opa peareHToB

HE 3aBUCUT OT NONYNALUMNOHHbIX U ,Cl,eMOFpaCle-IeCKI/IX aCrnekKToB.

O6bnactb NMPpUMEHEHUA ! Ha60p peareHToB MOXET ObITb MCMNOMb30BaH B KJIWHWUKO-

ANarHOCTn4eCKunx na60paTopM9|x MeANUNHCKUX yqpemaeHMVl.

MoTeHUManbHble NONb30BaTENN: KBaNMMULNPOBAHHbIA NepcoHan, oby4YeHHbI MeToaaM
MOSIEKY/IIPHOM  AMArHOCTMKM WM NpaBunaM  paboTbl B KJIMHUKO-AMArHOCTUYECKOM

nabopatopuu.

MNpMMeHsATb Habop peareHTOB CTPOro MO HAa3HAYeHMK0 COrfacHO AAHHOW WHCTPYKLMK

no NpMMEHEHUIO.
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2 XAPAKTEPUCTUKA HABOPA PEATEHTOB

2.1

CocTaB Habopa peareHToB

" HK-TEXHONOT Us

R1-P116-S3/9, cphacoBka S, ctpunbl

N Konnyectso HoMuHanbHbIN
HavmeHOBaHMe KOMMOHEHTOB BHewHW Bua .
npobupok 06BbEM KOMMOHEHTA
Mpo3payHas 6ecuseTHas wunm
Cmecb ana amnandukaumm, posp 4 12 cTpunos
po30Bas XXWUAKOCTb Mo no 20 Mkn
3ane4ataHHas napaduHoM no 8 npobupok
BOCKOO6pa3HbIM 6enbiM cnoem
Mpo3payHas 6ecuseTHas
PactBop Tag-nonnmepasbl po3p H 2 npobupkmn no 500 mMkn
XUAKOCTb
Mpo3payvHas 6ecuseTHas BA3Kas
MuHepanbHoe Macsno posp 4 2 Npobupku no 1,0 mn
MacnsHNCTasn XUAKOCTb
MonoXuTenbHbIN Mpo3payHas becuBeTHas
N 1 Posp 4 1 npobupka 130 mkn
KOHTPOJIbHbIN 0bpa3sel XKUAKOCTb
KpbIWwK® anga cTtpmnos 12 wr

R1-P116-23/9, dacoska S, Npo6MpKM

HanMeHoBaHMe KOMMOHEHTOB

BHewHu BUA,

Konunuectso
npobupok

HoMuHanbHbIN
06bEM KOMMNOHEHTa

Cmecb gna amnamndukaumm,

Mpo3payHas 6ecuBeTHas unm

KOHTpO/bHbI 06pasel!

XUAKOCTb

pO30Bast XXMAKOCTb Noja, 96 npobupok no 20 Mkn
3ane4ataHHas napaduHoM
BOCKOOb6pasHbIM 6enbiM cnoem
Mpo3payHas 6ecuBeTHas
PactBop Tag-nonnmepasbl po3p H 2 npobupkun no 500 mkn
XWUOAKOCTb
Mpo3payHas becuBeTHas Bs3kas
MuHepanbHoe Macno po3p H 2 Npobupkmn no 1,0 mn
MacnsHUCTasa XMUAKOCTb
MonoxuTenbHbIN Mpo3payHas 6ecupeTHas
po3p H 1 npobupka 130 Mkn

R1-P116-UA/9, dacoska U

. Konwnyectso HoMUHanbHbIN
HanMeHoBaHME KOMMOHEHTOB BHewHnn Bng N
npobupok 06bEM KOMMNOHEHTA
Mpo3payHas 6ecuBeTHas nm
CmMecb ans amnnmdukaumm po3p H 1 npobupka 600 mMkn
po30Bas XUAKOCTb
Mpo3payHas 6ecuBeTHas BsA3Kas
Monumepasa TexHoTaq MAX po3p H 1 npobupka 30 mMkn
XKNAKOCTb
Mpo3payHas 6ecuseTHas 600 mkn
MupP-6ydep po3p H 1 npobupka
XKNAKOCTb
MonoxuTensbHbln Mpo3payHasa 6ecuseTHas
N 1 posp H 1 npobupka 130 mkn
KOHTpO/bHbIN 06pa3zeL XKNAKOCTb

Bce KOMMOHEHTHI

Habopa peareHToB TrOTOBbI

AONOSHUTENBHOM NOAroTOBKU K paboTe.

KoMNNeKTHOCTb:

K NPpUMEHEHUID U

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

- Bknaabiw - 1 3k3.

- MHCTPYKUMA MO NPUMEHEHMI0 — 1 3K3.

- MacnopTt - 1 2Kk3.

He TpebytoT

1 - Ha 3TUKETKE KOMMOHEHTA Ana BceX q)aCOBOK «MonoXxntTenbHbI KOHTpOJ'IbeIVI o6pa3eu,>> YKa3blBa€TCA

Kak «K+»

5
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2.2 KonnuectBo aHannsnpyembix o6pasuos

Habop peareHtoB B dacoBke S paccuntaH Ha 96 onpegeneHnint (He 6onee
24 NOCTaHOBOK), BKJ/OYash aHaAM3 Heu3BeCTHbIX 06pa3uoB, oTpuuUaTeNbHbIX KOHTPOSbHbIX
06pa3u0B, NONOXKUTENbHBIX KOHTPOJIbHbIX 06pa3LoB.

Habop peareHToB B hacoBke U paccuMTaH Ha npoBeaeHune 96 onpeaeneHmnin npu yciaosmm
NOCTaHOBKM He MeHee 5 ob6bpa3uoB B OAHOM wuccneaoBaHuu (3 Hem3BeCTHbIX ob6pasua,

OTpULATENbHbIA U MONOXUTENbHbIA KOHTPOJIbHbIE 06pa3ubl).

2.3 MpunHuMn MeToAa

MeToa: MonumepasHasa uenHas peakuusa (MUP) ¢ petekumen pesynbTaToOB: B pexume
peanbHOro BpEMEHU; MYNbTUMJIEKCHbBIN KaYeCTBEHHbIM aHanms.

MpuHUMN MeToAa OCHOBaH Ha MCNOAb30BaHWM npouecca amnandukaumn AOHK,
3aKloyaloLerocs B MOBTOPSIOWNXCA UMKNAX TemnepaTypHOM JAeHaTypaumu [HK, omxura
npaMMepoB C KOMMJEMEHTAPHbIMKM MOCNEeN0BATENbHOCTAMU U MOCneaytowen A0CTPONKU
NOSIMHYKIEOTUAHBIX Lenen ¢ 3Tux nparimepoB Tagq-noanMepason.

Ons noBbllWEeHNS YyBCTBUTENIbHOCTU M CreuudUYHOCTM peakumm npeaycMoTpeHOo
npuUMeHeHne «ropsiyero» craprta. [na gacoBkn S «ropaumii» ctapt obecneuymBaeTcs METOAMKOWN
NPUroTOBNIEHNS PEeaKLMOHHOM CMEeCK, COCTOSLLEN U3 ABYX CNOEB, pa3fefiéHHbIX NPOC/IONKON N3
napaduHa. CMmelweHne CroéB M MnpeBpalleHne MX B amMiaMdUKaLNMOHHYH CMeCb MPOUCXOAMUT
TONbKO nocne nnasneHuss napadwuHa. «lopaumin» ctapt ansa dacoskn U obecneumBaeTcs
MCNOoNb30BaHNEM MONMMepasbl, aKTUBHOCTb KOTOpOM 6/0KMpOBaHa aHTUTeNamu, akKTMBauus
depMeHTa NpoOMCXOANT TOSIbKO MOCNe npeaBapuTenbHOr0 NporpeBa peakuMOHHON cMecu Mnpu
94 °C. 370 uckn4aetr Hecneundunyeckmin omKur npaMmMepos Ha JHK-MULWEHN nNpu HavyanbHOM
nporpese rnpobupku.

B cMecb ana amnandukaumm seeaeHbl OHK-30HAbI, KaXKAbl M3 KOTOPbIX COAEPXWUT
dnyopecueHTHYO MeTKy W racutenb dnyopecueHuun. lNpu obpasosaHuu cneundumyeckoro
npoaykta [OHK-30Ha paspywaetca, AenctBune racutens Ha o @iyopecueHTHYH  METKY
npekpawaeTcs, 4YTo BeAET K BO3pacTaHUIO YPOBHSA @iyopecueHUnn, KOTOpbIn UKCMpyeTcs
cneumanbHbiMKM npubopamm. KonnuyecTso paspyLlleHHbIX 30HA40B (a, cnefoBaTeflbHO, U YPOBEHb
dbnyopecueHuUnn) yBenmumBaeTcs NponopumMoHanbHO KOIn4ecTBy obpasoBaBLIKNXCS
cneumdmyecknx amMnanMKoHOB. YpoBeHb GriyopecueHUMNn U3MepseTcs Ha KaXaoMm uukne
aMmnanduKkauum B pexnme peanbHOro BpeMeHMu.

B coctaB cMecu ansg amnandukauum BKAKOYEH BHYTPEHHUI KOHTposib (BK), KoTopbin
npegHasHadeH 415 OLEeHKW KayvecTBa NpOXOXAEHUS MOSIMMepasHoM LLenHOMN peakumu.

B coctas [HK-30HA4a, ncnonb3yowerocs ans getekumn npoaykrta amnandukaumm JHK
Trichomonas vaginalis, BkntodeHa dnyopecueHTHas Metka Fam. B coctas [AHK-30HAa,
ncnonb3yowerocs Ansg Aertekumu npoaykta amnamdukaumm LOHK Chlamydia trachomatis,
BktoUeHa pnyopecueHTHas metka Cy5. B coctas AHK-30HAa, ncnonb3ayowerocs Anasa getekumm

npoAyKTa aMnanduKkaumm BHYTPEHHENO KOHTPOS, BXOAUT (h/lyopecLeHTHbI KpacuTenb Hex.
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Ncnonb3oBaHne HeCKoNbKMX GNyopecueHTHbIX KpacuTenein no3BosseT COoKpaTUTb
Konu4yecteo npobupok un 6uomatepmana, HeobxoaMMOro AN MNpoBeAeHUS WCCNefoBaHus,
NOCKONbKY MOSIBASIETCH BO3MOXHOCTb OAHOBPEMEHHO PErncTpMpoBaTb pe3ynbTaTbl pPasHbIX
peakumit amnamdurkKaunm, NpoxXoasaLLINX B 04HOMN Npobupke.

B Tabnuue 1 npmBeaeHbl KaHanbl AeTeKUun NpoayKTOB aMmnandumkaumu.

Tabnuuya 1 - KaHanbl getekumy npoayKToB amnandukaumm

Fam Hex/Vic Rox Cy5 Cy5.5
Trichomonas BK ) Chlamydia )
vaginalis trachomatis

WccnenoBaHue COCTOMT M3 creayrowmx atanos: BbiaeneHne AHK (npobonoarotoeka),
NnuP-amnandukauna AOHK ¢ petekumen pe3ynbTaToB B peXUMe peanbHOro BpeMeHu C

ncnonb3oBaHmMeM Habopa peareHToB C.trachomatis/T.vaginalis Komnnekc.

2.4 BpeMsi npoBeaeHuss aHanusa (He BkAYas npobonoaroToBky): oT 1,5 uyacos

(B 3aBMCUMMOCTM OT KOoNM4yecTsa 0bpasLoB).
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3 AHAJIMTUMECKUE N ANATHOCTUYECKUNE XAPAKTEPUCTUKHA

3.1 AHanuTmnyeckas cneumduyHOCTb

B obpasuax 6uonornyeckoro MaTepuana denoseka, cogepxawmx AOHK Chlamydia
trachomatis wnn Trichomonas vaginalis, npu npoBeAeHWUM amMnanduKauum nporpamMmmMHoe
obecneueHne peTekTUpylOWero amnandukaTopa AO/MHKHO PErncTpupoBaTtbh MOAOXUTENbHbIE
pe3ynbTaTbl amnandukaumm cneumduyeckmx npoayktos (dparmeHta reHoma Chlamydia
trachomatis wnwn Trichomonas vaginalis) no 3asBNeHHbIM KaHanaMm AeTEKLNN.

B obpa3uax buonornyeckoro matepuana, He coaepxawmx OHK Chlamydia trachomatis
wnn Trichomonas vaginalis, nporpamMMHoe obecneyeHue JAeTeKTMpylLWero amnamdukaTopa
OOMKHO  perncTpupoBaTb OTpuUATeNbHble  pe3ynbTaTbl  amnandukaumMm  crneymndbuyeckmnx
npoayktoB (dparmeHta reHoma Chlamydia trachomatis wnn Trichomonas vaginalis) w
NOMOXUTENbHbINA pe3ynbTaT aMmnamduKaunum BHyTpeHHero KoHTpons (BK).

Moka3aHo OTCyTCTBME Hecneundruiecknx NonoXMTENbHbIX pe3ynbLTaToB aMnandukaumm
npuv nccnenoBaHMM B BbICOKOM KOHLUeHTpaumn JHK 6113KopoaCTBEHHbBIX MUKPOOPraHWU3MOB UK
MWUKPOOPraHM3MoB, MOTEeHUMANbHO MNPUCYTCTBYHOLWMX B HEU3BECTHbIX obpa3uax: Neisseria
gonorrhoeae, Ureaplasma urealyticum, Gardnerella vaginalis, Mycoplasma hominis, Ureaplasma
parvum, Mycoplasma genitalium, Candida albicans, Streptococcus spp., Staphylococcus spp., a
Takxe [JHK yenoseka B KoHUeHTpauuu Ao 1,0x108 konwuit/mn obpasua.

MoKa3aHO OTCYTCTBUME KOHKYPEHTHOM WHrMbuumn npum uccnenoBaHum o06pasuos,
coaepxalmnx Hecrneundmryeckyto JHK B KoHueHTpaumm ao 1,0x108 konuit/mn obpasua u AHK
Chlamydia trachomatis w Trichomonas vaginalis — B KoHueHTpauun go 1,0x103 konuit/mn
obpasua.

3.2 NHTepdepupylowme Bewecresa

Hannune wuHrnbmutopos [P B ob6bpa3sue 6uonornyeckoro Matepuana MOXET O6biTb
MPUYMHOM  COMHUTENbHLIX (HeonpeaenéHHbIX/HeaAOCTOBEPHbIX) pe3ynbTaTtoB. [lpuM3HaKoMm
nHrnéuposaHus TLUP aBnseTca oTcyTCcTBME aMnanduKaumm BHYTPEHHEro KOHTPONs W
cneundunyeckoro npoaykra.

K nHrnébmntopam MNLP oTHeceHbl crneaylowmne BewecTBa: FrEMOrNOBMH U NneKkapCTBEHHbIE
npenapaTbl, NpuUcyTcTBylOWmMe B obpasue OHK B pe3ynbTaTe HENOMHOro yaaneHus B npouecce
Bblaenenma OHK n3 obpasua 6uomaTtepmana, a TakKe M30MNPONUAOBbLIA CNUPT U MeTMNaueTar,
npucyTcTeytowme B obpasue AHK B pesynbTaTte HEMNONHOrO yaasneHUs NpOMbIBOYHbIX pacTBOPOB
B Xo4e npobonoaroToBKMy.

MakcuManbHble  KOHUeHTpauuMum  uHTepdepupyowmnx  Bewects, MNpu  KOTOPbIX
He Habnwganocb BAMAHME Ha aMmnandukaunto nabopaTOpHbIX KOHTPOJIbHbIX 06pasuoB u
BHYTPEHHEro KOHTpOJsibHOro obpasua coctaBnsawT: remornobuH - 0,35 mr/mn obpasua AHK,

nsonponuniosbiin cnupT — 100 mkn/mn obpasua OAHK, metunauyerat — 100 mkn/mn obpasua OHK.
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" HK-TEXHONOT Us

[Nns oueHKM BO3MOXHOW MHTepdepeHUMM NeKapCcTBEHHbIX NpenapaToB 6bln BblGpaHbl

T€, KOTOpble€ NMOTEHLUMNAIBHO MOTYT NPUCYTCTBOBATb B OCTAaTO4YHbLIX KOJIMYECTBaX B 6nonornyeckmnx

obpasuax 4yesnoBeKka, B3SATbIX W3 COOTBETCTBYIOLMX Wccreayembix 6uotonos (MupaMuctuH®,

X/10prekcuamH 6UrntoKoHar).

[na Bcex uccnenyeMblX NekapcTBeHHbIX rMpenapaTosB 6bl10 MokasaHo OTCYTCTBUE UX

BNMSHMSA B KOHUeHTpaumn o 10% B obpasue 6mMomatepuana.

3.3

Mpenen obHapyxeHus

Mpenen obHapyxeHuna coctasnser 5 konun [OHK Kaxgoro MWUKpoopraHusMa Ha

aMnanduKaLmMoHHYy Npobupky.

Mpeaen obHapy>XXeHWUs YCTAHOBMIEH NYyTEM aHanM3a CEepPUIiHbIX pa3BeAeHUl ABYX Cepuii

nabopaTopHbIX KOHTPONbHbLIX 06pa3uos (JIKO).

Mpenen

obHapyxeHus B

HEN3BECTHOM

obpasue

3aBUCUT

OT WMCNOJZIb3yeEMOro

Habopa/KoOMMNeKTa peareHToB Ans BblgeneHns AHK mn ob6béMa nonyyeHHOro npenapaTa

BblaeneHHon AHK:

HanMmeHoBaHue
Mpenen
Habopa/xomMnaekTa 0O6bem nonyvyeHHoro
BuomaTtepuwan obHapy>keHums,
peareHToB A npenaparta, MK T e
BbiaeneHunsa AHK
MPOBA-HK 50 50
NMPOBA-HK-MJOC 300 300
Cockobbl
3nMTeNnanbHbIX NPOBA-TC 100 100
knetok B 500 mMkn MPOBA-TC-TJTHOC 300 300
TPaHCMOPTHOM CPEABI™, | mboEA_PAMNL 500 500
moya (1,0 mn)
MPOBA-MY-PANNAL 300 300
MPOBA-OMNTUMA 400 400

* B Ka4yecTBe TPAHCMNOPTHOM Cpeabl MCNonb30Banacb TpaHcnopTHasa cpeaa anst bumonpob CTOP-®
(000 «AHK-TexHonorusa TC», Poccusa, PY N2 P3H 2020/9640

anuUTeNManbHbIX KETOK
u3 YPOreHUTanbHoro
TpakTa

3.4 [unarHoctnyeckne xapakTepmucTuku
B o AvnarHocrnyeckas AvnarHocrnyeckas
unomMmarepuvan LleneBon aHanurt

cneum@PuyHOCTb 4YYyBCTBUTEJIbHOCTb

Trichomonas vaginalis 100% 100%
(9541 86,3-100 %) (9501 86,3-100 %)

Moua

. . 100% 100%

Chlamydia trachomatis | g5n1 86 3-100 %) (9571 86,3-100 %)
o, 0
Cocko6bl Trichomonas vaginalis 100% 100%

(950U 86,3-100 %)

(950U 86,3-100 %)

Chlamydia trachomatis

100%
(9501 86,3-100 %)

100%
(9501 86,3-100 %)

3.5

BocnpousBoauMMOCTb

O6lwas BOCMpPOM3BOAMMOCTb Pe3ysibTaToB, MOJIyYEHHbIX C WCMOSb30BaHMEM Habopa
peareHToB, coctaBunia 100% (95% AW: 88,43 - 100).

1 - Tonbko ANns cockoboB anuUTeNNanbHbIX KIeTOK
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4 MEPbI NPEAOCTOPOXHOCTHU

OpraHusaums pabotbl [MLUP-nabopatopun, ob6opynoBaHne un MaTepuanbl LODKHbI
cooTBeTcTBOBaTb TpeboBaHusaMm MTOCT P 52905-2007, meTtoauyeckmx ykasanun MY 1.3.2569-09
«OpraHunsaumsa paboTtbl nabopaTopuii, MCMONb3YIOWKMX METOoAbl aMMIn@UKaAUUM HYKNEMHOBbIX
KMUCNOT, Npu paboTe C MaTepuanoM, cogepKawmnm MMKpoopraHnsmel I-IV rpynn natoreHHoCcTu»,
c cobnofeHneM  caHuTapHbix npasun M HopM  CaHluH  3.3686-21  «CaHuTapHo-
anngeMmnonornyeckue tpebosaHua no npodunakTuke MHMEKUNOHHbIX bonesHemn».

HeunsBecTHble ob6pa3ubl paccMaTpMBalOTCA KaK MNoTeHumasnbHo-ornacHble. Mpu pabote
C MukpoopraHusamamu I-IV rpynn natoreHHocTM BblbOp Tuna 3awWMTHOro kKocTioMa (pabouei
oAexabl M CpeacTB WMHAMBWMAYA/IbHOM  3aluTbl) MNpPOBOAUTCA B CTPOrOM COOTBETCTBUMU
C CaHMTapHbIMK NpaBuiaMn n Hopmamm CaHlnH 3.3686-21 n onpepensieTcs Buaom Bo3byantens,
paboyeli 30HON, OCHalLeHMeM ee bokcamm 6uonornyeckorn 6esonacHoCTw.

CnenyeT UCNosib30BaTb TO/IbKO OAHOPA30Bble HAKOHEYHUKWN U NMPOBUPKM.

He ponyckaeTcs WCNo/Ab30BaHME OAHMX M Tex XXe HaKOoHeyHnkoB npu obpaboTke
pa3nnyHbIx obpa3uyoB bnonormyeckoro marepmana.

K pabote ¢ HabopoMm peareHTOB [JOMycKaeTca MepcoHan, o6yyeHHbIn MeToAaM
MOJIEKYNSAPHOMN ANArHOCTUKK U NpaBuiaM paboTbl B KIIMHUKO-ANArHOCTMYECKON nabopaTtopun.

Boiaenenvne OHK cneayet nposoanTb B 6okcax buonornyeckon 6esonacHoctu II knacca.
MoarortoBky k MLP c ncnonb3osaHmem Habopa peareHTOB BO3MOXHO npoBoauTb B lNMLP-60okcax.

3anpewaerca nepemelleHne nabopatopHoro obopynoBaHus, B TOM 4Mcne A03aTopos,
WwTaTnBoB, NabopaToOpHON MOCYyAbl, XanaToB, rFONOBHbIX YH6OpPOB M MNp., @ TakXe pacTBOpPOB
peareHToB U3 OAHOro NoMeLleHns B Apyroe.

Jo3aTtopbl A0MXKHbI 6bITb COOTBETCTBYHOLMM 06pa3oM MnoBepeHbl (B aKKpeaUTOBaHHbIX
nabopaTtopusix) U NpOMapKMpPOBaHbI.

Mcnonb3oBaHHble 0OA4HOPA30Bble MPUHAANEXHOCTU (MPOBUPKM, HAKOHEYHUKUM U Ap.)
OOMKHbI  cbpacblBaTbCd B KOHTEMHep AN MEeAUMUMHCKMX  OTXOAO0B,  COAepXXaluwni
Ae3nHdbuumpytowmnn pacteop (Npn HeobxoanMocTun).

MoBepxHOCTN paboumx CTO/I0OB, @ TaKXe MOMeWEeHUn, B KoTopbix nposoautcs [MLP,
cneayetT obaszaTenbHO, A0 U Mocne npoBeaeHus paboT, 0bsyydaTb € NOMOLWbLIO 6aKTEPULMAHBIX
YyCTaHOBOK B TeveHue 30 MUHYT.

Bce nosepxHoctn B nabopatopum (paboume crtonbl, wWTaTuBbl, 0bopyaoBaHme 1 4p.)
eXeAHEeBHO noABepralT BAaxHon ybopke C MpUMEHEHUEM Ae3nHPUUNPYIOLWMX/MOOLWMX

CpeAcTB, pernaMeHTMpPOBaHHbIX CaHUTapHbIMK NpaBuaaMmn n Hopmamum CaHluH 3.3686-21.

BHUMAHME! YTunnsunposaTtb 0oTxoabl € npoayktamu MLUP HeobxoamMmMo TONbKO B 3aKpbITOM BUAE.
He ponyckaeTcs oTKpbiBaTb Npobupkn nocnie amnamdukaumm, Tak Kak 3TO MOXET NMpuBecTu K

KOHTaMuHauuu npoayktamm MUP (MY 1.3.2569-09).
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Mpn uncnonb3oBaHUM Habopa peareHToOB B KAMHUKO-AMArHoctuyeckon nabopaTtopumu
obpasyloTca oTxoabl knacca B, KoTopble yTUAM3UPYIOTCH B COOTBETCTBMM C TpeboBaHUAMU
CaHuWTapHbix npaBun wn  HopM CaHllnH 2.1.3684-21 «CaHuTapHO-3nMaeMmnosiormnyeckue
TpeboBaHWs K coaepXXaHU TEPPUTOPUIN TOPOACKNX U CENbCKNX NOCENEHUN, K BOAHbIM 06beKkTaM,
NUTbLEBOM BOAE W MNUTLEBOMY BOAOCHAbXEHWMIO, aTMOChHEpHOMY BO34yXY, MNOYBaM, >XW/bIM
noMeLleHNaM, 3KCnayaTaunm nponsBOACTBEHHbIX, 06LECTBEHHbIX MOMELLEeHU, opraHm3aunn u

NpoBeAEHUID CaHUTapPHO-NPOTUBO3NMAEMUYECKUNX (MPOPUIAKTUYECKNX) MEPONPUATUINS.

OnacHble KOMMNOHEHTLI B Ha60pe peareHToB

Hanuuue/ortcyTcrBue
KoMnoHeHT Habopa

OnacHbIX KOMINMOHEHTOB YKa3aHue Ha PUCKM
eareHToB
P ®dacoBka S ®dacoska U
Cmecb gna amnnmdukaumn, HeT onacHbIX
3anevyaTtaHHas napaguHoOM BELLeCTB
HeT onacHbIX
PactBop Tag-nonumMmepasbl - -
BELLEeCTB
HeT onacHbIX
MwuHepanbHoe Macno - -
BELLecTB

HeT onacHbIX -
CMecb ana amnnamdukaumm -

BELLEeCTB
HeT onacHbIX -
Monumepasa TexHoTaq MAX -
BELLEeCTB
HeT onacHbIX -
MNUP-6yde -
LP-6ydep BELLEeCTB
MonoXuTenbHbIN A3unpa HaTpuAa A3unpa HaTpuAa ABnsieTca 6e30nacHbIM
KOHTpPOJbHbIN 06pa3zeL meHee 0,1% meHee 0,1% 0151 KOHEYHOro rnoJjib3oBaTtens

Mpu pa6ote c HabopoM peareHTOB ClieayeT UCMoJSb30BaTb CPeAcTBa MHANMBUAYaASIbHOM
3aWnTbl ANS NpefoTBpPaLleHUsl KOHTaKTa C OpraHM3MoM 4esoBeka. [locne okoH4YaHusi paboTbl
TWATeNbHO BbIMbITb PYKWU. M36eraTb KOHTaKTa C KOXeW, rna3amMm U CIM3UCTbIMM 060/104KaMU.

MpX MCNONb30BaHUMN MO HA3HAYEHMIO U COBOAEHUNIO MEP MPeaOCTOPOXXHOCTU, KOHTAKT
C OpraHM3MOM 4YesioBeKa MCKJTOYEH.

He ncnonb3oBaTb HAabop peareHToB:

- Npu HapyLWeHUN YCNOBUIA TPAHCMOPTUPOBAHUSA U XPaHEHUS ;

- NpU HECOOTBETCTBMM BHELLHEro BWAA peareHToB, YKa3aHHOro B nacropTe K Habopy
peareHToB;

- Npu HapyLlWeHUN BHYTPEHHEN YyNakoBKM KOMMOHEHTOB Habopa peareHToB;

-~ Mo UCTEYEHUIO CPOKA roAHOCTU Habopa peareHToB.

MpuMmeyaHune - Habop peareHTOB He COAEPXMUT MaTepUanoB OGUOOrMUYECKOro MPOUCXOXAEHUS,
BELLECTB B KOHLEHTPaUUSAX, 061a4alolMX KaHLEPOreHHbIM, MyTareHHbIM AeWCTBUEM, @ TaKXe BUSAIOLINX
Ha pPenpoayKTMBHYIO (dYHKUUIO uenoBeka. lNpu MCMONb30BaHMM MO Ha3HAYEHUIO W COBMAEHMM Mep

npeaoCTOPOXHOCTM sBnsieTca 6e3onacHbIM.
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5 OBOPYAOBAHUE U MATEPUATDI
Mpu pabote c HabopoM peareHToB TpebytoTca cneaytowme obopyaoBaHue, peareHTbl U

pacxogHble MaTepuUanbl.:

®dacoska U
®acoska S !
AO3MpoBaHue
O6opynoBaHue, peareHTbl U pacxogHble MaTepuanbl
cTpunbl npobupku 4yHoEe asTomMaTmsi-=
P P P Py poBaHHoOe
MNLP-6o0kc ha ha ha ha
amMnandurkaTop C AeTeKUMEN B PeXMME peasibHOro BpeMeHut aa ha aa aa?
MUKpOLEeHTpudyra-BopTeKkc na na na Aa
0TOp AN MUKpPoUEeHTpudyrm-sopTekca Ans CTpMNoBaHHbIX
poTop A p ueHTpydy P A P ha HeT HeT HeT
npobupok o6bEMoM 0,2 Mn
XONOAVNBHUK UK XONoAu/bHasA KaMepa ha na na aa
MOpO3WibHasa Kamepa HeT HeT aa Aaa
wTaTtmeB «paboyee MmecTo» Ansg npobupok o6bémom 1,5 mn Aaa Aaa aa aa
wTaTtmeB «pabouee MmecTo» Ansd Npobupok o6bémom 0,2 Mn HeT Aaa aa HeT
wTaTtmeB «paboyee MeCcTo» 4151 CTPMNOBAHHbIX NPO6UpPOoK
i aa HeT HeT HeT
06bémom 0,2 mMn
[03aTOpbl MEXaHUYECKNE WIN NIEKTPOHHbIE NepeMeHHOro
06bEMa oaHOKaHanbHble, NO3BONSOWME 0OTOMpPaTh 06bEM
aa aa ha HeT

»xunakoctn ot 0,5 go 10 mkn, ot 2,0 Ao 20 MmKn,
o1 20 go 200 mkn, ot 200 Ao 1000 Mkn

HaKOHeYHMKN 04HOpa3oBble C PUNLTPOM ANS
rnojlyaBToMaTUYeCKNX A03aTopos, cBo6oaHble 0T PHKa3 un HeT HeT ha HeT
OHKa3, o6bémom 10 Mk, 20 mkn, 200 mkn, 1000 Mkn

wTaTMB AN A03aTOpOB Aaa aa aa HeT
npo6mpKn MMKPO g
p p poueHTpudyxHbie 06b€Mom 1,5 Mmn ¢ et et na et
Kpbllkamn, ceoboaHble oT PHKa3 n HKa3
npobupkn amnamnpukauymoHHble 06bémom 0,2 Mn C
HeT HeT aa HeT
Kpbiwkamuy, ceobogHble oT PHKa3 n JHKa3
OAHOpa3oBble nepvyaTkn Me
OHOP p onUnHCKUe, 6e3 Tanbka, na na na na
TEeKCTYpMpOBaHHbIE
KOHTelHep ans cbpoca Mcrnosib30BaHHbIX HAKOHEYHUNKOB,
Aaa Aaa aa aa
npobuMpoK M ApyrMx pacxoAHbIX MaTepuanos
TpaHcnopTHas cpeaa (npu Heo6xoaAnMoCTH)
peKoOMeHAYeTCs NCMNo/b30BaTh TPaHCMOPTHYIO Cpeay Ans a 3 3 a
6nonpo63 CTOP-® (000 «HK-TexHonorma TC», Poccus, A A A A
PY N¢ P3H 2020/9640
dusmonormndecknin pacteop (0,9% NaCl) ctepunbHbIN
aa aa aa aa
(npn Heob6xoanmMocCTK)
1 - panee no TeKCTy - QAeTEKTUpyWWUi amnindukaTop; TpebyeMble MapaMeTpbl AeTEKTUPYHOLNX

aMnanduKaTopoB yKasaHbl HUXe
2 - TONbKO AeTeKTUpYIoWMiA aMmnnudukatop «ATnpaiiM» (Moandukaumns OTnpaims *X*), 000 «HMO OHK-
TexHonorusa», Poccmsa, PY N2 ®CP 2011/10229
3 - BanMaMpoBaHa Npw NpoBefeHUN KIMHUYECKUX UCTbITaHWIA
12
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dacoBka U,
dacoBka S
Ao3vpoBaHue
O6opyaoBaHue, peareHTbl U pacxoaHble MaTepuasbl
CcTpunbl npobupkmn 4yHoe aBToMaTMsi=
P P P Py poBaHHoOe
YcrpoincTeo gosupytowee ATcTpum
no TY 9443-005-96301278-2012 B BapuaHTe NCMNONHEHUS
12M1 nnn 15M1, OO0 «HIMO OHK-TexHonorus», Poccus, HET HET HET Aa
PY N¢ P3H 2015/2982, panee no teKkcty - ATctpum
0AHOpPa30Bble HAKOHEYHUKN C PUNBLTPOM A8 A03MPYIOLLErO
ycTporictea ATcTpum B KOMNnekTaumn *M1, ceoboaHbie oT
.. HeT HeT HeT na
PHKa3 n [JHKa3, o6béMom 200 MKN MNM peKoMeHAOBaHHbIE
ANS @aHaNorMYHOro MCNosib3yeMoro A03uMpyoLero yCTponcrea
YCTpOWCTBO ANA 3anedaTbiBaHus nnaHweTtos ATnak, et et al a
000 «HMO AHK-TexHonormnsa» A A
LeHTpudyra c agantepom ANs8 MUKPOMIaHLLETOB, 1
HeT HeT a a
c RCF (g) He Huxe 100 A A
nonnMepHasa TepMonnéHka Ass 3anevaTbliBaHus 1
HeT HeT aa aa
MuKponiaHweTos MUP
MUKponaHwerT MNP HeT HeT aa? aad

Habop/KOMMNNIEKT peareHToB ANs BblaeneHuns HK 13 6uonornyeckoro Matepuana*, pekomeHayoTca:

KomnnekT peareHToB ans sbigenenus OHK MPOBA-PAMNA no TY 9398-015-46482062-2008
000 «HMO AHK-TexHonorusa», PY N ®CP 2008/02939,

KomnnekT peareHToB ans Bblaenenms OHK no TY 9398-037-46482062-2009 B dbopmax
komnnekTauumn NMPOBA-I'C n NMPOBA-I'C-MJIOC, 000 «HMO AHK-TexHonorus», Poccus,

PY N? ®CP 2010/08696,

KoMnnekT peareHTOB 4119 BblaeneHus HyknenHoBbix kncnoT NMPOBA-HK/MPOBA-HK-MJTHOC
no TY 9398-035-46482062-2009 B ¢popmax komniektaumnm: komnnekt NMPOBA-HK, komnnekT
MPOBA-HK-MJTKOC, OO0 «HMO AHK-TexHonorua», Poccusa, PY N2 ®CP 2010/08867,

Habop peareHTOB 4115 BblAENEHUS HYKNEUHOBbIX kucnoT NMPOBA-MY

no TY 9398-088-46482062-2016 B ¢opme komnnekraumm NMPOBA-MY-PANNA,

000 «OHK-TexHonormna TC», Poccusa, PY N2 P3H 2017/5753,

Habop peareHToB ans BblaeneHuns OHK yenoBeka, 6aktepuin, BUpycoB 1 rpnbos n3 6nonorm4yeckoro
MaTepuana vyenoseka u KynbTyp MukpoopraHmamos (MPOBA OMNMTUMA)

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

Habop peareHTOB NPUMEHSAETCS C AETEKTUPYOWNUMN aMindukaTopaMmn NaaHLWETHOro U

POTOPHOrO TMMA C CUCTEMOWN JAeTeKumn dryopecueHTHOro CUrHana B pexuMe peanbHoro

BPEMEHWN, 3aperncTpMpoBaHHbIMW B YCTAHOB/EHHOM Mopsake B P® M COOTBETCTBYHOLWIMMU

cnenywowmm TpeboBaHUaM:

obecneumBaetca pabota c ob6beMOM peakumoHHon cMmecu 35 Mkn (dacoBka S) mnu

18 mkn (dacoska U);

obecneumBaetca paborta c payopodopamm: Fam, Hex (Vic), Cy5;
nogorpesaeMas Kpblilwka ¢ Temnepatypon 6onee 100 °C;
CKOpOCTb Harpesa He MeHee 2 °C/c;

CKOpOCTb ox/iaxaeHunst He meHee 1 °C/c;

TOYHOCTb NoAAEepXaHUsa N OAHOPOAHOCTb TeMnepaTypbl He 6onee £ 0,4 °C.

1
2
3
4

- NpY UCMNOAb30BAaHNN MUKPOMIaHLLETOB

- TONbKO MMKponnaHweTsl MNMLP 96 nyHOK, He NCNONbL3YIOTCA ANa AeTeKTupytowero amnnndukaTopa «4TnanT»
- ToNbKO MukponnaHwetsl MUP 384 nyHku

- BO3MOXHOCTb MCNOMb30BaHMa Habopa/KoMnnekTa peareHTos Ang BolaeneHnsa AHK onpenenserca Buaom
6uonormnyeckoro matepmnana (7.1)
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B xo4e KAWMHMYECKUX WCMbITAHUA BanuvaupoBaHbl clejyllwue AeTekTupyowme
aMnandurKkaTopsl:
- Amnnudukatop AetekTupyowmii  «ATnpanm» no  TY 9443-004-96301278-2010
(Mmoandukaums «ATnpainm *M*»), 000 «HMO OHK-TexHonorua», Poccus,
PY N2 ®CP 2011/10229, panee no Tekcty — «ATnpanm»
- AMnnndukatop aetektupyrowmn  «OTnpanm» no TY 9443-004-96301278-2010
(moamndukaumsa «ATnpanm *X*») 000 «HMO AHK-TexHonormnsa», Poccus, PY N2 ®CP 2011/10229
(Tonbko ansa Habopa peareHToB B dacoske U Ang aBTOMAaTU3MPOBAHHOIO A03MPOBaHUS), Aanee
no Tekcrty — «ATnpaiiM» B moanbukaumm «ATnpamm *X*»:
- AMnnndukatop  aetektupywowmin  «OTnant> no  TY 9443-003-96301278-2010
(Mmoandukaumns «ATnant *S*»), 000 «HMO AHK-TexHonorna», Poccmsa, PY N° ®CP 2011/10228
(Tonbko ans Habopa peareHToB B (¢acoBke S; B dacoske U And py4yHOro A03MpoBaHus Mnpwu
NCnonb30BaHUM NpoBUPOK), Aanee No TeKCTy — «ATnant»;
- TepMounknep aAnsa amnandukaumm HyKnemHoBbix kncnot 1000 ¢ MmoayneM peakuUOHHbIM
ontndyecknm CFX96 (Optical Reaction Module CFX96), Buo-Pag Jlabopatopues, WHk; CLUA,
PY N° ®C3 2008/03399, panee no Tekcty — CFX96;
- AMnnnukatop HyknemHoBbix kucnot Applied Biosystems QuantStudio5 ¢
rmépmnamsaumoHHO-(pNyopecUeHTHOM aeTekumnen npoaykTos MNLP B pexunme peanbHOro BpeMeHu,
«Jland TekHonopxunc Xonauurc MNte. Jita.», CuHranyp, PY N° P3H 2019/8446, panee no Tekcry
— Applied Biosystems QuantStudio 5.

Mo BompocaM MpUMEHEeHUs AeTEKTUPYOLWMX aMnaIn@UKaToOpoB, HE yKa3aHHbIX Bbille,

TpebyeTcs cornacoBaHue C Npou3BoaMTeNeM Habopa peareHToB.
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6 AHAJINBUPYEMbBIE OBPA3Libl

6.1 MaTepuan ansa uccnenoBaHus
Ons  wvccnepoBaHMsa MCNONb3YKOT MOYY W COCKOBbl 3anuTeNnuanbHbIX KAETOK U3
YypOreHuUTasibHOro TpakTa.

6.2 Obuwume TpeboBaHuA

UccnepoBaHne m™etogoMm [UP  oTHocuTCcs K npsiMbiIM - MeTogaM nabopaTopHOro
nccnefoBaHusl, NO3TOMYy B3saTUE 6MOMOrMYEecKoro MaTepuana JYenoseka HeobxoaMMO MPOBOAUTL
M3 MecTa Jlokanmsaumm MHQEKLMOHHOro npouecca. PeweHne o Heo6Xo0ANMMOCTU UCCNenoBaTb Ty
WM MHYIO JlOKanmM3auuio MpuHMMaET fevyalmii Bpayd Ha OCHOBaHWM COBpaHHOrO aHaMHe3a U
KJIMHUYECKOW KapTUHbI 3aboneBaHus.

Ona nonydeHnst KOPpPEKTHbIX pe3ynbTaToB 60/blloe 3HaYeHNEe UMeeT KayeCTBO B3SATUS
obpa3ua 6uomaTepmana pna  UCCNenoBaHWS, €ero  XpaHeHue, TpaHCNopTUpPOBaHWE W
npenBapuTenbHas obpaboTka.

HenpaBunbHoe B3siTME BuomMaTtepuana MOXeT MPUBECTU K MOJIYYEHUIO HEeAOCTOBEPHbIX
pe3ynbTaToB M, BCEACTBME 3TOr0, HEO6X0AMMOCTM €ro NOBTOPHOIO B3SATUS.

Ha >Tane noarotoBku 6uoMaTepuana MWCNOMb3YyWUTe HAKOHEYHUKWU C  DUILTPOM,
cBobogHble oT PHKa3 n AHKas.

Ona npenoTBpalleHUs KOHTaMMHaUMW OTKPbIBaWTe KpbIWKY TONMbKO TOW Npobupky,
B KOTOpyto 6yaere BHOCUTL 6uonorvyeckuii Matepuman, W 3aKkpbiBanTe ee nepen paboTon
CO cnepywowern npobrMpKon.

MpumeyaHne - B3saTMe, npeaBapuTesnbHyl0 06paboTKy, XpaHeHWe W NepeBo3Ky, nepeaavy
nuccnefyeMoro matepuana B Apyrve opraHu3aunm oCyLLEeCTBASOT COMacHO MHCTPYKTUBHO-METOANYECKUM
AOKYMEHTaM, perfaMeHTUpYIOWNM BbINO/THEHWE UCCNEAOBaHUIA B COOTBETCTBUM C  TpeboBaHUSAMMU
MY 1.3.2569-09 n CaHnlluH 3.3686-21.

6.3 B3aTne maTepuana Ha ucciegosaHue

BHUMAHME! Tllepen BbigeneHnem OHK moxeT noTpeboBaTbcsa npeasaputenbHas obpaboTtka
obpa3suoB buonornyeckoro matepmana (6.5).

6.3.1 Moua
B3aTne matepuana nNpoBOAUTCA B COOTBETCTBMW C WMHCTPYKUMSMM MO MPUMEHEHUIO
ncnosb3yembiXx HabopoB/KOMMAEKTOB peareHToB An4 BbliaeneHus HK (7.1).

6.3.2 Cockobbl anuTenmnanbHbIX KNETOK U3 YPOreHMUTabHOro TpakTa
B3ATMe MaTepuasna OCyLIECTBASIOT C MOMOLLbIO CMeUnasbHbIX MEAUUMHCKUX U3aenuiil,
MMeLWMX perMcTpaumoHHble YyA0CTOBEPEHUS, COrlaCHO YCTAaHOB/EHHOW B 3aBUCUMOCTM
OT UCTOYHMKA Buonornyeckoro MmaTepmana npoueaype.

BHUMAHME!

1. B3aTtmne matepmana B npobupkm c peaktuBoM «[MPOBA-PAMNL» ocywecTBnseTca Cyxum
30HA0M! Heob6xoaAMMO WMCKNOUMTb KOHTaKT pacTBopa C KOXEeW, rias’amum M CAU3UCTbIMU
obonoykamu.

1 - Npu npoBeAeHNN KIIMHNUYECKMX UCTbITaHUI 6bI10 BanMaMpoBaHO cleayiollee MeauunHCKoe usgenve -
30HAbLI MeauumHckme no TY 9436-002-98349125-2016 B BapuaHTax wucnonHeHus: 1. 3oHa Tun A
yHUBepcanbHbIli: - Tun Al, nponssoactso OO0 «MeanunHckmne nsgennsa», Poccmsa, PY N2 P3H 2018/7058
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2. [lepep nonyyeHuveMm cockoba 3nuUTENManbHbIX KNETOK W3 YPeTpbl, C 3aAHero ceoAa
Blaranvila v LepBMKanbHOro KaHana cBO60AHO cTekawllee oTaensieMoe Heob6xoauMo
yAanuUTb CTEPUSIbHBIM BaTHbIM TaMMOHOM.

3.  Wcnonb3oBaHWe MeAUUMHCKUX U3AeNni (B TOM YMcie UUTOWETOK) ANs B3ATUS COCKO60B 13
YyPOreHUTanbHOro Tpakta BO BpeMsi 6epeMeHHOCTM OCYLLECTBASETCS COrNacHO MHCTPYKLMUK
Mo NPUMEHEHMIO COOTBETCTBYIOLLErrO U3AENUSA C YYETOM NPOTUBOMOKA3aHUN K MPUMEHEHUIO.

OrpaHuueHme mertoaal: MecTHoe NpYMeHeHMe NIeKapCTBEHHbIX NpenapaTos, Y3M BarmHanbHbIM

AaTUMKOM MeHee YeM 3a 24 yaca A0 UccneaoBaHus.

B3sTMe MaTepmana npoBOAMTCS B COOTBETCTBUM C MHCTPYKUMSMW MO MPUMEHEHMUIO

NCNonb3yeMbiX HAbOpPOB/KOMMNIEKTOB peareHToB ANnS BbliaeneHns HK (7.1).

6.4 TpaHcnopTupoBaHue n xpaHeHune obpasuos 6Monornyeckoro Matepmana

6.4.1 Moua
YCnoBusa TpaHCNOpTUPOBaHMS U XpaHeHUs 06pasLoB MOUM ONpeaensatoTCs NHCTPYKUUSMU MO
NpUMEHEeHU0 peKoMeHayeMbIX HAabopoB/KOMMNIEKTOB peareHToB Ans BbliaeneHuns AHK (7.1)
WM NCNONb3YyeMbIX AN TPAHCMNOPTMPOBAHUSA U XpaHeHMsa 06pa3LoB TPaHCMOPTHbLIX Cpea.
JonyckaeTcs xpaHeHue obpasuosB npu Temnepatype oT 2 °C go 8 °C He 6onee 24 u.
B cnyyae HeBO3MOXHOCTM [0OCTaBKM Matepuana B nabopaTopuio B TeveHue CyToK
JOonyckaeTcss OAHOKpaTHOe 3aMopaXkusaHue MaTtepuana. [onyckaeTcsa XpaHeHue
3aMOpPOXXEHHOro MaTepuana npu Temnepatype oT MuHyc 18 °C go MuHyc 22 °C
B TeYeHne ogHOM Hepenu (eCnm 3TO He MPOTUBOPEYUT TpeboBaHUSAM K UCMONb3YEMbIM

HabopaM/KOMMNIeKTaM peareHToB Ans Bblaenerms HK).
BHMUMAHME! [lonyckaeTcs fnb O4HOKpATHOE 3aMopaXXuBaHne-oTranBaHme martepumana.

6.4.2 Cockobbl anuTennanbHbIX KNETOK U3 YPOreHUTanbHOro TpakTa

YCnoBus TPaHCNOPTUPOBAHUA W XpaHEeHWst COCKOBOB W3 yporeHuTasbHOro TpakTta
onpeaenstoTCad UHCTPYKUMSAMKM MO MPUMEHEHUID peKoMeHAyeMbIX HabopoB/KOMMIEKTOB
peareHToB An4 BblaeneHma OHK (7.1) uam ucnonb3yemMblX ANs TPaHCNOPTUPOBAHUSA U
XpaHeHns 0bpa3uoB TPaHCNOPTHbLIX cpea.

JonyckaeTcs xpaHeHne obpasuyoB npu Temnepartype oT 2 °C go 8 °C He 6onee 24 u.
B cnyyae HeBO3MOXHOCTM [AOCTaBkM MaTepuana B nabopatopuio B TeYeHMe CYTOK
JOonycKaeTcsi OAHOKpaTHOe 3aMopaxuBaHue MaTepuana. [onyckaeTcs XpaHeHue
3aMOpPOXXEHHOro MaTepuana npu Temnepatype oT MuHyc 18 °C go MuHyc 22 °C
B TeyeHMe oAHOoro Mecsua (eciam 3To He NpoTUBOpeYnT TpeboBaHUSAM K MCMNO/b3YeMbIM

HabopaM/KoMmnnekTam peareHToB 44 BbigenerHmsa HK).
BHMUMAHME! [onyckaeTcsa Nnb O4HOKpPATHOE 3aMOpaXuBaHMe-oTranBaHme martepumana.

6.5 MoaroToBka 6MonorMyeckoro Mmatepuana yenoseka ans sbigeneHnsa AHK
MoarotoBka 6uonormyeckoro Martepmana (npu  HeobxoAMMOCTM)  MPOBOAUTCS
B COOTBETCTBMM C WHCTPYKUMSMU MO TMPUMEHEHUID WCNOAb3yeMbiXx HabopoB/KOMMAEKTOB

peareHToB A5 Bbigenenms HK (7.1).

1 - ecnuM 3TO He MpOTUBOPEYUT TpeboBaHUSIM K WUCMOSib3yeMbiM HabopaM/KOMM/IEKTaM peareHToB A/S
BblaeneHmnsa HK
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7 NMPOBEAEHVE AHAJIN3A

7.1 Boligenenne JHK n3 6uonornyeckoro Mmarepumana
Onsa BbigeneHns OHK pekomeHayeTcs mcnonb3oBaTb Habopbl/KOMMIEKTbl peareHToB,
UMelLlme perMcTpaumoHHble yaoCTOBEPEHUS MEOULIMHCKOro U3L4enumsa n npeaHasHayeHHble a4

COOTBETCTBYIOLMNX BUAOB BroMaTepuana C uesnbto nocneaytowero nccneposaHns JHK metogom MLUP,

Hanpumep, [MPOBA-PANNA,

MPOBA-MY-PAMNA, MPOBA-OMNTUMA (Tabnuua 2).

Tabnunya 2

MPOBA-HK, TMPOBA-HK-MJTIOC, MPOBA-I'C, TPOBA-IC-MJIOC,

- Habopbl/KOMNNEKTbl peareHToB, PEKOMEHAOBaHHble AnA BbiaeneHus AHK

ans hanbHenuwero nccneaoBaHums C MCNONb30BaHMNEM Habopa peareHToB
C.trachomatis/T.vaginalis Komnnekc
MuHumMmanbHoe
Ha6op/komnnekT peareHtros, PY buomarepunan KOJINYECTBO
anwarta, MKN
Komnnek pearentos MPOBA-HK Moua, coCKob6bI anuUTEeNManbHbIX
000 «HMNO AHK-TexHonorus», Poccus, ! 50
PY No ®CP 2010/08867 KNEeTOK U3 YPOreHMUTanbLHoro Tpakra
KomnnekT peareHtos NMPOBA-HK-IMJTHOC Moua. COCKOBbI SMUTENMANBHBIX
000 «HMO AHK-TexHonorus», Poccus, ! 300
PY No ®CP 2010/08867 KNEeTOK U3 YPOreHMUTanbLHoro Tpakra
Komnnekt peareros MPOBA-TC, Moua, cockobbl 3nuUTENMaNbHbIX
000 «HMO AHK-TexHonorusa», Poccusa, PY ! 100
Ne ®CP 2010/08696 KNEeTOK U3 YypOreHuUTanbLHoro Tpakra
KomnnekT pearenTtos MPOBA-IC-MMIOC, Moua. CoCKOBb! SMMTENNANBHBIX
000 «HMO AHK-TexHonorusa», Poccusa, PY ! 300
N® OCP 2010/08696 K/TIETOK U3 YPOreHUTaIbHOro TpakTa
Habop pearenTos MPOBA-MH-PATL, Cockob6bl anUTENManbHbIX KNETOK
000 «OHK-TexHonorma TC», Poccus, 100
PY N P3H 2017/5753 N3 YpPOreHUTaNbHOro Tpakra
Komnneir pearertos MPOBA-PATIA, Moua, coCckobbl 3nuUTENNabHbIX
000 «HMNO AHK-TexHonorus», Poccus, ! 500
PY NO OCP 2008/02939: K/TETOK U3 YPOreHUTa/IbHOro TpakTa
Habop pearertos NPOBA-OMTUMA, Moua, coCckobbl 3nUTENNabHbIX
000 «[HK-TexHonorus TC», Poccus, ! 400
PY N P3H 2022/17496 K/TETOK U3 YPOreHUTa/IbHOro TpakTa

Boigenenmne JHK n3 nccnegyeMmoro Mmatepmasia NnpoBoasiT B COOTBETCTBUU C MHCTPYKLUMEN

Mo NPUMEHEHMUIO NCNOJIb3YyeMOro Habopa/KoMNaeKTa peareHToB.

BHUMAHME! OpgHoBpeMeHHO ¢ BblgeneHnem AHK n3 ébnonormyeckoro matepmana Heobxoanmo

noaAroToBMUTb OTpPULATESIbHbI "

KOHTPONIbHbIM 0b6pasel M NpoBecTn ero 4yepes BCe 3Tanbl

npo6onoAroToBKN. [N 3TOro peKoMeHAYyeTCs MCMNofib30BaTb (U3NOMOMMUYECKUn pacTBop Wn

oTpuuUaTeNnbHbIM KOHTPOJbHbIM 0bpa3el, BXoAsWMNA B cocTaB Habopa/KoMnneKTa peareHToB Ans

BblAENEHNA HYKINENHOBbLIX KWCNIOT, B 06béme, YKazaHHoOM B WHCTPYKUUMU NO MNPUMEHEHUIO

CooTBeTCTBYlOWEro Habopa/KoMNieKTa peareHToB.
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7.2 MoprotoBka n nposegeHue MNUP. ®acoska S

BHUMAHMUE!

1. Mpu npoBeAeHUM BCeX NOCNeAyHOLWMX AENCTBUA crneayeT msberatb BO3AENCTBUSA NPSMbIX
COSTHEYHbIX Slyyel Ha Npobupku Co CMecbio Ans amnandukaumm!

2. Mpun ncnonb3oBaHuMM Habopa peareHTOB B BapuaHTe MUCMofnHeHns «dacoBka S, CTpunbi»
cneayetT cTporo cobnaaTbe KOMMAEKTHOCTb CTPUMMOB M KpblWeK K HUM. He ncnonb3oBaTb
KPbILWKN K CTpUMNam u3 apyrmx Habopos peareHTos!

7.2.1 T[lpoMapkupyihTe no oAHOM npobupke/CcTpMnoBaHHON MNpobupke CO CMecbld Ans

amnndukaumm, 3anevyaTtaHHon napaduHOM, AN KaXAoro Hen3BecTHoro obpasua, Ans
OTpMLATENBHOrO KOHTPOSibHOro o6pasua (K-) u A1 MoNoXUTENbHOrO0 KOHTPOJIBHOMO

obpasua (K+).

BHMMAHME! Konn4yecTBo peareHToOB paccunTaHo He 6onee yeM Ha 24 NoCTaHOBKM Npu YC10BUMK

BapunabenbHOro KoIM4YecTBa HEM3BECTHbIX 06pa3LoB, 1 oTpuLUaTenbHOro KOHTPO/IbHOro obpasua

M 1 NONOXUTENBHOrO0 KOHTPOSbHOIMO o6pa3|_La B KaXX[OW NOCTaHOBKE.

Mpumep:

HeobxoaMMo npoaHannsmpoBaTb 4 HEM3BECTHbIX 0b6pa3ua. [1ns 3TOro Hy>HO NpoMapKMpoBaTb 4 NPo6bupKK

ANa Hen3BeCTHbIX 06pa3uoB, oaHy nNpobupky ans «K-» n ogHy npobupky ana «K+». Obwee kKonnyecrso

npobupok - 6.

7.2.2

BcTpsaxHUTe npobupky c pactBopoM Tag-nosinMepasbl Ha MUKPOLEHTpUdYyre-BopTekce

B TeueHue 3-5 C 1 ueHTpudyrupymnte Ha MuKpoueHTpudyre-sopTekce B TeyeHmne 1-3 c.

7.2.3 [obaBbTe BO BCe MpoOMapKupoBaHHble MpobupKK, He noBpexaas cnor napadwuHa,
no 10 mkn pacteBopa Tag-noauMepassbl.

7.2.4 [obaBbTe B Kaxayt npobmpky no ogHon kanne (okono 20 MKA) MUHepasibHOro macna.
3akpounTe Npobupku/cTpunsbl.

7.2.5 BcTpsAXHUTE npobumpky C MOMOXUTENbHbIM KOHTPOJIbHbIM obpasuom Ha
MUKpOLEeHTpudyre-soptekce B TeyeHune 3-5 ¢ un  uyeHTpudyrmpymte Ha
MUKpOLEHTpudyre-sopTekce B TeyeHue 1-3 c.

BHUMAHME!

1. Mpwn ncnonb3oBaHun ans sbigeneHnsa AHK Habopos/komnnekTos peareHTos NMPOBA-PAMNLA,

MPOBA-HK, MPOBA-HK-TJTKOC, NMPOBA-OMNTUMA BCcTpsAXxHUTe Npobupkun ¢ npenapatom JHK
N oTpuuaTesbHbIM KOHTPOJIbHbIM 06pa3LoM Ha MUKPoOLEHTpUdyre-sopTekce B TeyeHume 3-5 ¢
M UeHTpndyrmpymnte Ha MUKpoueHTpudyre-sopTekce B TeueHme 1-3 cC.

Mpn wucnonb3oBaHun ans sblgenenns [OHK komnnektoB peareHtoB [1POBA-IC u
MPOBA-TC-TJTIOC BCcTpsixHuTEe npobupkn ¢ npenapatom [OHK v  oTpuuaTenbHbiM
KOHTPO/SIbHbIM  06pa3uoM Ha MuKpoueHTpudyre-soptekce B TeveHne 3-5 ¢c M
ueHTpuodyrmpymte npm RCF(g) 12000-16000 B TeyeHne OAHOM MUHYTbl A1 OCaXAEHUS
copbeHTa. B cnyyae ecnu nocne BblAeNeHWUS HaAOCaf0YHAs >XMAKOCTb, CoAepiKallas
BblaeneHHyto OHK, 6bina nepeHeceHa B HOBble Npobupku, uUeHTpudyrmpoBaHue nocne

BCTPAXUBAHUSA NPON3BOAUTCSH HA MUKPOLIEHTpUdYre-BopTeKce B TeueHune 3-5 c.
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3. Mpn wncnonb3oBaHun Ana BblaeneHuns [JHK Habopa peareHtoB [MPOBA-MY-PAMNA
HeobxoaAnMMO, He BCTpsxuBas, ueHTpudyrnposaTb npobupku ¢ npenapatom [OHK un
oTpuLaTenbHbIM KOHTPOJIbHBIM 06pa3L0oM Ha MUKpoLeHTpudyre-sopTekce B TeveHune 1-3 ¢,
3aTteM NoMecTuTb Npobupkn ¢ npenapatoM AHK B MarHuTHbIN WITaTMB. B cnydae ecnu nocne
BblAENEHNS HaA0CaA04YHAsA XUAKOCTb, coaepxawas BblaeneHHyto JHK, 6bina nepeHeceHa
B HOBble NpOBUpPKK, cneayeT BCTPAXHYTb Npobupku ¢ npenapatom AHK 1 oTpuuaTenbHbIM
KOHTPO/IbHbIM  06pa3LoOM Ha MUKpoLeHTpudyre-sopTekce B TeyeHne 3-5 ¢ wu
LeHTpudyrmposaTb Ha MUKpPOLEHTpUdyre-sopTekce B TedeHume 1-3 c.

4.  [na npenoTBpalleHUs KOHTaMUMHaumu cneayet neped BHeceHueM AHK oTKpbiBaTb KpbILLKU
TONbKO TeX Npobupok, B KOTOopble ByaeT BHOCUTBLCS AaHHbIM obpaseyl, n 3akpbiBaTb WUX,
nepen BHeceHWeM cregylowlero. B criydyae mcnonb3oBaHWa CTPUMNOB cneayeT 3aKkpbiBaTb
KPbILWKY CTpMNa Nocne BHeCeHUs B Hero obpasuos nepes Hadanom paboTbl CO CneayrLmM.
3akpbiBanTe Npobupku/cTpunel NAoTHO. MNMpenapatbl AHK 1 KOHTponbHble 06pa3subl cneayeT

BHOCUTb HAKOHEYHUKaMKN C CbVIJ'IprOM.

7.2.6 BHecuTe B COOTBETCTBYHLUME MNPOMapKUpoBaHHbie NPOBUPKN AN  HEU3BECTHbIX
obpasuoB, He nospexpas cnor napaduHa, 5,0 MKA BblgeneHHoro u3 o6pasuos
npenapata AHK. B npobupkun, npoMmapknpoBaHHble «K-» n «K+», IHK He BHOCUTCS.

7.2.7 BHecuTe B nNpobupKy, MpoMapkumpoBaHHYK «K-», He noBpexaas cnou napaduHa,
5,0 MKn oTpuuaTtenbHOro KOHTPOSbHOro obpasua, npoweawero stan BblaeneHus OHK
(cMm. 7.1).

7.2.8 BHecute B npobupky, npoMapkupoBaHHyt «K+», He noBpexpaas cnon napadwuHa,
5,0 MK/ MONOXUTENBHONO KOHTPOJIbHOro obpasua.

7.2.9 UeHTpndyrmnpyiTe Bce npobupkun/cTpunbl Ha MUKpPOLEHTPUdYre-BopTeKce B TeueHme 1-3 c.

7.2.10 YcraHoBuTe BCce Npobupku/cTpunbl B 610K AETEKTUPYIOLWEro aMmnandukartopa.

7.2.11 [na getektupyowmx amnandukatopos cepum OT:
3anyctute nporpammHoe obecrneyeHne getekTmpytowero amnandukartopa. Npu nepsom
nposeaeHnun TMLUP 3arpy3ute cooTBETCTBYWOWMI TecT!. [anee v npu MNoCneayowmx
NoCTaHOBKax CO34amTe COOTBETCTBYHOLWMM NPOTOKOS  WUCCNEAOBaHUA:  yKaxuTte
KOMMYeCTBO W unaeHTUduKaTopbl o06pasuos, B TOM 4ucne oTpuuaTenbHOro u
NONOXUTENbHbIX KOHTPOJIbHbIX 06pa3LoB, OTMETbTE pacnosoxeHne npobupok/cTpmunos
Ha MaTpuue TepMobsioka B COOTBETCTBUMN C UX yCTaHOBKOM u nposeaute MUP ¢ yyeTtom
06bEMa peakuUMOHHOM cMecu, paBHoro 35 Mk. MNMpu Bbibope TecTa AomKHa oTobpaxaTtbcs
nporpamMma, npmsegéHHas B Tabnuue 3.

7.2.12 [Ona getektupytowmx amnamdukatopos CFX96 n Applied Biosystems QuantStudio 5:
Mpoeeawnte MLP ¢ yueTom 06b€Ma peakLUMOHHOM CMecu, paBHOro 35 MKJ/1, N0 NporpaMMamM

amnandukaumm, npmeeaéHHbIM B Tabnnuax 4, 5 COOTBETCTBEHHO.

1 - TecT Ans AeTEKTUPYIOLWNX aMnInduKkaTopoB cepun AT co3naéTca nyTéM BBoAa NapaMeTpoB (napameTpbl
TecTa ykasaHbl B MpunoxeHuun A) unu NpefocTaBnsieTcs NponsBoaMTENIEM Habopa peareHToB.
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Ta6bnuuya 3 - Mporpamma amnamdurkKaunm ansg geTekTnpyowmx amnamdukaTopos «JTnpaiM»,
«OTnant» (dhacoBka S)

N2 Yucno Pe>xuM onTuyeckmnx
TeMmnepaTtypa, °C MWH c - Tun 6510ka
6noka LMKIJIOB n3MepeHun
80 0 30
1 1 Lnkn
94 1 30
94 0 30
2 5 Lukn
64 0 15
94 0 10
3 45 Lnkn
64 15
4 94 0 5 1 Lnkn
5 10 XpaHeHune XpaHeHue
V - PEXMM ONTUYECKUX U3MEPEHWNIA

Tabnuuya 4 - lporpamMMa amnaMdukaumMm Ana AETEKTUPYIOLINX

(dacosku S, U)

amnnmndpukatopos CFX96

N2 6s10ka TeMnepaTypa, °C Bpems, Konunuecrso uukioB
(Step) parypa, MMWH: cek (noBTOpPOB)
1 80 01:00 1
2 94 01:30 1
3 94 0:15
50
4 64 v 0:20
vV - pexuMm onTuueckux wusMmepenuit (Plate Read), yCTaHOBWUTb M3MepeHue dnyopecLeHUnm no
HeobxoauMbIM KaHanam getekumn (Fam, Hex, Cy5) npu 64 °C
Tabnuua 5 - [T[porpaMma amnaudukaumum AnS AETEKTUPYOWMX aMnnamdukaTopos

Applied Biosystems QuantStudio 5 (dacosku S, U)

Ne Bpems, KonuuyecrBo LnknoB
o
Crapns wara Temnepatypa, °C MMH: cek (nosTOopOB)
yaepXaHus 2 94 01:30 1
1 94 0:20
Ctaauna NuprP 50
2 64 vV 0:20
V' - cbop AaHHbIX Ans Heobxoaumblx dnyopodopos (Fam, Vic (Hex), Cy5) BkaoueH
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7.3 MoaroTtoBka n nposegeHue MNUP. ®acoBka U, py4yHOe Ao3MpoBaHMe

BHUMAHME!

1.  [Ons amnandwukaumu cnegyeTt UCMob30BaTb 0AHOPA30Bble aMnandUKaLMOHHbIE NPOoBUpPKK
06béMoM 0,2 M unn MukponnaHwetsl MUP 96 nyHok!, repMeTnsmpyembie TEPMOMIEHKOMN.
He pekoMeHAyeTCA WCNOMb30BaTb CTPUMNOBaHHble MNPOBGUPKM B CBSA3WM C OMNACHOCTbHO
NOCTaMNANMUKALNOHHON KOHTaMUHALNMN.

2. Mpu npoBeAeHMN BCEX NOCNeAYHOLMX AENCTBUA crneayeT msberatb BO3AENCTBUS NPSMbIX

COJTHEYHbIX ﬂyquI Ha I'IpO6VIpKVI CO CMeCbio an4d aMI'IJ'IVId)MKaLI,MVI!

7.3.1 T[pomapkupyite HeobxoAuMMOEe KOMMYECTBO OAHOPA30BbiX  aMnAMMUKAUNOHHBIX
npobupok 06bLémom 0,2 MA UM MukponnaHweT 96 NyHOK ANna Hem3BecCTHbIX 06pa3LoB,
ANa  oTpuuaTenbHOro  KOHTpofAbHOro obpasua «K-» M 408 NOMOXKUTENbHOro

KOHTPOJZIbHOIro o6pa3ua <K+,

MpumeyaHune - PekoMeHAyeTCs TMOCTaHOBKa He MeHee 5 o6pasuoB B OAHOM WCC/EAOBaHUU

(3 HeunsBecTHbIX 06pasua, oTpuuaTeNbHbBIA U NONOXUTENbHbIA KOHTPOJSIbHbIE 06pasubl).

Mpumep:
HeobxoanMmMo npoaHanu3npoBaTb 4 HeM3BeCTHbIX obpa3ua. 1S 3TOro HyXXHO NMpPoMapKMpoBaTb 4 Npobupkn
AN HEU3BECTHbIX 06pa3LoB, O4HY NPOBMPKY/NyHKY Ana «K-» n ogHy nNpobupky/nyHky ans «K+». Obwee

KOJIM4eCTBO NpO6MPOK/NyHOK — 6.

7.3.2 BcCTpsiXHUTe MpobMpKy CO CMEeCbio Ans amMnnmdukaumm Ha MUKpoOLEHTpudyre-BopTekce
B TeyeHue 3-5 C 1 ueHTpmudyrupymnte Ha MuKpoueHTpudyre-sopTekce B TedeHmne 1-3 cC.

7.3.3 BHecuTe BO BCE NMpOMapKMpOBaHHble NPOBUPKN/NYHKN MMKponnaHweTa (Bkatoyas «K—»
n «K+») no 6,0 Mkn cMecn ansa amnamdukaumm.

7.3.4 BcTtpsxHute npobupku c TLP-6bydepoMm wu nonumepason TexHoTag MAX Ha
MUKpOLEeHTpudyre-soptekce B TeyeHune 3-5 ¢ wn  uyeHTpudyrmpymte Ha

MUKpOLEHTpudyre-sopTekce B TeyeHue 1-3 c.

BHMUMAHME! Tlonumepasy TexHoTaq MAX cneayet pAgocrtaBaTb W3 MOPO3WbLHOM Kamepbl

HenocpeaCcTBeHHO nepea Mcnosib3o0BaHNEM.

7.3.5 TpurotosbTe cMech lNLP-6ydepa c nonnmepason TexHoTaq MAX. [ing aToro cMewamnrte
B OTAE/IbHOM 04HOpa30BoW npobupke:
e 6,0 x (N+1) mkn MUP-6ydepa,
e 0,3 x (N+1) mkn nonumepasbl TexHoTaq MAX,
rae N — Konm4yecTBO NpOMapKMpPOBaHHbIX MPOBUMPOK/KONINYEeCTBO HEOHBXOAMMbIX TYHOK
MUKpoOriaHweTa € Y4ETOM «K-», «K+>»,
Mpumep:
HeobxoauMo npoaHanmnampoBaTb 4 HEM3BECTHbIX 0bpa3ua, «K-», «K+». NNpoMapKnpoBaHHbIX Npobupok — 6.

Hy>xHo npurotoBuTtb cMech MNLUP-6ydepa n nonumepasbl TexHoTag MAX ana 7 (6+1) npobmnpok/nyHok, T.e.
42 mkn MNUP-6ydepa + 2,1 mkn nonnmepasbl TexHoTaq MAX.

1 - ans AeTeKTUpYLWNX aMnandukaTopos «ATnainT» MUKponaaHwWweTbl 96 NYHOK He UCMONb3yHoTCs
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7.3.6 BcTpsaxHuTe npobupky c npurotoBneHHon cmecbto [UP-6ydepa u nonuMmepassl
TexHoTaq MAX Ha MUKpoLeHTpudyre-BopTekce B TedeHne 3-5 ¢ U ueHTpudyrupymnTe Ha

MUKpoOLEeHTpudyre-sopTekce B TeveHue 1-3 C.

BHMUMAHME! Cwmecb [MUP-6ydepa n nonumepasbl TexHoTaq MAX HeobxoAMMO rOTOBUTH

HenocpeaCTBeHHO nepea UCnoJib30BaHNEM.

7.3.7 [Oob6aBbTe B NPOBUPKM/NYHKM CO CMecbto Ans amnamdukaumm no 6,0 MK cmecu

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

BHMUMAHME! [ocne pob6asneHuns cmecu [MLP-6ydepa n nonumepasbl TexHoTaq MAX B
NpOGUPKK/NYHKN CO CMeCbto Ang amnnmdbukaumm HeobxoamMmMo B TeYeHme ABYX YAaCOB BbINOHUTb
7.3.8 - 7.3.14.

7.3.8 BcTpsaxHUTe  Npobupky C  MONOXWUTENbHbIM  KOHTPOSbHbIM  06pasuoM  Ha
MUKpOLEHTpU(dYyre-BopTekce B TeyeHne 3-5 ¢ u  ueHTpudyrupyinte Ha

MUKPOLIEHTpUdYre-BopTeKce B TeveHne 1-3 c.

BHUMAHMUE!

1. Mpwn ncnonbzoBaHun Ansa soiaenedna JHK Habopos/koMnnekToB peareHTos NMPOBA-PANNA,
MPOBA-HK, MPOBA-HK-MTOC, MPOBA-OMNTUMA BCcTpsixHuTe npobupku ¢ npenapatom AHK
W oTpuuaTeNibHbIM KOHTPOSIbHBIM 06pa3uoM Ha MUKPOLEeHTpUdyre-sopTekce B TeveHme 3-5 ¢
M UueHTpndyrmpymTte Ha MUKpoueHTpudyre-sopTekce B TeveHme 1-3 C.

2. Mpn wucnonb3oBaHun ans BbigenedHunsa [OHK komnnektoB peareHtoB [MPOBA-TC w
MPOBA-IC-MMNKOC BCcTpsAXHUTE npobupku ¢ npenapatom [AHK 1 oTpuuatenbHbIM
KOHTPO/IbHbIM  06pa3uoM Ha MuKpoueHTpudyre-soptekce B TeyeHnme 3-5 ¢ wu
ueHTpudyrnpymte npm RCF(g) 12000-16000 B TeyeHMe O4HOM MUHYTbl OS5 OCaXAeHUs
copbeHTa. B cnyyae ecnm nocne BblAeNeHMSI HagoCaZoO4vHas XMAKOCTb, coAepXkallias
BblaeneHHyto [AHK, 6bina nepeHeceHa B HOBble MpobUpKM, LEHTpUdyrMpoBaHue rnocne
BCTPSAXMBAHMSA NPOU3BOAUTCA Ha MUKpPOLLEHTpudyre-sopTekce B TeveHue 3-5 c.

3. Mpu wncnonb3oBaHun ans Bblaenenns [AOHK Habopa peareHtoB [MPOBA-MY-PAMNA
HeobxoaAMMO, He BCTpsSXMBasl, UeHTpuUdyrmpoBaTb MNpobupkn ¢ npenapatom OHK wu
oTpuuaTeNIbHbIM KOHTPOJIbHbIM 06pa3LOoM Ha MUKpoLeHTpudyre-sopTekce B TeveHue 1-3 ¢,
3aTeM noMecTutb Npobupku c npenapatom AHK B MarHuTHbIM WwWTatMe. B cnyyae ecnu nocne
BblAeNeHnsa Hanocano4vHas XUAKOCTb, cogepxawas BolaeneHHyto AHK, 6biia nepeHeceHa
B HOBble NpobupkuK, cneayeT BCTPAXHYTb Npobupkn ¢ npenapatom AHK 1 oTpuuatenbHbIM
KOHTPOSIbHbIM  06pa3suoM Ha MuKpoueHTpudyre-soptekce B TedeHue 3-5¢ wu
ueHTpudyrmpoBatb Ha MUKpPOLEHTPUdYre-BopTekce B TeveHne 1-3 C.

4, [nga npegotepalleHnsa KOHTaMMHauuuM creayet nepen BHeceHneM HK oTKpbIBaTb KPbIWKN
TONbKO Tex Npobupok, B KOTOpble 6yaeT BHOCUTbLCS AaHHbI obpasey, u 3akpbiBaTb UX
rnepen BHeceHMeM cneaywouwero. 3akpbiBante npobupku nnoTtHo. [Mpenapatel OHK n

KOHTpPO/IbHble 06pa3Lbl CleayeT BHOCUTb HAaKOHEYHUKAMUN C DUNLTPOM.
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BHecuTe B COOTBETCTBYHOLWME MPOMapKMpPOBaHHbIE MPOBUPKU/NYHKM MUKpOMaHLeTa
no 6,0 Mkn BblaeneHHoro w3 o6bpasuoB npenapata AHK. B npobupku/nyHku,
npoMapkmpoBaHHble «K-» n «K+», IHK He BHocuTCS.
BHecuTe B npobupKy/nyHKYy, npoMapkupoBaHHyt «K-», 6,0 MK OTpuuaTenbHOro
KOHTposnbHOro obpasua, npoweguwero atan sbigeneHns AHK (cm.7.1).
BHecnte B nNpobUpKY/NyHKY, npoMapkmpoBaHHyt «K+», 6,0 MKI NOAOKWUTENbHOrO
KOHTposibHOro obpasua.
B cnyyae ncnonb3oBaHMa MUKPOMNIAHLWETOB 96 NyHOK:
MoMecTuTe akKypaTHO, HEe BCTPSAXMBAs, MUKPOMIAHLLET B NOASIOXKY YyCTPOMCTBA AN
3anevaTbiBaHUA nnaHweTos ATnak.
MpoBeauTe 3anedaTbiBaHMe MukponnaaHweta T[LUP nonvMmepHor TepMONIEHKON
COrnacHoO pyKOBOACTBY MO 3KCniyaTauuun npubopa ATnak.
LeHTpudyrmnpyiite mukponnanwet MLUP npn RCF(g) 100 B TeueHune 30 c.
B cnydae ncnonb3oBaHMs NpobUpokK:
LleHTpudyrmnpyiite Bce Nnpobmnpkn Ha MUKpPOLEHTpUdyre-sopTekce B TedeHune 3-5 c.
YcTaHoBUTE BCe NMpobupkn/MmkponiaHweT B 670K aeTeKTupytowero amnandukaTopa u
nposeaute MUP (7.3.15, 7.3.16).
Ona petekTupyowmnx amnamdukatopos cepum OT:
3anycTuTe nporpaMMHoe obecnedeHue geTekTupytowero amnamdukartopa. NMpu nepsom
nposeaeHmn TMLIP 3arpysute cOOTBETCTBYWOLWMIA TecT! [anee v npu MNOCneayowmx
NOCTaHOBKax CO34aMTe COOTBETCTBYWOLWMM MNPOTOKOS  WUCCNEAOBAHUA:  yKaxuTe
KONM4ectBO M uaeHTMdUKaTopbl 06pa3uoB, B TOM 4uC/e OTpPMUATENBHOIO W
NOSTIOXKUTENbHbBIX KOHTPOJIbHbIX 06pa3uoB, OTMeTbTe pacrnonoxeHve o6pas3uoB Ha
MaTpuue TepMob/ioka B COOTBETCTBMM C MUX yCTaHOBKOM W npoeaute TMLP c ydyeTom
06béMa peakUMOHHOW cMecK, paBHoro 18 mMkn. Mpu BbIbOpe TecTa AoKHa 0TobpaxaTbCs
nporpamMma, npmeenéHHas B Tabnuue 6.
Ona getekTupyrowmnx amnanpunkatopos CFX96 n Applied Biosystems QuantStudio 5:
Mpoeeante MLUP c yueTtom 06bEMa peakUMOHHOW CMECKU, paBHOro 18 Mk, No NnporpamMMam

amnnndukaumm, npmeeaéHHbIM B Tabnnuax 4, 5 COOTBETCTBEHHO.

1 - TecT Ans AeTEKTUPYIOLWNX aMnInduKkaTopoB cepun AT co3naéTca nyTéM BBoAa NapaMeTpoB (napameTpbl
TecTa ykasaHbl B MpunoxeHun B) unu npenocraBnsieTca npovsBoauTeneM Habopa peareHTos.
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Ta6bnuuya 6 - Mporpamma amnnmdurKaunm ansg AeTeKTupyowmx amnamdukaTopos «JTnpaiM»,

«OTnant» (dhacoska U)

N2 Yucno Pe)>xum ontnyeckux
Temnepatypa, °C MWH C - Tuvn 6noka
6noka LMKJIOB U3MepeHun
80 0 5
1 15 Lunkn
94 0 5
2 94 5 00 1 Lnkn
94 0 30
3 5 Lnkn
64 0 15 v
94 0 10
4 45 Lukn
64 0 15 v
5 94 0 5 1 Lnkn
6 10 XpaHeHune XpaHeHune
V - PEXMM ONTUYECKUX U3MEPEHMIA

7.4 MogrotoBka wu nposegeHune T[ILUP. ®acoBka U, C WCNoNb30BaHMEM A03UPYHOLLErO
ycTporctea ATcTpuM (TONbKO Ans getektTupyowero amnandumkatopa ATnpanm B mogudmkaumm
«OATnpanm *X*»)

BHUMAHME!

1. Ona amnandukaumm cnegyetr MUcnonb3oBaTb  MukponnaHwetbl [MUP 384 nyHKy,
repMeTusnpyemble TEPMOMNIEHKON.

2. lMpn npoBegeHMK BCeEX MOCeayLWNX AENCTBUN cneayeT nsberatb BO34eNCTBUSA NPSMbIX

COJTHEYHbIX Ny4yer Ha Npobupky co cMmecblo ans amnandumkaumnm!

MpumeuvaHne - PekoMmeHayeTcd NOCTaHOBKa He MeHee 5 o6pa3yoB B 0OA4HOM WCCeA0BaHMMK

(3 HemnsBecTHbIX 06bpa3ua, oTpuuaTeNbHbINM U MONOXUTENbHbIA KOHTPOJIbHbIE 06pa3ubl).

7.4.1 BcTpsxHUTe nNpobupky co cMecblo Aansa amnandukaumm B TedeHme 3-5 ¢ Ha
MUKpOLEHTpUdyre-eoptekce un  UeHTpudyrnpymte B TeyeHume 1-3 € Ha
MUKpOLEHTpUdyre-sopTeKce.

7.4.2 BcrpsxHute npobupkn c [UP-6ydepom u nonumepason TexHoTaq MAX Ha
MUKpoOUEeHTpudyre-soptekce B TeyeHune 3-5 ¢ wu  uyeHTpudyrmpymrte Ha

MUKpOLEHTpudyre-eopTekce B TeyeHue 1-3 c.

BHUMAHME! Tlonumepasy TexHoTaq MAX cneayer pgocrtaBaTb W3 MOPO3WIBHOW KaMepbl

HenocpeaCcTBeHHO nepea MCcnosib3oBaHNEM.

7.4.3 Cneaysa ykasaHuam NO gosupytowero ycrponcrea ATCTpuM, NMpUroToBbTE B OTAEbHOWN

oAHOpa3oBoi npobupke cmeck MNLP-6ydepa c nonnmepason TexHoTaq MAX.
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7.4.4 BcTpsaxHuTe npobupky C npurotoBneHHon cmecbto T[LP-6ydepa u nonuMmepassl
TexHoTaq MAX Ha MUKpoLeHTpudyre-BopTekce B TedeHne 3-5 ¢ U ueHTpudyrupymnTe Ha
MUKpOLeHTpudyre-sopTekce B TeyeHue 1-3 C.

7.4.5 BcTpsxHute npobupky C MONOXUTESbHbIM KOHTPOJ/IbHbIM obpasuom Ha
MUKpOLEeHTpudyre-soptekce B  TeyeHme 3-5¢C¢ u  ueHTpudyrupyihte  Ha
MUKpOLeHTpUdyre-sopTekce B TeyeHune 1-3 C.

BHUMAHMUE!

1. Mpu ncnonbzoBaHuun Ang BoiaeneHna JHK Habopos/koMnnekToB peareHTos NMPOBA-PAMNNA,

7.4.6

7.4.7

7.4.8

7.4.9

MPOBA-HK, MPOBA-HK-IMJTKOC, MPOBA-OMNTUMA BCTpsAXHUTE Npobupku ¢ npenapatom AHK
W OTpULATesIbHbIM KOHTPO/IbHbIM 06pa3LOoM Ha MUKPOLEHTpUdyre-sopTekce B TedeHue 3-5 ¢
N ueHTpudyrmpynTe Ha MMKpoLeHTpudyre-sopTekce B TeueHne 1-3 C.
Mpu wncnonb3oBaHnn anga Bblgenedns [OHK komnnektos peareHtoB [1POBA-TC u
MPOBA-TC-NNIIOC BCcTpaAxHUTEe npobupkn ¢ npenapatom [OHK u  oTpuuatenbHbIM
KOHTPONbHbIM 06pa3uoM Ha MuKpoueHTpudyre-sopTekce B TeyeHne 3-5 ¢ wu
ueHTpudyrmpymnte npm RCF(g) 12000-16000 B Te4yeHMe OA4HOM MWHYTblI ANS OCaXAEHUS
copbeHTa. B cnyyae ecnm nocne BblAeNeHMS HagocCaZo4vHas XMAKOCTb, CoAepxalias
BblageneHHyt [OHK, 6bina nepeHeceHa B HOBble MpobUpKM, LeHTpudyrnmpoBaHume nocne
BCTPSIXMBAHUS NPOU3BOAUTCA HA MUKPOLIEHTpUdyre-BopTekce B TeveHmne 3-5 c.
Mpn wncnonb3oBaHun ana BblaeneHns [JHK Habopa peareHtos [MPOBA-MY-PAMNA
HeobxoanMMO, He BCTpsIXuMBasl, uUeHTpudyrmposaTb npobupkn c npenapatoMm OHK wu
oTpuuaTenbHbIM KOHTPOJIbHBIM 06pa3LOM Ha MUKpOLEHTpUdyre-sopTekce B TeveHne 1-3 ¢,
3aTeM NOMECTUTb Npobupku c npenapatom HK B MarHMTHbIN WTaTUB. B cnyyae ecnu nocne
BblAENEHNS HaA0CaA04YHasa XUAKOCTb, coaepxawas BblgeneHHyto JHK, 6bina nepeHeceHa
B HOBble NPOBUPKK, CreagyeT BCTPAXHYTb Npobupku ¢ npenapaTtom AHK 1 oTpuuaTenbHbIM
KOHTPO/IbHbIM  06pa3uoM Ha MUKpoUeHTpudyre-soptekce B TeyeHme 3-5c wu
LeHTpudyrnposaTb Ha MUKPOLLEHTpUdyre-sopTekce B TedeHue 1-3 c.
YcTtaHoBUTE NMpoBUpPKKU: CO cMecbio Ans amnnudukaumm, co cMmecbio MUP-6ydepa un
nonuMmepasbl TexHoTaq MAX, ¢ npenapatamum [OHK, oTpuuaTenbHbIM KOHTPOJIbHbIM
06pa3uoM M NOSTOXUTENIbHLIM KOHTPOJIbHLIM 06pa3uUoM, a Takke MmkponnaHuwert MNLP Ha
pabouunin cton ATCTpMM 1 NnpoBeauTe A03MPOBaHNE KOMMOHEHTOB COMrlaCHO PyKOBOACTBY
Mo aKcrnayataumm.
MoMecTnTe akKypaTHO, He BCTpsaxmBas, MukpornsaHweT MNMLUP B noanoxKy ycrponcrea ans
3arneyaTtbiBaHMA naHweTtos [Tnak nocne 3aBeplieHMs NporpamMmbl Ha AO3MPYHOLEM
ycTpoiictee ATcTpum.
MpoBeanTe 3anevyaTbiBaHMe MUKporiaHweTa MUP nonmmepHon TepMONAEHKOM COrnacHo
pPyKOBOACTBY MO 3KCnayaTaumm npmbopa ATnak.

LenTpnodyrnpynte mukponnadwet MLUP npn RCF(g) 100 B TeueHune 30 c.

7.4.10 YcraHoBuTe MukponnaHwert MUP B 610k getektupytowero amnamdukartopa.
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7.4.11 3anyctuTe nporpammHoe obecnevyeHue getekTmpytowero amnandukartopa. Npu nepsom
nposefeHun MLP 3arpysuTe cooTBeTCTByOWMA TecT!. [danee M npu MOCAEAyOLWmMX
NOCTaHOBKAxX Cco34alTe COOTBETCTBYHOLMA MNPOTOKON  UCCNEAOBAHUA:  YKaxuTe
KonuMyectBo W uaeHTudukaTopbl ob6pa3LoB, B TOM 4UC/e OTpUMUATENBHOrO W
NOMOXUTENbHbBIX KOHTPOMbHbLIX 06pasuLoB, OTMeTbTE pacrnofioXeHne npobupoK Ha
MaTpuue TepmMobnoka B COOTBETCTBMM C MX YCTAaHOBKOW u nposeaute TMLP ¢ yuyeTom
o6béMa peakUMOHHOM cMecK, paBHoro 18 mMkn. Mpwu BbIbOpe TecTa AoKHA 0TobpaxaTbCcs

nporpamma, npueBeaéHHas B Tabnuvue 6.

8 PETMCTPALNA PE3YJIbTATOB AMITVIMOUKALIN

8.1 Perncrpauusa curHana gnyopecueHuMn NpoBOAUTCS AETEKTUPYOLWMM aMninbrUKaTopoMm

dBTOMATU4YECKN BO BpeEMA aMI'IJ'II/ICbI/IKaLI,MM.

8.2 OdeTekums M y4y€T pe3y/bTaTOB OCYLUECTB/IAIOTCA AETEKTUPYIOLNM aMnaMbUKaTopoM
aBTOMaTUYECKN.

9 YYET N UHTEPMNPETALIUSA PE3YJ/1IbTATOB

9.1 YUeT pe3ynbTaToB peakLmnmn OCYLLECTBNAETCA aBTOMAaTUUYECKM C MOMOLLbIO NPOrpamMMHOro

obecneyeHuns, NOCTABASIEMOrO C AETEKTUPYOLWNM aMNANDUKATOPOM.

9.2 Mpn ncnonb3oBaHUK AeTeKTupyrowmnx amnamdukatopos CFX96 cnegyet Mcnosib3oBaTb
perpeccmoHHbi TMN aHanusa (Cq Determination Mode: Regression), Bo Bknagke «Baseline

Subtraction» HeobxoanMo BbIGpaTh «Baseline Subtraction Curve Fit».

9.3 NHTepnpeTaums pe3ynbTaToB MNPOBOAUTCS B COOTBETCTBMM C Tabnuuein 7. PesynbTaThbl
NMOCTaHOBKW BaNWAHbl, €CNN BbIMOSHATCA YCIOBUS MHTEPNpeTaunn pesybTaToB, MosyYeHHbIX

ANS KOHTPO/bHbIX 06pa3LoB.

1 - TecT Ans AeTEKTUPYIOLWNX aMnInduKkaTopoB cepun AT co3naéTca nyTéM BBoAa NapaMeTpoB (NapaMeTpsl
TecTa ykasaHbl B MpunoxeHun B) unu npenocraBnsieTca npovsBoauTeneM Habopa peareHTos.
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Tabnuuya 7 - WNHTepnpetaumsa pesynbtatos MUP

KaHan perekuumn

Fam, Hex/Vic, Cy5, VIHTepnpeTal.wm pe3ynbTaTta

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

HeunsBectHble 06pasubl

YkasaH He yuuTbiBaeTcs He ykasaH O6HapyxeHa AAHK Trichomonas vaginalis
He ykasaH He yuunTbiBaeTcs YkasaH O6HapyxeHa AAHK Chlamydia trachomatis
Viasan |He yamsaercn|  viasan | qoe O L vaia trachomatis
He yKasaH YkasaH He yKasaH BbmB:ﬂeefai:lamtssspe:;wos
He ykasaH He ykasaH He ykasaH HenocroBepHbIit pe3ynbtaTt

OTpMuaTenbHbI KOHTPOJIbHBbIA 06pasey

OTpuuaTenbHbIin pe3ynbTaTt

He ykasaH Yka3saH He ykasaH
PeBYJ'IbTaTbI MOCTaHOBKW Ba1NAHbI

Mono)xutenbHbli KOHTPOJIbHbIN 06pasel

MonoXUTENbHbIN pe3ynbTaT

YkaszaH YkaszaH YkasaH
PeBYJ'IbTaTbI MNOCTAaHOBKW Ba/1UAHbI

9.4 HepnocTtoBepHbIi pe3ynbTaT MOXET OblTb CBSI3aH C MNPUCYTCTBMEM WHIMOGUTOPOB B
npenapate [AHK, nosyyeHHOM K3 6WOMOrMYECKOro MaTtepuana; HEBEPHbIM BbINO/IHEHUEM
NpoToKoNna aHanu3a; HecobnlaAeHMeEM TeMNepaTypHOro pexmma amnamdukaunm m ap. B aTtom
cnyyae Tpebyetca noBTOpHOoe npoBeaeHne [MUP c umerowmmca npenapatom AHK, nunbo
nosTtopHoe BblaeneHne AHK v nocraHoBka [UP, nnbo noBTopHOoe B3ATUE 6MOOrMYecKoro

MaTepuana (BbIMOMHAETCA NocneaoBaTenbHo).

9.5 Ecnu ana bnonornyeckoro obpasua nony4deHbl 3HayeHns Cp/Cqg/Ct meHee 24 Ha KaHanax
petekumn Fam wmnm Cy5, TO 3TO rOBOpUT O BbICOKOW MNepBOHa4yanbHOM KoHueHTpauun OHK
COOTBETCTBYHOLLEro  MMKPOOpraHm3ma. B paHHOM  c/lyyae  BO3MOXHO  MOJlyyeHue
JNIOXXHOOTpULATENbHOrO pesynbrarta aAnst MMKpoopraHnsma, HK KoToporo npMcyTCTBYET B HU3KOM
KOHLUEeHTpaunu. ns NckIoYeHns NOXKHOOTpMUATENbHbLIX pe3ybTaToOB PEKOMEHAYETCS NOBTOPHO
nposectn [P BbigeneHHoro npenapata OHK ¢ wucnonb3oBaHuem Habopa peareHToB Ans
BbisBneHms AOHK xnamuanm tpaxomatuc (Chlamydia trachomatis) MeTogoM noauMMepasHomn
uenHon peakumn (XJJAMU-TEH), OO0 «HMO OHK-TexHonormns», Poccusa, PY N2 ®CP 2008/03890
n Habopa peareHTtoB ans BbigsneHns OHK TpuxomoHaca BarumHanuc (Trichomonas vaginalis)
MEeTOoAO0M nonmmepasHon uenHom peakummn (TPUXO-TEH), OO0 «HMNO AHK-TexHonorus», Poccus,
PY N° ®CP 2008/03848.
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9.6

ﬂpM nonyyeHnn noJNIOXKUTENbHOIO pe3synbTaTa A4 OTpUUAaTENbHONO KOHTPOJIbHOIO

obpa3ua pesynbTaThl BCEA MOCTAHOBOYHOW CEpPUM CUUTAIOT HEAOCTOBEPHbIMU. B 3TOM cnyuae

Heobxoanmo npoeegeHmne cneunanbHbIX MepOFIpVIFITVIVI ANna BblABIEHNA N YCTPaAHEHUA BO3MOXHOW

KOHTaMUHaUunN.

9.7

Mpn nonydyeHun oTpuLaTeNbHOro pesynbTarta AN MNONOXUTENbHON0 KOHTPOJIbHOrO

obpa3sua pe3ynbTaTbl BCEN MOCTAHOBOYHOW CEPUU CUUTAIOT HEAOCTOBEPHbLIMU. B 3TOM cnydae

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

10

10.1
10.1.1

10.1.2

10.1.3

10.2
10.2.1

10.2.2

10.2.3

10.2.4

TPAHCNOPTUPOBAHUE, XPAHEHUE N SKCINJ1IYATALUNUA

TpaHcnopTMpoBaHue

TpaHcnopTupoBaHne Habopa peareHTOB OCYLWECTBASAOT B  TEPMOKOHTEMHepax
C XNnagoaneMeHTaMM BCEMU BUAAMWU KPbITOro TpaHCnopTa nNpu TeMnepaType BHYTpPU
TEPMOKOHTENHEepa, COOTBETCTBYIOWEN YC/IOBUSIM XPaHEHMS KOMMOHEHTOB, BXOA4SALIMX
B COCTaB Habopa peareHToB.

JonyckaeTca TpaHCnopTupoBaHMe Habopa peareHTOoB, 3a WCKIKYEHMEM MnonMMepasbl
TexHoTaq MAX (dacoBka U), B TEpMOKOHTENHEpPAX C X/1a403/1EMEHTAMMN BCEMN BUAaMU
KpbITOrO TpaHCnopTa Mpu TeMmrnepaType BHYTPU TepMokoHTelHepa oT 2 °C po 25 °C
He 6bonee 5 cyTok. [lonyckaeTcsas TpaHCNopTMpoBaHuMe nonumMmepasbl TexHoTaq MAX
(dbacoBka U) B TepMOKOHTeMHepax C X/fago3sieMeHTaMW BCEMWU BUAaMU KpbITOro
TpaHcnopTa Npu TeMnepaType BHYTpU TEPMOKOHTEHepa Ao 25 °C He 6onee 5 cyTok.
Habopbl peareHTOB, TPaHCMOPTUPOBAHHbLIE C HapyleHMeM TeMnepaTypHOro pexmMa,

NpUMEHEHUNIO HE noanexar.

XpaHeHue

Bce KOMMOHeHTbI Habopa peareHTOB, 3a WCK/IOYEHMEM MonuMepasbl TexHoTaq MAX
(dbacoBka U), cneayer XpaHuUTb B XONOAMNbHUKE WM XONOAMLHOM Kamepe npw
TemnepaTtype oT 2 °C go 8 °C B TeueHne BCero cpoka rogHocTu.

Monnmepasy TexHoTaq MAX (dacoeka U) cnegyeT XpaHUTb B MOPO3MJIbHOM Kamepe npu
TemnepaTtype oT MMHycC 18 °C go MuHyc 22 °C B TeyeHumne BCero cpoka rogHocTn Habopa
peareHToB.

CMecb anga amnandukaumm n cMecb Ansa amnandukaummn, 3anedataHHyo napaduHoMm,
cneayeT XpaHUTb B XONI0AUSIbHUKE UM XONOANNBHON Kamepe npu Temnepartype oT 2 °C
0o 8 °C B 3awmMwéHHOM OT CBeTa MecTe B TedeHue BCero cpoka rogHoctm Habopa
peareHToB.

Habopbl peareHTOB, XpaHuWBLUMECS C HapylweHWeM perjameHTUPOBAHHOIMo pexuma,

NpUMEHEeHNI0 He noanexar.
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10.3 YKasaHug no akcnayaTaumm

10.3.1 Habop peareHTOB A0/KEH NPUMEHSATLCS COr/TaCHO AENCTBYIOLWEN BEPCUUN YTBEPXKAEHHOMN
WHCTPYKLMU NO NPUMEHEHMUIO.

10.3.2 [Onga nofnydYeHMs [AOCTOBEPHbLIX pe3ynbTaTtoB HeobxoauMMoO CTporoe cobnwaeHue
WHCTPYKLMK NO NpUMeHeHuto Habopa peareHToB.

10.3.3 Mocne BCKpbITUA YMakOBKM KOMMOHEHTbl Habopa peareHToB crieayeT XpaHwuTb Mpu
cnenyowmx yCnoBuax:
e BCE KOMMOHEeHTbl Habopa peareHTOB, 3a UCK/OYEHMEM noaumepasbl TexHoTaq MAX
(dbacoeka U), cneayer XpaHUTb B XOJOAWIbHUKE WAW XONOAMABHOWM KaMmepe npwu
Temnepatype oT 2 °C go 8 °C B TeueHune BCero cpoka rogHoCcTn Habopa peareHToB;
e CMecCb Ans aMmnamdukauum u cMecb Ana amnnmdbukaunm, 3anedvaTaHHy napapuHoM,
cneayeT XpaHUTb B XONMOAUIbHUKE UNU XONMOAUNBHOM Kamepe npu TeMnepaTtype ot 2 °C
Ao 8 °C B 3alMLLEHHOM OT CBETa MecTe B TeyeHue BCero cpoka rogHoctm Habopa
peareHToB;
e nonumepasy TexHoTaq MAX (dacoBka U) cneayeT XpaHUTb B MOPO3UJIbHOMN Kamepe
npu TemnepaTtype OT MUHYC 18 °C no MMHyc 22 °C B TeyeHue BCero cpoka rogHoCTu
Habopa peareHTOB.

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

11 YKA3AHNA NO YTUWIN3ALNU

11.1 Mpu wncnonb3oBaHuM Habopa peareHToB B KMHMKO-AMArHocTuyeckon nabopatopumn
0bpasyloTcsa oTxoabl Knacca B, KoTopble yTWUAM3MPYIOTCA B COOTBETCTBMM C TpeboBaHMSAMMU
CaHluH 2.1.3684-21 n MY 1.3.2569-09.

11.2 Habopbl peareHToB, Npuweawne B HENPUrog4HOCTb, B TOM YMCNE B CBSA3U C UCTEYEHUNEM
CpoKa TroAHOCTM, MNOBpeXAeHWEeM YMNaKoBKW, noanexar yTuamMsauuMm B COOTBETCTBUMU
c TpeboBaHmamMu CaHlnH 2.1.3684-21.

12 FAPAHTUN N3FrOTOBUTENA

12.1 MpeanpuatTne-nsrotToBmTeNb rapaHTmpyet COOTBETCTBUE Habopa peareHToB
TpeboBaHUAM TEXHUYECKUX YCNOBUI Npn cObA0AEHUN YCITOBMN TPAHCNOPTUPOBAHUS, XpaHEHUS

M 3KCrnlyataunn, yCtaHOB/1EHHbIX TEXHNYECKNMU YCNTOBUAMN.

12.2 Cpok rogHoctn Habopa peareHToB — 12 MecsueB npu cobnogeHnn BCeX YCI0BUNA

TPaHCNOPTUPOBAHUSA, XPaHEHMUS U 3KCMTyaTauuu.

13 PEMOHT U TEXHUYECKOE OBCNTY)XUBAHMUE
Habop peareHTOB npeaHasHayeH AN OAHOKPATHOrO MNPUMEHEHUS U HE MOANEXMUT

TEXHNYECKOMY O6CJ'IY)KVIBaHVII-O N TEKYLLEMY PEMOHTY.
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14

CUMBO/J1bl, NCMNOJIb3YEMbIE NP MAPKNUPOBKE HABOPA PEATEHTOB

" HK-TEXHONOT Us

IVD

MeanunHckoe nspenne Ans AMarHoCcTuKu in vitro

A

TeMmnepaTypHbI AnanasoH

/

CO,D,ep)KMMOFO AOCTaToO4YHO AJia NpoBeAeHNda <n> TECTOB

2

Ncnonb3oBaTb A0

LOT

Koa naptum (cepun)

[aTa n3rotosnieHns

al
T

O6paTMTer K MHCTPYKUMKN MO NPUMEHEHNIO NI K MHCTPYKLUWUK MO

NMPUMEHEHUNIO B 2/IEKTPOHHOM BUAE

REF HomMep no kaTtanory

“ M3rotoBuTenb

D .

//T\ He gonyckaTb BO34ENCTBUSA COSTHEYHOrO CBETa
AN

HecTtepunbHoO
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15 MNEPEYEHb NPUMEHAEMbIX HALWMOHAJIbHbIX CTAHOAPTOB

FOCT ISO 14971-2021 W3penuna MeanumHckue. [lpuMeHeHMe MeHemXMeHTa pucka K
MeAVULMHCKUM U3aenunam

FOCT 15.309-98 Cucrema pa3paboTku M NOCTAHOBKM NPOAYKUMM Ha NpoU3BOACTBO. McnbiTaHus
W NprveMKa BbiMyckaeMon NpoayKunn. OCHOBHbIE NOSOXEHUS

FOCT P 2.105-2019 EanHasa cucteMa KOHCTPYKTOPCKOW AOKyMeHTauuun. O6uime TpeboBaHuAa K
TEKCTOBbIM AOKYMEHTaM

FOCT P 15.013-2016 Cwucrema pa3paboTkm M MNOCTAHOBKWM MNPOAYKUMM Ha MpPOU3BOACTBO.
MeanumHckmne nsnenus

FOCT P 51088-2013 MepuuuHckue wmspnenus Ana ANMArHOCTUKW UH BUTPO. PeareHTbl, Habopbl
peareHToB, TeCT-CUCTEMbl, KOHTPOJSibHble MaTepuanbl, nuTaTeNbHble cpeabl. TpeboBaHusa K
n3genusaM u NnoaaepXxuBsatoLllen JoKyMeHTaumm

FOCT P 51352-2013 MegmumMHCKHe Us3genus onsa ANarHoCTMKU UH BUTPO. MeToabl UCMbITaHMIA
FOCT P 52905-2007 (MCO 15190:2003) JNabopaTtopun MeaMLUMHCKKE. TpeboBaHus
6e3onacHocTK

FOCT P NCO 15223-1-2023 WUzgenuna MeauumHckme. CUMBOMbI, NPUMEHSAEMble Ans nepeaayu
nHdopMaunm, npeaocrasnsemMon narotosmtenem. HYacte 1. OcHoBHble TpeboBaHMS

FOCT P NCO 18113-1-2015 MeguumHckne usgenusa ana AMarHoctuky in vitro. WHdopmauus,
npenocTaBnsemas uarotosutenieM (Mapkuposka). Yacte 1. TepMuHbl, onpeneneHus m obume
TpeboBaHus

FOCT P NCO 18113-2-2015 MeauumHCKMe wmsgenusa ans AuarHoctmkum in vitro. MHdopmauus,
npegocrasnsieMas nsrotosuteneMm (Mapkuposka). Yactb 2. PeareHTbl 4na gmarHoctuku in vitro
Ansa npodeccMoHanbHOro NpUMeHeHuns

FOCT P NCO 23640-2015 W3penna MeauvuMHCKME ANna  AMArHoCTMKM  in vitro. OueHka

CTabuMNbHOCTM peareHToB AN AMarHoCTUKK in vitro

MpuMeyaHne — YKasaHHble Bbllle CTaHAAPTbl 6bIM AENACTBYIOWMMU HA MOMEHT YTBEPXAEHUS
WHCTPYKUUWN MO NPUMEHeHUI0. B aanbHenwemM, npu nonb30BaHMM AOKYMEHTOM, Lieflecoobpa3Ho NpoBepUTb
[AEeiCTBNE CCbINOYHbIX HOPMAaTUBHbIX AOKYMEHTOB Ha TEKYLUMA MOMEHT. EC/TN CCbINIOUYHbIN AOKYMEHT 3aMeHEH
WAN U3MEHEH, TO MpM TMPUMEHEHUW HACTOSILIEro AOKYMEHTa CreAyeT MoMb30BaTbCA 3aMEHEHHbIM

(M3MEHEHHbIM) AOKYMEHTOM.
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16 AAPEC AN OBPALLEHUA

MpounsBoacTBo HabOpoOB peareHToOB UMeeT cepTUDULNMPOBAHHYO CUCTEMY MEHEMXKMEHTA
KayecTBa MU COOTBETCTBYeT TpeboBaHMAM CTaHAapTa CUCTEM MeHeKMeHTa KadecTtea ISO 9001 B
obnactu paspaboTku, npomnssoacTBa U npogaxu IVD peareHTOB 1 NpubOpPOB AN MONEKyNspHO-
reHeTUYeCKOM AMArHOCTUKKM, WU Apyroro nabopaTtopHoro npumeHeHna m ISO 13485 B obnactu
pa3paboTtku, npoussoacTBa W npopaxu IVD peareHToB M npubopoB Ans MeauUMHCKOM
MONIeKYNAPHO-reHeTUYECKOM AMAarHOCTUKM.

MpousBoauTtenb: O6WecTBO C OrpaHW4YeHHOM OTBETCTBEHHOCTbO <«AHK-TexHonorns TC»

(000 «OdHK-TexHonorua TC»), Poccus.

Appec npousBogurtens: 117246, Poccus, r. MockBa, npoesa Hay4Hbi, 4. 20, ctpoeHue 4.

MecTo npousBoAcCTBa:

- 000 «[OHK-TexHonorus TC», 117246, Poccusa, r. MockBa, npoe3g HayuHbiii, g. 20,
CTpoeHue 4;

- 000 «HNO [AHK-TexHonorus», 142281, Poccus, MockoBckass o06n. r. [poTBuHO,

yn. XenesHogopoxHas, 4. 3.

Mo BompocaMm, KacawwmMMcs KadecTBa Habopa peareHToB, cneayeT obpawaTtbcs B Cnyxby
KJIMEHTCKOM NOAAEPXKKN.

Cnyx6a KIMEeHTCKOM NoaaepXKU:

8-800-200-75-15 (ansa Poccum, 3BOHOK 6ecnnaTHbIn),

+7 (495) 640-16-93 (ansa ctpaH CHIC n 3apy6exbs, 3BOHOK MJaTHbIN).

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

MapameTpbl TECTA, KOTOPble HE06X0AMMO BHECTU B NporpaMMHoe obecneueHue

AeTeKTupyrowmnux amnanpukatopos «ATnpainm>», «ATnanT>»

npyv ncnonb3oBaHumn Habopa peareHToB C.trachomatis/T.vaginalis 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 «[1porpamma amnandukaummn» BBECTU cneayloume napameTpbl:
Ne Yucno Pe)>xum ontnyeckux Tvn
TeMmnepartypa, °C MWH c -
6noka LMK10B n3MepeHun 6noka
80 0 30
1 1 Unkn
94 1 30
94 0 30
2 5 Unkn
64 0 15 %
94 0 10
3 45 Lwvkn
64 0 15 %
4 94 0 5 1 Lnkn
5 10 XpaHeHune XpaHeHune
V- pexXmM ONTUUYECKUX N3MEPEHWIT
5) BHecTn cnepyowme napamMeTpbl KaHanoB geTekumm
Fam Hex Rox Cy5 Cy5.5
Trichomonas Chlamydia
. BK - . -
vaginalis trachomatis
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Mpuno>xeHune b

MapaMeTpbl TecTa, KOTOpble HE06X0AMMO BHECTU B NporpaMMHoe obecneveHue
AeTeKTupyrowmnx amnanpukatopos «ATnpainm>», «ATnanT>»
npu ncnonb3oBaHnumn Habopa peareHToB C.trachomatis/T.vaginalis 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 amnaundukauumn» BBECTU creayolme napaMeTpbl:

Ne UYucno Pe)>xum ontnueckux
Temnepatypa, °C | MUH c - Tun 6noka
6noka LIMK1I0B n3MmepeHumn

80 0 5

1 15 Lukn
94 0 5

2 94 5 00 1 Lnkn
94 0 30

3 5 Lnkn
64 0 15 2\
94 0 10

4 45 Unkn
64 0 15 2\

5 94 0 5 1 Linkn

6 10 XpaHeHune XpaHeHune

V- pexXmM ONTUUECKUX N3MEPEHWI

5) BHecTn cnepyowmye napamMeTpbl KaHanoB AeTeKUUN:

Fam Hex Rox Cy5 Cy5.5
Trichomonas Chlamydia
. BK - ) -
vaginalis trachomatis
Homep 930
2024-04-15
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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 KNMEeHTCKOM NoAAEpPXKKMU:
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



