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CMUCOK COKPALLEHUA 1 OBO3HAYEHUI

B HacToswen MHCTPYKUUN NCNONb3YKTCA cnegyroumne CoKkpaweHna mn 0603HaueHuns:

RCF - oT aHrA. relative centrifugal force, oTHoCuTEeNbHOE YCKOpEHME LeHTpUdYyru
BK - BHYTPEHHMUI KOHTPOJIb

an - AOBEPUTENbHbLIN UHTEpBa

OHK - Ae3okcnpunboHyknenHoBas KMcioTa

OHKa3bl - Ae30KCUpUbOHYKeassbl

K- - oTpuuaTesbHbI KOHTPOJIbHbLIN 06pasel

K+ - NONOXKUTENbHbIN KOHTPO/IbHBLIN 0bpaseL

JIKO - NabopaTopHbIN KOHTPOJIbHbLIN 0bpazel

nup - NoSIMMepasHas uenHas peakuus

PHKa3bl - puboHyKneassbl
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NPEAHA3HAYEHHOE NPUMEHEHMUE

MonHoe HamMmeHoBaHWe Habopa peareHToB: Habop peareHTOoB An5 BbissBneHus OHK
Chlamydia trachomatis n Neisseria gonorrhoeae metonom [MLP B pexume peanbHOro
BpeMeHn (C.trachomatis/N.gonorrhoeae Komnnekc), pnanee no TekcTty - Habop

peareHToB.

HasHauyeHue: Habop peareHTOB nMpeAaHasHaveH Aansa BboigsneHns [OHK Chlamydia
trachomatis n Neisseria gonorrhoeae B 6uonornyeckom Matepuane 4yesnoseka (Moua,
COCKOb6bl aNnTEeNnanbHbIX KIETOK U3 YporeHMTasnbHOro Tpakrta) metoaom MLUP B pexnme

peanbHOro BpEMEHMU.
OYHKUMOHANbHOE Ha3Ha4YeHWe: AnarHocTuka in vitro.

MokasaHua K MpPOBEAEHUI0 aHanMsa: CUMNTOMbl WHMEKUMOHHOro 3abofieBaHus
YpOreHMTanbHoro TpakTa.

MpoTMBOMOKa3aHWn K MPUMEHEHUIO HET.

MonynsuMoHHble M AeMmorpaduyeckne acnekTbl: MpUMEeHeHue Habopa peareHToB

He 3aBUCUT OT NONYyNAUNOHHbIX U ,quorpachquKmx aCneKToB.

O6bnacte nNpuMeHeHusi: Habop peareHTOB MOXeT OblTb MCNOAb30BaH B KJIAMHMKO-

ANArHOCTU4YeECKnNX na6opaTopM;|x MeANLUNHCKNX YHDEM(LI,EHMVI.

MNMoTeHuManbHble NONb30BATENMN: KBAaNMNMULNPOBAHHbIM NepcoHan, 0bydyeHHbI MeToaaMm
MOJIEKYNIIPHOM  AMArHOCTMKM U npaBuiaMm paboTbl B KAWMHUKO-AMArHOCTMYECKOM
nabopatopuu.

MpuMeHaTb Habop peareHTOB CTPOr0 MO HA3HAYE€HMIO COrNTacHO AaHHOM MHCTPYKLMKM MO

MPUMEHEHNIO.
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2

2.1

XAPAKTEPUCTUKA HABOPA PEATEHTOB

CocTaB Habopa peareHToB

’ AHK-TEXHOJNOrUA

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

. Konuuyectso HoMWHanbHbIN
HavmeHoBaHMe KOMMNOHEHTOB BHewHun sng N
npobmpok 06bEM KOMMNOHEHTa
Mpo3pauHasa becuBeTHas um
CMecb anga amnamdukaumm, posp H 12 cTtpunos
po30Bast XXNAKOCTb Moz, rno 20 mMkn
3arne4dyaTaHHas napaguHoM rno 8 npobupok
BOCKOOb6pa3HbIM 6enbiM cnoem
Mpo3payHasa 6ecuBeTHas
PacTteop Tag-nonnmepassbl po3p 2 npobupkn rno 500 Mkn
XKNAKOCTb
Mpo3payHasa 6ecuBeTHasn BA3Kas
MunHepanbHoe Macno po3p 2 npobupkn rno 1,0 Mn
Mac/siHUCTas XUAKoCTb
MonoXxunTenbHbl Mpo3payHas 6ecuseTHas
N 1 posp H 1 npobupka 130 mkn
KOHTPOJIbHbIN 06pa3sew, XKNAKOCTb
KpbIlWwKK Ana cTpurnos 12 wTr

R1-P115-23/9, chacoBka S, npobupkmu

HanmeHoBaHMe KOMMOHEHTOB

BHewHu Bua

Konnuyectso
npobupok

HoMMHanbHbIN
06bEM KOMMOHEHTa

Cmecb ana aMmnnmdukauum,

Mpo3pauHas 6ecuBeTHas unu

KOHTPOJ/bHbIN 06pazeu!

XNAKOCTb

po30Bas XUAKOCTb Moj 96 npobupok no 20 mMkn
3aneyaTaHHas napaguHoOM
BOCKOO6pa3HbIM 6enbiM cnoem
Mpo3pauHasn 6ecuBeTHas
PactBop Tag-nonnmepassl posp 4 2 npobupku no 500 mMkn
XWAKOCTb
Mpo3pauHasa 6ecuBeTHas BA3Kas
MuHepanbHoe Macno posp 4 2 npobupku no 1,0 mn
MaCnAaHNCTAaA XNAKOCTb
MonoXuTenbHbIN Mpo3payHasa 6ecuseTHas
posp 4 1 npobupka 130 Mkn

R1-P115- UA/9, chacoBka U

. Konnuectso HoMWHanbHbIN
HanmeHoBaHMe KOMMNOHEHTOB BHewHun Bna N
npobupok 061bEM KOMMOHEHTa
Mpo3payHasa 6becuBeTHas wam
CMecb ana amnnudbumkaumm po3p 1 npobupka 600 mkn
pO30Basi XWUAKOCTb
Mpo3payHasa 6ecuBeTHasn BA3Kas
Monnmepasa TexHoTaq MAX po3p 1 npobupka 30 Mkn
XKNAKOCTb
Mpo3payHasa 6ecuBeTHas
MUP-6ydep po3p 1 npobupka 600 mkn
XKNAKOCTb
MonoXxnTtenbHbIn Mpo3payHasa 6ecuBeTHas
o 1 po3p 1 npobupka 130 mkn
KOHTPOJIbHbIN 06pa3sew, XKNAKOCTb

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

Kak «K+»
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Bce KOMMOHeHTbl Habopa peareHTOB TrOTOBbl K TMPUMEHEHUID WU He TpebytoT
OOMONHUTENbHOM NOAFOTOBKKN K paboTe.

KoMnnekTHOCTb:
- Habop peareHTOB B 0AHOM M3 BapMaHTOB UCMOSIHEHNSA — 1 WT.
- Bknagbiw — 1 aK3.
- NHCTpyKuMa No npuMeHeHunto — 1 k3.
- MacnopT - 1 3K3.
2.2 KonnuectBo aHanmnsnpyembix 06pasuos

Habop peareHtoB B ddacoBke S paccumtaH Ha 96 onpegeneHnii (He 6onee
24 NOCTaHOBOK), BK/OYasi aHanM3 Heu3BeCTHbiX 06pa3uoB, oTpuuaTeSlbHbIX KOHTPOJIbHbIX
06pas3uoB, MONOXUTENbHbLIX KOHTPOJIbHbLIX 06pa3LoB.

Habop peareHToB B pacoBke U paccuntaH Ha npoBeaeHme 96 onpeaesneHnin npu yciosumn
MOCTaHOBKM He MeHee 5 o6pa3yoB B OAHOM wuccnegoBaHum (3 HemsBecCcTHbIX obpasua,

OTpMUATENbHbLIN U NOSOXUTENbHbBIN KOHTPOJIbHbIE 06pa3Lbl).

2.3 MpuHUMN MeTOAa

MeTtoa: MonumepasHas uenHas peakuus (MUP) ¢ aetekumeln pe3ynbTaTOB: B pexume
peanbHOro BpEMEHU; MYNbTUMJIEKCHBIN KAaUeCTBEHHbIM aHanms.

MpuHUMN MeToda OCHOBaH Ha WCNOMb30BaHMM npouecca amnandukauum OHK,
3aK/toyatolerocs B MOBTOPSOWMXCA UMKIax TeMmnepatypHon peHatypaumu [AHK, omxura
nparMMepoB C KOMIMJIEMEHTAPHbIMM TMOCEA0BATE/IbHOCTAMM UM MOCHeAylowen [OCTPONKMU
NOSIMHYKNEOTUAHbIX Lenern ¢ 3TUX npariMepos Tag-nonmMmepason.

Ons noBbIWEHUS YYBCTBUTESIBHOCTU U CreuymdUYHOCTM peakuum npeaycMoTpeHOo
npUMeHeHne «ropsiyero» crapta. [na gacoBkn S «ropaymii» ctapt obecneumBaeTcs MeTOAMKOM
NPUroToBAEHNA peakUMOHHOM CMeCu, COCTOosILLEeN M3 ABYX CNOEB, pa3aenéHHbIX NPOCNONKOM U3
napaduHa. CMmeweHne cnoées M npespalleHme MxX B aMMIMPUKALUMOHHYIO CMeCb NpPOMCXOoauT
TONbKO nocne nnasneHus napaduHa. «lFopsaumin» crapt aona dacoskn U obecneumBaetcs
MCNOSIb30BaHMEM MonmMMepasbl, aKTMBHOCTb KOTOpOWM 610KMpoBaHa aHTMTeNnaMmm, akKTueauus
depMeHTa npoucxoauMT TOAbKO MoOcCAe mnpeaBapuTenbHOro mnporpeBa  peakuMOHHOM CMecu
npu 94 °C. 3TO wWCKIo4yaeT Hecneunduyeckun OomKXur npammepoB Ha [AHK-muweHn npwum
HavyanbHOM nporpese Npobupku.

B cmecb ans amnaundukaumm eeegeHbl OHK-30HAbI, KaXAablh M3 KOTOPbIX COAEPXUT
dbnyopecueHTHYO MeTKy W racutenb dnyopecueHumun. MNpu obpasoBaHum cneumdunyeckoro
npoaykta [OHK-30H4 pa3pywaercs, Agencrene racutens Ha GNYyopecUueHTHYH  MeTKy
npekpawaeTcs, 4To BeAET K BO3pacTaHUIO YpPOBHSA (ayopecueHuun, KOTopbin UKCMpyeTcs
cneunanbHbiMM Npmbopamn. KonmyectBo paspylleHHbIX 30HA0B (@, creaoBaTeslbHO, U YPOBEHb
dnyopecueHuunn) yBenn4mnBaeTcs NponopunoHanbLHO KOSINYecTBY obpa3zoBaBLINxcs
cneunduyeckmx amrnjankoHoB. YpoBeHb (NYyOpecueHUMNn MU3MEPSETCS Ha KaXAoM UuKie

aMI'IJ'IVICbMKaLI,VIM B peXunMe peasibHOro BpeMeHN.
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B coctaB cmecn ana amnaudukaumn BKKYEH BHYTPEHHUN KOHTponb (BK), koTopbin
npeAHasHavyeH AN OUEHKM KayecTBa NPOXOXAEHUS MOAMMEPA3HON LENHOM peakumu.

B coctas [IHK-30HAa, Mcnonb3ylowerocs Ana AeTeKunn npoaykta amnandukaummn AHK
Neisseria gonorrhoeae, BkNo4YeHa dnyopecueHTHas MeTka Rox. B cocras [HK-30Haa,
ncnonb3ylowerocs Ana getekumm npoaykta amnandwukaumm [OHK Chlamydia trachomatis,
BKNtoueHa dnyopecueHTHas meTtka Cy5. B coctas HK-30HA4a, ncnonb3ywowerocs ans geTekumm
NpoAyKTa aMnandukaumMm BHYTPEHHEr0 KOHTPOAS, BXOAUT (p/lyopecLEeHTHbI KpacuTtenbs Hex.

Ncnonb3oBaHue HeCKoNbKUX (NyOpecueHTHbIX KpacuTenen no3BONsieT COKpaTUTb
KonmM4yectBo npobupok un 6uomatepmana, HeobxoAMMOro AN MNpoBeAeHWUs WUccnenoBaHus,
NMOCKOJIbKY MNOSABMASETCH BO3MOXHOCTb OAHOBPEMEHHO PEerucTtpupoBaTtbh pe3ynbTaTbl pasHbIX
peakunn amnamdukaumm, Npoxoaswmx B 0g4HOMN npobupke.

B Tabnuue 1 npuBeaeHbl KaHanbl AeTEKUMM NPOAYKTOB aMnindbuKaumm.

Tabnuuya 1 - KaHanbl getekuum npoaykToB amnamdukaumm

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

NccnegoBaHme cocTomT M3 cneaywowmnx stanos: BbigeneHne OHK (npob6onoarotoska),
nupP-amnandukauma AOHK ¢ pgeTtekumeir pes3ynbTaToB B peXuMMe peasbHOro BpEMEHU

C ncnonb3osaHueMm Habopa peareHToB C.trachomatis/N.gonorrhoeae Komnnekc.

24 Bpemsa npoBeaeHus aHanusa (He BKJAwu4aa npo6bonoaroroBky): ot 1,5 yacos

(B 3aBUCUMOCTK OT KoNM4yecTBa obpasuos).
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3 AHAJTUTUYHECKME U ANATHOCTUYECKUE XAPAKTEPUCTUKMA

3.1 AHanuTun4yeckast cneunduyHoOCTb

B o6pa3suax 6uonornyeckoro matepuwana 4enoseka, coaepxawmx AHK Chlamydia
trachomatis wnu Neisseria gonorrhoeae, npu npoBeAeHUN aMnINPUKaUuMM nporpamMmMHoe
obecneyeHne petekTupylLwero aMnanmdukatopa AOSKHO PerncTpupoBaTb MOOXUTENbHbIE
pe3ynbTaTbl aMmnandukaumm cneumduyecknx npoayktos (dparmeHTa reHoma Chlamydia
trachomatis nnw Neisseria gonorrhoeae) no 3asBAIeHHbIM KaHaslaM AeTeKLMN.

B obpasuax 6buonornyeckoro matepunana, He coaepxawmx AHK Chlamydia trachomatis
nan Neisseria gonorrhoeae, nporpammHoe obecnedyeHuve peTekTupyowero amnamdukaTopa
OO/MKHO  perncTpmpoBaTtb oOTpuuaTtesibHble pe3yabTaTtbl  aminmdukaunmm cneumndunyeckux
npoayktoB (dparmeHta reHoma Chlamydia trachomatis wan Neisseria gonorrhoeae) w
MONOXUTENbHbIA pe3ynbTaT amnamdukaumm BHyTpeHHero koHTpons (BK).

MNMoka3aHo OTCYTCTBME HecneumdrUecKnx NoMoXMUTENbHbBIX pPe3ybTaToB aMnandukaumm
npuv UCcnesoBaHMM B BbICOKOWM KOHLUeHTpaumn AHK 6/1M3KopoACTBEHHbBIX MUKPOOPraHM3MOB UK
MWUKPOOPraHM3MoB, MOTEHLMaNbHO MPUCYTCTBYHOLMX B HEM3BECTHbIX obpasuax: Trichomonas
vaginalis, Ureaplasma urealyticum, Gardnerella vaginalis, Mycoplasma hominis, Ureaplasma
parvum, Mycoplasma genitalium, Candida albicans, Streptococcus spp., Staphylococcus spp.,
a Takxe AHK yenoseka B KoHLEeHTpauuu Ao 1,0x 108 konuin/mn obpasua.

Moka3zaHO OTCYTCTBME KOHKYPEHTHOM WHMMbuumnm npum wuccnegosaHmn o06pasuos,
coaepxalwmx Hecneuuduyeckyto AHK B kKoHueHTpaumm o 1,0x108 konwmit/mn o6pasua n AHK
Chlamydia trachomatis w Neisseria gonorrhoeae — B KoHuUeHTpauuuM Ao 1,0x103 konwuit/mn

obpasua.

3.2 NHTepdepupytowme BewecTea

Hannune wHrnéutopos [LP B ob6bpasue 6uonornyeckoro Matepuana MoXeT 6biTb
MPUYNHON  COMHUTENbHLIX (HeonpeaenéHHbIX/HeAOCTOBEPHbIX) pe3ynbTaToB. [lpu3HaKoOM
nHrnbmposanmsa T[UP gBnaerca oTcyTcTBME aMnanduKaumMnm BHYTPEHHEro KOHTpoas U
cneundunyeckoro npoaykra.

K nHrnébutopam MNLP oTHeceHbl cneaywuwme BewecrtBa: reMoriobMH 1 siekapCTBeHHbIE
npenapaTtbl, NpucyTcTeytowmne B obpasue AHK B pesynbTtaTe HEMOMHOrO yaaneHus B npouecce
Bblaenenmna OHK mn3 obpasua 6uomatepuana, a Takxxe U30MPOMNUAIOBbLIA CNMPT M MeTuaauerar,
npucyTcTeytowme B obpasue AHK B pe3synbTate HEMOMHOIO yaasieHMs NpOMbIBOYHbIX pacTBOpPOB
B Xo4e npobonoaroToBKM.

MakcuMManbHble  KOHUEHTpauum  MHTepdepupylowmMx  BelecTB, MNpu  KOTOPbIX
He Habnganocb BAMSHME Ha aMindukauuto nabopaTopHbIX KOHTPOJIbHbIX 06pasuoB K
BHYTPEHHEro KOHTpOJsibHOro obpasua coctasnsatoT: remornobuH - 0,35 mr/mn obpasua AHK,

nsonponuiosbin cnupT — 100 mkn/mn obpasua AHK, metnnauyertat — 100 mkn/mn obpasua AHK.


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 oueHKM BO3MOXHOW MHTepdepeHLUUn nekapCTBEHHbIX NpenapaTtoB 6bsin BbibpaHsbl
Te, KOTOpble NOTEeHUNabHO MOryT NPUCYTCTBOBATb B OCTATO4YHbIX KONIMYEeCTBax B 6GMonorndeckmx
obpasuax 4yenoBeka, B3ATbIX W3 COOTBETCTBYHOWMX Mccreayembix 6uotonoB (MupamucTuH®,
XJI0prekCuamH burntokoHar).

Ons Bcex uccneayembiX NEKapCTBEHHbIX MpenapaToB 6biI/10 NOKa3aHo OTCYTCTBUE WX

BIMSIHMS B KOHUEeHTpauun ao 10% B obpa3ue 6buomatepumnana.

3.3 Mpenen obHapyxeHus

Mpenen o6HapyxeHus coctaBnser 5 «konmih [OHK Kaxagoro MumKpoopraHmama
Ha amnanMdmKaLMoHHYO Npobupky.

Mpenen obHapy>XeHMUs yCTaHOBJ/IEH NMYTEM aHanM3a CEpUIiHbIX pa3BedeHWIn ABYX cepuii
nabopaTopHbIX KOHTPOJIbHbIX 0b6pa3uos (JIKO).

Mpenen ob6HapyxXeHns B HeuM3BeCTHOM obpasue 3aBUCUT OT WCMNOJSIb3YEeMOro
Habopa/koMnnekTa peareHToB Ans BblgeneHns AOHK n ob6béMa nosydeHHOro npenapara

BblaeneHHon AHK:

HavmeHoBaHue
061bem Mpepen
Habopa/koMnnekra
Buomartepuman MoJIy4eHHOro ob6Hapy>xeHusn,
Hreble bkl npenapara, MK Konui/o6paseun
BbiaeneHvsa AHK P !
MPOBA-HK 50 50
MPOBA-HK-MJIIOC 300 300
Cockobbl anuTennanbHbIX MPOBA-IC 100 100
knerok & 500 mien MPOBA-IC-M/IOC 300 300
TpaHCNopTHOW cpeabl*,
moua (1,0 mn) MPOBA-PANNA 500 500
MPOBA-MY-PANNAL 300 300
MPOBA-OMNTUMA 400 400

* - B KauyecTBe TPaHCMOPTHOW cpeabl McMnofib3oBanack TpaHcnopTHas cpeda Ans 6uwonpob6 CTOP-®
(000 «HK-TexHonormna TC», Poccusa, PY N2 P3H 2020/9640

3.4 AunarHocTnyeckne xapakTepucTuku
LleneBom AnarHocrnyeckas AnarHocTuyeckas
BuomaTtepuan
aHanut cneundUuyHOCTb YyBCTBUTENBHOCTb
Nei -
elsseria 100% (9541 86,3-100 %) | 100% (9541 86,3-100 %)
gonorrhoeae
Moua Chlamydia
o) - 0, 0, - (o)
trachomatis 100% (95U 86,3-100 %) 100% (9541 86,3-100 %)
Cockobe Neisseria 100% (950M 86,3-100 %) | 100% (9541 86,3-100 %)
aANNTENNanbHbIX gonorrhoeae
KNeTOK U3 Chlamydia
o, - 0, 0, - o,
yporeHuTasbHOro trachomatis 100% (95U 86,3-100 %) 100% (9541 86,3-100 %)
TpakTa
3.5 BocnponsBoanMOCTb

Obwaa BOCMPOU3BOAMMOCTb PE3YNbTaToOB, MOJIYYEHHbIX C MCMNOSb30BaHMEM Habopa
peareHToB, coctaBuna 100% (95% AW: 88,43 - 100).

1 - TonbKO Ansa cockoboB anuTenManbHbIX KNeTok
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4 MEPbI MPEAOCTOPOXHOCTUA

Opranusauma pabotbl [UP-nabopatopuu, obopyaoBaHue u MaTepuanbl LOMXKHbI
cooTBeTCcTBOBaTb TpeboBaHmsaM TOCT P 52905-2007, meToanyeckmx ykasaHun MY 1.3.2569-09
«OpraHunsaumnsa paboTbl nabopaTopuii, UCNOAL3YKOLWNX MeToabl aMnandmKaumm HYKIEUHOBbIX
KMUCNOT, Npu paboTe C MaTepuasnoMm, cogep)kalinMm MnkpoopraHnsmel I-IV rpynn natoreHHoCcTu»,
c cobnogeHnem CaHUTapHbIX npasun 7 HOpM CaHnllunH 3.3686-21 «CaHuTapHo-
annageMmnonornyeckne tpebosaHus no npodunakTMke MHMOEKUNOHHbIX bonesHen».

HenseecTHble 06pa3ubl paccMaTpuBalTCsS KakK MNoTeHumanbHO-onacHble. Mpu paboTte
C MMKpoopraHnmsmammn I-IV rpynn naTtoreHHocTM BblibOp Tuna 3awWwMTHOro KocTiomMa (pabouen
odexAabl W CpeaCTB MHAMBMAYANbHOM 3aluMTbl) MNpPOBOAMTCA B CTPOrOM COOTBETCTBUM
C CaHuTapHbIMK Npasuiamm n HopmMamm CaHlunH 3.3686-21 n onpegensercs BMaoMm Bo3byantens,
pabouer 30HOM, ocHaweHeM ee 6okcamn bnonormyeckom 6€30MacHoOCTL.

CneayeT UCNonb30BaTb TO/IbKO OAHOPA30Bble HAKOHEYHMKW U NPOBbUpKMN.

He ponyckaeTcs WCNoOMb30BaHWE OAHMX W TexX Xe HaKoHeuyHWKoB npu obpaboTke
pa3nnyHbix o6pa3uos buonornyeckoro Matepuana.

K pabote ¢ HabopoMm peareHToB AONyCcKaeTcs mnepcoHan, obyuyeHHbin MeTodaM
MOJIEKYNAPHOM ANArHOCTUKM M nNpaBmnamM paboTbl B KIIMHUKO-ANArHOCTMYECKON nabopaTtopun.

Boinenenne AHK cneayet nposoanTb B 6Hokcax buonormyeckon 6esonacHoctu II knacca.
MoarotoBky K MUP c ncnonb3oaHneMm Habopa peareHTOB BO3MOXHO npoBoauTb B lNMLP-60kcax.

3anpewaeTca nepemelleHne nabopatopHoro obopynoBaHus, B TOM 4yMcne A03aTopos,
WTaTMBOB, JlabopaTOpHOM MOCyAbl, XaslaToB, rO/IOBHbIX y6opoB M Mp., a TakXe pacTBOpOB
peareHTOB U3 O4HOMO NOMeLleHUs B Apyroe.

[losaTopbl AOMKHbI 6bITb COOTBETCTBYHOWMM 06pa3oM noBepeHbl (B aKKpeaUTOBaHHbIX
nabopaTtopuax) n NpoMapKMpOBaHbI.

Ncnonb3oBaHHble OAHOPAa30Bble MPUHAANEXHOCTM (MPO6bUMPKKM, HAKOHEYHUKM WU Aap.)
OO/MKHbI  cbpacbiBaTbCA B KOHTeMHep A9  MeAMUMHCKMX — OTX0A0B,  CoAepXXalimi
aesnHdbuumpytowmnin pacteop (NpmM Heob6xoanMoCTH).

MoBepxHOCTM paboumx CTONOB, a TaKXe MOMeLWeHWUin, B KoTopbix nposoautcs MLP,
cneapyet obasaTtenbHO, A0 M nocne npoeeaeHms paboT, obayyaTtb C NoMoWwbio H6akTepnunaHbixX
YCTaHOBOK B TeueHune 30 MUHYT.

Bce noBepxHocTn B nabopatopumn (paboume crtonbl, wTtaTtuebl, obopyaoBaHue u 4p.)
eXXegHeBHO MoaBepraloT BfaxHon ybopke C MpUMEHEeHUEM Ae3NHPUUUPYOLWMX/MOKLWMX

CPEACTB, pernaMmeHTUpPOBaHHbIX CAHUTapHbIMKU nNpaBuiamMmu n Hopmamn CanlnH 3.3686-21.

BHUMAHME! YTunumnsamposaTb 0TXoabl € npoaykTtamu MNMLUP HeobxoanMo TONbKO B 3aKpbITOM BUe.
He ponyckaeTtcs oTKpbiBaTb NpPOBUpPKK nocse amMnandukaumm, Tak Kak 3TO MOXET NMpUBECTU K

KOHTaMuHaumun npoayktamm MUP (MY 1.3.2569-09).
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Mpn wncnonb3oBaHnMM Habopa peareHToB B KJIMHMKO-AWMArHOCTMYECKOW nabopaTopum
obpa3yloTcs oTx0oAbl Knacca B, koTopble yTUIN3UPYHOTCS B COOTBETCTBMM C TpeboBaHusMU
CanlunH 2.1.3684-21

TpeboBaHMS K COAEPXaHUIO TEPPUTOPUI TOPOACKNX N CENbCKUX NOCENEHUI, K BOAHbIM 06bEKTaM,

CaHUTApHbIX npasun n HOpPM <<CaHMTapHO-3I'IM,Cl,eMMOJ'IOFMLIeCKMe

NMUTLEBOM BOAE W MWUTbLEBOMY BOAOCHAbXEHMUIO, aTMOC(epHOMY BO34yXy, MOYBaM, >XWJbIM
NMOMELLEHNSAM, BKCMTyaTauMn NpOU3BOACTBEHHbIX, 0OLIECTBEHHbIX MOMELLEHWUI, OpraHM3auumn u

NpoBeAEeHNI0 CAaHNUTapHO-NMPOTMBOINMAEMUYECKNX (NPODUNAKTUHECKNX) MEPONPUATUI».

OnacHble KOMMOHEHThLI B Habope peareHToB

Hanunume/otcyTcrBue

KomnoneHT Habopa ONacHbIX KOMMOHEHTOB

YKa3aHue Ha pUCKMH
peareHToB

®dacoBka S ®dacoska U

CMechb ana aMnandukaumm,

HeT onacHbIX BewecTs - -
3aneyaTaHHas napaguHoOM

PactBop Taqg-nosnmepassl

HeT onacHbIX BewecTB - -

MuHepanbHoe Macno

HeT onacHbIX BewecTB

CMech ana aMmnnandukaumnm

HeT onacHbIX BelecTs

Monnmepasa TexHoTaq MAX

HeT onacHbIX BelecTs

MUP-6ydep - HeT onacHbIX BeLWECTB -

Asnserca 6e30nacHbIM
0N KOHEYHOro
nosnb3oBaTens

MonoxunTenbHbI
KOHTPOJbHbIV 06pasey,

A3unp HaTpus
MmeHee 0,1%

A3unp HaTpusa
meHee 0,1%

Mpn pabote c HabopoMm peareHTOB crefgyeT MCMNoOMb30BaTb CPeACTBa MHAMBUAYASIbHOW
3aWmnTbl AN NpefoTBPaLLEeHMs KOHTaKTa C OpraHu3MoM 4esnoseka. llocne OokoH4YaHus paboThl
TLWATENbHO BbIMbITb PYKU. M36eraTb KOHTaKTa C KOXeMH, rnasaMm 1 CIM3ncTbiMm 060/104KaMM.

Mpn MCNOMb30BaHUM NO Ha3HAYEHUIO U COBNIOAEHUIO Mep NMPeaOCTOPOXHOCTU, KOHTaKT
C OpPraHM3MOM YesioBeKa MCKIHYEH.

He ncnonb3oBaTb Habop peareHToB:

— Mpuv HapyLWweHUn yCNOBUI TPaHCNOPTUPOBAHNA U XpaHEHUS;

— MpU HEeCOOTBETCTBMW BHELWHEro BMAa peareHToB, YKasaHHOro B nacrnopTe K Habopy
peareHToB;

— MpW HapyLweHnn BHYTPEHHEN YNaKOBKN KOMMOHEHTOB Habopa peareHToB;

— N0 UCTEeYEeHU0 CpOKa roaHoCTn Ha6opa peareHTos.

MpumMmeyvaHne - Ha6op peareHToB He coaAepXUT MaTepuanosB 6uonornyeckoro MPONCXoXaeHu4,

BelwecCcTB B KOHUEHTpauusax, obnagatowmx KaHUepOreHHbIM, MyTareHHbIM OENCTBMEM, a TaKXe BAMSAILWNX
Ha penpoayKTUBHYIO d)YHKU,MIO yenoseka. [pyM MCNOMb30BaHUM MO HA3HAYEHUIO U cobntopeHumn Mep

NPeAOCTOPOXHOCTUN ABNAETCA 6e3onacHbIM.

11



CN Komnnekc | WHCTpYKUMSA NO NPUMEHEHUIO | 927-1 ot 22 anpens 2024 ropa ’ IIHK'TEXHUHGTM
5 OBOPYOQOBAHME N MATEPUAIDbI

Mpwn pabote c HabopoM peareHToB TpebytoTca cneayowme obopyaoBaHne, peareHTbl U

pacxXogHble MaTeEpUalbl:

dacoBka U,

®acoska S o3MpoBaHue
O6opynoBaHue, peareHTbl U pacxoaHble MaTepuanbl A P
CTpunbl npobupku | py4dHoe asromarnsn-
poBaHHoe
MuP-6okc na na na na
amnanduKaTop C AeTeKuuen B pexnuMe peanbHOro 5
1 aa aa aa aa
BpEMEHMU
MUKpOLEHTpUdyra-BopTekc aa aa aa aa
OTOp AN MUKpOUEHTpudyrm-sopTekca ans
poTop A POUHTPUGY . P A aa HeT HeT HeT
CTPMNOBaHHbIX Npobupok o6bémom 0,2 MmN
XONOANNBHUK UKW X0NoaubHas KaMmepa aa aa Aa aa
MOpO3unbHas Kamepa HeT HeT na na
wraTnB «paboyee MmecTto» Ans npobupok o6béMomMm 1,5 mn Aa Aa Aa ha
wraTuB «paboyee MmecTto» Ans Nnpobupok o6béMom 0,2 Mn HeT na na HeT
wTaTtne «paboyvee MecTo» A/ CTPUNOBAHHbIX NPO6MPOK
N Aa HeT HeT HeT
06bémom 0,2 mn
[03aTOpbl MEXaHMYECKME WU/IN INEKTPOHHbIE NepeMeHHOro
06béMa ofHOKaHanbHble, No3Bonsowmne oTéupate 06bEM
aa aa na HeT

»xuakoctn ot 0,5 no 10 Mkn, ot 2,0 ao 20 mMkn,
o1 20 ao 200 mkn, ot 200 go 1000 Mkn
HaKOHEYHMKN OAHOpa3oBble C GUALTPOM ANs
rnosyaBToMaTU4YeCcKMX Ao3aTtopoB, cBoboaHble oT PHKas HeT HeT Aaa HeT
n [HKa3, o6vémom 10 mkn, 20 mkn, 200 mkn, 1000 mkn

wTaTMse ANns 403aTOpoB ha ha ha HeT
npo6um <
p PKM MUKpOUEHTpUdYyxHble 06béMoM 1,5 mn et et na et

C Kpbllwkamn, ceoboaHble oT PHKa3 n JHKas3
npobmpkn aMmnanpukKaumoHHble 06bEMoM 0,2 Mn

HeT HeT ha HeT
C Kpbllwkamu, ceoboaHblie oT PHKa3 n JHKa3
OAHOpa30Bble NepyaTkm MeanumHckme, 6e3 Tanbka,

aa aa aa aa
TEKCTYpPUpPOBaHHbIe
KOHTelrHep ans cbpoca Mcrnonb30BaHHbIX HAKOHEYHNKOB,

aa aa aa aa
npobupoK 1 Apyrux pacxoAHbIX MaTepuanos
TpaHcnopTHas cpea (npu HeobxoamMocCTH),
peKoMeHAYyeTCs UCMoAb30BaTh TPAaHCMNOPTHYIO cpeay Ans 3 3 3 3
61onpo63 CTOP-® (000 «HK-TexHonorus TC», Poccus, A A A A
PY N2 P3H 2020/9640
dusnonornyecknin pacteop (0,9% NaCl) ctepunbHbIN

aa aa aa aa
(npn HeobxoanmocTn)
YcTporictBo ao3upytowee ATcTpuMm
no TY 9443-005-96301278-2012 B BapmaHTe UCMNOSIHEHUS

HeT HeT HeT aa
12M1 nnm 15M1, OO0 «HINO OHK-TexHonorusa», Poccus,
PY N¢ P3H 2015/2982, nanee no Tekcty - ATcTpum

1 - panee no TeKCTy - [AETEKTUMpywWMiA aMmnaudukaTop; Tpebyemble MapaMeTpbl AETEKTUPYHOLUNX

aMnanduKaTopoB yKasaHbl HUXeE;

2 - ToMbKO pAeTekTupylowmin  amnnundwukatop  «ATnpaim»  (Moaudukauma ATnpanim»  *X*),
000 «HMO AOHK-TexHonorusa», Poccusa, PY N2 ®CP 2011/10229;

3 - BanuaupoBaHa Npu NPoBEAEHUN KITMHUYECKUX UCMbITaHWUA

12
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dacoBka U,
AO3MpOBaHue
aBTOMaATU3nN-

poBaHHOE

dacoBka S
O6opynoBaHue, peareHTbl U pacxoAHble MaTepuabl

CTpurbl npobupku | py4dHoe

OAHOpPa30Bble HAKOHEYHUKMK C PUNLTPOM Ans
Aosupytoulero ycrtponctesa ATCTpuM B KoMniekTaumn *M1,
cBoboaHble oT PHKa3 u AHKa3, o6bémom 200 MkN unm HeT HeT HeT aa
peKoMeHAOBaHHbIe A/ aHa/IOMMYHOro NCMoJIb3yeMoro
O03MpYoLWero ycTponcraa

YcTpolicTBO ANS 3anevyaTbiBaHUs naaHweTtos [Tnak,

HeT HeT at a
000 «HMNO OHK-TexHonormna» A A
LeHTpudyra c agantTepom A1 MUKPOMJIaHLIETOB )

HeT HeT na na
¢ RCF (g) He Huxe 100
nonvMMepHas TepMonJieHKa ANs 3aneyaTbiBaHUs )

HeT HeT na na
MuUKkponnaHwetos MLP
MukponnaHwert MLP HeT HeT na? nas3

Habop/KOMMJIEKT peareHToB ANns BblaeneHus HK 13 6uonornyeckoro Matepuana, peKkoMeHayTcs*:
- KomMmnnekT peareHToB ans sblaeneHnsa AHK MPOBA-PAMWA no TY 9398-015-46482062-2008
000 «HMNO AHK-TexHonorus», PY N2 ®CP 2008/02939,

- KomnnekT peareHToB ans Bblaenenmsa AHK no TY 9398-037-46482062-2009 B hopmax
komnnektauun MPOBA-IC u MPOBA-TC-MJKOC, OO0 «HMO AHK-TexHonorusa», Poccus,

PY N2 ®CP 2010/08696,

- KoMnnekT peareHTOB ANs BblAeseHns HykenHoBbix kncnoT NMPOBA-HK/TMPOBA-HK-IMJTHOC

no TY 9398-035-46482062-2009 B hopMax komnnektaumm: komnnekt NMPOBA-HK,

komnnekt MPOBA-HK-MJTKOC, OO0 «HIMO AHK-TexHonorusa», Poccusa, PY N2 ®CP 2010/08867,

- Habop peareHTOB ANnS BblAeNEHWUSA HYKNENHOBbIX kucnoT NMPOBA-MY

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

000 «[HK-TexHonorusa TC», Poccusa, PY N2 P3H 2017/5753,

- Habop pearenTtoB ansa sbigenennsa AHK yenoseka, 6aktepuin, BUpycoB n rpnbos n3s 6nonornyeckoro
MaTepuana 4yenoBeka u KynbTyp MukpoopraHmamos (MPOBA OMNTUMA)

no TY 21.20.23-124-46482062-2021 npoussoactea OO0 «AHK-TexHonorusa TC», Poccus,

PY N° P3H 2022/17496.

Habop peareHTOB NMpUMEHSIETCH C AeTEKTUPYIOLWMMM aMNandmuKaTopamMu naaHLWeETHOro u
pOTOPHOro TMMNA C CUCTEMON geTekumn (yopecueHTHOro CuUrHana B pexume peanbHOoro
BPEMEHMW, 3aPErncCTpUpoOBaHHbLIMM B YCTAHOBJIEHHOM nopsake B P® m CoOTBETCTBYHOLWMMMK
cnepymowmmMm TpeboBaHUSM:

- obecneunBaeTtcs pabota c 06beMOM peakuumoHHOW cmecu 35 Mkn (dacoBka S) wnm 18 MKn
(dacoska U);

- obecneumnBaeTtcs pabota c pnyopodopamu: Hex (Vic), Rox, Cy5;

- nogorpesaeMas KpbllwkKa ¢ Temnepartypon 6onee 100 °C;

- CKOpOCTb HarpeBa He MeHee 2 °C/c;

- CKOpOCTb oxnaxaeHus He meHee 1 °C/c;

- TOYHOCTb NOAAEPXXAaHMSA M OAHOPOAHOCTb TeMMepaTypbl He 6onee = 0,4 °C.

1 - npu MCNoOb30BaHUN MUKPONMIAHLLETOB

2 - TONbKO MUKponnaHweTbl MLUP 96 NyHOK, He WCNOoMb3ylTCA ANS AETEKTUPYIOLWEro amnandukaropa
«ATnant»

3 - Tonbko MukponnaaHwetsl MLUP 384 nyHku

4 - BO3MOXHOCTb UCMOJIb30BaHWNs Habopa/KOMMJIEKTa peareHToB Ans BblaeneHus AHK onpeaensieTcs Buaom
6buonornyeckoro matepmana (7.1)
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B xo04e KAMHMYECKUX UCMbITaHU BanuMAMPOBaHbl cneaylolne aeTeKkTupylowme

aMnnambunKaTopsbl:
- AmnnudwukaTtop AeTeKTUPYHOLLNIA «ATnpanm» no TY 9443-004-96301278-2010
(moandukaums «ATnpanm *M*»), 000 «HMO OHK-TexHonorua», Poccug,
PY N° ®CP 2011/10229, panee no TekcTty — «[ATnpanm»;
- AmnnudumkaTop OETEKTUPYIOLWWI «ATnpanm» no TY 9443-004-96301278-2010
(Moandumkaums «ATnpanim *X*») 000 «HMNO OHK-TexHonorusa», Poccus,
PY N° ®CP 2011/10229 (Tonbko ans Habopa peareHToB B pacoBke U ana aBToMaTM3MpoBaHHOIO
A03MpOBaHMs), panee No TekCty — «ATnpanm» B moandukaumm «ATnpanm *X*»;
— Amnnudukatop aetektmpytowmnin «ATnant» no TY 9443-003-96301278-2010 (Moamdmkaums
«OTnant *S*»), 000 «HMO AHK-TexHonorus», Poccus, PY N2 ®CP 2011/10228 (Tonbko ans
Habopa peareHToB B pacoBke S; B pacoBke U Ansg pyyHOro o3MpoBaHUS MpU MCNOSIb30BaHUMU
npobupok), ganee no Tekcty — «4Tnant»;
— Tepmouuknep ans amnnmdukaumm HyknemHosbiX kuciaoT 1000 ¢ moayneM peakuMOHHbIM
ontnyecknm CFX96 (Optical Reaction Module CFX96), buo-Pag Jlabopatopues, WHk; CLUA,
PY N2 ©C3 2008/03399, panee no tekcty — CFX96;
— AmnnudukaTop HyknenHoBbix kncnoT Applied Biosystems QuantStudio 5 ¢ rubpuansaumnoHHo-
dnyopecueHTHON JeTekuuel npoayktos [UP B pexume peanbHOro BpemeHun, <«Jland
TekHonoaxuc Xonauure Mre. Jita.», CuHranyp, PY N2 P3H 2019/8446, nanee no tekcty — Applied
Biosystems QuantStudio 5.

Mo BoOMpocaM MpUMEHEHUS AETEKTUPYIOLMUX aMnIndUKaToOpoB, HE YKa3aHHbIX Bbille,

Tpe6yeTc9| cornacoeaHue C npon3soanTENIEM Ha60pa peareHTos.

6 AHAJTU3NPYEMBbLIE OBPA3LbI

6.1 MaTtepwan onga nccnenoBaHus
Ona  uvccnegoBaHUMsS  WUCMOL3YKOT  MOYY W COCKOObI  anuUTeNManbHbIX  KIeTOK

N3 YpOreHUTasibHOro TpakTa.

6.2 O6wme TpeboBaHums

NUccnepoBanHme w™etogoMm T[UP oTHocmTCcs K npsMbiM  MeTogaM nlabopaTopHoOro
nccnefoBaHns, No3ToMy B3sATME H6MONOrMYeckoro Matepmana Yenoseka Heo6xoaAnMMo NpoBOAUTb
M3 MecTa nokanmsaumm MHGOEKUMOHHOro npouecca. PeweHne o HeobXxoAMMOCTM uccnenoBaTtb
TY UK UHYIO NIOKann3aumio npuHUMaeT siedalimin Bpay Ha OCHOBaHMKM cOb6paHHOroO aHaMHesa U
K/IMHWYECKOM KapTuHbl 3abonesaHusl.

Ons nony4yeHuUs KOppPEeKTHbIX pe3ynbTaTtoB 60nblloe 3HaYeHNE UMEET KayeCTBO B3ATUSA
obpasua 6uomaTepnana AN MCCAenOBaHUSA, €ro  XpaHeHue, TpaHCnopTMpoBaHue u
npeaBapuTenbHas obpaboTka.

HenpaBunbHoe B3sSTne buomaTepuana MOXET NPMBECTU K MOSYYEHUIO HEAOCTOBEPHbIX
pe3ynbTaToB U, BC/IeACTBUE 3TOro, He06X0ANMOCTU €ro NOBTOPHOIoO B3STUA.

Ha stane noarotoBkn 6uomaTtepuana MCNosb3ynTe HaKOHEYHUKU C PUabLTpoM, cBobogHble OT

PHKa3 n AHKas.
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Ans npenoTBpalleHnsi KOHTaMWMHAUWMKM OTKpbIBaWTe KPbIWKY TOMIbKO TOW MNpo6upkM,
B KOTOpylo 6yaeTe BHOCUTb 6MONOrnMyeckuini Matepuan, M 3akpbiBanTe ee nepes paboToit

CO cnepyiouen Nnpobupkon.

MpuMmeyaHne - B3aTue, npeaBapuTenbHyto 06paboTKy, XpaHeHMEe U MepeBO3KYy, nepeaavy
nccneayemMoro mMaTepuana B Apyrve opraHusaumy OCyLUECTBASIOT COrlaCHO MHCTPYKTUBHO-METOAMUYECKUM
[IOKYMEHTaM, perfaMeHTUpYOLWNM BbINO/IHEHNWE WCCIeAoBaHU B COOTBETCTBMM C  TpeboBaHMAMU

MY 1.3.2569-09 n CanlluH 3.3686-21.
6.3 B3daTne matepmana Ha nccnegosaHue

BHUMAHME! lMepen eblgenenmem AHK moxeT noTpeboBaTbcs npeaBaputenbHas obpaboTka

obpa3uos 6monormnyeckoro matepuana (6.5).

6.3.1 Moua
B3aTne ™MaTtepuana npoBOAMUTCS B COOTBETCTBMW C WMHCTPYKUMSMM MO MNPUMEHEHMIO
MCMoJsib3yeMbiX HabopoB/KOMMNIEKTOB peareHToB aAns sblaenenms HK (7.1).

6.3.2 Cockobbl annTennanbHbIX KNEeTOK U3 YPOreHUTasibHOro TpakTa
B3sTMe MaTepmana OoCyLEeCTBASIOT C NOMOLbIO CNeuMasnbHbiX MEAULMHCKUX U3aenniit,
MMeLWMX perMcTpaumoHHble ya40CTOBEPEHMS, COrNacHO YCTaHOBEHHOM B 3aBMCMMOCTH

OT UCTOYHMKA BUONOrMYEecKoro MaTepuvana npoueaype.

BHMUMAHME!

1. B3atme Matepmana B npobupkm c peaktnsom «[MPOBA-PAMNLO» OCyWeCcTBAAETCS CyXuM
30HA0M! HeobxoAMMO WCKNOUYUTL KOHTaKT pacTBoOpa C KOXeil, rnasamMmum U CAU3UCTbIMU
obonoykamu.

2. MNepepn nony4vyeHnem cockoba anuTennanbHbIX KIeToK U3 YpeTpbl, C 3a4Hero csoAa Bnaranviia
M LUepBMKanbHOro KaHasna csobogHO cTeKkawlee otaenseMoe Heob6XoANMO yaanuTb CTePUSIbHbIM
BaTHbIM TaMMNOHOM.

3. Vicnonb3oBaHue MeaMUMHCKUX M3aenun (B TOM 4ncie UMTOLWETOK) A B3STUS COCKO6O0B M3
YPOreHUTanbHOro Tpakta BO BpeMs 6epeMeHHOCTU OCYLLEeCTBASETCS COrfacHO MHCTPYKUMM MO

NMPUMEHEHNIO COOTBETCTBYOLWIENro U3AENNA C YUYETOM HpOTMBOHOKaBaHMIZ K NMPUMEHEHMUIO.

Orpan-leHMe MeTOAaZ: MeCTHOE MNpPUMEHEHUNE NEKAPCTBEHHbLIX MpEenapaTtos, Y3U
BarMHanbHbIM JaTYMKOM - MeHee 4YeM 3a 24 4aca [0 MccnenoBaHus.
B3datne ™MaTtepumana npoBOAUTCA B COOTBETCTBUU C WMHCTPYKUMAMU MO MNPUMEHEHUIO

NCNonb3yeMbiXx HAbOPOB/KOMMNMEKTOB peareHToB ANns BbiaeneHmsa HK (7.1).

1 - npu npoBeAeHUN KJIIMHUYECKUX UCMbITAHUI 6bINI0 BaMAMPOBAHO Crleaylollee MeaMunHCcKoe nsaenuve -
30HAbl MeauuuHCcKne no TY 9436-002-98349125-2016 B BapuaHtax ucnosHeHusa: 1. 3oHa Tun A
yHUBepcanbHbin: - Tnun Al, npomnssoacteo 000 «MeagnumnHckme nagenusa», Poccusa, PY N2 P3H 2018/7058
2 - ecnM 3TO He npoTUBOpeYynT TpeboBaHWSM K WCMONb3yeMbIM HabopaM/KOMMNNEeKTaM peareHToB
ansa sblaeneHns HK
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6.4
6.4.1

TpaHcnopTupoBaHMe N XpaHeHne obpa3uoB bMonornyeckoro Matepmana

Moua

YcnoBus TpaHCNOPTUPOBAHUS M XpaHeHUS 06pa3L0B MOUM ONpeaensatoTCsa MHCTPYKUNAMN
Mo NPUMEHEHNIO pEKOMeHAYeMbIX HabopoB/KOMMNIEKTOB peareHToB Ans BbiaeneHus HK
(7.1) vAn ncnonb3yemblX 49 TPAHCNOPTUPOBAHMSA U XpaHeHUs 06pasLoB TPAHCMOPTHbIX
cpea.

Jonyckaetcs xpaHeHue obpasuos npu Temnepartype oT 2 °C go 8 °C He 6onee 24 u.
B cnyyae HeBO3MOXHOCTM [AOCTaBKM MaTepuana B nabopaTtopuio B TeuyeHue CyToK
JOMNyCcKaeTcss OAHOKpaTHOe 3aMopaxXmBaHue MaTepuana. [onyckaeTcsd XpaHeHue
3aMOpPOXEHHOro MaTepuana npu temnepartype oT MuHyc 18 °C ao MnHyc 22 °C B TeyeHue
oAgHon Hepenu (ecinm 3TO He MNpOTUBOPEYUT TpeboBaHUSAM K  WUCMOJIb3YEMbIM

HabopaM/KoMnaekTam peareHToB A5 BblgeseHms HK).

BHUMAHME! [JonyckaeTcsa nuib 0gHOKpaTHOE 3aMopaXkuBaHue-oTTanBaHne Matepumana.

6.4.2

Cockobbl anuTenmManbHbliX KIeTOK U3 YpOreHMTanbHOro TpakTta

YCcnoBuUS TpPaHCNOPTUPOBAHUA U XpaHEHUs COCKOBOB W3 ypOreHuUTanbHOro TpakTa
onpeaensaTcs MHCTPYKUUSAMU MO NPUMEHEHUIO peKoMeHAYyeMbIX HabopoB/KOMMAEKTOB
peareHToB An4 Bbiaenenus AHK (7.1) nam ncnonb3yemblX ANS TPAHCNOPTUPOBAHUS U
XpaHeHus 06pa3LoB TPAHCNOPTHbLIX Cpea.

Jonyckaetcs xpaHeHue obpas3uoB npu Temnepartype oT 2 °C go 8 °C He 6onee 24 u.
B cnyyae HeBO3MOXHOCTM [AOCTaBkuM MaTepuana B nabopaTopuio B Te4YeHWEe CyTOK
JOMycKaeTcs OAHOKpaTHOe 3aMopaxuBaHue MaTtepuana. [onyckaeTcsd XpaHeHue
3aMOpPOXEHHOro MaTepuana npu TeMnepaTtype oT MMHYC 18 °C o MunHyc 22 °C B TeyeHue
ogHoro mMecsaua (ecnu 3TO He nMpoOTUBOpPeYUT TpeboBaHWAM K  WUCMOSIb3yeMblM

HabopaM/KOMNeKTaM peareHToB A1 BbiaeneHms HK).

BHUMAHME! [JonyckaeTcs nuwb OAHOKpaTHOE 3aMopaXunBaHue-oTTanBaHme Mmatepuana.

6.5

MoaroToBka 6monornMyeckoro Matepumana yenoseka ans sbiaenenms AHK
MoarotoBka 6Huonormyeckoro MaTtepuana (Npy  HeobxoAMMOCTM)  MPOBOAWUTCS
B COOTBETCTBMW C MHCTPYKUMSAMM MO MPUMEHEHUIO UCMOJIb3yeMbIX HAabOpoB/KOMMIEKTOB

peareHToB A5 Bbigenenms HK (7.1).
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7 NMPOBEAEHUWE AHAJIN3A

7.1 Bboigenenne AHK 13 6mMonormyeckoro matepuana

Ons BbiaeneHns OHK pekoMeHAyeTCS MCNOMb30BaTb Habopbl/KOMMNEKTbl peareHTos,
UMeLMe perncTpaumoHHbie YyAOCTOBEPEHUS MEAMUMHCKOro Mu3Aenus W npeaHasHadeHHble
ANa COOTBETCTBYOWMX BMAOB 6uomaTepuana c uenbio nocneaytwouwero uccnegopaHusa [OHK
metogom [MUP, Hanpumep, T[MPOBA-PAMWA, TMPOBA-HK, TMPOBA-HK-MJIIOC, TMPOBA-TC,
MPOBA-T'C-MNKOC, NMPOBA-MY-PAMNNA, MPOBA-OMNTUMA (Tabnuua 2).

Tabnuuya 2 - Habopbl/KOMNMEKTbl peareHToB, pekoMeHAoBaHHble ans BbigeneHuns [OHK
ONs panbHenwero nccnenoBaHums C MUCMosIb30BaHNEM Habopa peareHToB

C.trachomatis/N.gonorrhoeae Komnnekc

MuHuManbHoe
Hab6op/koMmnieKkT peareHToB, PY BuomaTtepuan KOJZINYEeCTBO
3J1l0aTa, MKN

KomnnekT peareHToB NMPOBA-HK
Moua, cockobbl anuTenmanbHbIX

000 «HMO AIHK-TexHonorus», Poccus, KNETOK U3 YpOreHUTasibHOro TpakKTa >0
PY N2 ®CP 2010/08867 yp P

KomnnekT peareHToB NMPOBA-HK-IMOC
Moua, cockobbl anuTenmManbHbIX

OO0 «HIO AHK-TexHonorus», Poceus, K/TIETOK M3 YPOreHUTasIbHOro TpakTa 300
PY N2 ®CP 2010/08867 YP P

KomnnekT peareHTos NMPOBA-IC
P ! Moua, cockobbl anuUTeNnanbHbIX

000 «HMO AHK-TexHonorus», Poccus, K/TIETOK U3 YPOreHUTasIbHOro TpakTa 100
PY N2 ®CP 2010/08696 P i

KomnnekT peareHtos NMPOBA-IC-TJIOC,
Moua, cockobbl anuTennanbHbIX

OO0 «HIO AHK-Texxonorus», Poceus, K/TETOK M3 YPOreHUTasIbHOro TpakTa 300
PY N2 ®CP 2010/08696 P i

Habop peareHTos NMPOBA-MY-PANNL,
Cockobbl anuTennanbHbIX KNeTok

000 «[HK-TexHonorua TC», Poccus, U3 VDOFEHUTANBHONO ThaKTa 100
PY N° P3H 2017/5753 P P

Komnnek pearertos MPOBA-PAMUA, Moua, cockobbl annTenmnanbHbIX

000 «HIO ARK-Texronorua», Poccus, KNEeTOK U3 YPOreHUTaibHOro TpakTa >00
PY N2 ®CP 2008/02939; P i

Habop peareHToB NMPOBA-OMNTUMA,
Moua, cockobbl anuUTeNnanbHbIX

000 «fAHK-Texxonorms TC», Poccus, KJETOK M3 YPOreHUTa bHOro TpakTa 400
PY Ne P3H 2022/17496 yp P

Bbigenenne OHK 13 nccnegyemoro matepmana npoBoasiT B COOTBETCTBUM C MHCTPYKUMENR

Mo NMPUMEHEHMUIO NCMNOJIb3YEMOro Habopa/KOMMAEKTa peareHToB.

BHMUMAHME! OpgHoBpeMeHHO c BblaeneHmem HK n3 6unonornyeckoro matepumana Heob6xoanmo
NOAroTOBUTL OTpUUaTeNbHbIN KOHTPOJIbHbLIN 0bpasely M NpoBecTM ero 4epes BCe 3Tanbl
npobonoaroToBkU. [ANna 3TOro pekoMeHAyeTCs WCNoAb30BaTb (HU3MOAOrMYECKUN pacTBOp UK
oTpuUaTeNbHbIN KOHTPO/bHbIM o0bpasel, BXxoAaswmii B cocTaB Habopa/KoMMiiekTa peareHToB
Ana BblaeneHna HYKNEMHOBbLIX KWUCNIOT, B Oﬁ'béMe, YKa3aHHOM B WUHCTPYKUMKN MO MNMPpUMEHEHUIO

COOTBETCTBYOWEro Habopa/KoMnneKTa peareHToB.
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7.2 Moprotoeka un nposegeHue MNLP. ®acoska S

BHUMAHME!

1. Mpy npoBeaeHUM BCex MNOCNEeAYyHOWMX AENCTBUMIA cneayeT msberaTb BO3AENCTBUS MNPSIMbIX
COMTHEYHbIX NyYein Ha NpobupKM Co cMecbto ANns aMmnandukaumm!

2. Mpun wncnonb3oBaHMM Habopa peareHTOB B BapuaHTe WCNofiHeHUsi «dacoBka S, CTpuUnbI»
cneayeT CTporo cobnoaath KOMMNAEKTHOCTb CTPUMOB M KpbIWeK K HAM. He ncnonb3oBaTh KPbILLIKM

K CTpunam us agpyrmux Habopos peareHToB!

7.2.1 T[pomapkumpynte no oaHOM npobupke/cTpunoBaHHON npobupke CO CMecCblo
ans amnnmdurkaumm, 3anevyataHHoM napaduHoOM, ANs Kaxaoro HenmssectHoro obpasua,
ONs oTpuuaTenbHOro KoHTposibHoro obpasua (K-) n onsa nonoXxuTenbHOro KOHTPOSIbHOroO

obpasua (K+).

BHUMAHME! KonnuecTso peareHToB pacCYnTaHo He 6onee 4yeM Ha 24 NoCTaHOBKM MNpu YCA0BUMU

BapmabenbHOro Kon4yecTea HEM3BECTHbIX 06pa3uoB, 1 oTpuUaTeNbHOro0 KOHTPObLHOro obpasua

M 1 NONOXNUTENBHOrO0 KOHTPONbHOIO 06pasua B KaXxAoM NOCTaHOBKe.

Mpumep:

Heob6xoanMo npoaHanunanpoBaTb 4 HEM3BECTHbIX 0bpasua. [Ans 3Toro Hy>HO NpoMapkmpoBaTb 4 NpobupKu

ANs HeusBeCTHbIX obpasuos, ogHy nNpobupky ansa «K-» un ogHy npobupky ana «K+». Obwee KonM4ecTso

npobmpok - 6.

7.2.2 BcTpaxHuTe npobupKy C pacTtBopoM Tag-nonmMmepasbl Ha MUKpPOLEHTpudyre-sopTekce
B TedeHue 3-5 c 1 ueHTpudyrnpymnte Ha MMKpoLeHTpudyre-sopTekce B TeveHue 1-3 c.

7.2.3 [obaBbTe BO BCe NpoMapKupoBaHHble Npobupku, He noBpexaas cnom napadwHa, no
10 mMkn pactBopa Tag-nonnMepassbl.

7.2.4 [ob6aBbTe B Kaxayt npobmpky no ogHoi kanse (okono 20 MKI) MMHEpanbHOro mMacna.
3akponTe Npobupku/CcTpumnbl.

7.2.5 BcTpsaxHuTe npobumpky o MOJSIOXUTESNbHbIM KOHTPOJIbHbIM obpasuyom Ha
MUKpoOLEeHTpudyre-sopTekce B  TeyeHue 3-5¢ 7] ueHTpudyrnpymnrte Ha

MUKpoLUeHTpudyre-sopTekce B TedeHne 1-3 c.

BHUMAHME!

1. Mpwn ncnonb3oBaHun gnsa sbigenenns OHK Habopos/komnnektoB peareHToB MPOBA-PAMNA,
MPOBA-HK, MPOBA-HK-MJTKOC, MPOBA-OMTUMA BcTpsixHuTe npobupkmn ¢ npenapatom OHK w
oTpuUaTeibHbIM KOHTPOJIbHbIM 06pa3uoM Ha MUKpoUeHTpudyre-sopTekce B TedeHue 3-5c¢ u
LEeHTpUPYrnpymnTe Ha MUKpoLeHTpudyre-sopTekce B TeueHue 1-3 C.

2. Mpwn ucnonb3osaHun anga eBblaeneHna OHK komnnektoB peareHTtoB MNMPOBA-IC u MNMPOBA-TC-
NNIOC BcTpaAxHUTE Npobupkn ¢ npenapatom AHK 1 oTpuuaTenbHbIM KOHTPOJbHBIM 06pa3LOoM Ha
MUKpOLeHTpUdyre-sopTekce B TedeHne 3-5 ¢ u ueHTpudyrupymte npm RCF(g) 12000-16000 B
TeyeHMe OAHOM MUWHYTbl ANna ocaxaeHus copbeHTa. B cnyyae ecnu nocne BblaeneHus
HaZocago4Has XUAKOCTb, coaepxalwlas BblaeneHHyw [OHK, 6bina nepeHeceHa B HOBble
npobupkun, ueHTpudyrmpoBaHme Mnocse BCTPAXUBAHUS MNPOM3BOAUTCS Ha MUKpOUEHTpudyre-

BOpTeKce B TeueHune 3-5 c.
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3. Mpwn ncnonb3oBaHum ans sbigeneHuns AHK Habopa peareHTos NMPOBA-MY-PAMNI Heobxoammo,
He BCTpsixuBas, UeHTpudyrnposatb npobupkn ¢ npenapatom [AHK w© oTpuuatenbHbiM
KOHTPOJIbHbIM 06pa3uoM Ha MUKpoUeHTpUdyre-sopTekce B TedeHme 1-3 ¢, 3aTeM MOMECTUTb
npobmpkn c npenapatoMm [AHK B MarHuMTHbIA wWTaTMB. B cCnyyae ecnu nocne BblaeneHus
Hajocago4Has XWUAKOCTb, coaepxalwas BblgeneHHyto [HK, 6biia nepeHeceHa B HOBble
npobupkun, cneayeT BCTPAXHYTb Npobupku ¢ npenapatom AHK n oTpuuaTesibHbIM KOHTPOJIbHbIM
obpa3uoM Ha MuKpoueHTpudyre-soptekce B TeveHme 3-5C KU uUeHTpudyrMpoBaTb Ha
MUKpoLeHTpudyre-sopTekce B TeveHue 1-3 C.

4. ng npepoTBpalleHns KOHTaMUMHauuu cneayet neped BHeceHneMm AHK OTKpbIBaTb KpbILLKK
TONbKO Tex Npobupok, B KOTOpble 6yaeT BHOCUTLCS AaHHbI obpasel, u 3akpbiBaTb MX, nepen
BHeCeHmeM cneaytouwero. B cnyyae ncnonb3oBaHms CTPUMNOB CneayeT 3aKpblBaTb KPbILWKY CTpuna
rnocne BHeceHUss B Hero o6pas3uoB nepen HadanoMm paboTbl CO cneaywowmMm. 3akpbiBanTe
npobupkun/ctpunbl nnoTHo. [penapatel OHK ©n KoOHTponbHble ob6pasubl cnegyer BHOCUTL

HaKOHEYHUKaMK C PUIbTPOM.

7.2.6 BHecuTe B COOTBETCTBYKOLLME MpPOMapKMpoBaHHble MNpobMPKN AN HEU3BECTHbIX
obpasuoB, He nospexgas cnon napaduHa, 5,0 MKn BbigeneHHOro u3 obpasuos
npenapata AHK. B npobupku, npomapkmpoBaHHble «K-» 1 «K+», [IHK He BHocuTCS.

7.2.7 BHecuTe B NpobupKy, NpoMapkmpoBaHHYyl «K-», He noBpexpas cnoh napaduHa,
5,0 MKn oTpuuaTenbHOro KOHTposbHOro obpasua, npoweawero atan BbiaeneHna AHK
(cm. 7.1).

7.2.8 BHecuTe B npobupky, NpoMapkumpoBaHHyk «K+», He noBpexaasa cnon napaduHa,
5,0 MK NOAOXUTENBHOIO KOHTPO/bHOrO o6pasua.

7.2.9 LUeHTpudyrmnpymnte Bce npobunpkun/cTpunbl Ha MUKpOLLEHTpUdYyre-BopTeKce B TeveHme 1-3 C.

7.2.10 YcrtaHoBuTe BCe Npobupkn/cTpunel B 6510K AeTeKTMpytowero amnamdunkaTopa.

7.2.11 [nsa peTtekTupytowmx amnangunkatTopos cepum OAT:

7.2.12 3anyctuTe nporpamMMHoe obecnedeHune getekTupytowero amnandukartopa. lNpu nepsom
npoeeaeHun MMLP 3arpysuTe CcOOTBETCTBYWOLWMI TecT!. Janee n npu nocnenyLmnx
NOCTaHOBKAxX Co34aMTe COOTBETCTBYHLLMA MNPOTOKOA  WUCCNEAO0BaHUA:  YKaXuTe
KONM4YecTBO U unaeHTudukaTtopbl o06pasuos, B TOM UWUCAe OTPUMUATENLHOrO W
NMOSIOXUTENBHBLIX KOHTPO/IbHbIX 06pa3LoB, OTMETbTE pacrnosioxXeHune npobupok/cTpunos
Ha MaTpuue TepMobnoka B COOTBETCTBUM C UX YCTAHOBKOM u nposeaute lMLP c yyeTom
06béMa peakLMOHHOM cMecK, paBHoro 35 Mkn. Mpwu Bbibope TecTa A4oKHA oTobpaxaTbcs

nporpamma, npuseaéHHas B Tabnuue 3.

1 - TecT ansa AeTekTMpyloWNX amnandukaTopos cepun AT co3gaércs NyTéM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa yKasaHbl B [punoxeHun A) unm npeaocTaBnseTcs nponssoanTeneM Habopa peareHToB
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7.2.13 [Ana petektupytowmx amnangukatopos CFX96 n Applied Biosystems QuantStudio 5:

MposeauTte MUP c yyeToM 06BbEMaA peakLMOHHOM CMeCcu, paBHoro 35 MkJ1, No nporpaMMam

aMnaMdounKaumm, NpuBeAéHHbLIM B Tabnnuax 4, 5 COOTBETCTBEHHO.

Tabnuuya 3 - [T(lporpaMMa aMnandukaunmm aAna AeTEKTUPYHOWKMX aMnandukaTopos
«ATnpanm», «ATnant» (dacoska S)
Ne Yucno PesimM
Temnepartypa, °C MUWH C ONTUYECKUX Tun 6n10ka
6noka LMKI0B -
n3MepeHunn
80 0 30
1 1 Lnkn
94 1 30
94 0 30
2 5 Unkn
64 0 15
94 0 10
3 45 Unkn
64 0 15
4 94 0 5 1 Lunkn
5 101 XpaHeHune XpaHeHue
V - peXuM onTUUYECKUX U3MEPEHNA

Tabnuuya 4
(dbacosku S, U)

- MMporpamMma amnaudukaumm ans AeTeKTUPYHOLMX

amnnudpunkatopos CFX96

Bpems, Konunuyecreo unMkioB
o o
N° 6n0ka (Step) TeMmnepartypa, °C MUH: CeK o)

1 80 01:00 1

2 94 01:30 1

3 94 0:15

50
4 64 vV 0:20

Vv -

pexuM onTtudeckmx wusMmepeHuin (Plate Read),
HeobxoanmbiM KaHanam getekumm ((Hex, Rox, Cy5) npu 64 °C

YCTAQHOBUTb U3MEPEHUNE d)nyopecu,eHu,MM no

Tabnunuya 5

Biosystems QuantStudio 5 (dacoeku S, U)

- MMporpamMmma amnamdukaumm ansa getekTmpyowmx amnnmdukatopos Applied

Craaus N° wara Temnepartypa, °C Bpems, Konuuecrso unknos
MMWH: ceK (noBTOpPOB)
CTa,quﬂ 1 80 01'00 1
yaepKaHus 2 94 01:30 1
1 94 0:20
Ctagunsa NupP 50
2 64 v 0:20
V - c6op AaHHbIX Ans HeobxoanMbix dayopodopos (Vic (Hex), Rox, Cy5) BK/OYeH

1 - nonyckaeTca xpaHeHue npu Temnepatype 25 °C
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7.3 MoarotoBka u nposeneHune MUP. ®acoska U, pyyHoe ao3mpoBaHune

BHUMAHME!

1. Ana amnnudukaumm cneayeTt MCnosfb3oBaTb OAHOPA30Bble aMMAN@UKALMOHHbIE NPO6MPKU
o6béMoM 0,2 Mn man MukponnaHwetbl MUP 96 nyHok!, repMeTusMpyeMble TEpPMOMIEHKOWN.
He pekomMeHayeTCs MCMNONb30BaTb CTPUMNOBAHHble MpPoOGUPKM B CBA3M C  OMACHOCTbIO
nocTamMnNMUKaLNOHHON KOHTaMUHALNN.

2. Mpu npoBeaeHMM BCeX MNOCMAEAYIOWNX AENCTBUI cnepyeT m3beraTb BO3AENCTBUSA MPSAMbIX

COJTHEYHbIX JlyYel Ha NpPobUpKM CO CMecbto Ana amnandukaumm!

7.3.1 Tlpomapkupyihte Heobxogmmoe KOJMYECTBO OAHOPA30BbIX aAMMAMMUKALNOHHBIX
npobmpok o6bémMom 0,2 M UM MmkponnaHweT 96 NyYHOK ANs HEM3BECTHbIX 06pa3LoB,
AN oTpuvuaTtenbHOro KOHTponbHOro obpasua <«K-» 1M anasg  nonoXuUTeNbHOro

KOHTpoOJIbHOro obpasua «K+».

MpuMeyaHne - PekoMeHAyeTCA MOCTaHOBKA He MeHee 5 06pa3uoB B OAHOM WCCeA0BaHUK

(3 HenzBecTHbIX 0bpa3sua, oTpuuaTenbHbIN U NOMOXUTENbHbIN KOHTPOsIbHblE 06pasubl).

Mpumep:
Heobxoanmo npoaHanusnpoBaTb 4 HeM3BECTHbIX 06pasua. [N 3TOro Hy>KHO NpoMapKMpoBaTb 4 NPo6UpPKM
AN Hen3BecCTHbIX 06pa3uoB, oaHY NpobupkKy/nyHKy ana «K-» n ogHy npobupky/nyHky ansa «K+». Obwee

KONM4yecTBo NpobMpok/nyHoOK — 6.

7.3.2  BcTpsixHuTe NpobupKy CcO CMechio AN aMmnandukaumMm Ha MUKpOLEHTpudyre-sopTekce
B TeueHue 3-5 ¢ n ueHTpudyrnpyinTe Ha MuUKpoueHTpudyre-BopTekce B TeyeHme 1-3 c.

7.3.3 BHecuTe BO BCe NpOMapKMUpOBaHHbIe NPOB6MPKN/NYHKM MUKpOMiaHweTa (Bkaodyas «K—»
n «K+») no 6,0 Mmkn cmecu ang aMmnandukaymn.

7.3.4 BcTtpsaxHute npobupkmn ¢ TMUP-6ydepom n nonmMmepason  TexHoTaq MAX
Ha MUKpoueHTpudyre-sopTekce B TeyeHune 3-5¢ " ueHTpudyrmnpymnTe

Ha MUKpoueHTpudyre-sopTekce B Teyerme 1-3 c.

BHUMAHME! TMNonumepasy TexHoTaq MAX cneayer AocrtaBaTb W3 MOPO3WIbHOW KaMmepsbl

HenocpeacTtBeHHO nepea ncnosib30BaHNEM.

7.3.5 [MpuroTtoBbTe cMech [MLP-6ydepa c nonnmepason TexHoTaq MAX. [lna 3Toro cMewainTe
B OTAeSIbHOM 04HOpPa30BoM npobupke:
e 6,0 x (N+1) mkn NUP-6ydepa,
e 0,3 x (N+1) Mkn nonmmepasbl TexHoTaq MAX,
rae N — KonimyecTso NpoOMapKMpOBaHHbIX NPOBMPOK/KONINYECTBO HEOHBXOANMBIX TYHOK
MUKpOrJaHWweTa € YYETOM «K-», «K+».
Mpumep:
Heob6xoauMo npoaHanmanMpoBaTb 4 HEM3BECTHbIX 0bpa3ua, «K-», «K+». [poMapknpoBaHHbIX Npobupok — 6.

Hy>xHo npurotoButb cMmecb [LP-6ydepa n nonumepasbl TexHoTaq MAX ans 7 (6+1) npobupok/nyHok,

T.e. 42 mkn MNMUP-6ydepa + 2,1 Mmkn nonumepasbl TexHoTaq MAX.

1 - Ana peTekTUpylowmnx aMnandukaTopos «4TnanT» MUKponiaHweTbl 96 NyHOK HE UCMOJIb3YHOTCS
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7.3.6  BCTpsiXHMTe npobupKy C nNpuUroToBreHHOM cMmecbto [LUP-6bydepa v nonumepasbl
TexHoTaq MAX Ha MukpoueHTpudyre-sopTtekce B TeueHune 3-5 ¢ n ueHTpudyrmupymnte

Ha MUKpoOLIEeHTpUdyre-sopTekce B TedeHne 1-3 c.

BHMUMAHME! Cwmecb [LUP-6ydepa wn nonumepasbl TexHoTaq MAX HeobxoAuMMO rOTOBUTb

HEeNnocpeacTBeHHO Nepea MUCrnoJsib30BaHNEM.

7.3.7 [dobaBbTe B npobupKM/ANyHKM CO cCMecblo Ans amnamdukaumm no 6,0 Mk cMmecu

MNLP-6ydepa n nonumepasbl TexHoTaq MAX. 3akponTte npobumpku.

BHUMAHME! T[locne pobasneHus cmecn [LUP-6ydepa wn nonumepasbl TexHoTaq MAX
B NpOBGUPKU/NYHKM CO cMecblo Aansa amnaudukaumm HeobxoauMMO B TedyeHue ABYX 4acoB
BbINONHUTL 7.3.8 — 7.3.14.

7.3.8 BcTpsaAxHUTE npobupky C NosOXUTENbHbIM KOHTPOJIbHbIM obpasuom Ha
MUKpoOLUEeHTpudyre-soprekce B  Te4yeHue 3-5¢ " ueHTpudyrmnpymnrte Ha

MUKpOLEHTpUdyre-sopTekce B TeyeHue 1-3 c.

BHUMAHME!

1. Mpwn ncnonb3oBaHun ans sbigeneHns OHK Habopos/komnnektoB peareHToB MPOBA-PAMNA,
MPOBA-HK, MPOBA-HK-IJTKOC, NMPOBA-OMNTUMA BCTpaxHuUTE nNpobupku ¢ npenapatom OHK u
oTpuuaTeNbHbIM KOHTPO/IbHbIM 06pa3LOM Ha MUKPOLEHTpudyre-sopTekce B TeyeHue 3-5 c u
LEeHTpU@YrmpymnTe Ha MUKpoLEeHTpudyre-sopTekce B TeyeHune 1-3 c.

2. MNpwn ncnonb3osaHun ang BblaeneHnsa OHK komnnektos peareHTtoB MNMPOBA-IC u MNMPOBA-TC-
MJIKOC BcTpsixHUTe Npobupku ¢ npenapatoM AHK 1 oTpuuaTenbHbIM KOHTPO/bHLIM 06pa3L0oM Ha
MUKpoLeHTpudyre-sopTekce B TedeHmne 3-5 ¢ n uyeHtpudyrmpyite npu RCF(g) 12000-16000
B TEYEHME OAHOW MWHYTbl ANs ocaxaeHuss copbeHTa. B cnydae ecnm nocne BblaeneHus
Hajgocago4yHas XUAKOCTb, coaepxalwas BblageneHHyio [AHK, 6bina nepeHeceHa B HOBble
npobmpkun, ueHTpudyrmposaHme nocse BCTPAXMBAHMSA MPOU3BOAUTCS Ha MUKpPoOUeHTpudyre-
BOpTeKce B TeyeHue 3-5 C.

3. Mpwn ncnonbsoBaHum ans sbigenedns AHK Habopa peareHTos NMPOBA-MY-PAMN Heobxoammo,
He BCTpsaxuBas, uUeHTpudyrnposatb npobupkn ¢ npenapatom [AHK un oTpuuatenbHbiM
KOHTPOJIbHbIM 06pa3uyoM Ha MUKpoUeHTpudyre-sopTekce B TedeHume 1-3 C, 3aTeM MNOMeCTUTb
npobupkn c npenapatoMm AHK B MarHuTHbIN wTatuB. B cnydae ecnu nocne BblaeneHus
HagoCado4YHas XWUAKOCTb, coaepXawasa BblgeneHHy [AOHK, 6bina nepeHeceHa B HOBble
npobupkun, cneayet BCTPAXHYTb Npobupku ¢ npenapatoM AHK n oTpuuaTesibHbIM KOHTPOJIbHbIM
obpasuoM Ha MuKpoueHTpudyre-soptTekce B TeyeHume 3-5¢ U ueHTpudyruposaTb Ha
MUKpoLeHTpudyre-sopTekce B TeyeHune 1-3 c.

4. ns npeaoTBpalleHMs KOHTaMMHauunm cneayet nepea BHeceHneM [HK oTkpbiBaTb KpbILWKK
TONbKO Tex Npobupok, B KoTopble 6yaeT BHOCUTLCS AaHHbIA obpasel, M 3aKkpbiBaTb UX nepes
BHECEHMEM criegyowero. 3akpbiBante npobupkm nnotHo. lMpenapatbl AHK M KOHTPO/bHbIE

06pasubl cneayeTt BHOCUTb HAKOHEUYHMKAMKN C DUNBTPOM.
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BHecuTe B COOTBETCTBYIOLLME NPOMAPKMPOBAHHbIE NPOBUPKU/NYHKN MUKpPOMNIaHLLEeTa no
6,0 Mkn  BblgeneHHoro wu3 obpasuos npenapata [AHK. B npobupku/nyHku,
npomapkmpoBaHHble «K-» n «K+», IHK He BHOCUTCA.
BHecuTe B nNpobupKy/nyHKYy, npoMapkupoBaHHyt «K-», 6,0 MKA oTpuuUaTenbHOro
KOHTposibHOro obpasua, npoweawero 3tan eblgenenmsa AHK (cm.7.1).
BHecuTe B npobMpKY/NyHKY, MPOMapKMpoBaHHYyt «K+», 6,0 MKA MONOXWUTENbHOro
KOHTponbHOro obpasua.
B cnydae ncnonb3oBaHUs MUMKpoONAaHWeToB 96 NYHOK:
NMoMecTuTe aKkKypaTHO, He BCTPAXMBAas, MUKPOMAaHWeT B MNOAJIOXKY YCTPOMCTBA
ON4 3aneyaTtbiBaHMA nnaHweTos Tnak.
MpoBeanTe 3anevaTbiBaHMe MuKponnaaHweTta [UP nonmmepHon TEpMOMIEHKOM
COrjlacHO pyKoBOACTBY MO 3Kcnayatauum npunbopa ATnak.
LUeHTpndyrnupyinte mmkponnaHwet MNMUP npn RCF(g) 100 B TeyeHune 30 c.
B cnyyae ncnonb3oBaHusa Nnpobupok:
LleHTpudyrupyinte Bce npobmpkn Ha MUKpoLeHTpudyre-sopTekce B TeyeHume 3-5 c.
YcTtaHoBuTE BCe Npobupku/MmnkponnaHweT B 610K geTekTmpytowero amnandumkatopa u
nposeante MUP (7.3.15, 7.3.16).
Ona petekTupyowmnx amnnmdbukatTopos cepumn OT:
3anycTuTe nporpaMMHoe obecnedeHue aeTtekTupyrowero amnamdukaropa. Npu nepsom
nposeaeHuun TMLP 3arpy3uTe COOTBETCTBYOWMI TecT!. [anee v npu NocrieayLwmx
MOCTaHOBKAxX CO34alTe COOTBETCTBYHOLWMMA MPOTOKOA  WUCCAEAOBaHUSA:  YKaXxuTe
KONM4ecTBO W wnaeHTuduKaTopbl o06pas3uos, B TOM 4ucne OTpuUaTeNbHOrO U
NMONIOXUTENbHBLIX KOHTPO/NbHbIX 06pa3LoB, OTMeTbTe pacnonoxeHuve o6pasuoB Ha
MaTpuue TepMobnoKa B COOTBETCTBMW C MX yCTaHoBKOW u nposeauTte MMLUP ¢ yyeTom
ob6béMa peakuUMOHHOW cMecu, paBHoro 18 mkn. MNpu Bbibope AO0MKHA OTO6pa)kaTbCs
nporpamMMa, npmeeaéHHas B Tabnuue 6.
Ona petexktupytowmnx amnnndukatopos CFX96 n Applied Biosystems QuantStudio 5:
MposeguTte MUP c yyeToM 06BbEMA peakLMOHHOM CMecn, paBHoro 18 Mk, no nporpamMMam

amnnndukaummn, npueeaéHHbIM B Tabnnuax 4, 5 COOTBETCTBEHHO.

1 - TecT ansa AeTekTMpyloWNX amnandukaTopos cepun AT co3gaércs NyTéM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa yKasaHbl B MpunoxeHun B) unmn npeaocraBnsercs nponssoanteneMm Habopa peareHToB
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Tabnuua 6 - T[porpamMma amMnaudukauum pna  AeTeKTUPYHLWMX aMnandukaTopos

«ATnpanm», «OTnant» (dacoska U)

Pexxum
N@
6noKa TeMmnepaTtypa, °C MUWH C Yucno umknos ONTUYECKUX Tun 6noka
M3MepeHun
80 0 5
1 15 Uunkn
94 0 5
2 94 5 00 1 LUmkn
94 0 30
3 5 Unkn
64 0 15 v
94 0 10
4 45 Unkn
64 0 15 v
5 94 0 5 1 Lunkn
6 101 XpaHeHue XpaHeHue
V - peXuM onTUUYECKUX U3MEPEHNA
7.4 MoarotoBka wn nposeaeHue TLUP. ®acoBka U, C WUCMOMb30OBaHMEM [A03MPYHOLWLEro

ycTpoictBa ATcTpuM (TONMbKO ANns AeTekTupytowero amnaudukaTopa ATnpanM B

Moandukaumm «ATnpanm *X*»)

BHUMAHME!

1. Ana amnaudukaumm crneayet  UCNONb30BaTb  MukponnaHweTtbl MUP 384  nyHkwy,
repMeTusMpyemble TEPMONIEHKOMN.

2. Mpn npoBepeHUM BCeX NoOCneayloWNX AencTBui cneayetr usberaTb BO3AENCTBUS NPAMbIX

COJIHEYHbIX fly4ei Ha NpobupKy co cMecbto ana amnandukaymn!

MpuMmeyaHune - PekoMeHayeTca noctaHoBka He MeHee 5 O6p33LI,OB B OAHOM MucCcneaoBaHun

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

7.4.1 BcTrpaxHuTe npobupky co cMecbld ana  ammundukaumm B TedeHme 3-5 ¢
Ha MUKpoueHTpudyre-soptekce u ueHTpudyrnpynte B TedyeHue 1-3 C  Ha
MUKpPOUEHTPUdYyre-BopTeKCE.

7.4.2 BcTpaxHuTe npobupku ¢ TLUP-6bydpepom un  nonmmepason TexHoTaq MAX
Ha MUKpoueHTpudyre-sopTekce B  TeyeHue 3-5 C 7 ueHTpudyrnpymTte

Ha MUKpoueHTpudyre-sopTekce B TeveHme 1-3 c.

BHUMAHME! [lonumepasy TexHoTaq MAX cneayeT AocTaBaTb M3 MOPO3UALHOW KaMmepbl

HenocpeacTBeHHO nepea Ucnosib30BaHNEM.

1 - nonyckaeTca xpaHeHue npu Temnepatype 25 °C
24



CN Komnnekc | WHCTpYKUMSA NO NPUMEHEHUIO | 927-1 ot 22 anpens 2024 ropa 4 ﬂHK'TEXHUHOWﬂ

7.4.3 Cnepys ykasaHusm MO pgosmpyrowero ycrponcrsa ATCTpuM, NpUroToBbTe B OTAENbHOM
oAHopa3oBoi npobupke cmeck MLUP-6ydepa c nonnmepasoin TexHoTaqg MAX.

7.4.4 BcCTpsiIXHUTE nNpobupKy C nNpuUrotoBiieHHOM cMmecbto [LUP-6bydepa v nonumepassbl
TexHoTaq MAX Ha MukpoueHTpudyre-BopTekce B TedeHue 3-5 ¢ n ueHTpudyrmpyiTte Ha
MUKpoOLEeHTpUdyre-sopTekce B TedeHne 1-3 c.

7.4.5 BcTpaxHute npobumpky C MONOXUTENbHbIM KOHTPOJIbHbIM obpasuyom Ha
MUKpOLEeHTpudyre-sopTekce B  TeyeHue 3-5¢ 7 LeHTpudyrmpymTte Ha

MUKpoOLeHTpudyre-sopTekce B TeyeHmne 1-3 c.

BHUMAHMUE!

1. Mpu ncnonb3oBaHmn ansa sbigeneHmns OHK Habopos/komniekToB peareHToB MPOBA-PANNA,
MPOBA-HK, MPOBA-HK-MJTKOC, MPOBA-OMTUMA BcTpsixHuTe npobupkmn ¢ npenapatom OHK w
OoTpUUaTe/IbHbIM KOHTPO/IbHbIM 06pa3uoM Ha MUKpoLeHTpudyre-sopTekce B TeyeHue 3-5c¢
M UueHTpndyrupymnTe Ha MUKpoueHTpudyre-sopTekce B TeveHme 1-3 c.

2. Mpun ncnonb3osaHnn anga sblgenenns OHK komnnektoB peareHtos MPOBA-I'C n NMPOBA-IC-
MAKOC scTpsaAxHUTE Npobupkn ¢ npenapatom AHK n oTpmuatenbHbiM KOHTPOJIbHBIM 06pa3uom Ha
MUKpoOLEeHTpudyre-soptekce B TeueHne 3-5 ¢ n ueHtpudyrupyinte npn RCF(g) 12000-16000
B TEUEHME OAHOM MWHYTbl ANS ocaxaeHusi copbeHTa. B cnydyae ecnu nocne BblaeneHus
HagocagoyHaa >KMAKOCTb, coaepxawas BblgeneHHyto [HK, 6bina nepeHeceHa B HOBble
npo6bupkuK, LeHTpudyrMpoBaHMe nocsie BCTPSXMBAHUS MPOM3BOAUTCA Ha MMKpOLEHTpudyre-
BOpTeKce B TeyeHue 3-5 C.

3. Mpwu ucnonb3zosaHuun Ang sbiaeneHns AHK Habopa peareHTos NMPOBA-MY-PAMNUA Heobxoanmo,
He BCTpsixuBas, UuUeHTpudyrmpoBaTb npobupkn ¢ npenapatom [OHK wun oTpuuaTenbHbIM
KOHTPOJIbHbIM 06pa3uoM Ha MUKpoueHTpudyre-sopTekce B TedeHue 1-3 ¢, 3aTeM MNOMeCTUTb
npobupkn c npenapatoM AHK B MarHuTHbIN wTatuB. B cnydyae ecnu nocne BblaeneHus
HagocafouHas >KUAKOCTb, coaepxawas BbigeneHHyto [HK, 6bina nepeHeceHa B HOBble
npobupku, crnenyeT BCTPSXHYTb Npobupkn ¢ npenapatom AHK n oTpuuaTenbHbIM KOHTPOJbHbIM
obpa3uoM Ha MuKpoueHTpudyre-soptekce B TedyeHuMe 3-5 Cc wmn ueHTpudyrMposaTb Ha

MUKpoLeHTpudyre-sopTekce B TeyeHune 1-3 c.

7.4.6 YcraHoBUTE MNpobupku: CO cMecbi Ansa amnaudukaumm, co cmecbto MUP-6ydepa un
nonumepasbl TexHoTag MAX, ¢ npenapatamum [OHK, oTpuuaTenbHbIM KOHTPOJIbHbIM
06pasuoM M NONOXUTENbHbIM KOHTPOJSIbHLIM 06pa3uoM, a Takxke MukpornaHwet MLUP
Ha pabounin cton [AOTcTpyM U npoBeauTe A03MPOBAHWME KOMMOHEHTOB COrflacHo
pYyKOBOACTBY MO 3KCrayaTaunu.

7.4.7 TloMecTuUTe aKKypaTHO, He BCTpaxmeasa mmkponnaaHwert MNMLUP B noanoxky ycTponcTea 4ns
3anevyaTtbiBaHUA NnaHweToB [Tnak nocne 3aBeplleHMs NporpamMmbl Ha [03UPYHOLLEM
ycTponctee ATCTpuUM.

7.4.8 TlpoBeauTe 3anevyaTtbiBaHWe MmkponnaaHweta MNUP nonnmepHon TepMonaeHKoM cornacHo

PYKOBOZACTBY MO 3KcnyaTauuun npubopa ATnak.
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7.4.9
7.4.10
7.4.11

8.2

9.1

9.2

9.3

UeHTpuoyrmnpynte mukponnanwet MLP npn RCF(g) 100 B TeueHune 30 c.

YctaHoBuTe MmkponnaHweTt MUP B 6510k ageTekTupytowero amnandgukaropa.

3anyctuTe nporpaMMHoe obecnedeHune agetekTmpyrowero amnamdukartopa. NMpu nepsom
npoBeaeHun TMLP 3arpy3uTe cooTBETCTBYHOLWMIA TecT!. [anee M npu NoCieayLwmx
NOCTaHOBKAxX CcoO34aMTe COOTBETCTBYHOLMA MNPOTOKOA  WUCCAEAO0BaHUA:  yKaxXuTe
KONM4YecTBO UM unaeHTudukaTtopbl o06pasuos, B TOM UWUCAe OTPUMUATENLHOrO W
NOSIOXUTENbHBLIX KOHTPOMbHbLIX 06pasLoB, OTMETbTe pacnonoxXeHwe npobupok Ha
MaTpuue TepMob10Ka B COOTBETCTBMW C MUX yCTaHoBKOW u nposeauTte MLP ¢ yyeTom
06béMa peakLMOHHOM cMecK, paBHOro 18 Mkn. Mpwu Bbibope TecTa A4oKHA oTobpaxaTbcs

nporpamma, npueeaéHHas B Tabnuue 6.

PETNCTPALUMSA PE3VJIbTATOB AMIVIMOUKALIUN

Pernctpaumnst curHana dayopecueHUMn NpoBOAMTCA AETEKTUPYOLWMUM aMNIMdUKaTopoM

aBTOMaTU4eCKMN BO BpeMA aMI'IJ'IVICbVIKaLI,VIVI.

[deTekumnss M y4éT pe3ysibTaTOB OCYLUECTBASAIOTCA AETEKTUPYIOWMM aMnandrKaTopoM

aBTOMaTU4YECKHN.

YYET U UHTEPNPETALMSA PE3YJIbTATOB

YyeT pe3ynbTaToOB peakumn OCyLLeCTBNAETCS aBTOMATUYECKM C NOMOLLbIO NMPOrpaMMHOro

obecneyeHus, NOCTaB/IAEMOro C AETEKTUPYHOLNM aMNINDUKATOPOM.

Mpn ncnonb3oBaHUM geTekTUpyrowmnx amnampukatopos CFX96 cneayeT MCnosb3oBaTb
perpeccnmoHHbin TMN aHanusa (Cq Determination Mode: Regression), BO Bknagke

«Baseline Subtraction» Heobxoanmo BbIbpaTb «Baseline Subtraction Curve Fit».

NHTepnpeTaumna pe3ynbTaToB MPOBOAUTCS B COOTBETCTBMWM C Tabnuuein 7. PesynbTaThbl
NMOCTaHOBKW BanWAHbl, €CNN BbIMNOJHAKTCA YCNOBUS MHTEpNpeTaumn pesynbTaTos,

MONTYYEHHDbIX ANA KOHTPOJIbHbIX O6paBU,OB.

1 - TecT ansa AeTekTMpylWMX aMmnandukaTopos cepumn AT co3gaércs NyTéEM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa yKasaHbl B MpunoxeHun B) unmn npeaocraBnsercs nponssoanteneMm Habopa peareHToB
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Tabnuuya 7 - WNHTepnpeTaums pesynbtatos lMLP

KaHan perekuummn

Hex/Vic, RoX, Cys5, UHTepnpeTaumna pesynbraTta
Cp/Ca/Ct Cp/Caq/Ct Cp/Caq/Ct

HeunsBectHble 06pa3ubl

O6Hapy>xeHa AAHK

He yuynTbiBaeTcs Yka3saH He ykasaH N )
Neisseria gonorrhoeae
O6Hapy>xeHa AAHK
He yuuTbiBaeTcs He ykasaH YKa3saH Chlamydia trachomatis
He VuuTbIBAETCS VKasaH VKasaH O6Hapy>xeHa [1HK Neisseria gonorrhoeae
Y O6Hapy>xeHa AAHK Chlamydia trachomatis
YkasaH He ykasaH He ykasaH He obHapyxeta AHK
BbISIB/IS€MbIX MUKPOOPraHM3MOB
He ykasaH He ykasaH He ykasaH HepoctoBepHbI pe3ynbTaTt

OTpuuaTeNbHbIN KOHTPOJIbHbIA O06pa3ey

Yka3saH He ykasaH He ykasaH

OTpuuaTtenbHbIi pesynbTaT
Pe3ynbTaThl MOCTAHOBKM BanuaHbl

Mono>xuTenbHbI KOHTPOJIbHbLIA 06pa3el

Yka3saH Yka3aH YKka3aH

MoNoXWUTENbHbINA pesynbTaT
Pe3ynbTaThl MOCTAHOBKM BanuaHbl

9.4

9.5

HepoctoBepHbIn  pe3ynbTaT MOXET O6blTb CBA3aH C  MPUCYTCTBMEM UWHIMbMTOpOB
B npenapate [OHK, nony4yeHHoOM U3 6MONOrMYeckoro ™MaTtepuana; HeBepHbIM
BbIMOSIHEHMEM MPOTOKOAA aHanusa; HecobnaeHneM TemnepaTypHoOro pexuma
amnandukaumm mn gp. B atoMm cnydae Tpebyetrcs nosBTopHoe nposeaeHune TLUP ¢
umetowmmca npenapatom AHK, nnb6o nosTopHoe BbiaeneHne AHK n nocraHoska MLP,

nmbéo NMOBTOPHOE B3ATUNE 6mMonornyeckoro MaTepuana (BbII'IOJ'IHﬂeTCFI I'IOCJ'IELI,OBaTEJ'IbHO).

Ecnu ansa 6uonormnyeckoro obpasua nony4yeHbl 3HaveHus Cp/Cq/Ct meHee 24 Ha KaHanax
petekumm Rox nnu Cy5, TO 3TO roBOpPUT O BbICOKOW NepBOHaYanbHOM KOHUeHTpaumn JHK
COOTBETCTBYIOLLEr0o MWKpoopraHusma. B pgaHHOM cnyyae BO3MOXHO MOJlydeHue
JNIOXXHOOTpULATENbHOMO pe3ynbTaTa Ans MukpoopraHmsama, AHK koToporo npucyTcteyeT
B HM3KOM KOHUEHTpauun. [Ans WCKIYEHUS JI0XHOOTPULATENbHbIX pe3y/bTaToB
pekoMeHAayeTCcsa NOBTOpPHO npoBectn [IUP BbliaeneHHoro npenapata [AHK ¢
ncnosb3oBaHMeM Habopa peareHToB 414 BbisBneHuns OHK xnamuamm TpaxomaTuc
(Chlamydia trachomatis) metogom nonuMepasHol uenHoih peakumm (XJTAMU-TEH),
000 «HMO AHK-TexHonorus», Poccusa, PY N2 ®CP 2008/03890 n Habopa peareHToB
ans  BbigsBneHns [OHK Henccepum roHopen (Neisseria gonorrhoeae) m™etoaom
nonnmepasHon uenHon peakumm (FTOHO-TEH), OO0 «HMO OHK-TexHonorusa», Poccus,
PY N¢ ®CP 2008/03850.
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9.6

9.7

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

10.3
10.3.1

MpyM MNONYYEHUU MOJIOKUTENBHOrO pe3ynbTaTa ANs OTPMLATENbHOrO KOHTPOSIbHOIO
obpa3ua pes3ynbTaTbl BCE MOCTAHOBOYHOW CEPUN CUUTAIOT HEAOCTOBEPHbLIMU. B 3TOM
cnyyae Heob6XxoAMMO TMpOBeAEHME CheLnanbHbIX MEeponpuUaTUA AN BbISABAEHUA W

YCTpaHEHUA BO3MOXHOW KOHTaMUHaunm.

Mpn nonyyeHun oOTpUUATENBHONO pe3ynbTata ANd MNONIOXKUTENbHOMO KOHTPOJSIbHOMO
o6pa3u,a pe3ynbTaThbl BCEM MOCTAaHOBOYHOM Cepuu cymTalT HeLOCTOBEPHbIMU. B 3TOM

cnydae TpebyeTcs NnoBTOpHAs NocTaHoBKa amnandukaumm Bcem naptum ob6pasuos.

TPAHCNMOPTUPOBAHUE, XPAHEHUE N SKCIMJIYATALUA

TpaHcnopTUpoBaHue

TpaHcnopTupoBaHme Habopa peareHToB OCYLWECTBAAT B TEpMOKOHTelHepax C
Xflafo3/1eMeHTaMmn BCEMU BUAAMMU KPbITOro TpaHCropTa MNpwu TeMnepaType BHYTpU
TEPMOKOHTENHEpPA, COOTBETCTBYHOWEN YCNOBUAM XpPaHEHUS KOMMOHEHTOB, BXOASLMNX B
coctaB Habopa peareHTOB.

Jonyckaetca TpaHcnopTupoBaHue Habopa peareHTOB, 3a WUCKKOUYEHMEM MosiMMepasbl
TexHoTaq MAX (dacoeka U), B TepMOKOHTENHEpPAX C X/1af03/1eEMEHTaMN BCEMU BMAAMM
KpbITOro TpaHCNoOpTa Mpu TeMnepaType BHYTPUM TEpMOKOHTerHepa oT 2 °C go 25 °C
He 6bonee 5 cyTtok. [lonyckaeTcs TpaHcnopTupoBaHue nonmMmepasbl TexHoTaq MAX
(dbacoBka U) B TepMOKOHTEMHepax C Xxjafo3/lIeMeHTaMM BCEMM BMAAMU KPbITOro
TpaHcnopTa Npu TemnepaType BHYTpWU TeEPMOKOHTelHepa Ao 25 °C He 6onee 5 cyTok.
Habopbl peareHToB, TpaHCNOPTUPOBAHHbIE C HapyLlEHWEM TeMMNepaTypHOro pexuMa,

NMPpUMEHEHNIO HE nMoAaneXar.

XpaHeHue

Bce kKOMMOHEeHTbl Habopa peareHToB, 3a MWCKIKOYEHMEM NonuMepasbl TexHoTaq MAX
(dbacoBka U), cneayetr XpaHuTb B XONOAWNBHWKE WM XONOAWbHOM KaMepe npwu
TemnepaTtype oT 2 °C go 8 °C B TeueHue BCero cpoka roaHoCTu.

Monumepasy TexHoTaq MAX (dacoska U) cneayet xpaHuUTb B MOPO3W/IbHOM KaMmepe npu
TemnepaType oT MMHYC 18 °C o MnHyc 22 °C B TeveHuMe BCero cpoka roaHocTu Habopa
peareHToB.

Cmecb anga amnandukaumn n cMecb Ansd amnamdukaumm, 3anevyataHHyro napadguHoM,
cnenyeTt XpaHuUTb B XON0AUIbHUKE WUAN XONOAWUIBHOMN KaMepe npu Temnepatype ot 2 °C
Ao 8 °C B 3awmwéHHOM OT CBeTa MecCcTe B TeyeHue BCero Cpoka rogHoctm Habopa
peareHToB.

Habopbl peareHTOB, XpaHMBLUMECA C HapyleHWeM periaMmeHTUPOBAHHOIMO peXxuma,

NMPpUMEHEHUNIO HE nMoAaNeXar.

YKasaHus no skcrayaTauunm
Habop peareHTOB AO/IXEH NPUMEHATLCS COMNIACHO AENCTBYHOLLEA BEPCUU YTBEPKAEHHOM

MHCTPYKUWN MO NPUMEHEHMNIO.
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10.3.2

10.3.3

10.3.4

11

11.1

11.2

12

12.1

12.2

13

Ona nonydeHMs [OCTOBEPHbLIX pe3ynbTaToB HeobxoaMMo CTporoe cobnwaeHue

WHCTPYKLUMM MO NpUMEHEeHU0 Habopa peareHToB.

Mocne BCKpbITUS YMakOBKM KOMMOHEHTbl Habopa peareHTOB cneayeT XpaHuTb MNpu

cneayowmx ycnoBusax:

— BCe KOMMOHeHTbl Habopa peareHTOB, 3a UCKAKOYeHMeM nonnmepasbl TexHoTaq MAX
(dbacoska U), cnepgyeT XpaHWUTb B XOJOAWBHWUKE WAW XONOAWbHOM Kamepe npu
TemnepaTtype oT 2 °C go 8 °C B TeueHMe BCEro cpoka rogHoCcTM Habopa peareHToB;

— CcMecb ans amnandukaumn u cMecb Ana amnandukaumm, 3anevyataHHyo napapuHomMm,
cnenyet XpaHWTb B XONOAWMNBHWUKE WM XONOAWIbHOW Kamepe npu TemnepaTtype
oT 2 °C po 8 °C B 3alUULLIEHHOM OT CBeTa MecTe B TeYEeHMe BCero cpoka roaHoCTu
Habopa peareHToB;

— nonuMmepasy TexHoTaq MAX (dacoseka U) cnegyer XpaHUTb B MOPO3UJIbHOW Kamepe
npu TemnepaTtype oT MUHYC 18 °C go MuHyc 22 °C B Te4YeHne BCero cpoka rogHocTm
Habopa peareHToB.

Ha6opbl peareHToB C UCTEKLLIMM CPOKOM FrOAHOCTM NMPUMEHEHUIO HE MoAsiexar.

YKA3AHWA NO YTUIIN3ALINUN

Mpn wncnonb3oBaHMM Habopa peareHToB B KJIMHMKO-AMArHOCTMYECKOW nabopaTopum
obpa3yloTca oTxoabl Kknacca B, KoTopble yTUAM3NPYIOTCA B COOTBETCTBUM C
TpeboBaHmaMM CanllnH 2.1.3684-21 1 MY 1.3.2569-09.

Habopbl peareHTOB, Npuweawmne B HENPUrogHOCTb, B TOM YMCNE B CBSA3M C UCTEYEHNEM
CpoKa rogHOCTU, NOBpexXAeHWeM YyMnakoBKMW, noanexaTr yTuim3auum B COOTBETCTBUM C
TpeboBaHusaMn CaHlNnH 2.1.3684-21.

FAPAHTUN N3TOTOBUTENA

MpeanpusaTne-nsroTosuTesNb rapaHTMpyer  COOTBETCTBME Habopa peareHToB
TpeboBaHMAM TEXHUYECKUX YCNOBMI Npu Co6a04EHMN YCNOBUMN TPaHCNOPTUPOBAHMUS,

XpaHeHnAa N akcnnyaTtaunn, yCtaHoB/NEHHbLIX TEXHUYECKNUMN YCITOBUAMU.

Cpok rogHoctu Habopa peareHToB — 12 MecsueB npu cobnwageHUM BCEX YC0BUI

TPaAHCMOPTUPOBAHUS, XPAHEHUS M IKCMyaTauum.

PEMOHT U TEXHUYECKOE OBCJTY>)KXUBAHME

Habop peareHTOB npeaHasHayeH AN OAHOKPATHOrO MPUMEHEHUS M He MNOoANEXUT

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

MeaouunHckoe ngenne ans AMarHoCcTukKu in vitro

TeMnepaTypHbI AManasoH

Coaep>XxXmMoro AoCTaTovyHO A1 NpoBeAeHUs <n> TeCTOB

Mcnonb3oBaTtb A0

B 1 Bd| <€ || |3

Koa naptum (cepun)

[aTta narotoBneHus

O6paTVITer K MHCTPYKUMN NO NPUMEHEHUIO NN K MHCTPYKUNN
no NpUMEHEHNIO B 3JIEKTPOHHOM BUAE

H

HomMep no kaTtanory

al

MN3roTtoBuTenb

Y

w

He ponyckaTb BO34EeNCTBUS CONMHEYHOro CBeTa

HecTepunbHo
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15 MEPEYEHb NPUMEHSAEMbBIX HALLMOHAJIbHbIX CTAHOAPTOB

FOCT ISO 14971-2021 W3penua MeauuuHckue. T[lIpMMeHeHue MeHeXMeHTa pucka K
MeAVLMHCKUM n3genunam

FOCT 15.309-98 Cucrema pa3paboTkm 1 NOCTaHOBKW MPOAYKLMW Ha NMPOU3BOACTBO. McnbITaHUS
W NpuveMka BbiNyckaeMon npoaykumm. OCHOBHbIE MOSIOXEHUS

FOCT P 2.105-2019 EamnHasa cucteMa KOHCTPYKTOPCKOM AokyMeHTauuu. Obuwme TpeboBaHus K
TEKCTOBbIM AOKYMeHTaM

FOCT P 15.013-2016 Cuctema pa3paboTkKm W MOCTAHOBKM MNpPOAYKUMM Ha MNpOM3BOACTBO.
MeauuUMHCKUE n3genus

FOCT P 51088-2013 MeguumHckme usgenus Ans ANArHOCTUKWM WH BUTPO. PeareHTbl, Habopbl
peareHTOB, TeCT-CUCTEMbl, KOHTPOJIbHble MaTepuasnbl, nuTaTenbHble cpeabl. TpeboBaHusa K
n3genvsaM u noaaepxuBarollert JOKYMeHTauum

FOCT P 51352-2013 MeanuuHCKMe nsgenus ans AMarHoCTMKM MH BUTPO. MeToabl UCMbITaHUI
FOCT P 52905-2007 (MCO 15190:2003) JlabopaTtopumn MeAULMHCKME. TpeboBaHus
6e3onacHoCcTH

FOCT P NCO 15223-1-2023 U3genuna meauumHckme. CMMBO/bI, NMPUMEHSEMble A8 nepegayun
nHdopmMaunm, npeaoctasnaemMon nsrotosmtenem. Hacte 1. OcHoBHble TpeboBaHMS

FOCT P NCO 18113-1-2015 MeamumnHckmMe usgenus Ans AuarHoctuku in vitro. NHdopmaums,
npenocTasnsemas marotoeuteneMm (Mapkuposka). Yactb 1. TepMuHbl, onpeaeneHus u obwme
TpeboBaHus

FOCT P NCO 18113-2-2015 MeauumHckne uspenusa Ans auMarHoctukum in vitro. WHdopmauums,
npeaocTaBnsemMas n3rotoputenem (Mapkumposka). Hactb 2. PeareHTbl Ans AMArHOCTUKMK in vitro
Ana npodeccMoHanbHOro NpUMeHeHus

FOCT P UCO 23640-2015 V3penusa MeOAVMUMHCKME AN AMArHOCTUKM  in vitro. OueHka

CTabunbHOCTM peareHToB A9 AMArHOCTUKM in vitro

MpuMmeyaHuMe - YKaszaHHble Bbllle CTaHAapTbl 6blIM AEWCTBYOWMMU Ha MOMEHT YTBEPXAEHUS
WHCTPYKLMW MO NMpUMEHeHWto. B fanbHeliweM, Npyn Nob30BaHUM AOKYMEHTOM, Lienecoobpa3Ho NpoBepUTb
[leAICTBUE CCbIJIOYHbIX HOPMATUBHbIX JIOKYMEHTOB Ha TEKYLLMA MOMEHT. ECn CCbITIOYHbIN AOKYMEHT 3aMeHEH
MAN  U3MEHEH, TO nMNpu MPUMEHEHUM HACTOSLLEro J[AOKYMeHTa cneAyeT MoMb30BaThCs 3aMEHEHHbIM

(M3MEHEHHBbIM) AOKYMEHTOM.
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16 AQPEC ANSA OBPALLEHNA

MpoussoacTeo HabopoB peareHTOB MMEET CePTUDULMPOBAHHYIO CUCTEMY MEHEOXXMEHTA
KayecTBa M COOTBETCTBYEeT TpeboBaHMAM CTaHAapTa CUCTEM MeHeaXMeHTa kadectBa ISO 9001
B obnactu paspaboTkum, npomnssoactea n npogaxun IVD peareHToB 1 NpnbopoB A/19 MONEKYASPHO-
reHeTUYeCcKoW AMArHoCTUKKW, U Apyroro nabopatopHoro npumeHeHus m ISO 13485 B obnactu
pa3paboTku, npomsBoacTBa M npoaaxu IVD peareHtoB n npubopoB A1 MeanLUHCKON
MOJIEKYIAPHO-TEHETUYECKON ANArHOCTUKMN.

MpoussoanTenb: O6WecTBO C OrpaHUYEHHOW OTBETCTBEHHOCTbo «AHK-TexHonorns TC»
(000 «OHK-TexHonorua TC»), Poccus.

Appec npounssogurtensa: 117246, Poccus, r. MockBa, npoesg HayuyHbin, a. 20, ctpoeHune 4
MecTto npousBoAacTBa:

- 000 «OHK-TexHonormsa TC», 117246, Poccus, r. MockBa, npoesg HayuHbiin, 4. 20, ctpoeHue 4;
- 000 «HMNO [OHK-TexHonorus»,142281, Poccusi, Mockoeckasa o06n. r. [lpoTBuHO,

yn. XenesHogopoxHas, 4. 3.

Mo BonpocaM, Kacawwmmcs kKayectBa Habopa peareHToB, cnegyet obpawaTtbCsa B Cayxby
K/IMEHTCKOMN NOALEPKKMN.

Cny>x6a KNMEeHTCKOM NoaaepX Ku:

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

+7 (495) 640-16-93 (ansa crtpaH CHI u 3apybexbs, 3BOHOK MATHbIN).

E-mail: hotline@dna-technology.ru, www.dna-technology.ru
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MpunoxxeHue A

MapamMeTpbl TECTA, KOTOPble HE06XOAMMO BHECTU B NporpaMMHoe obecneueHue
AeTeKTupyrwmux amnnampukartopos «ATnpaim>», «ATnant»
npu ncnonb3oBaHmun Habopa peareHToB C.trachomatis/N.gonorrhoeae Komnnekc

B ¢pacoBke S

1) «Tun aHanusa/TecTta» - BblbpaTb «MynbTUNNIEKC_q+>»;
2) Konnuectso npobupok B Tecte — 1;
3) O61bEM peaKuMOHHOM cMecn — 35 MK;
4) B okHe «[lporpamMmma amnindumkauum» BBECTU Cneaylowme napaMeTpbl:
Pe>xxum
N©
6noKa TemnepaTtypa, °C MWH C Yucno umknos ONTUYECKUNX Tun 6n0ka
n3mepeHuin
80 0 30
1 1 Lnkn
94 1 30
94 0 30
2 5 Lnkn
64 0 15 v
94 0 10
3 45 Lnkn
64 0 15 %
4 94 0 5 1 Lnkn
5 101 XpaHeHune XpaHeHune
V - peXuM ONTUUYECKUX U3MEPEHNA
5) BHecTn cnegyrowme napameTpbl KaHanoB AeTeKUnn:
Fam Hex Rox Cy5 Cy5.5
) BK Neisseria Chlamydia )
gonorrhoeae trachomatis

1 - fonyckaeTca xpaHeHue npu TemnepaTtype 25 °C
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Mpuno>xeHue b

MapameTpbl TecTta, KOTOpbIe Heo6xoaMMO BHECTU B nporpaMmMmHoe obecneueHue

AeTeKTUpywmMx ammanpukatopoB «ATnpanm>», «ATnaur»

npu ncnonbsoBaHumn Habopa peareHToB C.trachomatis/N.gonorrhoeae Komnnekc

B ¢pacoBke U

1) «Tun aHanusa/TecTta» - BbibpaTb «MynbTUNIEKC_q+>»;
2) Konnuectso npobupok B Tecte — 1;
3) O61bEM peaKuMOHHOM cMecn — 18 MK;
4) B okHe «[lporpamMmma aMmnindumKkauumn» BBECTU Cneaylowme napaMeTpbl:
Pe>xxum
N©
6noKa TemnepaTtypa, °C MWH C Yucno umknos ONTUYECKUNX Tun 6noka
n3MepeHun
80 0 5
1 Lnkn
94 0 5
2 94 5 00 LUwnkn
94 0 30
3 Unkn
64 0 15 v
94 0 10
4 Unkn
64 0 15 v
5 94 0 5 Unkn
6 101 XpaHeHune XpaHeHue
V - PEXUM ONTUYECKUX U3MEPEHWI
5) BHecTn cnepyrowmne napamMeTpbl KaHanoB AeTeKUUN:
Fam Hex Rox Cy5 Cy5.5
Neisseria Chlamydia
- BK A -
gonorrhoeae trachomatis
Homep 927-1
2024-04-22

1 - nonyckaeTcs xpaHeHue npu Temnepatype 25 °C
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