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CMUCOK COKPALLEHUA N OBO3HAYEHUI

B HacTosaweln MHCTPYKUNN NCNONb3YKTCA cneayrowme CoKkpaleHna m o603HaueHuns:

RCF - OT aHrn. relative centrifugal force, oTHocUTenbHOE yCKOpeHue LueHTpudyru
BK - BHYTPEHHWUI KOHTPOS1b

an - OBEpUTENbHbIA MHTEpBan

AOHK - Ae30KCMpUBOHYKNeMHOBasa KMCNoTa

OHKasbl - Ae30KcMpuboHykneasbl

K- - OTpUUaTenbHbIN KOHTPObHbIN 0bpa3eL

K+ - MONOXMUTESNbHbIN KOHTPONbHbIN 0bpaseL

JIKO - nabopaTopHbIA KOHTPONbHbIM 0bpasel,

MLP - NofinMepasHasa LuenHasa peakuus

PHKa3bl - puboHykneasbl
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NPEAHA3BHAYEHHOE NPUMEHEHMUE

NMonHoe HauMeHoBaHWe Habopa peareHToB: Habop peareHToB Ans BbigBneHus AOHK
Chlamydia trachomatis w Neisseria gonorrhoeae metonom [MLP B pexunme peanbHOro
BpeMeHn (C.trachomatis/N.gonorrhoeae Komnnekc), panee no TekcTy - Habop

peareHToB.

HasHaueHne: Habop peareHToB npegHasHadeH pansa BoigsneHus AOHK Chlamydia
trachomatis n Neisseria gonorrhoeae B 6uonorndeckom Matepuane 4yenoseka (Moua,
Ccockobbl anuTeNnManbHbIX KIEeTOK U3 ypPOreHUTasnbHOro Tpakta) metoaom MNLUP B pexume

pe€anbHOro BpEMEHMU.
(DYHKLI,MOHa}'IbHoe HasHayeHue: anarHocTuka in vitro.

lMokazaHMa K nNpoBeAeHUD aHaamsa: CUMMITOMbI I/IHCbeKLl,MOHHOFO 3aboneBaHus
YPOr€HUTanbHOro Tpakra.

HDOTMBOI'IOKa3aHVIVI K MPUMEHEHUIO HET.

MonynsaumnoHHbIE U ,quorpaq)quCKMe aCneKkTbl: MpUMEHEHNE Ha6opa peareHToB

HE 3aBUCUT OT NONYNALUNOHHbIX N ,quorpacbmquKmx aCrneKToB.

O6bnactb NMPpUMEHEHUA ! Ha60p peareHToB MOXET ObITb MCMNOMb30BaH B KJIWHWUKO-

ANarHOCTn4eCKunx na60paTopM9|x MeANUNHCKUX yqpemaeHMVl.

MoTeHuManbHble NOMb30BaTENN: KBaINMULNPOBAHHLIA NepcoHan, 06y4YeHHbIN MeToAaM
MONIEKY/IIPHOW  AMArHOCTUKM U npaBunaMm paboTbl B KAMHUKO-AMArHOCTUYECKOWN
nabopaTopuu.

MpuMeHsTL HAabop peareHTOB CTPOro MO Ha3zHa4YeHM0 COrNTacHO AaHHOW MHCTPYKLMKU MO

NPUMEHEHWIO.
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XAPAKTEPUCTUKA HABOPA PEATEHTOB

CocTaB Habopa peareHToB

" HK-TEXHONOT US

R1-P115-S3/9, cbacoBka S, ctpunbl

. Konnyecrtso HoMuHanbHbIN
HanMeHoOBaHMe KOMMNOHEHTOB BHewHW Bua N
npobupok 06BbEM KOMMOHEHTa
Mpo3payHas 6ecuBeTHasa unm
Cmecb ana amnandukaumm, 12 cTpunos
po30Bas XXWUAKOCTb Mo no 20 Mkn
3ane4ataHHas napaduHoM no 8 npobupok
BOCKOO6pa3HbIM 6enbiM cnoem
Mpo3payHas 6ecuseTHas
PacteBop Tag-nonnmepasbl Posp 4 2 Npobupku no 500 mMkn
XUAKOCTb
Mpo3payHas 6ecuseTHas BA3Kas
MwuHepanbHoe Macno Posp 4 2 npobupku no 1,0 mn
MacnsiHUCTas XUAKOCTb
MonoXuTenbHbIn Mpo3payHas 6ecuseTHas
N 1 posp H 1 npobupka 130 mkn
KOHTPOJbHbIN 0bpa3sel XKNOKOCTb
KpbIWwK® anga cTtpmnos 12 wr

R1-P115-23/9, ¢bacoBka S, npo6bupkm

HanMeHoBaHMe KOMMOHEHTOB

BHewHW BUA,

Konunuectso
npobupok

HoMuHanbHbIN
06bEM KOMMNOHEHTa

Cmecb gna amnamndukaumm,

Mpo3payHas becupeTHas uim

KOHTpObHbI 06pasew!

XUAKOCTb

po30Bas XMAKOCTb Noja 96 npobupok no 20 Mkn
3ane4ataHHas napaduHoM
BOCKOOb6pasHbIM 6enbiM cnoem
Mpo3payHas 6ecuBeTHas
PactBop Tag-nonnmMepasbl Posp 2 npobupkun no 500 mkn
XKNAKOCTb
Mpo3payHas 6ecuBeTHas BsA3Kas
MwuHepanbHoe Macno Posp 2 npobupkmn no 1,0 mn
MacnsHUCTas XUAKOCTb
MonoxuTenbHbIN Mpo3payHas 6ecupeTHas
posp H 1 npobupka 130 Mkn

R1-P115- UA/9, dpacoBka U

. Konunyectso HoMuHanbHbIN
HanmeHoBaHMe KOMMNOHEHTOB BHewHWnn sua N
npobupok 06bEM KOMMNOHEHTA
Mpo3payHas 6ecuBeTHas Unmn
CmMecb ans amnnmdukaumm posp 4 1 npobupka 600 mkn
pO30Bast XNAKOCTb
Mpo3payHas becuBeTHas BA3Kas
Monumepasa TexHoTaq MAX posp H 1 npobupka 30 mMkn
XUAKOCTb
Mpo3payHas becuBeTHas
MupP-6ydep posp H 1 npobupka 600 mMkn
XUAKOCTb
MonoXxutenbHbIN Mpo3payHas becuBeTHas
N 1 po3p 4 1 npobupka 130 mkn
KOHTPO/bHbIN 06pasel, XUAKOCTb

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

Kak «K+»

5
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Bce koMnoHeHTbl Habopa peareHToOB rOTOBbl K TMpPUMEHEHUIO W He TpebytoT
AONONHUTENbHOM NOArOTOBKKM K paboTe.

KoMNNeKTHOCTb:
- Habop peareHTOB B O4HOM M3 BapMaHTOB MCMNOJIHEHNS — 1 WT.
- Bknaabiw - 1 3k3,
- MHCTpYKUMA N0 NpUMEHEHU0 — 1 3K3.
- MacnopT - 1 3Kk3.
2.2 KonnuectBo aHannsnpyembix o6pas3uos

Habop peareHtoB B dacoBke S paccuntaH Ha 96 onpegeneHnint (He 6onee
24 NOCTaHOBOK), BKJ/IlOMAsl aHaM3 HEM3BECTHbIX 06pa3uoB, OTpULATENbHbIX KOHTPOJIbHbIX
06pa3u0B, NOMOXUTENbHBIX KOHTPOJIbHbLIX 06pa3LoB.

Habop peareHToB B pacoBke U paccuMTaH Ha npoBegeHne 96 onpeaeneHunin npu ycnosmm
NnoCcTaHOBKM He MeHee 5 o06pa3yoB B 0AHOM uccnegoBaHum (3 HeM3BeCTHbIX 06pasua,

OTpULATESNbHbIA N NOSIOXUTESNbHbLIA KOHTPOSIbHbIE 06pa3Lbl).

2.3 MpuHuMn MeToda

Metoa: MonumepasHaa uenHaa peakumsa (MLUP) ¢ aetekuwen pesynbTaToB: B pexume
peanbHOro BPEMEHU; MYNbTUMJIEKCHbIN KaYeCTBEHHbIM aHanms.

MpuHUMN MeToAa OCHOBaH Ha MCNOMb30BaHMKM npouecca amnandukaumm [OHK,
3aK/loyalolWerocs B MOBTOPSIOWNMXCA UMKNAX TemnepaTypHOM JAeHaTypaumu [HK, oTxura
npammMepoB C KOMIJIEMEHTApPHbIMKM MNOCNEeA0BaTE/IbHOCTAMM UM NoCAeaylowen AOCTPONKMK
MONIMHYKEOTUAHbIX Lenen ¢ 3Tux npanmepos Taq-nonmmepason.

Ona noBblWeHNa 4YyBCTBUTEbHOCTM U crneuudUUHOCTM peakunm npeaycMoTpeHo
NnpuUMeHeHne «ropsiyero» craprta. [na ¢gacoBkn S «ropaumii» ctapt obecneymBaeTcs METOAMKOWN
MPUroTOBNEHUS peakLMOHHON CMecu, COCTOSILLEN U3 ABYX CNOEB, pa3fAesiéHHbIX NPOCIONKON U3
napaduHa. CMeweHne cnoés U npespaweHme mx B aMiIM@UKAUMOHHYD CMeCb MPOUCXOANT
TONbKO nocne nnaeneHus napaduHa. «lFopsumin» crapt ana dacoekn U obecneumBaetcs
NCNOSb30BaHMEM MonmMMepasbl, aKTUMBHOCTb KOTOpoW 650KMpoBaHa aHTUTenaMmu, akTusauus
depMeHTa nNpoUCXoauT TONbKO MOC/Ae npeaBapuTeslbHOro MNporpeBa peakuMOHHOM CMecu
npu 94 °C. 3TO uWCKNYaeT Hecneunduyeckmn OoTXUr npammepoB Ha [OHK-MuweHn npwu
Ha4anbHOM nporpese Npobupku.

B cMecb ana amnandukaumm eeeaeHbl OHK-30HAbI, KaXAblh M3 KOTOPbIX COAEPXWUT
dnyopecueHTHY0O MeTKy K racutenb dnyopecueHumn. lpu obpasoBaHum cneymdunyeckoro
npoaykta [OHK-30Ha pa3spywaetca, AenctBune racutens Ha o @yopecueHTHYH  METKY
npekpawaeTcsa, 4To BeAET K BO3pacTaHUO YPOBHSA dayopecueHuun, KOTopbin UKCUpyeTcs
cneumanbHbiMn npnbopamu. Konmyectso paspylleHHbIX 30HA0B (@, cneaoBaTenlbHO, U YPOBEHb
dnyopecueHuUnmn) yBemMumnBaeTcs MponopuMOoHanbHO KOJINYeCTBY obpaszoBaBLIKNXCS
cneumduryecknx amMnanMKoHOB. YpoBeHb driyopecueHUMn U3MepseTcs Ha KaXaoMm uukne

amMnnundurKkauum B pexumme peanbHOro BpeMeHW.
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B coctaB cMecu ans amnnamdukaumm BKIKOYEH BHYTPEHHUN KOHTposb (BK), KoOTOpbIi
npeAHasHaveH ANs OUEHKM KayecTBa NpOXOXAeHUs NOSMMepasHOoWM LEnHON peakuuu.

B coctaB AHK-30HAa, ncnonb3ywerocs A4 AeTeKunn npoaykra amnamdukaumm JHK
Neisseria gonorrhoeae, BkntodeHa ddnyopecueHTHas MeTka Rox. B coctraB [HK-30HAa,
ncnonb3ylollerocs A1 Aetekuum npoaykta amnnudbwukaumm OHK Chlamydia trachomatis,
BKNtoveHa dnyopecueHTHasa metka Cy5. B coctas JHK-30HAa, ncnonb3ytowerocs Ana AeTekunm
NpoAyKTa aMnanduKaumMm BHYTPEHHEr0 KOHTPOSSA, BXOAUT (rlyopecLeHTHbI Kpacutenb Hex.

Ncnonb3oBaHne HEeCKONbKMX GyopecUeHTHbIX KpacuTenein no3BofaseT COKpaTUTb
Konm4yectBo npobumpok wn 6uomatepmana, HeobxoaMMOro AN MNpoBeAeHUS WCCNeAoBaHus,
NMOCKONbKY MOSABMASETCS BO3MOXHOCTb OAHOBPEMEHHO PEerncrpupoBaTb pe3ynbTaTbl pasHbIX
peakumin amnamdurkKaunm, NpoxXoaAsaLLINX B OAHOM npobupke.

B tabnuue 1 npuBeAEHbI KaHaslbl AETEKUNN MPOAYKTOB aMI'IJ'IVICbMKaLl,MM.

Tabnuua 1 - KaHanbl getekumy npoayKToB amnandukaumm

Fam Hex/Vic Rox Cy5 Cy5.5
Neisseria Chlamydia
- BK ) -
gonorrhoeae trachomatis

WccnepoBaHne cocTtouT M3 cnegyowmx stanos: BbigeneHne AHK (npobonoarotoska),
NuUP-amnandumkauna OHK c pgeTekumen pe3ynbTaTOB B peXMME peasibHOr0 BpeMeHu

C ncnonb3oBaHneM Habopa peareHtoB C.trachomatis/N.gonorrhoeae Komnnekc.

2.4 BpeMma npoBepeHus aHanusa (He BkAwuas npob6onoaroroBky): ot 1,5 vacos

(B 3aBMCKMMOCTM OT KosnmyecTsa ob6pasuoB).
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3 AHANTUTUHECKME U ANATHOCTUYECKUE XAPAKTEPUCTUKU

3.1 AHanuTmnyeckas cneumduyHOCTb

B obpa3uax 6uonornmyeckoro MmaTepuana denoseka, cogepxawmx AOHK Chlamydia
trachomatis wnn Neisseria gonorrhoeae, npuv npoBeAeHUN aMnNanduKaum nporpamMmmHoe
obecneueHne peTekTUpylOWero amnandukaTopa AO/MKHO PErncTpupoBaTb MOMOXUTENbHbIE
pe3ynbTaTbl amnandukaumm cneumduyeckmx npoaykTos (dparmeHta reHoma Chlamydia
trachomatis nnn Neisseria gonorrhoeae) No 3asiBNeHHbIM KaHaslaM AeTeKLun.

B obpa3uax buonornyeckoro matepuana, He coaepxawmx OHK Chlamydia trachomatis
uan Neisseria gonorrhoeae, nporpamMMHoe obecrnedyeHue peTekTupylwero amnnudukaTopa
OOJ/DKHO  perucTpupoBaTbh OTpuuLaTeNbHble pe3ynbTaThl  aMiandukaumn  cneumduyecknx
npoayktoB (dparmMeHta reHoma Chlamydia trachomatis wan Neisseria gonorrhoeae) u
NONOXUTENbHbIA pe3ynbTaT aMnnMduKaunum BHyTpeHHero KoHTpons (BK).

MNMoka3aHo OTCYTCTBME HecneundUUYeckmux NooXNTENbHbIX pe3ybTaToB aMnandunKaunm
npu MccnenoBaHUM B BbICOKOWM KOHUeHTpauun OHK 611M3KopoaCTBEHHbBIX MUKPOOPraHM3MOB UN
MWUKPOOPraHM3MoB, MOTEHUMANbHO MPUCYTCTBYIOLWMX B HEU3BECTHbIX obpasuax: Trichomonas
vaginalis, Ureaplasma urealyticum, Gardnerella vaginalis, Mycoplasma hominis, Ureaplasma
parvum, Mycoplasma genitalium, Candida albicans, Streptococcus spp., Staphylococcus spp.,
a Tarke JHK venoseka B KoHUeHTpauumm go 1,0x 108 konwuit/mMn obpasua.

Moka3aHO OTCYTCTBUME KOHKYPEHTHON WHrmbuumn npu uccnenosaHum ob6pasuos,
coaepxalmnx Hecrneunduyeckyto AHK B KoHueHTpauun ao 1,0x108 konuii/mn obpasua n AHK
Chlamydia trachomatis w Neisseria gonorrhoeae - B KOHUeHTpauun ao 1,0x103 konuin/mn

obpasua.

3.2 NHTepdepupylowme BewecTsa

Hannune wuHrnébmtopos [P B o0b6bpasue 6uonornyeckoro Matepuana MOXeT 6biTb
MPUYMHOM  COMHUTENbHLIX (HeonpeaenéHHbIX/HeaAOCTOBEPHbIX) pe3ynbTaTtoB. [lpuM3HaKom
nHrnéuposaHus TLUP saBnsetca oTcyTcTBMEe aMnandukaumm BHYTPEHHEro KOHTPOMs U
cneundunyeckoro npoaykra.

K nHrnébmtopam MNLP oTHeceHbl crnepyrowme BewecTBa: reMoriobvH U sieKkapcTBEHHbIE
npenapaTtbl, NpuUcyTcTBYlOWMe B obpasue OHK B pe3ynbTaTe HENOMHOro ydaneHus B npouecce
Bblaenenma OHK n3 obpasua 6buomatepmana, a TakXe WU30MPONMIOBbLIM CNUPT U MeTuaueTar,
npucyTtcTeytowme B obpasue AHK B pesynbTate HEMOMHOIO yAaneHUs NpoMbIBOYHbIX PpacTBOPOB
B Xo4e npobonoaroToBKMy.

MakcuMManbHble KOHLUEeHTpaumMu UHTepdepupylowmx BewecTB, Mpu  KOTOPbIX He
Habnoganocb BAMAHME Ha amnandukaumio 1abopaTopHbIX KOHTPOMbHbLIX 06pa3uoB W
BHYTPEHHEro KOHTpOJsibHOro obpasua coctaBnsawT: remornobmH - 0,35 mr/mn obpasua AHK,

nsonponunaosbiin cnupT — 100 mkn/mn obpasua OHK, metunauyerat — 100 mkn/mn obpasua OHK.


https://ru.wikipedia.org/wiki/%D0%93%D0%B5%D0%BC%D0%BE%D1%84%D0%B8%D0%BB%D1%8C%D0%BD%D0%B0%D1%8F_%D0%BF%D0%B0%D0%BB%D0%BE%D1%87%D0%BA%D0%B0
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Ons oueHKN BO3MOXHOM UHTepdepeHUMN NeKapCTBEHHbIX NpenapaTtoB 6bin BbibpaHsbl
Te, KOTOpble NOTEeHUMaNAbHO MOryT NPUCYTCTBOBaTb B OCTATOYHbIX KONMYeCcTBax B 6nonormyeckmnx
obpasuax 4yesnoBeKka, B3SATbIX W3 COOTBETCTBYIOLWMX Wccreayembix 6uotonos (MupaMuctuH®,
X/10prekcuamH 6UrnoKoHar).

Onsa Bcex uccneayemblX sieKapCTBEHHbIX MpenapaToB 6bl10 MOKasaHo OTCYTCTBME UX

BNMSHMUA B KOHUeHTpaumn o 10% B obpasue 6mMomatepumana.

3.3 Mpenen obHapyxeHus

Mpepen ob6HapyxeHus coctaBnser 5 konumi [OHK Kaxgoro MuKpoopraHusma
Ha aMnNaIMdUKaUNOHHYO Npobupky.

Mpenen obHapyXeHWs yCTaHOBMIEH NYTEM aHanmM3a CepUIHbIX pasBeAeHUNn ABYX Cepui
nabopaTopHbIX KOHTPONbHbLIX 06pa3uos (JIKO).

Mpepen ob6HapyxeHnsa B Heu3BeCcTHOM obpasue 3aBUCUMT OT  MCMOJSIb3YEMOro
Habopa/koMnnekTa peareHToB Aana BblgeneHna [AHK u ob6béma nonydeHHOro npenapaTa

BblaeneHHon AHK:

HanMmeHoBaHue
0O6bem Mpepnen
Habopa/xomMnaekTa
Buomartepman MoJZ1Iy4eHHOro 0o6Hapy>keHus,
pearenTos ans npenaparta, MKJ1 Konui/o6pasey
Bbiaenennsa AHK P !
MPOBA-HK 50 50
MPOBA-HK-MJTKOC 300 300
Cockobbl anuTenmanbHbIX MPOBA-IC 100 100
knerok & 500 mikn MPOBA-TC-MOC 300 300
TpaHCMNopTHOM cpeabl*,
moua (1,0 mn) NPOBA-PAMUA 500 500
MPOBA-MY-PAMNAL 300 300
MPOBA-ONTUMA 400 400

* - B KayecTBe TPaHCNOPTHOM Cpeabl MCNosib30Basacb TpaHcnopTHas cpeda ans 6monpob6 CTOP-O
(000 «HK-TexHonorua TC», Poccusa, PY N2 P3H 2020/9640

3.4 [unarHoctnyeckne xapakTepucTuku
LleneBom AvnarHocrnyeckas AvnarHocrnyeckas
BbunomaTtepuan
aHanuTt cneunduuyHOCTb YyBCTBUTEJIBHOCTb
Neisseria 100% (95 86,3-100 %) | 100% (95 86,3-100 %)
gonorrhoeae
Moua Chlamydia
o, - o, o, - (o)
trachomatis 100% (9541 86,3-100 %) 100% (9541 86,3-100 %)
Cockobw! Neisseria 100% (95 86,3-100 %) | 100% (95 86,3-100 %)
ANnTennasbHbIX gonorrhoeae
K/1ETOK U3 Chlamydia
o, - o, o, - (o)
ypOreHuTasbHoOro trachomatis 100% (954U 86,3-100 %) 100% (9541 86,3-100 %)
TpakTa
3.5 Bocnpon3BoamMMoCTb

Obwasa BOCMPON3BOAMMOCTbL PEe3yNbTaToB, MOJYYEHHbIX C WCNONb30BaHWEM Habopa
peareHToB, coctaBunia 100% (95% [OU: 88,43 - 100).

1 - Tonbko Ans cockoboB anuTeNManbHbIX KNeToK
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4 MEPbI NPEAOCTOPOXXHOCTHA

OpraHusaums pabotbl [MUP-nabopatopun, ob6opynoBaHne u MaTepuanbl LODKHbI
cooTBeTcTBOBaThb TpeboBaHmsaM TOCT P 52905-2007, meToan4eckmnx ykasaHui MY 1.3.2569-09
«OpraHusauus pabotbl nabopaTopuin, MUCNONB3YIOWMX MeToAbl amMnaMdukKaumm HyKIEeNHOBbIX
KMUCNOT, Npu paboTe C MaTepuasioM, cogepxawmm MMKpoopraHmamel I-IV rpynn natoreHHoCcTu»,
c cobnofeHneM  caHuTapHbiXx npasun M HopM  CaHluH  3.3686-21  «CaHuTapHo-
anngeMmnonornyeckme tpebosaHusa no npopunakTuke MHOEKUNOHHbIX BonesHen».

HewnssecTHble 06pa3ubl paccMaTpuBalOTCA KakK MNoTeHuManbHO-onacHble. Mpu paboTe
C MukpoopraHusmamu I-IV rpynn natoreHHocTM BblbOp Tuna 3awWMTHOro KocTioMa (pabouei
oAexabl M CpeacTB WHAMBUAYANbHOM 3alluuTbl) NpPOBOAUTCS B CTPOrOM COOTBETCTBMMU
C CaHMTapHbIMM NpaBuiaMn n Hopmamm CaHlunH 3.3686-21 n onpeaensieTcs Buaom sBo3byamtens,
paboyeli 30HOMN, OCHalLeHMeM ee 6okcamm Buonornyeckorn 6esonacHoOCTw.

CnepyeT UCNosab30BaTb TO/IbKO OAHOPA30Bble HAKOHEYHUKWN U NMPOBUpKM.

He ponyckaeTcsa WCNONb30BaHWE OAHMX U TeX Xe HaKOHEeYHWKOB npu obpaboTke
pa3nnyHbix ob6pa3uoB bnonormyeckoro matepuana.

K pabote ¢ HabopoMm peareHTOB [JOMycKaeTca MepcoHan, o6yyeHHbI MeToAaM
MOSIEKYNAPHON AMAarHOCTUKM U npasBmnam paboTbl B KIMHUKO-AMArHoCTUYeCKon nabopatopuu.

Boiaenenne OHK cnegyet npoBoanTb B 60kcax 6uonormyeckon 6esonacHoctum II knacca.
MoarortoBky k MLP c ncnonb3oBaHneM Habopa peareHTOB BO3MOXHO npoBoauTh B MNLP-60kcax.

3anpewaetca nepemelleHne nabopatopHoro obopynoBaHus, B TOM 4Mcne A03aTopos,
WwTaTneoB, NabopaTopHON MOCYyAbl, XanaToB, rFONOBHbIX YH6OpPOB M MNp., @ TakXe pacTBOPOB
peareHToB U3 OAHOMO NMoMeLleHns B Apyroe.

Jo3aTtopbl A0MXKHbI 6bITb COOTBETCTBYHOLMM 06pa3oM noBepeHbl (B aKKpeaNUTOBaHHbIX
nabopaTtopusix) U NpOMapKMpPOBaHbI.

Mcnonb3oBaHHble 0OAHOpPA30Bble MPUHAANEXHOCTU (MPOBUPKM, HAKOHEYHUKUM U Ap.)
OOMKHbI  cbpacbliBaTbCd B KOHTEMHep AN  MeAMUMHCKMX  OTXOA4OB,  coAepXaliumn
Ae3nHbuumpytowmnin pacteop (Npn HeobxoanMocTun).

MoBepxHOCTN paboumx CTO/I0OB, @ TaKXe MOMeWEeHUn, B KoTopbix nposoautcs [MLP,
cnepyet obs3atenbHo, 4O M Nocne npoeeaeHus paboT, obnydyaTb € NoOMoOLWbO HBakTepnunuaHbixX
YCTaHOBOK B TeveHue 30 MUHYT.

Bce nosepxHocTn B nabopatopun (paboume crtonbl, wTtatuebl, obopyaoBaHue u 4p.)
eXeAHEeBHO noABepralT BAaxHon yb6opke C MpUMEHEHUEM Ae3nHPUUNPYOLWMX/MOOLWMX

CpeAcTB, pernaMeHTMPOBaHHbIX CaHUTapHbIMK NpaBuaaMmn n Hopmamum CaHllnH 3.3686-21.

BHUMAHME! YTunmusamnposaTb oTxoabl ¢ npoaykTtamu MNMLUP HeobxoanMo TONbLKO B 3aKpbITOM BUAE.
He ponyckaeTcsa oTKpbiBaTb Npobupkn nocne amnamdukauum, Tak Kak 3TO MOXET NMpuBecTu K

KOHTaMuHauuu npoayktamm MUP (MY 1.3.2569-09).
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Mpu uncnonb3oBaHMM Habopa peareHTOB B KIMHMKO-AMArHOCTU4Yeckor nabopaTopum
obpasytloTcs oTXoAbl knacca B, koTopble yTUAM3MPYHOTCS B COOTBETCTBUM C TpeboBaHMAMMU
CanluH 2.1.3684-21

TpeboBaHUA K COAEPXAHMIO TEPPUTOPUI TOPOACKNX N CENbCKUX MOCENIEHUIA, K BOAHbIM 06bEKTaM,

CaHUTapHbIX NpaBua W HOPM <<CaHMTapHO-BHVIL],eMVIOJ'IOFVI‘-IeCKVIe
NnMTbEBOM BOAE U NMNTbEBOMY BOLI,OCHa6)KeHVI}O, aTMOCCbepHOMy BO34yXYy, no4yBaM, XWJ1bIM
noMeWweHnAaM, aKcnayatTaumm npomn3BoaCcTtBeEHHbLbIX, 06LLEeCTBEHHbIX I'IOMGLLI,GHVIVI, opraHnsauunnm m

NpoOBEeAEHUID CAHUTAPHO-NPOTUBO3NMUAEMUYECKNX (MPOPUIAKTUYECKNX) MEPONPUATUINS.

OnacHble KOMMNOHEHTLI B Ha60pe peareHToB

Hanuumne/otcyrcrBue

KomnonenT Hasopa OnNnaCHbIX KOMIMNOHEHTOB

YKasaHue Ha pUCKH
peareHTOB

®dacoBka S ®dacoska U

Cmecb gna amnnmdukaumn,

HeT onacHbIX BewecTs - -
3ane4ataHHas napaduHoM

PactBop Tag-nonumMmepasbl

HeT onacHbIX Bewecrs - -

MwuHepanbHoe Macno

HeT onacHbIX Bewecrs

Cmecb gna aMmnandukaumm

HeT onacHbIX Bewecrs

Monumepasa TexHoTaqg MAX

HeT onacHbIX Bewecrs

MNuUP-6ydep

HeT onacHbIX Bewecrs

MonoXxuTtenbHbIN
KOHTPOJIbHbIN 0bpa3zel,

A3unp HaTpuAa
meHee 0,1%

A3upa HaTpuAa
meHee 0,1%

Asnsaerca 6e3onacHbIM
0191 KOHEYHOro

noJsib3oBaTens

Mpu pabote ¢ HabopoM peareHTOB CrieAyeT WCMOJSb30BaTb CPeAcTBa MHANMBUAYASIbHOM
3aWnTbl ANS NpefoTBpPaLleHUsl KOHTaKTa C OpraHM3MoM 4esioBeka. [locne okoH4YaHusi paboTbl
TWATeNbHO BbIMbITb PYKWU. M36eraTb KOHTaKTa C KOXeW, rina3amMm U CIM3UCTbIMM 060/104KaMU.

MpX MCNONb30BaHUWN MO Ha3HAYeHUIO U COBMOAEHMNIO MEP NMPeaoCTOPOXHOCTU, KOHTAKT
C OpraHM3MOM YesioBeKa MCKJTOYEH.

He ncnonb3oBaTb HAabop peareHToB:

— NPV HapyLEHUN YCNOBUIN TPAHCMOPTUPOBAHUS U XPaHEHUS;

— NpV HECOOTBETCTBMW BHELIHEro BMAA peareHToB, YyKasaHHOro B Macrnopte K Habopy
peareHToB;

— TNpuV HapyLEeHUN BHYTPEHHEN YNaKOBKM KOMMOHEHTOB Habopa peareHToB;

— M0 UCTEYEHUIO CPOKA roaHOCTM Habopa peareHToB.

MpuMmeyaHne - Habop peareHTOB He COAEPXMUT MaTepuanoB 6MONOMMUECKOrO MPOUCXOXAEHUS,
BELLECTB B KOHLEHTPaUUSX, 061a4alolMxX KaHLEPOreHHbIM, MyTareHHbIM JEACTBUEM, @ TaKXe BAUSIOLLNX
Ha penpoayKTUBHYIO GdYHKUMIO 4yenoseka. [pyM MCMONb30BaHWMM MO Ha3HAUYEHUO W COBMAEHUN Mep

npeaoCTOPOXHOCTM sBnsieTca 6e3onacHbIM.
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5 OBOPYAQOBAHUE N MATEPUATDbI

" HK-TEXHONOT US

Mpu pabote c HabopoM peareHToB TpebytoTca cneaywwme obopyaoBaHmne, peareHTbl U

pacxogHble MaTepuUasnbl.

dacoBka U,
Pacoska S O3upoBaHue
O6opyaoBaHue, peareHTbl U pacxoaHble MaTepuabl A P
CTpUnbI npo6upkun py4Hoe asromarmsv-
poBaHHoe
MNLP-6o0kc ha ha ha ha
aMmnnmdukaTop C AeTeEKUMEN B peXMME peanbHOro
® ! p C AeTeKu P P na na na na
BpPEMEHMU
MUKpPOLEHTpUdYyra-BopTeKC aa ha aa na
T -
pOTOp AN MUKPOUEHTpUdyrun ._BopTeKca ansa na et et et
CTPMNOBaHHbIX NpobUpok 06bEMOM 0,2 Mn
XonoaunnbHUK Unin XxonoguibHaa KaMepa Aa Aa Aa Aa
MOpO3uibHas Kamepa HeT HeT Aa na
wTaTtmB «paboyee MecTo» Ansd Npobupok o6bémom 1,5 mn ha aa aa Aaa
wTaTtmeB «paboyee MecTo» Ans Npobupok o6bémom 0,2 Mn HeT ha ha HeT
wTaTmeB «paboyee MeCcTo» 4151 CTPMNOBAHHbLIX NPOo6UpPoK
.. aa HeT HeT HeT
06bémom 0,2 mMn
A03aTopbl MEXaHUYECKHNE UNMN SNNEKTPOHHbIE NEepeMEHHOro
06bEMa oaHOKaHanbHble, NO3BONSIOWME OTOMPaTh 06bEM
Aaa ha ha HeT
»xunakoctn ot 0,5 go 10 mkn, ot 2,0 Ao 20 mKn,
o1 20 go 200 mkn, ot 200 Ao 1000 Mkn
HaKOHEYHMKM 04HOpa30Bble C HGUNLTPOM As
rnoslyaBToMaTUYeCKNX A03aTopoB, cBo6oaHble oT PHKa3 HeT HeT na HeT
1 AHKas, o6bémoM 10 mMkn, 20 mkn, 200 mkn, 1000 mMkn
wTaTMB ANs 403aTOPOB aa ha ha HeT
Npo6MpKN MUKpoLEHTPUDYXHble 06bEMOM 1,5 Mn
pobnp pouenTpudy ! HeT HeT na HeT
C KpbllWwkammn, ceoboaHblie oT PHKa3 u [IHKa3
npobupkn amnnnbukaumoHHble o6bémom 0,2 mMn
HeT HeT Aa HeT
C Kpbllwkamm, ceoboaHbie oT PHKa3 u [IHKa3
OZHOpa30BbIe NepyYaTKM MeanumnHckne, 6e3 Tanbka
AHOP p anu , ' na na na na
TEKCTYpPUPOBaHHbIE
KOHTelHep ans cbpoca Mcrnosib30BaHHbIX HAKOHEYHUNKOB,
aa aa Aa Aa
NpobMpoK 1 ApYyrMx pacxoAHbIX MaTepmasnoB
TpaHcnopTHas cpeaa (npn Heob6xoanMocTu),
pPEKOMEHAYETCS UCMOsb30BaTh TPaHCMOPTHYO cpeay Ans a 3 5 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 ha Aa
(npn Heob6xoanmMocCTK)
YcTponcTeo ao3mpytowee ATcTtpum
no TY 9443-005-96301278-2012 B BapuaHTE UCMOIHEHUS
HeT HeT HeT Aa
12M1 nnn 15M1, OO0 «HIMO OHK-TexHonorus», Poccus,
PY N° P3H 2015/2982, nanee no Tekcty - ATcTpum
1 - panee no TeKCTy - QAeTEKTUpyWWUi amnindukaTop; TpebyeMble MapaMeTpbl AETEKTUPYHOLLNX

aMI'I)'IVICbVIKaTOpOB YKa3adHbl HNXE;

2 - TONbKO AeTeKTupylowuin amnnudukatop «ATnpaiM» (Moaudukaums OTnpaiim» *X*), 000 <«HMO

OHK-TexHonorus», Poccusi, PY N ®CP 2011/10229;

3 - BannampoBaHa nNpu npoeegeHMnN KNINMHNYECKNX MCNbITaHWUIM
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dacoBka U,
Ao3upoBaHue
aBTOMAaTU3nN-

poBaHHoe

dacoBka S
O6opyaoBaHue, peareHTbl U pacxoaHble MaTepuanbl

CTpuMbl | NPO6GUPKK | py4yHOe

0AHOpa30Bble HAaKOHEYHUKN C hUNbTPOM AN
Ao3uvpytowero yctpoictea ATcTpuMm B KOMNekTauum *M1,
cBoboaHble oT PHKa3 n ]HKa3, o6bémom 200 MKkn unun HeT HeT HeT aa
peKkoMeHAOBaHHbIe A1 aHa/IOMMYHOro MCNoS1b3yeMOro
[03UpYHOLLEro YCTPOCTBa

YCTpOWCTBO ANAa 3anedyaTbiBaHus nnaHweTtos ATnak,

HeT HeT al a
000 «HMO OHK-TexHonormnsa» A A
ueHTpudyra c agantepoM Ansi MUKPOMNIaHLLIETOB

pudy P P HeT HeT aal Aa

¢ RCF (g) He Huxe 100
nosIMMepHasi TEpMONJIeHKa A1 3anevyaTbiBaHus L

HeT HeT aa Aa
MuKponiaHweTos MUP
MukponnaaHwert MLUP HeT HeT na2 na3

Habop/KOMMNEKT peareHToB ANns BblaeneHns HK n3 6nonornyeckoro Matepmana, peKoMeHayTcat:
- KomnnekT peareHtoB ang sbigenenus AHK NMPOBA-PAMWA no TY 9398-015-46482062-2008
000 «HMNO AHK-TexHonormsa», PY N2 ®CP 2008/02939,

- KomnnekT peareHtoB ans sbiaeneHus AHK no TY 9398-037-46482062-2009 B hopMax
komnnektauum NMPOBA-I'C n NMPOBA-IC-MJIOC, 000 «HMO OAHK-TexHonorus», Poccus,

PY N¢ ®CP 2010/08696,

- KomnnekT peareHTOB Ans BblAENEHUS HYKNEeNHOBbIX kKncnoT NMPOBA-HK/TMPOBA-HK-TJ1HOC

no TY 9398-035-46482062-2009 B ¢popmax komnnekTaummn: komnnekt NMPOBA-HK,

koMmnnekT MPOBA-HK-MJTKOC, 000 «HMO AHK-TexHonorus», Poccus, PY N2 ®CP 2010/08867,

- Habop peareHTOB An9 BblAeNEHUS HYKNeNHOBbIX kncnoT NMPOBA-MY

rno TY 9398-088-46482062-2016 B ¢popme komnnektauymmn NMPOBA-MY-PAMNA,

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

- Habop peareHToB ansa Bbiaenenmsa AHK yenoseka, 6aktepuii, BUpycoB u rpuboB 13 6Monormyeckoro
MaTepuana dyenoBeka n KynbTyp MukpoopraHmamos (MPOBA OMTUMA)

no TY 21.20.23-124-46482062-2021 npoussoactesa 000 «[HK-TexHonorusa TC», Poccus,

PY N¢ P3H 2022/17496.

Habop peareHTOB NPUMEHSAETCS C AETEKTUPYHOWMMK aMiamdurKaTopaMmn NAaHWETHOro 1
pPOTOPHOrO TMNa C CUCTEMOM AeTeKumn (yopecUueHTHOr0 CuUrHana B pexuMe peanbHOoro
BPEMEHMU, 3aperncTtpMpoBaHHbIMWU B YCTaHOB/IEHHOM nopsake B PO M COOTBETCTBYHOLWMMMU
cneayrowmm TpeboBaHuaM:

- obecneumBaeTcs pabota c 06beEMOM peakuuMoHHOW cMmecn 35 Mkn (dacoBka S) mnm 18 Mkn
(dacoska U);

- obecneumnBaetcs paborta c pnyopodopamm: Hex (Vic), Rox, Cy5;

- nogorpesaemas KpbllwKa Cc Temnepartypon 6onee 100 °C;

- CKOpOCTb HarpeBa He MeHee 2 °C/c;

- CKOpOCTb oxnaxaeHus He meHee 1 °C/c;

- TOYHOCTb MoaaepXXaHust U OQHOPOAHOCTbL TeMnepaTypbl He 6onee = 0,4 °C.

1 - MpX UCNONb30BAHUM MUKPOMJIAHLLETOB

2 - TONbKO MuKponnaHweTbl MUP 96 NyHOK, HE WCMONbL3YHTCA AN AETEKTMPYHOLWEro amnnudukaTopa
«ATnanT»

3 - Tonbko MuKponnaHweTbl MUP 384 nyHku

4 - BO3MOXHOCTb MCMOJIb30BaHUs Habopa/KoMnekTa peareHToB Ans BbiaeneHuns AHK onpeaensietcst BUAOM
6uonormnyeckoro matepmnana (7.1)
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B Xxoge K/AMHWMYECKMX UCMbITaHUI BalMAMPOBaHbl Cneayllne AeTekTupylowme

aMnandurKkaTopsl:
— AMnnudukatop  AeTeKTUPYHLWLMIA «ATnpanm» no TY 9443-004-96301278-2010
(Mmoandukaums «ATnpainm *M*»), 000 «HMO OHK-TexHonorua», Poccus,
PY N2 ®CP 2011/10229, panee no TekCty — «ATnpanm»;
— AMnnudukatop  AeTeKTUPYHOLLMIA «ATnpanm» no TY 9443-004-96301278-2010
(Mmoandukaums «ATnpaim *X*») 000 «HMNO OHK-TexHonorusa», Poccug,
PY N2 ®CP 2011/10229 (Tonbko aAns Habopa peareHToB B dhacoBke U A1 aBTOMaTU3MPOBAHHOMO
[031MpoBaHus), Aanee no Tekcty — «ATnpanm» B moandukaumm «ATnpanm *X*»;
— AMnnudukaTop aAetektTmpyrowmn «ATnant» no TY 9443-003-96301278-2010 (Moandukaums
«OTnant *S*»), 000 «HMO AOHK-TexHonornsa», Poccusa, PY N2 ®CP 2011/10228 (Tonbko ans
Habopa peareHToB B dhacoBke S; B pacoBke U Ansg py4yHOro Ao3MpoBaHMS NpuU UCNOSb30BaHUMU
npobupok), fanee No TeKCTy — «ATnant»;
— Tepmouuknep Ans amMnandukKauunm HyknemHoBbiX kucrioT 1000 ¢ mMoayfieM peakuMOHHbIM
ontndyecknm CFX96 (Optical Reaction Module CFX96), Buo-Pag Jlabopatopues, WHk; CLUA,
PY N° ®C3 2008/03399, panee no Tekcty — CFX96;
- AMnnudukaTop HyknenHoBbix kucnoT Applied Biosystems QuantStudio 5 ¢ rubpunamsaumnoHHo-
dnyopecueHTHOM petekumen npoayktos [ILUP B pexuMme peanbHOro BpeMeHu, <«Jlandg
TekHonomxkuc XonaunHrc MNre. Jita.», Cunranyp, PY N2 P3H 2019/8446, nanee no Tekcty — Applied
Biosystems QuantStudio 5.

Mo BompocaM MpUMEHEeHUs AeTeKTUPYILWMX aMnanguUKaTopoB, HE YKasaHHbIX Bbllle,

TpebyeTcs cornacoBaHue C Npou3BoaMTeNeM Habopa peareHToB.

6 AHAJINSNPYEMbIE OBPA3Libl

6.1 MaTepwuan ansa nccnenoBaHms
Ona  uccnepoBaHuMs  MCNONb3YKOT  MOYY UM COCKOOblI  anNUTENnasnbHbIX  KIETOK

N3 yporeHuUTanbHoro TpakTa.

6.2 Ob6uwme TpeboBaHus

WccnepgosaHne wmetogom TUP oTHocuTcs K npsMbiM - MeTodaM labopaTopHOro
nccnegoBaHus, NO3ToMy B3sTUE BMoNorM4Yeckoro Matepmana vyenoseka Heob6xoaMmMo NpoBOAMTb
M3 MecTa nokanmsaumm MHMEKUMOHHOro npouecca. PelweHne o HeobxoAMMOCTM uccnenoBaTb
TY WIN NHYIO NOKanusaumio nNpuHUMaeT fleyalmin Bpay Ha OCHOBaHWM CobpaHHOro aHamHesa U
K/IMHWYECKOI KapTuHbl 3aboneBaHus.

Onsa nonydeHns KOPpEeKTHbIX pe3ynbTaTtoB 6onbloe 3HadeHne MMeEeT KayvecTBo B3ATUS
obpasua 6uomaTepuana AN MWCCNeAOBaHMS, €ro XpaHeHue, TpaHCnopTMpoBaHue U
npeasaputenbHas obpaboTka.

HenpaBunbHoe B3aTWe 6buomaTtepuana MOXeT NPUBECTU K MOSYYEHUIO HEeAOCTOBEPHbIX
pe3ynbTaToB U, BC/IeACTBME 3TOro, He06X0ANMOCTM ero NOBTOPHOIO B3ATUS.

Ha sTtane noarotoBkn 6momaTtepumasna MCNOMb3yNTe HaKOHEYHWKM C huabTpoM, cBoboAHbIe OT

PHKa3 n HKas.
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Ons npenoTBpalleHUss KOHTaMMHaUMW OTKpbIBaWTe KPbIWKY TONMbKO TOW MNpobupkuy,
B KOTOpylo Oyaete BHOCUTb 6uonormyeckun maTepuasn, W 3akpbiBanTe ee nepen paboToi

CO cnepytowe NnpobupKon.

MpumeyaHne - B3aTWe, npeaBapuTenbHyl o06paboTky, XpaHeHMe U NepeBO3Ky, nepesadvy
nccnefyeMoro mMatepuana B Apyrue opraHus3auuu OCyLLEeCTBAKT COMMAacHO MHCTPYKTUBHO-METOANYECKNM
[OKYMEHTaM, perfiaMeHTUPYIOWNM BbINO/THEHWE UCCIEA0BaHWIA B COOTBETCTBUM C  TpeboBaHWUSMU

MY 1.3.2569-09 n CaHlluH 3.3686-21.
6.3 B3aTne maTepmnana Ha nccnegosaHue

BHUMAHME! lMepen sbigenenmem AOHK MmoxeT notpeboBatbca npeasapuTenbHas obpaboTtka

obpasuos 6uonornyeckoro matepuana (6.5).

6.3.1 Moua
B3aTMe MaTepwana nNpoOBOAUTCS B COOTBETCTBMW C WHCTPYKUMAMM MO MPUMEHEHUIO
NCNonb3yeMbiXx HAbOPOB/KOMMNIEKTOB peareHToB ANnS BbiaeneHus HK (7.1).

6.3.2 Cockobbl annTenmanbHbIX KNETOK U3 YPOreHUTanbHOro Tpakra
B3ATMe MaTepuana OCyLIECTBASIOT C MOMOLLbIO CMeUnasbHbIX MEAUUMHCKUX U3aenuil,
UMEOLNX PerncTpaunoHHbIe YA0CTOBEPEHUS, COrNIAaCHO YCTAHOBIEHHOM B 3aBMCUMMOCTHU

OT UCTOYHMKA BMOSIOrMUYECKOro MaTepuana npoueaype.

BHUMAHME!

1. Baatne matepmana B npobupkm c peaktnsoMm <«[POBA-PAMUNO» ocCyLeCcTBASETCA CYyXUM
30HAOM! HeobXxoAMMO WCKIUMTL KOHTAKT pacTBopa C KOXeW, rfnasamum U CAmM3ucTbiMu
obonoykamu.

2. Mepep nonyyeHneM cockoba anuTenmanbHbIX KIETOK U3 ypeTpbl, C 3a4HEro CBoAa Braranuviia
N LepBMKaNbHOro KaHana cBoboAHO CTekatollee oTaensieMoe HeobxoaAMMO yaanuTb CTePUbHbBIM
BaTHbIM TaMMNOHOM.

3. cnonb3oBaHne MeguUMHCKUX mnagennin (B TOM 4Yncne UUTOLETOK) ANs B3ATUA COCKoboB M3
YpPOreHuTasnbHOro TpakTa BO BpeMsa 6epeMeHHOCTU OCYLLEeCTBASETCS COrflacHO MHCTPYKUMU MO

NpUMeEHeEHNK0 COOTBETCTBYOLWIEIo U3aenngd C y4eTom I'IpOTVIBOI'IOKa3aHVIl7I K MPpUMEHEHMUIO.

OrpaHnyeHue MeToaa2: MecTHOe MNpPUMEHEHWe JIeKapCTBEHHbLIX MpenapaTos, Y3U
BarnvHasbHbIM AAaTYMKOM - MEHee YyeM 3a 24 yaca A0 nccnenoBaHus.
B3saTne matepuana nNpoBOAUTCA B COOTBETCTBMW C WMHCTPYKUMSMM MO MPUMEHEHUIO

ncnonb3lyembix HabopoB/KOMMNEKTOB peareHToB A4 Bblgenenms HK (7.1).

1 - Npu npoBeAeHNN KIIMHNUYECKMX UCTMbITaHUI 6bI10 BanMaMpoBaHO cleayiollee MeauunHCKoe musgenve -
30HAbLI MeauuuHckne no TY 9436-002-98349125-2016 B BapuaHTax ucnonHeHusa: 1. 3oHa Tun A
yHUBepcanbHbili: - Tun Al, nponssoactso OO0 «MeanunHckmne nsgennsa», Poccmsa, PY N2 P3H 2018/7058
2 - ecnuM 3TO He MpOTUBOPEUUT TPebOoBaHUSAM K WCMONb3yeMbiM HabopaM/KOMMIEKTaM peareHToB
ans Bblgenenmnsa HK
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TpaHcnopTupoBaHue n xpaHeHue obpasuos 6MoNOrMyeckoro Mmatepmana

Moua

YCnoBus TpaHCNOPTUPOBAHUS U XpaHeHUs 06pasyoB MOYM ONpeaensoTCcs MHCTPYKUMAMA
No NPUMEHEHUI0 peKoMeHayeMbIX HAbopOB/KOMMNNEKTOB peareHToB ANns BblaeneHus AHK
(7.1) nnm ncnonb3yembix AN TPAHCNOPTUPOBAHMS U XpaHeHUs 06pa3LoB TPaHCNOPTHbIX
cpea.

JonyckaeTcs xpaHeHue obpa3uoB npu TemnepaTtype ot 2 °C go 8 °C He 6onee 24 u.
B cnyyae HeBO3MOXHOCTM A0OCTaBKM MaTtepumana B sabopaTopuio B TedeHue CyToK
JonycKaeTcsa OAHOKpaTHOE 3aMopaXmBaHue MaTepumana. [onyckaeTcs XpaHeHue
3aMOpPOXXEHHOro MaTepuasna npu temnepatype oT MUHYC 18 °C no MUHYycC 22 °C B TeueHune
ofHOM Hepenu (ecnn 3TO He MNpPOTMBOPEYUT TpeboBaHUAM K  WUCMNOSb3yeMbIM

HabopaM/KoMMIeKTaM peareHToB Ans BblaeneHus HK).

BHUMAHME! [lonyckaeTcsa nuwb 04HOKpPATHOE 3aMopaXunusaHue-oTrauBaHne Marepuana.

6.4.2

Cockobbl anuTeNnanbHbIX KNETOK U3 YPOreHUTanbHOro TpakTta

YCnoBusa TpaHCMOPTUPOBaHUA U XpaHEHUS COCKOBGOB W3 YpOreHWTasbHOro TpakTa
onpenensTca UHCTPYKUMAMU MO NPUMEHEHUIO peKOMeHAYyeMbIX HabopoB/KOMMIEKTOB
peareHToB Ang BbigeneHus AHK (7.1) nnu ncnonb3yeMbix ANs TPaHCNOPTUPOBAHUSA U
XpaHeHns 0bpa3uoB TPaHCNOPTHbLIX cpea.

JonyckaeTcs xpaHeHue obpasuosB npu Temnepatype ot 2 °C no 8 °C He 6onee 24 u.
B cnyyae HeBO3MOXHOCTM A0CTaBKW Martepuana B nabopaToputo B TeyeHue CyToK
[OMyCKaeTcs OAHOKpaTHOEe 3aMopaxwuBaHwe MaTepuana. [lonyckaeTrcs XpaHeHue
3aMOpPOXKEHHOro MmaTepuana npu tTemnepatype ot MuHyc 18 °C go MmHyc 22 °C B TeyeHune
ogHoro Mecsua (ecnu 3TO He npoTuBopeunt TpeboBaHWsAM K MCNONb3yeMbIM

HabopaM/KoMMnieKTaM peareHToB ans ebiaeneHmnsa HK).

BHMUMAHME! [lonyckaeTcsa Nuib O4HOKpPAaTHOE 3aMopaXKuBaHne-oTranBaHme marepuana.

6.5

MoarotoBka buonornyeckoro Matepmana yenoseka Ang solaeneHns AHK
MoarotoBka 6uonornyeckoro Matepuana (npu  Heob6XoAMMOCTW)  NpPOBOAMUTCS
B COOTBETCTBMWU C MHCTPYKUMSAMM NO NMPUMEHEHUID NCNONb3YyeMbIX HAabopoB/KOMNIEKTOB

peareHToB A5 Bbigenenms HK (7.1).
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7 NMPOBEAEHVE AHAJIN3A

7.1 Boigenenmne JHK n3 6muonornyeckoro Marepumana

Onsa BbigeneHns OHK pekomeHayeTcs mcnonb3oBaTb Habopbl/KOMMIEKTbl peareHToB,
UMelLne perncTpaumoHHble yAOCTOBEPEHUS MeAMUMHCKOro U3Aenus u npegHasHayeHHble
ANa COOTBETCTBYHOWMX BUAOB 6uoMaTepuana C uenblo nocneayrouwero uccneposaHmsa OHK
metogom [UP, Hanpumep, TPOBA-PAMWA, T[MPOBA-HK, TMPOBA-HK-MKOC, TMPOBA-TC,
MPOBA-IC-NNIOC, MPOBA-MY-PANNA, MPOBA-OMTUMA (Tabnuua 2).

Tabnuua 2 - Habopbl/KOMNNEKTbl peareHTOB, pekoMeHAoBaHHble ans BbiaeneHuss AHK
ONa AanbHenLwWwero nccrnenoBaHus C MCnosib30BaHMeM Habopa peareHToB

C.trachomatis/N.gonorrhoeae Komnnekc

MuHumMmanbHoe
Ha6op/komnnekT peareHros, PY buomarepunan KOJINYECTBO
anwarta, Mk

KomnnekT pearenTtos NMPOBA-HK
Moua, cockobbl anuTeNnanbHbIX

000 «HMO AHK-TexHonorus», Poccus, KNEeTOK U3 yporeHuUTanbHOro TpakTa >0
PY N2 ®CP 2010/08867 yp g

Komnnext peareHtoB MPOBA-HK-MJTIOC Moua. CockoBbl SMUTENMANLHBIX

000 «HMO AHK-TexHonorus», Poccus, KJ'IeTOK,I/I3 OFreHUTanbHOro TpakTa 300
PY N2 ®CP 2010/08867 P g

KomnnekT pearexTos MPOBA-TC, Moua, cocKobbl AMUTENNANbHBIX

000 «HMNO AHK-TexHonorus», Poccus, KJ'IeTOK’VI3 OreHUTanbHOro TpakTa 100
PY N2 ®CP 2010/08696 yp P

Komnnekt peareHtos MPOBA-IC-IJTOC, Moua. COCKOBbI SAUTENNANLHBIX

000 «HMO AHK-TexHonorus», Poccus, ! 300

PY N© CP 2010/08696 K/IETOK M3 YPOreHuUTasIbHOro TpakTa

Habop pearertos MPOBA-MY-PAMMA, Cockobbl anuTeNnanbHbIX KNeTok

000 «OHK-TexHonorma TC», Poccus, U3 VDOrEHUTANBHONO ThaKTa 100
PY No P3H 2017/5753 P P

KomnnekT pearenTtos NMPOBA-PANNA,

Moua, cockobbl anuTenmanbHbIX

000 «HMNO AHK-TexHonorua», Poccus, KITETOK M3 VDOrEHUTANBHOM ThakTa 500
PY N2 ®CP 2008/02939: yp P

Habop pearexTos MPOBA-OMTUMA, Moua, COCKOb6bI 3MUTENMNANbHBIX

000 «[OHK-TexHonorua TC», Poccus, ! 400

PY NO P3H 2022/17496 K/IETOK M3 YPOreHUTasIbHOro TpakKTa

Boigenenne JHK n3 nccnegyemoro matepmasia NnpoBoasiT B COOTBETCTBUUN C MHCTPYKLUMEN

Mo NPUMEHEHMUIO NCNOJIb3YeMOro Habopa/KoMNaeKTa peareHToB.

BHMUMAHME! OgHoBpeMeHHO ¢ Bbigenenmem OHK n3 6unonornyeckoro matepnana Heobxoanmo
NOArOTOBUTb OTpULIATENbHbIN KOHTPONbHbIN Obpasel, M MNPOBECTM €ero 4epes BCe 3Tanbl
npobonoaroTtoBkM. [N 3TOr0 peKOMeHAYeTCs WCMNOoNb30BaTb (PM3MONOMMUYECKMA pPacTBOp WU
oTpuuUaTeNbHbI KOHTPONbHbLIA 0b6pasel, BxoAsWwMi B coctaB Habopa/KoOMMiekTa peareHToB
AN BblAENEHNS HYKTEUMHOBLIX KWUCOT, B 06bEMe, yKa3aHHOM B WMHCTPYKUMW MO MPUMEHEHUIO

CoOoTBeTCTBYlOWEro Habopa/KoMNieKTa peareHToB.
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7.2 MoproTtoBka n nposegeHue MNUP. ®acoska S

BHUMAHME!

1. Mpu npoBeaeHUM BCeEX NOCNeAylWMX AEACTBUI cnenyeT u3beraTb BO3AEWCTBUA MPSIMbIX
COTHEYHbIX lyyel Ha NpobupKM Co CMecbio Ana aMmnandukaunm!

2. Mpn ncnonb3oBaHUM Habopa peareHTOB B BapuvaHTe WCNosHeHus «®dacoBka S, CTpunbi»
cnepyeT CTporo cobntoaaTh KOMMIEKTHOCTL CTPUMOB M KpbIWEK K HUM. He ncnonb3oBaTh KPbILWKK

K cTpunam u3 apyrmx Habopos peareHTos!

7.2.1 T[pomMapkupyihTe no oaHOWN npobupke/CTpUNOBaHHOMW Npobupke CO  CMecbio
Ansa amnamdukaunm, 3anedyataHHon napaduHOM, ANs KaXaoro HemssecTHoro obpasua,
ANa oTpMuUaTenbHOro KOHTpoAbHOro obpasua (K-) n Ans nonoXuTenbHOro KOHTPObHOMO

obpasua (K+).

BHMMAHME! KonnyecTBo peareHTOB paccymMTaHo He 6onee yem Ha 24 NoCTaHOBKM NpU yCNoBUK

BapuabenbHOro KoMyecTsa HemM3BeCTHbIX 06pa3uoB, 1 OTpuLaTEeNbHOrO KOHTPOIbHOro obpasua

N 1 NONOXMUTENBHOro KOHTPONBLHOro obpa3sua B KaxAol MOCTaHOBKE.

Mpumep:

HeobxoaMMo npoaHanusmpoBaTb 4 HEM3BECTHbIX 06pa3ua. s 3TOro Hy>XHO NpoMapKMpoBaTb 4 NPobupKK

ANa Hen3BeCTHbIX 06pa3uyoB, oaHy Npobupky ans «K-» n ogHy npobupky ana «K+». Obwee KONMYeCTBo

npobupok - 6.

7.2.2 BcTpsxHuTe npobupKy C pacTtBopoM Tag-noanMepasbl Ha MUKPOLEHTpUdyre-BopTekce
B TeueHue 3-5 C 1 ueHTpmudyrnupymnte Ha MuKpoueHTpudyre-sopTekce B TeyeHmne 1-3 cC.

7.2.3 [obaBbTe BO BCe NpOMapKkuUpoBaHHble NpobUpKKN, HE MoBpexaas cnon napadwuHa, no
10 mMkn pacteopa Tag-nonnMepasbl.

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

7.2.5 BcTpsAXHUTE npobumpky C MONOXUTENbHbIM KOHTPOJIbHbIM obpasuom Ha
MUKpOLEeHTpudyre-soptekce B TeyeHune 3-5 ¢ wn  uyeHTpudyrmpymte Ha

MUKpOLEHTpudyre-sopTekce B TeyeHue 1-3 c.

BHUMAHME!

1. Mpwn ncnonb3oBaHnn gnsa sbigenenms OHK Habopos/koMmnnekToB peareHTtoB MPOBA-PAMAA,
MPOBA-HK, MPOBA-HK-MJTKOC, NMPOBA-OMNTUMA BCTpsixHuTe npobupku ¢ npenapatom OHK u
oTpULATENbHbIM KOHTPO/SIbHLIM 06pa3uoM Ha MUKPOUEHTpudyre-sopTekce B TedeHune 3-5 c u
LEeHTpUdYyrnpymTe Ha MMKpoueHTpudyre-sopTekce B TeyeHume 1-3 c.

2. MNpu ucnonb3osaHun ansa sbigeneHna OHK komnnektoB peareHtoB MPOBA-IC n NMPOBA-IC-
MAKOC BcTpsixHUTe Npobupku ¢ npenapatom AHK n oTpuuatenbHbiM KOHTPOAbHbIM 06pa3uUoOM Ha
MUKpoLeHTpudyre-soptekce B TedeHme 3-5 ¢ u ueHtpudyrmpyinte npu RCF(g) 12000-16000 B
TeYyeHMe OAHOMW MWHYTbl Ana ocaxaeHus copbeHTa. B cnydae ecnu nocne BblAeneHus
HagoCaAouYHas XWMAKOCTb, coaepXawas BblaeneHHyt [AOHK, 6bina nepeHeceHa B HOBble
npobupkun, uUeHTpudyrMpoBaHne Mnocne BCTPSAXMBaHUS MNPOU3BOAMTCS Ha MukpoueHTpudyre-

BOpTeKce B TeyeHue 3-5 c.
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3. Mpu ucnonb3oBaHuu Ang Bolaenenns AHK Habopa peareHToBs NMPOBA-MY-PAMNUA Heobxoanmo,
He BCTpsaxuBas, UeHTpudyrnposaTb npobupkn ¢ npenapatom [AHK w©n oTpuuatenbHbIM
KOHTPO/bHbIM 06pasLoM Ha MuKpoueHTpudyre-sopTekce B TedeHue 1-3 ¢, 3aTeM MOMeCTUTb
npobmpkn ¢ npenapatoMm [HK B MarHuTHbIA wTtaTMB. B cnyyae ecnn nocne BblaeneHus
HaZocagouyHas XUAKOCTb, coAepxawas BblageneHHyto [AHK, 6bina nepeHeceHa B HOBble
npobupku, cneayeT BCTPSAXHYTb Npobupkun ¢ npenapaTtom OHK 1 oTpuuaTenbHbIM KOHTPOSbHbIM
obpasuoM Ha MUKpoueHTpudyre-sopTekce B TedeHne 3-5 ¢ u ueHTpudyrupoBaTb Ha
MUKpOLIeHTpUdyre-BopTekce B TedeHue 1-3 c.

4. Ana npefoTBpalleHMs KOHTaMUHauum cneayet repen BHeceHneM JHK OTKpbiBaTb KPbILKU
TONbKO Tex Npobupok, B KOTOpble ByAeT BHOCUTLCA AaHHbIN obpa3sel, W 3akpbiBaTb MX, Nepes
BHeceHuneM cneaytoulero. B cnyyae ncnonb3oBaHus CTPUNOB CnefyeT 3aKpblBaTb KPbILWKY CTpuna
nocne BHeceHWa B Hero o6pasuoB nepes HayanoM paboTbl CO cneaywwmMm. 3akpbiBalTe
npobupku/ctpunel nnoTtHo. [lpenapatel OAHK u KOHTponbHbie 06pa3ubl cneayer BHOCUTb

HaKOHEeYHMKaMun C q)VIJ'IprOM.

7.2.6 BHecuTe B COOTBETCTBYIOLMNE MNPOMapKMpOBaHHbIE NPOOGUPKM ANs HEU3BECTHbIX
obpasuoB, He nospexpas cnon napaduHa, 5,0 Mkn BblgeneHHoro m3 o6pasuos
npenapata AHK. B npobupkun, npomapknpoBaHHble «K-» n «K+», IHK He BHOCUTCS.

7.2.7 BHecuTe B nNpobupKy, MpoMapkumpoBaHHYK «K-», He noBpexaas cnou napaduHa,
5,0 MKn oTpuuaTtenbHOro KOHTponbHOro obpasua, npoweawero atan Bblaenenmsa AHK
(cMm. 7.1).

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

7.2.9 UeHTpndyrmnpyiite Bce npobupku/cTpurmnbl Ha MUKPOLEHTPUAYre-BopTeKCe B TedeHue 1-3 c.

7.2.10 YcraHoBuTe BCe Npobupku/cTpunbl B 610K AETEKTUPYIOLWEro amnandukartopa.

7.2.11 [na getektupyowmx amnandukatopos cepum OT:

7.2.12 3anyctute nporpamMmMmHoe obecnedyeHne getektupytowero amnamdukatopa. lNpu nepsom
nposeaeHmun TMLUP 3arpy3ute cooTBETCTBYWOWMI TecT!. [anee v npu MNoCneayowmx
NoCTaHOBKax CO34aMTe COOTBETCTBYHOLWMM MNPOTOKOA  WUCCAEAOBaHUA:  YKaXxuTe
KOMMYEeCTBO W uaeHTUduKkaTopbl o06pa3uos, B TOM 4ucne oOTpuuaTenbHOro u
NONOXUTENbHbIX KOHTPOJIbHbIX 06pa3LoB, OTMETbTE pacnosioxXeHne Nnpobupok/cTpmunos
Ha MaTpuue TepMobsioka B COOTBETCTBUMN C UX yCTaHOBKOM u nposeaute MNUP ¢ yyeTtom
06bEMa peakuMOHHOM cMecu, paBHoro 35 Mkn. MNMpu Bbibope TecTa AomKHa oTobpaxaTbcs

nporpamMma, npmsegéHHas B Tabnuue 3.

1 - TecT Ans AeTeKTUPYOLWNX aMnindukaTopoB cepumn AT co3aaéTtcs NyTéM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa ykasaHbl B MpunoxeHun A) unu npefocTaBnsieTcs NpovMsBoauTeneM Habopa peareHTos.
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7.2.13 [Ana getektupytowmnx amnnndukatopos CFX96 n Applied Biosystems QuantStudio 5:

Mpoeeaunte MLUP c yueTtom 06b€Ma peakUMOHHOM CMEeCK, paBHOro 35 MK/, NO NporpaMmmam

amnandukauum, npmeeaéHHbiM B Tabnnuax 4, 5 COOTBETCTBEHHO.

Tabnuua 3 -

«ATnpanm», «ATnant» (dacoska S)

MporpamMma amMnandukauum Ana AeTEeKTUPYHLWNUX aMnanguKkaTopos

Pexxum
N2 Yucno
TeMmnepaTtypa, °C MWUH C ONTUYECKUX Tun 6510ka
6noka LMKIJIOB o
n3MmepeHun
80 0 30
1 1 Lunkn
94 1 30
94 0 30
2 5 Lukn
64 0 15 v
94 0 10
3 45 Lnkn
64 0 15 %
4 94 0 5 1 Lukn
5 10 XpaHeHune XpaHeHue
V' - PEXNM ONTUYHECKUX U3MEPEHWNIA

Tabnunua 4
(dbacosku S, U)

- MMporpamMMa amnaMdukKaumMm ans AeTeKTUpYHLMX

amnandmkatopos CFX96

Bpems, Konn4yecTtBo LUmMknos
o o
N° 6noka (Step) Temnepartypa, °C MMH: CeK )

1 80 01:00 1

2 94 01:30 1

3 94 0:15

50
4 64 v 0:20

VvV - pexuMm onTudecknx wusmepeHuit (Plate Read), yCTaHOBWUTb M3MepeHue dnyopecLeHUmnm no
HeobxoauMbiM KaHanam getekuum ((Hex, Rox, Cy5) npu 64 °C

Tabnuua 5 - MMporpamma amnandukaumm Ansa geTekTupyrowux amnandukatopos Applied

Biosystems QuantStudio 5 (dacosku S, U)

Bpems, Konnuecrso umknos
o o
Cragus N° wara Temnepartypa, °C MM CeK CEETeras)
yaepxXaHns 2 94 01:30 1

1 94 0:20
Craausa NupP 50

2 64 v 0:20
V- cbop AaHHbIX Ana HeobxoanMbix dnyopodopos (Vic (Hex), Rox, Cy5) BroueH
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7.3 MoarotoBka n nposegeHue MNLUP. ®acoska U, pydHoe fo3mMpoBaHue

BHUMAHME!

1. Ana amnnudukaumn cneayeTr MCMofib30BaTb OAHOPas3oBble aMmnindUKaLUOHHbIe NPO6MpKK
06béMoM 0,2 MA1 uanM MukpornsaHwetbl MUP 96 nyHok!, repMeTusupyemble TepPMOMIEHKOMN.
He pekoMeHAyeTCA UWCNOMb30BaTb CTPUMOBaHHble MpobupkM B CBSA3M C  OMACHOCTbHO
NOCTaMNANMUKALNOHHON KOHTaMMHALNMN.

2. Mpu npoBeAeHUn BCex NOCAeAylOLWUX AEUCTBUN cneayeT msberaTb BO3AENCTBUA MNPAMbIX

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

7.3.1 T[pomapkupyihTte HeobxoAuMMOe KOMMYECTBO OAHOPA30BbIX  aMnAMMUKALUNOHHbIX
npobupok 06bLémom 0,2 MA UM MukponnaHweT 96 NyHOK ANa Hem3BecCTHbIX 06pa3LoB,
ANa  oTpuuaTenbHOro  KOHTpofnbHOro obpasua «K-» 1M A4nsg  NOAOXUTENbHOro

KOHTPOJZIbHOIro o6pa3ua <K+,

MpumeyaHune - PekoMeHOAYETCA MOCTAaHOBKA He MeHee 5 o6pa3suoB B OAHOM MCCIeAoBaHUMK

(3 HeunsBecTHbIX 06pasua, oTpuuaTeNbHbBIA U NONOXUTENbHbIA KOHTPOJIbHbIE 06pasubl).
Mpumep:
HeobxoanMMo npoaHanuampoBaTb 4 HEM3BECTHbIX obpasua. [s1a 3TOro Hy>KHO NpoMapKMpoBaTb 4 Npobupku

ANA Hen3BeCTHbIX 06pa3uoB, o4HY NPobupKy/NyHKy ans «K-» 1 ogHy npobupky/nyHky ana «K+». Obwee

KOJIM4eCTBO NpO6MpPOK/NyHOK — 6.

7.3.2 BcCTpsixHUTe NMpobMpKy CO CMEeCbio Ans aMmnnmdukaumm Ha MUKpoOLEHTpudyre-sopTekce
B TeueHue 3-5 C 1 ueHTpudyrupymte Ha MMKpoueHTpudyre-sopTekce B TeyeHmne 1-3 cC.

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

7.3.4 BcTtpsxHute npobupkn c TUP-6ydepom un nonumMmepasonn TexHoTaq MAX
Ha MUKpoueHTpudyre-sopTekce B  TeyeHue 3-5 C 7] ueHTpudyrnpymrte

Ha MUKpoueHTpudyre-sopTekce B TeueHmne 1-3 cC.

BHMUMAHME! Tllonumepasy TexHoTaq MAX cneayet AocrtaBaTb W3 MOPO3WbLHOM Kamepbl

HenocpeaCcTBeHHO nepea McnoJsib3oBaHNEM.

7.3.5 TpurotosbTe cMech lNLP-6ydepa c nonnmepason TexHoTaq MAX. [insa aToro cmewwanre
B OTAE/IbHOM O4HOpa30BoNn npobupke:
e 6,0 x (N+1) mkn MUP-6ydepa,
e 0,3 x (N+1) mkn nonnmepasbl TexHoTaq MAX,
rae N — Konm4yecTBO NpOMapKMpPOBaHHbIX MPOBMPOK/KOMNYECTBO HEOHXOAMMbIX TYHOK
MUKporiaHweTa € Y4ETOM «K-», «K+>»,
Mpumep:
HeobxoauMo npoaHanmnampoBaTh 4 HEM3BECTHbIX 0bpa3ua, «K-», «K+». NpoMapKnpoBaHHbIX Npobupok — 6.
Hy>xHo npurotoeuTb cmech MNMUP-6ydepa n nonumepasbl TexHoTaq MAX ana 7 (6+1) npobupok/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 MuKpoueHTpudyre-soptTekce B TedeHue 3-5 ¢ n ueHTpudyrmpyinTe

Ha MUKpOLEeHTpudyre-sopTekce B TeueHue 1-3 c.

BHMUMAHME! Cwmecb TMUP-6ydepa n nonumepasbl TexHoTaq MAX HeobxoAMMO rOTOBUTb

HeNnocpeaCTBEHHO Nepea UCnoJsib30BaHNEM.

7.3.7 [JobaBbTe B NpobUPKU/NYHKK CO CMeCbio And amnandukaummn no 6,0 mkn cmecu MUP-

6ydepa n nonumepasbl TexHoTaq MAX. 3akporite npobupKw.

BHMUMAHME! Tocne pobasneHnsa cmecu T[LUP-6ydepa u nonumepasbol TexHoTaq MAX
B NPOBMPKU/NYHKM CO CMecCbio An49 aMmnandukaumm HeobxoammMo B TeyeHue [ABYX 4acoBs
BbIMNONHUTL 7.3.8 — 7.3.14.

7.3.8 BcTpsaxHuTe  nNpobupky  C  MOMOXWUTENbHbIM  KOHTPOSbHbIM  06pasuoM  Ha
MUKpOLIEHTpU(dYyre-sopTekce B TeyeHne 3-5 ¢ u  ueHTpudyrupyinte Ha

MUKPOLIEHTpUdYre-BopTeKce B TeveHne 1-3 c.

BHUMAHME!

1. Mpwn ncnonb3oBaHun ana sbigeneHmnsa OHK Habopos/komnnekToB peareHToB MPOBA-PAMNA,
MPOBA-HK, MPOBA-HK-MJTKOC, MPOBA-OMNTUMA BCTpsAXHUTE npobupku ¢ npenapatoMm AHK u
oTpuuaTenbHbIM KOHTPOJIbHLIM 06pa3LoM Ha MUKpoUeHTpudyre-sopTekce B TedeHue 3-5 c u
LeHTpUdyrnpymTe Ha MnKpoueHTpudyre-sopTekce B TeyeHume 1-3 c.

2. MNMpwn ncnonb3osaHun gns BbigeneHmns OHK komnnektos peareHTos NMPOBA-IC n MPOBA-TC-
MJKOC BCcTpsixHUTE Npobupku ¢ npenapatoM AHK 1 oTpuuaTenbHbIM KOHTPOJIbHbIM 06pa3LOM Ha
MUKpoOLEeHTpudyre-soptekce B TedeHne 3-5 ¢ n ueHtpudyrnpymte npn RCF(g) 12000-16000
B TeYEeHMe OAHOM MWHYTbl ANs ocaxAaeHuss copbeHTa. B cnyyae ecnn nocne BblaeneHus
HagocadoyHas XUAKOCTb, cogepxawas BblgeneHHyto [OHK, 6bina nepeHeceHa B HOBble
Npobupku, ueHTpudyrmpoBaHme nocne BCTPSAXMBAHUA MPOU3BOAUTCA Ha MUKpPOULEHTpudyre-
BOpTeKce B Te4yeHue 3-5 c.

3. Mpwu ucnonb3oBaHun ana Bbiaenenns AHK Habopa peareHTos NMPOBA-MY-PAIMNA Heobxoammo,
He BCTpsSXuBas, uUeHTpudyrnposatb npobupkn ¢ npenapatom [AOHK wn oTpuuatenbHbIM
KOHTPOJIbHbIM 06pa3uoM Ha MUKpoUeHTpudyre-sopTtekce B TeyeHue 1-3 ¢, 3aTeM MOMECTUTb
npobupkn ¢ npenapatom [AOHK B MarHuTHbIN wTatuB. B cnyyae ecnn nocne BbiaeneHUs
HagocadouyHas XUAKOCTb, coaepXawas BbigeneHHyto [OHK, 6bina nepeHeceHa B HOBble
npobupkun, cneayeT BCTPAXHYTb Npobupku ¢ npenapatoM AHK 1 oTpuuaTenbHbIM KOHTPOJIbHbIM
obpasuoM Ha MuKpoueHTpudyre-soptekce B TeyeHme 3-5 ¢ u ueHTpudyrmpoBaTb Ha
MUKpoOLUEeHTpudyre-sopTekce B TeyeHue 1-3 c.

4. [lna npepoTBpalleHns KOHTaMuHaumn cneayet nepeq BHeceHuneM [HK OTKpbIiBaTb KpPbILKU
TONbKO Tex npobupok, B KoTopble 6yaeT BHOCUTLCSA AaHHbIM obpasel, v 3akpbiBaTb UX nepes
BHeCeHMeM cnegytouwero. 3akpbiBante npobupkm nnotHo. Mpenapatbl OHK M KOHTpPO/bHbIE

ob6pasubl cnegyet BHOCUTb HAKOHEUYHMKAMU C DUTbTPOM.
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BHecuTe B COOTBETCTBYIOLUME NPOMAPKMPOBAHHbIE NPOBUPKU/MYHKN MUKPOMAaHLLIEeTa no
6,0 Mkn BblgeneHHoro wu3 obpasuoB npenapata [AHK. B npobupku/nyHkw,
npoMapkmpoBaHHble «K-» n «K+», IHK He BHocuTCS.
BHecuTe B npobupKy/nyHKYy, npoMapkupoBaHHyt «K-», 6,0 MK OTpuuaTenbHOro
KOHTposnbHOro obpasua, npowegwero atan sbigeneHna AHK (cm.7.1).
BHecnTe B NpobUpKY/NyHKY, npoMapkmpoBaHHyt «K+», 6,0 MKI NOAOKWUTENbHOMO
KOHTposibHOro obpasua.
B cnyyae ncnonb3oBaHMa MUKPOMNIAHLWETOB 96 NyHOK:
MomecTuTe akKypaTHO, He BCTPSIXMBAs, MWUKPOMAAHLWeET B MNOAMOXKY YCTPOMCTBA
ANg 3anevyaTbiBaHUA nnadweTtos ATnak.
MpoBeauTe 3anedaTbiBaHve MukponnaHwerta T[LP nonuMepHon TepMOMNIEHKON
COrnacHO pyKOBOACTBY MO 3KCniyaTauum npubopa ATnak.
LeHTpudyrmnpyiite mukponnanwert MLUP npn RCF(g) 100 B TeueHune 30 c.
B cnydae ncnonb3oBaHMs NpobUpoK:
LleHTpudyrmnpyiite Bce npobmpkn Ha MUKpOLEHTpUdyre-sopTekce B TedeHune 3-5 c.
YcTaHoBUTE BCe NMpobUpKM/MUKponnaHweT B 610K AgeTeKkTupytowero aMmnamdukaTopa u
nposeaute MUP (7.3.15, 7.3.16).
Ona petekTupyowmnx amnamdukatopos cepum OT:
3anyctuTe nporpaMMHoe obecnedeHue geTekTupytowero amnandukaTtopa. NMpu nepsom
nposeaeHmn TMLUP 3arpy3ute cooTBETCTBYWOWMI TecT!. [anee v npu MOCneayowmx
NOCTaHOBKax CO34aMTe COOTBETCTBYHOLWMM MNPOTOKOS  WUCCNEAOBAHUA:  yKaxuTe
KONM4ectBO M  uaeHTMdUKaTopbl 06pa3uoB, B TOM 4uC/e OTpPUMUATENBHOIO W
NOSTOXKUTENbHbBIX KOHTPOJIbHbIX 06pa3uoB, OTMeTbTE pacnofoxeHuve o6pas3uLoB Ha
MaTpuue TepMobsioka B COOTBETCTBMW C UX yCTaHOBKOW M nposeauTe MUP c yyeToMm
obbéMa peaKuuoHHOM cMecu, paBHoro 18 mkn. lNpu BbibOpe Ao/MKkHA OTObpaxaTbcs
nporpamMma, npmeenéHHas B Tabnuue 6.
Ona getektupyrowmnx amnanpunkatopos CFX96 u Applied Biosystems QuantStudio 5:
Mpoeeante MLUP c yueTtom 06bEMa peakUMOHHOW CMECKU, paBHOro 18 Mk, Mo NnporpaMmmam

amnnmdukaumm, npmeeaéHHbIM B Tabnnuax 4, 5 COOTBETCTBEHHO.

1 - TecT Ang AeTekTUpylowmnx aMnindmkaTopos cepumn AT co3aaéTcs NyTEM BBOAA NapaMeTpoB (MapaMeTpbl
TecTa ykasaHbl B MpunoxeHun B) unu npenocraBnsieTca npovsBoauTeneM Habopa peareHTos.
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Tabnuuya 6 - [porpamma amnandukauum Ana AeTEeKTUPYHLWNUX aMnanduKkaTopos

«ATnpanm», «ATnant» (dacoska U)

Pe)xum
No
6n0Ka TeMmnepaTtypa, °C MWH C Yucno yuknos ONTUYECKUX Tun 6510ka
n3MepeHun
80 0 5
1 15 Lnkn
94 0 5
2 94 5 00 1 Linkn
94 0 30
3 5 Linkn
64 0 15 v
94 0 10
4 45 Linkn
64 0 15 v
5 94 0 5 1 Livkn
6 10 XpaHeHune XpaHeHune
V - PEXMM ONTUYECKUX U3MEPEHWNIA
7.4 MoarotoBka u nposeneHune TILP. ®acoBka U, € wucnonb3oBaHWEM [03UpYLOLLEro

ycTponctBa [ATctpuM (TONbKO AN AeTekTupylowero amnnndukatopa ATnpanMm B

Moandukaumm «ATnpanm *X*»)

BHUMAHME!

1. na amnaudukaumm cnegyer UCNonb3oBaTb  MuUKponnaaHwetbl [TUP 384  nyHKn,
repMeTusmpyemble TEPMOMNIEHKON.

2. MNpun npoBedeHMM BCeEX NOCNEAYOWMX AeNCTBUIA cnepyeT usberatb BO3AENCTBUS MPSAMbIX

COJTHEYHbIX Ny4yen Ha NpobupKy co cMmecbio ans amnandumkaumnm!

MpumeuvaHne - PekomeHayeTcd NoOCTaHOBKa He MeHee 5 o6pa3yoB B 0OAHOM WCCeA0BaHMM

(3 HemnsBecTHbIX 0bpa3ua, oTpuuaTeNbHbIN U MOOXUTENbHbBINA KOHTPOJIbHbIE 06pa3ubl).

7.4.1 BcTrpsxHuTe npobupky coO cMecblo ansd  ammandukaumm B TedeHme 3-5 ¢
Ha MUKpoueHTpudyre-sopTekce un UeHTpudyrmpymte B TedyeHume 1-3 Cc Ha
MUKpOLEHTpUdyre-sopTeKce.

7.4.2 BcrpsxHute npobupkm ¢ TUP-6ydepom un  nonmmepason TexHoTaq MAX
Ha MUKpouUeHTpudyre-sopTekce B  TeyeHue 3-5 C 7] ueHTpudyrmnpymnrte

Ha MUKpoueHTpudyre-sopTekce B TeuyeHmne 1-3 c.

BHMUMAHME! Tlonumepasy TexHoTaq MAX cneayet AocraBaTb W3 MOPO3WIbHOWM Kamepsbl

HenocpeaCcTBeHHO nepea MCcnoJsib3oBaHNeEM.

7.4.3 Cnepays ykasaHuam MO gosumpytowero ycrporictsa ATCTpuM, NpuroToBbTe B OTAENIbHOM

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

7.4.5 BcTpsxHute npobupky C MONOXUTESbHbIM KOHTPOJ/IbHbIM obpasuom Ha
MUKpOLEeHTpudyre-soptekce B  TeyeHme 3-5¢ u  ueHTpudyrnpyihte  Ha

MUKPOLIEHTpUdYre-BopTeKce B TeveHne 1-3 c.

BHUMAHMUE!

1. Mpwn mncnonb3oBaHun ana ebiaeneHmnsa OHK Habopos/koMmnnekToB peareHToB MPOBA-PAMNA,
MPOBA-HK, MPOBA-HK-MJTIOC, MPOBA-OMNTUMA BCTpsXxHUTE npobupku ¢ npenapatoM AHK u
oTpuuaTenbHbIM KOHTPOJIbHbIM 06pa3uoM Ha MuUKpoueHTpudyre-sopTekce B TedeHue 3-5c¢
N LeHTpudyrmpynTe Ha MmMKpoLeHTpudyre-sopTekce B TeueHne 1-3 C.

2. MNMpwn ncnonb3osaHun ansa Bblaenenmns OHK komnnektos peareHToB NMPOBA-IC n MNMPOBA-TC-
NJKOC BcTpaxHuTe Npobupkun ¢ npenapatom AHK 1 oTpuuaTenbHbIM KOHTPOAbHbLIM 06pa3LoM Ha
MUKpOLeHTpUdyre-sopTekce B TedeHne 3-5 ¢ n ueHTpudyrupymte npn RCF(g) 12000-16000
B TeYeHne OAHOM MWHYTbl AN ocaxaeHus copbeHTa. B cnydyae ecnu nocne BblAeNeHus
HafocagouyHas XUAKOCTb, coAepxawas BblageneHHyw [JHK, 6blna nepeHeceHa B HOBble
Npobupkun, ueHTpudyrmpoBaHme nocne BCTPSAXMBAHUA MPOU3BOAUTCA Ha MUKPOULEHTpudyre-
BOpTeKce B Te4yeHune 3-5 c.

3. Mpu ncnonb3oBaHum ansa soigenenuns AHK Habopa peareHTos NMPOBA-MY-PANU Heobxoanmo,
He BCTpsaxuBas, UeHTpudyrnposaTb npobupkn ¢ npenapatom [OHK u oTpuuaTenbHbIM
KOHTPOSibHbIM 06pasuoM Ha MUKpoueHTpudyre-sopTekce B TeyeHue 1-3 ¢, 3aTeM MOMeCcTUTb
npobupkn c npenapatoMm [HK B MarHuTHbIA wWTaTMB. B cnyyae ecnm nocne BblAENEHUS
HagocadouyHas XUAKOCTb, coaepxalias BblaeneHHyto [HK, 6biia nepeHeceHa B HOBble
npobupku, cnegyeT BCTPAXHYTb Npobupkn ¢ npenapatom JHK n oTpuuaTenbHbIM KOHTPO/bHbIM
obpa3uoM Ha MUKpoUeHTpudyre-sopTekce B TedyeHMe 3-5 € U ueHTpudyrmpoBaTb Ha

MUKpOLEeHTpudyre-sopTekce B TeyeHue 1-3 c.

7.4.6 YcraHoBMTe NpoBUpPKW: CO CMecbl Ans amnaudukaumu, co cmecbto MUP-6ydepa un
nonuMmepasbl TexHoTaq MAX, ¢ npenapatamun [OHK, oTpuuaTenbHbIM KOHTPOJIbHbIM
06pasLoM N MOMOXUTENbHLIM KOHTPOJIbHbIM 06pa3uoM, a Takxke MukponsaHwet MLUP
Ha pabounn cton [ATcTpuM U npoBeanTe [O03UMPOBaAHME KOMMOHEHTOB COracHo
pPYKOBOACTBY MO 3KCMN/yaTaumu.

7.4.7 TloMecTuUTe aKKypaTHO, He BCTpaxmBasa MmkponaaHwert MNP B No4noXKy yCcTponcTea ans
3anevyaTbiBaHUa NiaHweTos [Tnak nocne 3aBeplleHns NporpaMmmbl Ha A03MpPYHOLLEM
ycTpoictee ATcTpum.

7.4.8 TpoBeauTte 3anedaTbiBaHMe MuKponnaHweTa MUP nonnMepHoOn TepMONAEHKON COrnacHo

pPyKOBOACTBY MO 3KcnayaTaumm npnbopa ATnak.
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LeHTpudyrmnpyiite mukponnanwet MUP npu RCF(g) 100 B TeueHue 30 c.

YctaHoBuTe MmkponnaHweT MNLUP B 6510k ageTekTupytowero amnandukaTopa.

3anyctute nporpaMmHoe obecneveHue getekTupyowero amnangukartopa. Npu nepsomM
nposefeHumn MLP 3arpysuTe COOTBETCTBYHOWMIA TecT!. [Janee v npu nocieayoLmx
NOCTaHOBKAxX Co34alTe COOTBETCTBYHOLLMA MNPOTOKON  MUCCAEAOBaHUA:  YKaXxuTe
KonmMyectBo M uaeHTudwukaTopbl o06pa3uLoB, B TOM UUCAe OTPMLUATENBHOIMO W
NOMOXKUTENbHbBIX KOHTPOMbHbLIX 06pasuoB, OTMeTbTE pacnosioxXeHne npobupok Ha
MaTpuue TepMobnoka B COOTBETCTBMM C UX YCTaHOBKON M nposeaute MUP c yyeTom
06bEéMa peakuUMOHHOM cMecu, paBHOro 18 mkn. Mpwu BblIbope TecTa AoNMKHa 0TO6paXxkaTbCs

nporpamma, npuBeaéHHas B Tabnuue 6.

PETMCTPALNA PE3YJIbTATOB AMITVIMOUKALIN

Pernctpauna curHana CbJ'IYODECLI,eHLI,VIVI npoBoAUTCA AETEKTUPYHOLWNM aMI'IJ'IVICbI/IKaTODOM

dBTOMaATU4YECKN BO BpeEMA aMI'IJ'II/ICbI/IKaLI,I/II/I.

JdeTekumsa M y4y€T pe3ynbTaTOB OCYLUECTB/IAOTCA AETEKTUPYIOLNM aMnaMbUKaTopoM

dBTOMATUYECKMN.

YYET U UHTEPNPETALMUSA PE3YJIbTATOB

YueT pe3ynibTaToB peakLumm OCyLeCcTBASeTCs aBTOMaTUYECKM C MOMOLLbIO NPOrpaMMHOIo

obecneyeHuns, NOCTABASIEMOrO C AETEKTUPYOLWUM aMnINdUKaTopoM.

Mpn ncnonb3oBaHMK AeTeKTupyrowmnx amnamdukatopos CFX96 cnegyet Mcnosib3oBaTb
perpeccmoHHbit TN aHanusa (Cq Determination Mode: Regression), BO BKagke

«Baseline Subtraction» HeobxoanmMo BbibpaTb «Baseline Subtraction Curve Fit».

NHTepnpeTaums pe3ynbTaToB MPOBOAUTCS B COOTBETCTBMM C Tabnuuein 7. PesynbTaThl
NMOCTaHOBKW BanuAHbl, €CNN BbIMOMHAKTCA YC/IOBUS WHTEPNpeTaumm pesynbTaTos,

NOJTYYEHHbIX AN KOHTPObHbIX 06pa3LoB.

1 - TecT Ans AeTEKTUPYIOLWNX aMnInduKkaTopoB cepun AT co3naéTca nyTéM BBoAa NapaMeTpoB (napameTpbl
TecTa ykasaHbl B MNpunoxeHun B) unu npefocraBnsieTca NnpovsBoauTeneM Habopa peareHTos.
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Tabnuuya 7 - WNHTepnpetaumsa pesynbtatos MUP

KaHan perekuumn

Hex/Vic, ROX, Cys, MUHTepnpeTauunsa pesysbraTta

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

HeunsBectHble 06pa3ubl

O6Hapy>xeHa AIHK

He yyuTbiBaeTca Yka3saH He ykasaH . ]
Neisseria gonorrhoeae
O6Hapy>xeHa AJHK
He yuynTbiBaeTca He yk H Yk H . .
€y aerc € ykasa asa Chlamydia trachomatis
O6Hapy)xeHa AAHK Neisseria gonorrhoeae
H . .
€ yHuTbIBacTCA YkasaH Ykazan O6HapyxeHa AHK Chlamydia trachomatis
He obHapyxeHa OHK
Yka3saH He ykasaH He ykasaH Py A
BbIAB1AEMbIX MUKPOOPraHM3mMoB
He ykasaH He ykasaH He ykasaH HenocroBepHeiit pesybTaT

OTpMuaTenbHbl KOHTPOJIbHBbIW O6pasey

OTpuuaTenbHblit pe3ynbTaTt

YkasaH He ykasaH He ykasaH
PeBYJ'IbTaTbI MOCTAHOBKW BalNAHbI

Mono)xutenbHbli KOHTPOJIbHbIN 06paseLl

MonoXUTeNbHbIN pe3ynbTaT

YkaszaH YkaszaH YkasaH
PeBYJ'IbTaTbI MNOCTAaHOBKW BaTNUAHbI

9.4 HenoctoBepHbIn  pe3ynbTtaT MoOXeT ObiTb CBSI3aH C  MPUCYTCTBMEM  MHIMBMTOPOB
B npenapate [OHK, nonyyeHHoM w3 6uosorM4eckoro MaTtepuana; HeBEPHbIM
BbINOJIHEHMEM TMPOTOKOJIAa aHanus3a; HecobnwaeHueM TemnepaTypHoOro pexmMma
amnindukaumm un ap. B atom cnyyae Tpebyetca nosBTopHoe npoeaeHue TMUP c¢
nmetowmmca npenapatom AHK, nnbéo nostopHoe BbigeneHne OHK mn noctaHoska [LP,

nn60 NOBTOPHOE B3siTME 6MONOrMYeckoro Mmatepuana (BblMOJIHAETCS NocneAoBaTesNbHO).

9.5 Ecnu ana 6nonornyeckoro obpasua nosaydeHbl 3HayeHnsa Cp/Cq/Ct meHee 24 Ha KaHanax
petekunn Rox nnm Cy5, To 3TO roBOPUT O BbICOKOM nMepBOHavasibHON KOHUeHTpaunn JHK
COOTBETCTBYHOLEro MUKpOOpraHmsama. B pgaHHOM c/nydyae BO3MOXHO MOJlyYeHue
NOXHOOTpUUAaTeNbHOro pesynbrata ansg MmkpoopraHmsma, JHK koTtoporo npucytcreyeT
B HW3KOM KOHLEHTpaumu. [na WCKIYEHUS JI0XHOOTpUUATENbHbIX pe3y/sibTaToB
pekoMeHayeTca noBTopHo npoeectn [IUP BbigeneHHoro npenapata [AOHK ¢
ncnonb3oBaHneM Habopa peareHToB ans BbisBneHmsa [OHK xnammgmu TpaxomaTuc
(Chlamydia trachomatis) Metogom nonuMmepasHon uenHon peakuun (XJTAMU-TEH),
000 «HIMO AOHK-TexHonorms», Poccusa, PY N2 ®CP 2008/03890 n Habopa peareHToB
ana  BbisBneHma [OHK Henccepmn roHopen (Neisseria gonorrhoeae) wMeToaom
nonmmepasHon uenHon peakumm (FTOHO-TEH), OO0 «HMO AHK-TexHonorms», Poccus,
PY N° ®CP 2008/03850.
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Mpu MNONYyYEHUM MOMOXUTENLHOrO pesynbTata AN OTPULLATENIbHOMO KOHTPOSIbHOIro
obpa3ua pesynbTaTbl BCE MOCTAHOBOYHON CEpUU CUUTAKOT HEAOCTOBEPHbIMU. B 3TOM
cnydyae HeobxoAMMO MpoBeAeHME CrieuurasnbHbiX MeponpuaTUii A1 BbISBAEHUA U

YCTpaHEHUA BO3MOXXHOW KOHTaMMHaUMK.

Mpy nonyyeHUM OTPULATENBHOIO pe3ynbTata AN MNOJNIOXUTENIBHOMO KOHTPOSIbHOIO
obpa3ua pe3ynbTaTbl BCEM MOCTAHOBOYHOW CEPUM CUMTAKOT HEAOCTOBEPHbLIMU. B 3TOM

cnydae Tpe6yeTc;1 NMOBTOPHAadA NoCTtaHOBKaA aMI'IJ'IVId)VIKaLI,VIM BCen napTtmm O6pa3Ll,OB.

TPAHCNOPTUPOBAHUE, XPAHEHWE N SKCIMJIYATALUNUA

TpaHcnopTMpoBaHue

TpaHcnopTupoBaHne Habopa peareHTOB OCYLWECTBAAIOT B TEPMOKOHTENHepax C
xfnagosneMeHTaMm BCEMU BUAAMU KPbITOro TpaHCnopTa Mpu TemnepaTtype BHYTpU
TEPMOKOHTENHEepa, COOTBETCTBYHOLWEN YCNOBUAM XpPaHEHNS KOMMOHEHTOB, BXOASLWINX B
cocTtaB Habopa peareHToB.

JonyckaeTca TpaHCnopTMpoBaHMe Habopa peareHTOoB, 3a WCKAOYEHMEM MnonuMMepasbl
TexHoTaq MAX (dacoBka U), B TEpMOKOHTENHEpPAX C X/1a403/1EMEHTAMMN BCEMU BUAaMU
KPbITOrO TpaHCrnopTa Npu TeMmnepaType BHYTPU TEePMOKOHTelHepa oT 2 °C po 25 °C
He 6bonee 5 cyTtok. [onyckaeTcsa TpaHcnopTMpoBaHue nonmmepasbl TexHoTaq MAX
(dbacoBka U) B TepMOKOHTEMHepax C XfnagosneMeHTaMuM BCEMUM BUAAMU KPbITOro
TpaHcnopTa Npu TeMnepaType BHYTpU TEPMOKOHTeEHepa Ao 25 °C He 6onee 5 cyTok.
Habopbl peareHTOB, TPaHCMOPTUPOBAHHbLIE C HapyLeHMeM TeMMnepaTypHOro pexuMa,

NpUMEHEHUNIO HE noAgnexart.

XpaHeHue

Bce KOMMOHeHTbI Habopa peareHTOB, 3a WCK/IOYEHMEM MonuMepasbl TexHoTaq MAX
(dbacoBka U), cneayer XpaHuUTb B XONOAMNbHUKE WM XONOAMILHOM Kamepe npwu
Temnepatype oT 2 °C go 8 °C B TedeHne BCero cpoka rogHocCTHu.

Monnmepasy TexHoTaq MAX (dacoeka U) cnefgyeT XpaHUTb B MOPO3MIIbHOM Kamepe npu
TemnepaTtype oT MMHyc 18 °C go MnHyc 22 °C B TeYeHMe BCEro cpoka rogHocTn Habopa
peareHToB.

CMecb anga amnandukaumm n cMecb Ana amnandukaummn, 3anedataHHyo napaduHoMm,
cneayeT XpaHUTb B XONOAUSIBHUKE UM XOM0AMNBbHOW Kamepe npu Temnepartype oT 2 °C
Ao 8 °C B 3aWMWEHHOM OT CBeTa MeCcTe B TedeHue BCero cpoka rogHoctm Habopa
peareHToB.

Habopbl peareHTOB, XpaHMBLUMECS C HapyleHMeM periamMeHTUPOBaHHOIo pexmma,

NpUMeEHeHUNI0 He noanexart.

YKasaHus no akcnayatauum
Habop peareHTOB A0/HKEH NPUMEHSTBLCS COr/1aCHO AENCTBYIOLLEN BEPCUUN YTBEPXKAEHHON

WMHCTPYKLMKN MO NPUMEHEHMUIO.
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Onga  nonydyeHMs [OCTOBEPHLIX pe3ynbTaTtoB HeobxoauMMO CTporoe cobnwoaeHue

WHCTPYKLMU NO NpUMeHeHuto Habopa peareHToB.

Mocne BCKpbITUA YMakOBKM KOMMOHEHTbl Habopa peareHTOB cneayeTr XpaHuTb MNpwu

cneaynuwmx ycnoBmuax:

— BCe KOMMOHeHTbl Habopa peareHTOB, 3a UCK/OYEHMEM rnonnmepasbl TexHoTaq MAX
(dacoeka U), cneayer xpaHuTb B XONOAWIbHWKE WAW XONOAWIBHOW Kamepe npu
Temnepatype oT 2 °C go 8 °C B TeueHune BCero cpoka rogHocTn Habopa peareHToB;

— cMecb Ana amnaudukaumm n cMecb Ansd amnandukaumm, 3anedataHHyo napaguHom,
cneayeT XpaHWUTb B XONOAWNBHUKE WU XONOAWBHOW Kamepe npu TemnepaType
oT 2 °C no 8 °C B 3aWMLEHHOM OT CBeTa MecCcTe B TeYeHMe BCEero cpoka rofHOCTU
Habopa peareHTOB;

— nonuMmepasy TexHoTaq MAX (dacoska U) cneayeT xpaHUTb B MOPO3UJIbHOM Kamepe
npu TemnepaTtype oT MMHYC 18 °C no MMHYC 22 °C B TedeHUe BCero cpoka rogHocTu
Habopa peareHTOB.

Ha6opb| peareHToB C UCTEKLWLIMM CPOKOM roAHOCTU NPUMEHEHUNIO HE nMoANeXar.

YKA3AHUA NO YTUIN3ALUNA

Mpn ncnonb3oBaHUM Habopa peareHToB B KAMHUKO-AMArHocTM4yeckoi nabopaTopum
obpa3syloTcs oTXoAbl knacca B, KoTopble YTUAM3MPYIOTCS B  COOTBETCTBMU C
TpeboBaHuamm CanllnH 2.1.3684-21 n My 1.3.2569-09.

Habopbl peareHToB, NpulelINE B HEMNPUIOAHOCTb, B TOM UYNC/IE B CBSI3N C UCTEYEHUEM
CpOKa roAgHOCTW, MOBPEXAEHMEM YMaKOBKW, MoANnexaTr yTuiMsauuum B COOTBETCTBUM C
TpeboBaHuamm CanllnH 2.1.3684-21.

FAPAHTUN N3FrOTOBUTENA

MpeanpuaTMe-nU3roToBUTENb  rapaHTMpyeT  COOTBeTCTBMEe  Habopa peareHToB
Tpe6boBaHUSAM TEXHUUYECKUX YC/IOBUI MpU COBMOAEHUN YC/TOBWIA TPaHCMOPTUPOBAHMUS,

XpaHeHNA U aKcnnyaTtaunnm, YCTaHOBIEHHbLIX TEXHUYECKMUMUN YCNOBUAMMN.

Cpok rogHoctu Habopa peareHToB — 12 MecsueB npu cobnwgeHum BcCex YCI0BUMA

TPaHCNOPTUPOBAHUSA, XPaHEHMS U SKCMyaTauuu.

PEMOHT N TEXHUYECKOE OBCJ1Y)KXUBAHME

Habop peareHTOB npeaHa3HayeH AN OAHOKPATHOrO MPUMEHEHUS U HE MOANEXMUT

TEXHUYECKOMY 06CNY>XMBAHUIO N TEKYLLEMY PEMOHTY.
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14 CUMBO/J1bl, NCMNOJIb3YEMbIE NP MAPKNUPOBKE HABOPA PEATEHTOB

MeanunHckoe nspenne Ans AMarHoCcTukKu in vitro

TeMmnepaTypHbIi AnanasoH

CO,D,ep)KMMOFO AOCTaTO4YHO ANid NpoBeAeHNsa <n> TeCTOB

Ncnonb3oBaTb A0

Koa naptum (cepun)

[aTa n3rotosnieHns

O6paTMTer K MHCTPYKUMKN MO NPUMEHEHNIO NN K NHCTPYKLUNU
no NpMMEHEHNIO B 2J1IEKTPOHHOM BUaE

Homep no kaTtanory

L B B & E K |3

Mn3rotoButenb

He pgonyckaTb BO34EMNCTBUS COTHEYHOro CBETa

HecTtepunbHoO
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15 NEPEYEHb NPUMEHAEMbIX HALUMOHAJIbHbIX CTAHAAPTOB

FOCT ISO 14971-2021 W3penuna ™MeaguuuHckue. [lIpyMeHeHUMe MeHeIKMeHTa pucka K
MeAVULMHCKUM U3aenunam

FOCT 15.309-98 Cucrtema pa3paboTku M NOCTAHOBKU MPOAYKLMW Ha Npou3BOACTBO. NcnbiTaHusa
W NprveMKa BbiMyckaeMon NpoayKunn. OCHOBHbIE NOSOXEHUS

FOCT P 2.105-2019 EanHas cucteMa KOHCTPYKTOPCKOM AOKyMeHTauuu. O6wme TpeboBaHus K
TEKCTOBbIM AOKYMEHTaM

FOCT P 15.013-2016 Cncrtema pa3paboTkm M MOCTAHOBKM MpPOAYKLUMWM Ha MpoOuU3BOACTBO.
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 NnoaaepXxusatollen JoKyMeHTaumm

FOCT P 51352-2013 MegunumMHCKMe Us3genuns ons AMarHoCTUKM UH BUTPO. MeToabl UCTbITaHUNA
FOCT P 52905-2007 (MCO 15190:2003) JlabopaTopum MeanUnHCKMUE. TpeboBaHus
6e3onacHocTK

FOCT P NCO 15223-1-2023 Uzgenuna meguumHckme. CUMBOSbI, NMpUMeHsieMble Ans nepegayu
nHdopMaLunm, npeaoctaBnsemMon nsrotosmtenem. Yacte 1. OCHOBHble TpeboBaHMS

FOCT P NCO 18113-1-2015 MeanumHckme usgenus pas AmMarHoctuku in vitro. MHdopmauums,
npenocTaBnsemas uarotosutenieM (Mapkumposka). Yacte 1. TepMuHbl, onpeneneHus m obuwme
TpeboBaHus

FOCT P NCO 18113-2-2015 MeauumHCKMe wmsgenusa ans guarHoctmkum in vitro. MHdopmauyms,
npegocrasnsieMas narotosmuteneMm (Mapkuposka). HYactb 2. PeareHTbl 4ns gnarHoCctuku in vitro
Ansa npodeccMoHanbHOro NpuUMeHeHns

FOCT P NCO 23640-2015 U3pgenusa MeauMuMHCKME AN AMarHoCcTMKM  in vitro.  OueHka

CTabuMNbHOCTM peareHToB AN AMarHoCTUKM in vitro

MpuMeyaHne - YKasaHHble Bbllle CTaHAAPTbl 6blAM AEWCTBYIOLMMU Ha MOMEHT YTBEPXAEHMS
WHCTPYKUUWN MO NPUMEHeHUI0. B aanbHenwemM, npu nonb30BaHMM AOKYMEHTOM, Liefiecoobpa3Ho NpoBepuUTb
[AeCTBNE CCbINOYHbIX HOPMATUBHbIX 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 cepTUDULMPOBAHHYO CUCTEMY MEHEMXKMEHTA
KauyecTBa M CooTBeTCTBYeT TpeboBaHMAM CTaHAapTa CUCTEM MeHeKMeHTa kadectBa ISO 9001
B obnactu pa3paboTku, nponssoacTBa n npoaaxu IVD peareHToB 1 NpubopoB A/t MONEKYNAPHO-
reHeTUYeCKOM AMArHOCTUKKM, WU Apyroro nabopaTtopHoro npumeHeHuna m ISO 13485 B obnactu
pa3paboTku, npoussoacTBa W npopaxu IVD peareHToB M npubopoB Ans MeauUMHCKOMN
MONIeKYNApPHO-reHeTUYECKOM AMAarHOCTUKM.

MpousBoguTtenb: O6WecTBO C OrpaHNU4YeHHOM OTBETCTBEHHOCTbo <«AHK-TexHonorms TC»
(000 «OHK-TexHonorus TC»), Poccus.

Appec npousBogurtens: 117246, Poccus, r. Mocka, npoe3g HayuHbin, a. 20, ctpoeHue 4
MecTo npousBoAcCTBa:

- 000 «OHK-TexHonorua TC», 117246, Poccus, r. Mockea, npoesg HayuHbin, a. 20, ctpoeHune 4;
- 000 <«HMNO [AOHK-TexHonormsa»,142281, Poccmnsa, MockoBckasa o06n. r. [lpoTBuHO,

yn. XXenesHoAopoxHas, a. 3.

Mo BompocaM, KacawwWwMMcs KavecTBa Habopa peareHTOB, cneayeT obpalwaTtbCs B CNyxby
KJIMEHTCKOM NOAAEPXKKN.

Cny»x6a KIMEeHTCKOM NoaaepXKu:

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

+7 (495) 640-16-93 (ans 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 BHECTU B NpOorpaMMHoe obecneueHue

AeTeKTUpyrowmnux amnanpukatopos «ATnpainm>», «ATnanT>»

npu ucnonb3oBaHuun Habopa peareHntoB C.trachomatis/N.gonorrhoeae Komnnekc

B pacoBke S

1) «Tun aHanusa/TecTa» - BblbpaTb «MynbTUnNNeKc_q+»;
2) Konunyecteo npobupok B Tecte — 1;
3) O61bEM peaKkuMoHHOM cMecn — 35 Mki;
4) B okHe «[lporpamma amnandumkaumm» BBECTU cneayolme napameTpbl:
Pexxum
N°
6n0Ka Temnepartypa, °C MWH C Yucno umknos ONTUYECKUNX Tun 6n10ka
n3MepeHun
80 0 30
1 Linkn
94 1 30
94 0 30
2 Linkn
64 0 15 v
94 0 10
3 Livkn
64 0 15 v
4 94 0 5 Lnkn
5 10 XpaHeHune XpaHeHune
V' - peXnUM ONTUUYECKUX U3MEPEHMUIA
5) BHecTn cnepyowme napamMeTpbl KaHanoB AeTeKUUN:
Fam Hex Rox Cy5 Cy5.5
Neisseria Chlamydia
- BK : B
gonorrhoeae trachomatis
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Mpuno>xeHune b

MapameTpbl TeCTA, KOTOPble HE06X0AMMO BHECTU B NporpaMMHoe obecneueHue

AeTeKTUpyrowmnx amnanpukatopos «ATnpainm>», «ATnanT>»

npu ucnonb3oBaHuu Habopa peareHntoB C.trachomatis/N.gonorrhoeae Komnnekc

B ¢pacoBke U

1) «Tun aHanusa/Tecta» - BblbpaTb «MynbTUNAEKC_q+>»;
2) Konunyecteo npobupok B Tecte — 1;
3) O61bEM peaKuMOHHOM cMecn — 18 Mk;
4) B okHe «[lporpamma amnandumkaumm» BBECTU cneayolme napameTpbl:
Pexxum
N°
6n0Ka Temnepartypa, °C MWH C Yucno umknos ONTUYECKUNX Tun 6n10ka
n3MepeHun
80 5
1 15 Linkn
94 0 5
2 94 5 00 1 Lnkn
94 0 30
3 5 Livkn
64 0 15 v
94 0 10
4 45 Linkn
64 0 15 v
5 94 0 5 1 Lnkn
6 10 XpaHeHune XpaHeHune
V - pexXmM ONTUUYECKUX U3MEPEHUIA
5) BHecTn cnepyoowme napamMeTpbl KaHanoB AeTeKUUN:
Fam Hex Rox Cy5 Cy5.5
Neisseria Chlamydia
- BK . -
gonorrhoeae trachomatis
Homep 927
2024-04-16
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OHK-TexHonornsa
117587, r. MockBa, BH. Tep. I. MyHMUMNanbHbIA OKpYr YepTtaHoBo CeBepHoe,
w. Bapwasckoe, 4.125X, kopnyc 5, aTtax 1, noM.12
Ten./dakc +7 (495) 640-17-71
Cnyx6a KIMEeHTCKOM NoAAEPXKU:
8-800-200-75-15 (ansa Poccumn, 3BOHOK 6becnnaTHbIN)
+7 (495) 640-16-93 (ansa ctpaH CHIC 1 3apybexbs, 3BOHOK MiaTHbIN)

E-mail: hotline@dna-technology.ru



