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CMUCOK COKPALLEHUA 1 OBO3HAYEHUI

B HacTosLlel MHCTPYKUMW UCMOJb3YIOTCS Cneayowmne CoKpaleHns n 0603HavYeHus:

RCF - oT aHrn. relative centrifugal force, oTHoCuTENbHOE YCKOpPEHME LEHTPUDYIHK
BK - BHYTPEHHUA KOHTPOIb

OHK - Ae30KCUpUBOHYKIeMHOBas KMUCIoTa

OHKa3bi - Ae3oKkcnpunboHykeasbl

K- - OTpuUaATEeNbHbIA KOHTPONbHbLIN 0b6pa3ey,

K+ - MONIOXNUTESbHbIA KOHTPOJbHbIA 06pasel,

JIKO - NabopaTopHbIN KOHTPOJIbHLIN 0bpa3el

rnup - NosinMepasHasga uenHaa peakuus

PHKa3bl - pnboHykneasbl
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1 NMPEAHA3HAYEHHOE MNPUMEHEHME

1.1 MonHoe HammeHoBaHWe Habopa peareHToB: Habop peareHTOoB An5 BbissBneHus OHK
Trichomonas vaginalis, Neisseria gonorrhoeae w Chlamydia trachomatis metonom MNLP B

pexume peanbHoro Bpemenun (TNC Komnnekc), aanee no TekcTy — Habop peareHToB.

1.2 HasHayeHue: Habop peareHTOB npeaHasHayveH Aansa BbiasneHunsa OHK Trichomonas
vaginalis, Neisseria gonorrhoeae, Chlamydia trachomatis B 6nonornyeckom mMatepuane
yenoseka (Mo4a, COCKO6bl 3nNuUTEeNManbHbIX KNETOK W3 YpPOreHMTasIbHOro TpakTa)

meTonoM MNUP B pexmnMme peanbHOro BpeMeHMU.
1.3 OyHKLUMOHaNbHOE Ha3HavyeHue: gnarHocTtuka in vitro.

1.4 MokazaHus K MNpoOBEAEHUKD aHanmsa: CUMMOTOMbl WHMEKUMOHHOro 3aboneeBaHus

YypOreHMTanbHoro TpakTa.
MpoTNBOMOKAa3aHU K MPUMEHEHUIO HET.

1.5 MonynsumoHHble U geMmorpaduyeckme acrnekTbl: npuMmeHeHne Habopa peareHToB

HE 3aBUCUT OT NONYNALUMNOHHbIX U ,D,eMOI'paCI)VI‘-IeCKVIX aCrneKkToB.

1.6 O6nactb npumeHeHuss: Habop peareHTOB MOXET ObiTb MCAO/Ab30BaH B KJIWMHUKO-

ANarHoCTn4eCcKunx na6opaTopM;|x MEeANLUNHCKUNX yqpe>+<p,eHm71.

1.7 lMoTeHuManbHbIe Nosb30BaTENN: KBaJ'IM(bMLI,VIDOBaHHbIm nepcoHan, O6yl-IeHHbIl71 MeToaaM
MOﬂeKynﬂpHOVI ANArHoCtTMkKn wmn npaswuiam pa60Tb| B K/JIMHMKO-ANArHOCTMYECKOM

nabopatopun.

1.8 MpMMeHATbL Habop peareHToB CTPOro Mo Ha3HA4YeHUIO COTIAaCHO AAHHOW MHCTPYKLUUM MO

NMPUMEHEHNUIO.
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’ AHK-TEXHOJNOIUA

2 XAPAKTEPUCTUKA HABOPA PEAFEHTOB
2.1 CoctaB Habopa peareHToB
R1-P111-S3/9, dhacoska S, CTpunbI
" Konnyectso HoMUHanbHbIM
HanMeHoBaHWe KOMMOHEHTOB BHewHun Bug N
npobupok 061EM KOMMOHeHTa
Mpo3payHasa 6ecuBeTHas wuam
Cmecb ansa aMmnandunkaumm, posp 4 12 ctpunos
po30Bas XWAKOCTb Noj no 20 mkn
3arne4dyaTaHHas napagwuHoM no 8 npobupok
BOCKOO6pa3HbIM 6enbiM CNoeM
Mpo3pauHasa 6ecuseTHas
PactBop Tag-nonnmepassl posp 4 2 npobupku no 500 mkn
XNAKOCTb
Mpo3pauHasa 6ecuBeTHas BA3Kas
MuHepanbHoe Macno posp 4 2 npobupku no 1,0 mn
MacnsHUCTas XWAKOCTb
MonoXxunTenbHbl Mpo3pauHasa 6ecuseTHas
N 1 po3p 4 1 npobupka 130 mkn
KOHTpPOJIbHbIN 06pa3zew, XNAKOCTb
KpbIWKK Ana cTpunos 12 wr

R1-P111-23/9, chacoBka S, npobmupku

HanmeHoBaHWe KOMMNOHEHTOB

BHewHun Bna,

Konnuyectso
npobumpok

HoMMHanbHbIN
06bEM KOMIMOHEHTA

Cmecb ansa amnandukaumm,

Mpo3payHasa 6ecuBeTHas vau

KOHTPO/bHbIN 06pazew!

XNAKOCTb

po30Basi XXUAKOCTb Moj, 96 npobupok no 20 mMkn
3anevaTaHHas napaduHoOM
BOCKOO6pa3HbIM 6enbiM cnoem
Mpo3payHas 6ecuseTHas
PacTteBop Tag-nonnmMepassbl po3p H 2 npobupkmn no 500 mMkn
XKNAKOCTb
Mpo3payHas 6ecuseTHasn BA3Kas
MunHepanbHoe Macno 2 npobupkmn no 1,0 mn
MaCNsaHUCTasA XUAKOCTb
MonoxunTenbHbI Mpo3payHas 6ecuseTHas
po3p 1 npobupka 130 mkn

R1-P111-UA/9, dhacoBka U

. Konnuyectso HoMunHanbHbIN
HanMeHoBaHMe KOMMNOHEHTOB BHewHWn BMA N
npobumpok 06bEM KOMMOHEHTA
Mpo3payHas 6ecuBeTHas Un
Cmecb ana amnavdurkaunm Posp 4 1 npobupka 600 mMkn
pO30Basi XXMAKOCTb
Mpo3payHas 6ecuBeTHasn BA3Kas
Monnmepasa TexHoTaq MAX po3p 4 1 npobupka 30 Mkn
XUAKOCTb
Mpo3payHas becuBeTHas 600 Mkn
NuP-6ydep po3p 1 npobupka
XUAKOCTb
MonoXxunTtenbHbli Mpo3payHas 6ecuBeTHas
o 1 po3p H 1 npobupka 130 mkn
KOHTpPOJIbHbIN 06pa3zew XKNAKOCTb

Bce KOMMOHEHTbI

Habopa peareHToOB TrOTOBbI

OOMONHUTENbHOM NOAFOTOBKM K pa60Te.

K TNPUMEHEHUI0O U He TpebyloT

1 - Ha 3TUKeTKe KOMMOHEHTa Ana Bcex CI)aCOBOK «[oNnoXnTenbHbIN KOHTpOﬂbeIVI 06pa3eu,>> YKa3blBaeTCA

Kak «K+»
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KOMNNeKTHOCTb:
- Habop peareHTOB B 04HOM M3 BapMaHTOB MCNOSIHEHNSA — 1 WT.
- Bknagbiw — 1 aK3.
- MHCTpYKUNS NO NpUMEHEHMUIO — 1 IK3.

- MacnopT - 1 3K3.

2.2 KonnuectBo aHanunsnpyembix 06pa3suos

Habop peareHtoB B dacoBke S paccumtaH Ha 96 onpegeneHnii (He 6onee
24 NOCTaHOBOK), BKJ/OYasi aHanM3 HeusBeCTHbIX 06pa3uoB, oTpuuaTesibHbIX KOHTPOJIbHbIX
06pa3u0B, NOSIOXUTENbHbIX KOHTPO/bHbIX 06pa3LoB.

Habop peareHToB B pacoBke U paccunTaH Ha npoBeaeHme 96 onpeaeneHnin npu ycioBum
MOCTaHOBKM He MeHee 5 o06pa3uyoB B OAHOM wuccnegoBaHum (3 HemsBeCTHbIX obpasua,

OTpMUATENbHbLIA U MNOJIOXUTENbHbBIN KOHTPOJIbHbIE 06pa3ubl).

2.3 MpuHUMN MeTOAa

MeTtoa: MonumepasHas uenHas peakuuns (MUP) ¢ aetekumein pesynbTaTOB: B pexumme
peanbHOro BpeMeHU; MyNbTUMNIEKCHbIN KaYeCTBEHHbIM aHanms.

MpuHUMN MeToda OCHOBaH Ha WCNOMb30BaHWMM npouecca amnandukaummn OHK,
3aK/loyalolerocs B TMOBTOPSOWMXCA UMKIax TeMmnepaTtypHoil peHatypaumu [AHK, omxura
npavMepoB C KOMIMJIEMEHTAPHbIMKM MOCNEA0BATENbHOCTAMU W MOCneaytowen AOCTPONKMU
MOJIMHYKNEOTUAHbIX Lenern ¢ 3TUX npariMepos Tag-nonnmepason.

Ons noBbIWEHUSA YYBCTBUTESIBHOCTU M CreuymdUYHOCTM peakuum npeaycMoTpeHO
npuUMeHeHne «ropsiyero» crapta. [Ana gacoBkmn S «ropauymin» ctapt obecneumBaeTcs METOAMKOM
NPpUroTOBNIEHUS peakUMOHHOW CMeCK, COCTOSLEN U3 ABYX C/0EB, pasaenéHHbIX NPOCIONKON 13
napaduHa. CMmeweHne cnoées M npeBpalleHne MxX B aMMIMPUKALUMOHHYIO CMeCb NPoMCXoauT
TONbKO nocne nnasneHuss napaduHa. «lFopsaumin» crapt ona dacoskn U obecneumBaetcs
MCMoJIb30BaHMEM MonMMepasbl, aKTUBHOCTb KOTOpPOWM 610KMpoBaHa aHTUTeNnaMu, akTueauus
depMeHTa NpoOUCXOAUT TOSIBKO MOC/e npeaBapuTesibHOro nporpeBa peakuMOHHOW cCMecu Mnpu
94 °C. DT0 UCKIOYaET Hecrneumdmnyecknini omkur nparMepos Ha AHK-mMuweHn npu HavdanbHOM
nporpese npobupku.

B cmecb ansg amnnundukaumm BeegeHbl OHK-30HAbI, KaXablh M3 KOTOPbIX COAEPXWUT
dbnyopecueHTHYO MeTKy W racutenb dnyopecueHumun. MNpu obpasoBaHum cneumdunyeckoro
npoaykta [OHK-30H4 pa3pywaercsa, gencreune racutens Ha  GNyopecUueHTHYH  METKY
npekpawaeTcs, 4To BeAET K BO3pacTaHWUIO YPOBHSA (ayopecueHLmn, KOTopbin dUKCcnpyeTcs
cneunanbHbiMM npubopamMn. Konmyectso paspylleHHbIX 30HA0B (a, cefoBaTeflbHO, U YPOBEHb
dnyopecueHumn) yBenmMunBaeTcs NponopuUnoHanbHO KONnmM4yecTBy obpasoBaBLUnXcs
cneunduyeckmx amrnjnkKoHoB. YpoBeHb @NyopecueHUMn M3MEpPSIETCS Ha KaXAoM UuKie
aMmnnmdnKkaunm B pexnme pearbHOro BpEMEHMU.

B coctaB cmecn ana amnaudukaumn BKKYEH BHYTPEHHUW KOHTponb (BK), koTopbin

npeagHasHa4yeH anda OUuEHKUN KadecCTBa NpOoXoXAEHUA I'IOJ'IMMepa3HOl\;1 LenHom peakunn.
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B coctas [IHK-30HAa, Mcnonb3ylowerocs Ana AeTeKunu npoaykrta amnandukaummn AHK
Trichomonas vaginalis, Bknio4yeHa dnyopecueHTHas ™MeTka Fam. B cocras [AHK-30HAa,
ncnonb3ylowerocs Ana getekuum npoaykta amnnubwukaumm [AHK Neisseria gonorrhoeae,
BK/tOUeHa dnyopecueHTHasa MeTka Rox. B coctas AHK-30HAa, ncnonb3ylowerocsa Ansg Aetekuum
npoaykrta amnnmndukaunmn OHK Chlamydia trachomatis, BknouyeHa dbnyopecueHTHas meTka Cyb.
B coctae AHK-30HAa, ucnonb3ylowerocs Ansg getekumn npoaykra amnamdukauum BHyTPEHHEro
KOHTPOAS, BXOAUT (PryopecLeHTHbIM KpacuTtens Hex.

Ncnonb3oBaHne HeCKONbKUX (AYyOpecUeHTHbIX KpacuTenein no3BosseT CoKpaTuTb
Konumyectso npobupok un 6uomaTepmana, Heob6xoAMMOro AN MNpoBeAEeHWUS WUcCcnenoBaHus,
MOCKOJIbKY TOSABNAETCA BO3MOXHOCTb OAHOBPEMEHHO PEerucTpypoBaTb pe3ynbTaTbl PasHbIX
peakunn amnamdukaumm, Nnpoxoaswmx B ogHoOM npobupke.

B Tabnuue 1 npuBeaeHbl KaHabl AeTEKUMM NPOAYKTOB aMninduKaumm.

Tabnuya 1 - KaHanbl getekunm NnpoaykToB amMmnandumkaumm

Fam Hex/Vic Rox Cy5 Cy5.5
Trichomonas Neisseria Chlamydia
. BK ! -
vaginalis gonorrhoeae trachomatis

NccneposaHmne coctouT M3 cnepylowmx 3tanos: BbigeneHne AHK (npobonoarortoska),
NnuP-amnandpwmkauma AOHK ¢ petekuuwelr pe3ynbTaTOB B pEXMMe peanbHOro BpeMeHu

C ncnonb3oBaHMeM Habopa peareHToB TNC Komnnekc.

2.4 Bpemss npoBeaeHus aHanu3a (He BkAo4vas npobornoarotoBky): oT 1,5 vyacos

(B 3aBMCUMOCTM OT KonmM4yecTea 06pasLoB).
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3 AHATMTUNYECKMNE U ANATHOCTUYECKUNE XAPAKTEPUCTUKN

3.1 AHanuTun4yeckast cneundunyHoOCTb

B obpasuax 6uonormyeckoro maTtepuana denoseka, coaepxawmx OHK Trichomonas
vaginalis, Neisseria gonorrhoeae wnu Chlamydia trachomatis npn nposeaeHnn amnamdbumkaumm
nporpammMHoe obecnedyeHne pgeTekTupylwero aMnandukatopa AOSKHO PperucTpmpoBaTtb
noaoXuTenbHble pesynbTaTbl amnandukaumm cneumdunyecknx npoayktos (dbparMeHTa reHoma
Trichomonas vaginalis, Neisseria gonorrhoeae wnn Chlamydia trachomatis) no 3asiBNeHHbIM
KaHanam getekumu.

B obpasuax 6buonornyeckoro matepuana, He cogepxawmx OHK Trichomonas vaginalis,
Neisseria gonorrhoeae, Chlamydia trachomatis nporpammHoe obecrneyeHne AeTEKTUPYHOLLEro
amnandukaTopa AOSKHO perncTpupoBaTb OTpuUATENbHbIe  pe3ynbTaTbl  amnamMdukauum
cneumduyecknx npoayktos (pparmMeHTa reHoma Trichomonas vaginalis, Neisseria gonorrhoeae
nnu Chlamydia trachomatis) n NONOXUTENbHbIN pe3ynbTaT aMnanduKaunm BHyTPEHHEro KOHTPOs
(BK).

MNMoka3aHo OTCYTCTBME HecneumdruecKnx NoMoXMUTENbHbIX pe3ybTaToB aMnandukaumm
npu nccnenoBaHMM B BbICOKOW KOoHUeHTpauun AHK 6113KkopoaCcTBEHHBIX MUKPOOPraHU3MOB MU
MUKPOOPraHM3aMoB, MOTEHLUMaNbHO MPUCYTCTBYIOLWMX B HeEW3BECTHbIX obpa3uax: Ureaplasma
urealyticum, Gardnerella vaginalis, Mycoplasma hominis, Ureaplasma parvum, Mycoplasma
genitalium, Candida albicans, Streptococcus spp., Staphylococcus spp., a Takxe AHK yenoseka
B KOHLEeHTpauuu ao 1,0x108 konuit/mn obpasua.

Moka3zaHO OTCYTCTBME KOHKYPEHTHOM WHMMbuumnm npum wunccnegosaHmm o06pasuos,
coaepxalunx Hecneumdudeckyto AHK B KoHueHTpaumn ao 1,0x108 konwuit/mMn obpasua u OHK
Trichomonas vaginalis, Neisseria gonorrhoeae w Chlamydia trachomatis - B KOHUeHTpauuu

no 1,0x103 konuii/mn obpasua.

3.2 NHTepdepupytowme BewecTea

Hannune wHrnéutopos [MLP B ob6pa3ue 6uonornyeckoro mMatepuana MoXeT 6biTb
MPUYNHON  COMHUTENbHLIX (HeonpeaenéHHbIX/HeAOCTOBEPHbIX) pe3ynbTaToB. [lpu3HaKoM
nHrnbmposanmsa T[UP gBnaerca oTcyTcTBMe aMnandukaumMnm BHYTPEHHEro KOHTpoas U
cneundunyeckoro npoaykra.

K nHrnébutopam MLP oTHeceHbl cneaywwme BewecTtBa: reMoriobMH v iekapCcTBeHHble
npenapaTtbl, NpucyTcTeytowme B obpasue [AHK B pesynbtaTe HEMOMHOro yaaneHus B npouecce
BblaeneHma OHK n3 obpasua 6buomaTepunana, a Takxe M30MponusoBblA CIUMPT U MeTunauerar,
npucyTcTeytowme B obpasue AHK B pe3ynbTate HEMOMHOIO yaasieHMs NpOMbIBOYHbIX pacTBOPOB
B Xo4e npobonoaroToBKy.

MakcuManbHble  KOHUEeHTpauun  uHTepdepupyowmx  BewecTs, MNpuM  KOTOPbIX
He Habnganocb BAMAHME Ha aMiandukaunto nabopaTopHbIX KOHTPOJIbHbIX 06pa3uos u
BHYTPEHHEro KOHTpOJsibHOro obpasua coctasnsawT: remornobuH - 0,35 mr/mn obpasua AHK,

nsonponuaosbin cnupt — 100 mkni/mn obpasua AHK, metnnauyertat — 100 mkn/mn obpasuya 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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Onsa oueHKM BO3MOXHOW MHTepdepeHLMN NeKapCTBEHHbIX NpenapaTtoB 6binn Bbi6paHbl
Te, KOTOpble MOTEeHUMaNbHO MOryT MPUCYTCTBOBATb B OCTATOUYHbIX KONMYECTBaX B 6MOMOrnyecknx
obpasuax 4yenoBeka, B3SATbIX W3 COOTBETCTBYWOLIMX uccneayembix 6uoTonos (MmpammnctuH®,
XN0prekcuanH burntokoHar).

Onsa Bcex uccneayeMblX NEKapCTBEHHbIX MNpenapaTtoB 6bIs10 NMOKasaHO OTCYTCTBME UX

BIMSIHMS B KOHUEeHTpauun ao 10% B obpa3ue buomatepmnana.

3.3 Mpenen obHapyxeHus

Mpenen o6HapyxeHus coctaBnser 5 «konmih [OHK Kaxgoro MumKpoopraHmama

Ha aMmnaMdmKaLMOHHYO Npobupky.
Mpenen obHapy>XeHMUs YCTaHOBJIEH MYTEM aHanmM3a CEPUNHbIX pa3BeAeHU ABYX Cepui

nabopaTopHbIX KOHTPOJIbHbIX 06pa3uos (JIKO).

obHapyxeHuss B Heum3BecTHOM obpasue 3aBuUCUT OT

Mpepen MCNOJ1b3YEMOI0

Habopa/koMnnekTa peareHToB Ans BblgeneHnsa AOHK wn ob6béMa nosydeHHOro npenapara

BblaenenHHon AHK:

HanmeHoBaHue
Mpenen
Habopa/koMnaekTa 061beM NoJsly4eHHOro
BuomaTepuan obHapy»xeHus,
peareHToB Aons npenaparta, MKJl T e T
Bbiaeneuuna AHK
MPOBA-HK 50 50
MPOBA-HK-TJIIOC 300 300
Cockobbl
3NUTENNANBHbBIX MPOBA-TC 100 100
knetok B 500 mMkn MPOBA-IC-MJIHOC 300 300
TPAHCNOPTHOM CPeAbl, | popA_PAML 500 500
Moua (1,0 mn)
NPOBA-MY-PAMMNAL 300 300
MPOBA-OMNTUMA 400 400
3.4 AunarHocTnyeckne xapakTepucTuku
. AnarHocTnuyeckas AunarHocTnuyeckas
BuomaTtepuan LleneBou aHanur
cneunduyHoOCTb 4YyBCTBUTEJIbHOCTb
Trichomonas vaginalis 100% 100%
g (9541 86,3 - 100 %) (9541 86,3 - 100 %)
Moua Neisseria gonorrhoeae 100% 100%
g (9501 86,3 - 100 %) (9501 86,3 - 100 %)
] . 100% 100%
Chlamydia trachomatis (95011 86,3 - 100 %) (950111 86,3 - 100 %)
C 6 Trichomonas vaginalis 100% 100%
3;’;:;:;%%0( g (9501 86,3 - 100 %) (9501 86,3 - 100 %)
KNETOK U3 Neisseria gonorrhoeae 100% 100%
g (9541 86,3 - 100 %) (9541 86,3 - 100 %)
YPOreHUTanbHoro
TpakTa Chlamydia trachomatis 100% 100%
P y (9541 86,3 - 100 %) (9541 86,3 - 100 %)

1 - Tonbko ANs cockob60B anuTenunanbHbIX KIeToK
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4 MEPbI MPEAOCTOPOXHOCTHA

Opranusauma pabotbl [UP-nabopatopuu, obopyaoBaHue u MaTepuanbl LOXKHbI
cooTBeTCcTBOBaTb TpeboBaHusMm OCT P 52905-2007, MeTtoamMyeckux ykasaHun MY 1.3.2569-09
«OpraHusaumnsa paboTbl nabopaTtopuii, UCNOAL3YKOLWNX MeToAbl amnaMdumKaumm HYKIEMHOBbIX
KucnoT, npu paboTte ¢ MatepmanoM, cogepxalmmMm MMKpoopraHmambl I-IV rpynn natoreHHoCTU»,
c cobnopgeHnem CaHUTapHbIX npasun 7 HOpM CaHnlluH 3.3686-21 «CaHuTapHo-
annaeMmnonornyeckne tpebosaHus no npodunakTMke MHMOEKUNOHHbIX 6onesHen».

HenseecTHble 06pa3ubl paccMaTpuBalTCsS KakK MnoTeHumanbHO-onacHble. Mpu paboTte
C MMKpoopraHmsmammn I-IV rpynn natoreHHocTu BblIbOp TuMna 3alWMTHOro KocTtioma (pabouein
odexAabl W CpeaACTB MHAMBMAYANbHOM 3alinMTbl) MNpPOBOAMTCA B CTPOrOM COOTBETCTBUM
C CaHuTapHbIMK Npasuiamm n Hopmamm CaHlunH 3.3686-21 n onpegensercs BMaoMm Bo3byantens,
pabouer 30HOM, OCcHaweHeM ee 6okcamMmn bnonormyeckom 6€30MacHOCTL.

CnepyeT UCNonb30BaTb TO/IbKO OAHOPA30Bble HAKOHEYHMKN U NMPO6UpKMU.

He ponyckaeTcs WCNoOMb30BaHWE OAHMX W TexX Xe HaKoHeuyHWKoB npu obpaboTke
pa3nnyHbix o6pasuos buonornyeckoro Matepuana.

K pabote ¢ HabopoMm peareHTOB JOMycKaeTcs nepcoHan, obydeHHbln MeToAaM
MOJIEKYNSAPHOM ANArHOCTUKM M NpaBunamM paboTbl B KIIMHUKO-ANArHOCTMYECKON nabopaTopun.

Boinenenve AHK cneanyet nposoanTb B 6okcax buonormnyeckon 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, XanaToB, roONOBHbIX Y6OpOB M np., a TakKXe pacTBOpOB
peareHToOB U3 OAHOrO MNoOMeLleHnsa B Apyroe.

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

Ncnonb3oBaHHble OAHOPAa30Bble MPUHAANEXHOCTM (MPO6bUMPKKM, HAKOHEYHUKM WU Aap.)
OO/MKHbI  cbpacbiBaTbCA B KOHTEWMHep A9  MeAMUMHCKMX — OTX0A0B,  COoAepXXalimi
aesnHdbuumpytowmnin pacteop (Npm Heob6xoanMMoCTH).

MoBepxHOCTM paboumx CTOAOB, @ TaKXe MOMELWEHU, B KOTopbix nposoauTtcs [LP,
cneapyet obasaTtenbHO, A0 M nocne npoBegeHmns paboT, obayyaTtb C NoMowbio H6akTepnunaHbiX
YCTaHOBOK B TeueHune 30 MUHYT.

Bce noBepxHocTn B nabopatopumn (paboume crtonbl, wTaTtuebl, obopyaoBaHue u 4p.)
eXXegHeBHO MoaBepratoT BfaxHon ybopke C MNpUMEHEeHUEM Ae3NHPUUUPYOLWMX/MOKLWMX

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

BHUMAHME! YTunusnposaTb 0TX0A4bl C npoaykTamu MNLP Heo6xoanMo TONMbKO B 3aKpbITOM BUAE.
He ponyckaeTtcs oTkpbiBaTb NpobMpkun nocne amnambukaumm, Tak Kak 3TO MOXET MPUBECTM K

KOHTaMuHaumun npoayktamm MUP (MY 1.3.2569-09).
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Mpn ucnonb3oBaHuWM Habopa peareHTOB B KAMHUKO-AMarHoctuyeckon nabopaTtopum
obpasylTcs oTX0Abl Kfhacca B, KOTopble YyTUAM3MPYKOTCA B COOTBETCTBMM C TpeboBaHMSAMMU
CaHuTapHbix npasun wn HopM CaHlnH 2.1.3684-21 «CaHuTapHO-3nnaeMmnonornyeckue
TpeboBaHMA K coaepXaHWUIO TEPPUTOPUIN FOPOACKNX U CENTbCKUX NOCENEHUI, K BOAHbIM 06beKkTaM,
NUTbEBOM BOAE M MNUTLEBOMY BOAOCHabXxeHWto, aTMocdepHOMy BO34yXY, MO4YBaM, XMWJbIM
NnoMeLleHNsAM, 3KCnyaTaunum nNpousBOACTBEHHbIX, 06LWECTBEHHbIX MOMELLEeHUA, OpraHu3aunm u

MpoBeAEHNIO CAHNUTapHO-NMPOTMBO3NMAEMUYECKNX (NPODUNAKTUHECKNX) MEPONMPUATUIA».

OnacHble KOMMOHEHTbI B Habope peareHToB

Hanuumne/orcyrcreue
KoMnoHeHT Ha6opa

OrnacHbIX KOMIMOHEHTOB YKa3aHue Ha PUCKH
eareHToB
P ®dacoBka S ®dacoska U
Cmecb ana amnnmdukauum, HeT onacHbIX
3anevyaTaHHas napaguHoOM BellecTB
HeT onacHbIX
PacTteop Tag-nonnmepassbl - -
BeLlecTB
HeT onacHbIX
MuHepanbHoe Macno - -
BeLlecTB

HeT onacHbIX
Cmecb ana amnnudumkaumm - -

BELLECTB
HeT onacHbIX
Monumepasa TexHoTag MAX - -
BELLECTB
HeT onacHbIX
MUP-6yde - -
LP-6ydep BELLECTB
MonoxuTtenbHblM A3unp HaTpus A3unpg HaTpus ABnserca 6e30nacHbIM
KOHTPOJIbHbIN 06pa3seL, meHee 0,1% meHee 0,1% ONsl KOHEeYHOro nosib3oBaTtens

Mpu pabote c Habopom peareHTOB cregyeT MCMNOMb30BaTb CPEeACTBA MHAMBUAYASIbHOW
3aWmnTbl AN NpeaoTBPaLLEeHMs KOHTaKTa C OpraHu3MoM 4esnoseka. llocne okoH4YaHMs paboThl
TLWATENbHO BbIMbITb PYKU. MN36eraTb KOHTaKTa C KOXEW, rnasamMn n CNM3ncTbiMm 06o1o4kamm

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

He ncnonb3oBaTb Habop peareHToB:

- Mpu HapyLweHnn YCI0BMIN TPAHCNOPTUPOBAHMS N XPaHEHUS;

- Mpu HeCOOTBETCTBMM BHELWIHEro BMAA peareHToB, YKa3aHHOro B Macnopte K Habopy
peareHToB;

- NMpw HapyLweHnn BHYTPEHHEN YNaKOBKM KOMMOHEHTOB Habopa peareHToB;

- Mo NCTEYEHNIO CPOKa rogHoCTun Ha6opa peareHTos.

MpumeyaHue - Habop peareHTOB He COAEPXKUT MaTepuasioB 6GMOMOrMYECKOro MPOUCXOXAEHMUS,
BELLECTB B KOHLEHTpaumnsax, o6naaalomnx KaHUeporeHHbIM, MyTareHHbIM AeWCTBUMEM, @ TaKXe BMSAIOLNX
Ha penpoayKTMBHYIO GYHKUMUIO 4enoBeka. [pyM WMCMONb30BaHMM MO Ha3HAYeHWo W CcobnaeHUn Mep

NPeAOCTOPOXHOCTUN ABNAETCA 6e3onacHbIM.
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5 OBOPYOQOBAHME N MATEPUAIDbI
Mpwn paboTe c HabopoM peareHToB TpebytoTca cneayowme obopyaoBaHne, peareHTbl U

pacxXogHble MaTeEpUalbl:

dacoBka U,

®acoska S o3upoBaHue
O6opynoBaHue, peareHTbl U pacxogHble MaTepuanbl A P
aBToOMaTuU-
CTpunbl | NPO6UPKK | py4dHOe
3MpoOBaHHOE
MuP-6okc na na na na
amMnanduKaTop C AeTeKUMNEN B peXMMe peasibHOro BpeMeHu?! aa aa aa aa?
MUKpOLEHTpUdyra-BopTekc aa aa aa aa
OTOp AN MUKpOLEHTPpUdYyrm-BopTekca AN CTPUNOBaHHbIX
poTop A p UeHTPUdY P A P aa HeT HeT HeT
npobmpok 06LEmom 0,2 Mn
XonogunbHUK nnn xonoguiabHaa KaMepa Aaa Aa Aa Aaa
MOpO3uibHas Kamepa HeT HeT Aaa aa
wraTnB «paboyee mecTto» Ans npobupok o6béMoM 1,5 mn aa aa aa aa
wTaTne «paboyvee Mmecto» Ans npobupok o6bLEMoM 0,2 Mn HeT Aa Aaa HeT
wTaTne «paboyvee MecTo» A/ CTPUNOBAHHbIX NPO6MPOK
N aa HeT HeT HeT

06bémom 0,2 mn
[03aTOpbl MEXaHMUYECKME WUIIN INEKTPOHHbIE NepeMEHHOro
06béMa ofHOKaHanbHble, No3Bonsowmne oTbupate 06bEM

aa aa Aa HeT

»xuakoctn ot 0,5 no 10 mMkn, ot 2,0 ao 20 mMkn,
o1 20 ao 200 mkn, ot 200 go 1000 Mkn
HaKOHEYHMKN OAHOpa30oBble C GUALTPOM ANs
rnosyaBToMaTU4YeCKMX A03aTopoB, cBoboaHble oT PHKas n HeT HeT na HeT
OHKas, o6bémom 10 Mk, 20 Mk, 200 Mkn, 1000 mMkn

wTaTMse ANns 403aTOpoB aa aa aa HeT
npobupkn MUKpoLEeHTPUPYKHble 06bEMOM 1,5 Mn
pobwp POUEHTPU®Y ! HeT HeT aa HeT

C Kpbllwkamn, ceoboaHblie oT PHKa3 n JHKa3
npobmpkn aMmnanpukKaumoHHble 06bEMoM 0,2 Mn

HeT HeT aa HeT
C Kpblwkamu, ceoboaHbie oT PHKa3 u [1HKas3
OAHOpa30BbIe NepyaTkn MeanuMHCKMe, 6e3 Tanbka,

aa aa aa aa
TEKCTYpPUpPOBaHHbIE
KOHTelrHep ans cbpoca Mcrnonb3oBaHHbIX HAKOHEYHNKOB,

aa aa aa aa
npobupoK 1 Apyrux pacxoAHbIX MaTepuanos
TpaHcnopTHasa cpeaa (Npu HeobxoamMMocTn) na na na na
dusnonornyecknin pacteop (0,9% NaCl) ctepunbHbIN

aa aa aa aa

(npn HeobxoamMocCTn)

YcTponcTeo gosupyowee ATCTpUM B BapMaHTe UCMOIHEHUS
12M1 nnm 15M1, OO0 «HMNO OHK-TexHonormna», Poccus, HeT HeT HeT na
PY N2 P3H 2015/2982

OAHOpPAa30Bble HAKOHEYHUKN C DUNbLTPOM AN A03UPYOLLEro
ycTponctea ATcTpum B KoMniekTaumm *M1, cBoboaHbie OT

PHKa3z 1 HKa3, 06bémom 200 MKN MM peKoMeHAO0BaHHble HeT HeT HeT na

ANS @aHaNOrM4YHOro UCMOb3YEeMOro A03MPYOLEro

yCTpoKcTBa
1 — panee no TeKkCTy - JeTekTUpylowmin amnnndukatop; TpebyeMmble napameTpbl AETEKTUPYIOLWMUX
aMnandunKaTopoB yKasaHbl HMUXe
2 - TonMbKO ANA AeTekTupylolwero aMmnnaudukatopa <«ATnpainm» (Moaudukauma OTnpanim» *X*),

000 «HMO AHK-TexHonorusa», Poccus, PY N2 ®CP 2011/10229
12
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dacoBka U
®acoska S o3m oaal-m,e
O6opynoBaHue, peareHTbl U pacxoaHble MaTepuanbl A Ld
aBTOMaTuU-
CTpunbl | NpO6UPKK | py4YHOe
3MpoBaHHOE
YCTpoMCTBO AN1s 3anedaTbiBaHMS nnaHweTosB [Tnak, 1
HeT HeT na na
000 «HMNO OAHK-TexHonormnsa»
LeHTpudyra c agantepoM 419 MUKPOMJIaHLWETOB
pudy P P ! HeT HeT nat na
c RCF (g) He Hmxe 100
nosMMepHasi TepMornaeHka 475 3ane4vyatbiBaHus )
HeT HeT na na
MukponnaHweTos MLUP
MukponnaHwert MLP HeT HeT na? nas

Habop/KOMMJIEKT peareHToB ANs BblaeneHus HK u3 6uonorndyeckoro Matepuanas:
— KomnnekT peareHto An4 Bblaenenma JHK MPOBA-PAMNA no TY 9398-015-46482062-2008
000 «HMNO AHK-TexHonormsa», PY N2 ®CP 2008/02939,
— KomnnekT peareHToB a4 BbigeneHus AHK no TY 9398-037-46482062-2009 B dhopMax KOMMeKTaunm
MPOBA-T'C n NMPOBA-TI'C-TIJTIOC, OO0 «HMO AOAHK-TexHonorus», Poccus,
PY N¢ ®CP 2010/08696,
— KoMnnekT peareHToB A/15 BblAeNneHus HyknemHoBbiX kncnoT NMPOBA-HK/MPOBA-HK-MJTIOC
no TY 9398-035-46482062-2009 B popmax koMmnnektauum: komnnekt NMPOBA-HK,
komnnekT MPOBA-HK-MJTKOC, OO0 «HMO AHK-TexHonorus», Poccus, PY N2 ®CP 2010/08867,
— Habop peareHToB 415 BblAENEHUS HYKNENHOBbLIX KncnoT NMNPOBA-MY
no TY 9398-088-46482062-2016 B popme komnnekTaumn NMPOBA-MY-PAMNA,
000 «[OHK-TexHonorus TC», Poccusi, PY N2 P3H 2017/5753,
—Habop peareHTtoB ansa soigenennsa HK yenoseka, 6akTepuin, Bupycos un rpubos
13 6MosIorM4Yeckoro MmaTepuana 4enoBeka n KynbTyp MukpoopraHmamos (MPOBA OMTUMA)
no TY 21.20.23-124-46482062-2021 npoussoactea 000 «AHK-TexHonorusa TC», Poccus,
PY N¢ P3H 2022/17496.

Habop peareHTOB NMPUMEHSAETCS C AETEKTUPYIOWMMU aMMIMdUKaTOpaMn MAAHLLETHOMO U
pPOTOPHOro TUMa C CUCTEMOM pAeTekuun GYOPECLUEHTHONO CUrHana B PEeXUME peasbHoro
BPEMEHMW, 3aPErncTpUpoOBaHHbLIMM B YCTAHOBJIEHHOM nopsake B P® m cooTBETCTBYHOLWMMMU
cnepywowmm TpeboBaHUSM:

- obecneumBaetcsa pabota c 06bEMOM peakUuMOHHOM cMecn 35 Mkn (pacoBka S) mnm 18 Mkn
(dpacoska U);

- obecneunBaetcsa pabota ¢ pnayopodopamm: Fam, Hex (Vic), Rox, Cy5;

- nogorpeesaemasl Kpbilka ¢ Temnepatypoi 6onee 100 °C;

- CKOpOCTb Harpesa He MeHee 2 °C/cek;

- CKOpPOCTb OoXxNnaxaeHus He MeHee 1 °C/cek;

- TOYHOCTb NOAAEPXAHMS U OA4HOPOAHOCTbL TeMnepaTtypbl He 6onee £ 0,4 °C.

1 — npn MCNOIb30BaHUM MUKPONMIAHLLETOB

2 — ToNbKO MUKporfaHweTbl MLUP 96 nyHOK, HEe WCnoNb3ylTcs ANA AETEeKTUPYHLEero amnandukaropa
«ATnant»

3 - Tonbko MuKponaaHweTsl MLUP 384 nyHku

4 — BO3MOXHOCTb UCMOb30BaHNs Habopa/KoMMNeKTa peareHToB Ans BbiaeneHns AHK onpeaensieTcs Buaom
6buonornyeckoro matepmana (7.1)

13
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B xo4e KAMHMYECKUX WCMAbITaHU BanuMAMPOBaHbl cneaylolne aeTekTupylowme
aMnnambunKaTopsbl:
- «ATnpanm» (mMoamndukaumsa «ATnpanm *M*»), 000 «HMNO AHK-TexHonorus», Poccus,
PY N2 ®CP 2011/10229;
- «OTnpanm» (moaudumkauma «ATnpanm *X*») 000 «HIMO [OHK-TexHonorusa», Poccus,
PY N° ®CP 2011/10229 (Tonbko ana Habopa peareHToB B hacoske U Ansa aBToMaTM3MpoBaHHOIO
[03NpOBaHuA);
- «OTnant» (Mmoandukauma <«OATnant *S*»), 000 «HMNO [AOHK-TexHonorusa», Poccus,
PY N° ®CP 2011/10228 (Tonbko ans Habopa peareHToB B pacoBke S; B hacoske U Ans pyyHoro
A03MPOBaAHNSA MPU NCMONb30BaHUN NMPOBUPOK);
- CFX96, Bno-Pag JlabopaTtopwmes, UHk; CLUA, PY N2 ®C3 2008/03399;
- Applied Biosystems QuantStudio 5, «Jlaind TekHonogxuc Xonauurc Mre. Jitg.», CuHranyp,
PY N¢ P3H 2019/8446.

Mo BompocaM MpUMeEHeHUs AeTEeKTUPYHLUX aMnandUKaTopoB, HE yKa3aHHbIX Bbille,

TpebyeTca cornacoBaHue c npousBoauTenemM Habopa peareHToB.
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6 AHAJTINSNPYEMBbBIE OBPA3LbI

6.1 MaTepuan ons nccneaoBaHus
Ona  uccnepoBaHMS  UCMOML3YKOT  MOYY UM COCKOObI  3NUTENManbHbIX  KIEToK

N3 YPOr€eHMUTabHOIro TpakKTa.

6.2 O6bwme TpeboBaHus

NccnepoBanHme w™etogoMm T[IUP oTHocmTCcs K npsMbiM  MeTogaM JnlabopaTopHOro
nccrnenoBaHus, No3ToMy B3siTMe 6MOI0rM4Yeckoro Matepmana dYenoBeka Heo6xoaAnMMo NpoBOAUTb
M3 MecCTa siokanmsaunm nHgeKuMoHHOro npouecca. PeweHne o Heo6xoaMMOCTM nUccnenoBaTb Ty
WAW MHYIO0 NOKaausauumio NpuHUMAET sedaliMin Bpad Ha OCHOBaHMM cobpaHHOro aHamHesa U
K/IMHUYECKOM KapTuHbl 3aboneBaHusl.

Onsa nony4vyeHns KOppEeKTHbIX pe3ynbTaTtoB 60nblloe 3HaYeHne UMEeeT Ka4vyeCTBO B3ATUS
obpasua 6HuomaTepmana AnNa UCCAefOoBaHUS, €ro  XpaHeHue, TpaHCnopTMpoBaHuMe u
npeasaputenbHas obpaboTka.

HenpaBunbHoe B3aTMe buoMaTepuana MOXeT NPMBECTU K MONYYEHUID HeAOCTOBEPHbIX
pe3ynbTaToB W, BCAeACTBMUE 3TOr0, HE06XOANMMOCTU ero NOBTOPHOIO B3ATUS.

Ha astane noarotoBkn 6uomatepuana WCNOAb3YWATE HAKOHEYHUKU C  UIbTPOM,
cBoboaHble oT PHKa3 1 HKas.

Ona npepoTtBpalleHnUss KOHTaMUMHAUWMKM OTKpbIBAMWTE KpbIWKY TONbKO TOW Npobupkw,
B KOTOpYlo OyaeTte BHOCMTb OuosiorMyeckumini Matepuan, W 3akpbiBante ee nepen paboTtoin
CO cnepyiolen Nnpobupkon.

MpunmeyaHne - B3aTne, npeaBapuTenbHytd 06paboTky, XpaHeHMe W MepeBO3Ky, nepegavy
uccneayeMoro Martepuana B Apyrve opraHmsaunm OoCyLEeCTBAAKT COMacHO MHCTPYKTUBHO-METOAMYECKUM

[OKYMEHTaM, PpernameHTUpyloWmnM BbINO/IHEHNE WUCCNeA0BaHUM B COOTBETCTBUM C  TpeboBaHMAMU
MY 1.3.2569-09 n CaHlunH 3.3686-21.

6.3 B3aTne matepmana Ha nccnegoBaHue

BHUMAHME! Mepen sbigeneHnem AOHK MoxeT noTpeboBaTbcs npeaBaputenbHas obpaboTka

obpas3uoB buonormueckoro matepmnana (6.5).

6.3.1 Moua
B3saTne ™matepuana npoBOAUTCS B COOTBETCTBMM C WMHCTPYKUMSIMU MO MNPUMEHEHUIO

ncnonb3lyembix HabopoB/KOMMAEKTOB peareHToB Ans Bbigenenmsa HK (7.1).

6.3.2 Cockobbl anuTenmanbHbIX KNETOK U3 YPOreHMUTaIbHOrO TpakTa
B3saTne MaTtepuana oCyWecTBASIOT C MOMOLLbIO CheumanbHbiX MeAUULUHCKUX U34enun,
UMEIOLWMX perncTpaumoHHble Y40CTOBEPEHUS, COrMTAaCHO YCTaHOBMIEHHOW B 3aBUCUMMOCTH

OT UCTOYHMKA BUONOrMYecKoro MmaTepumana npoueaype.
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BHMMAHME!

1. Ncnonb3oBaHue UMTOWETOK A8  B3ATMA COCKOGOB W3  ypOreHUTasIbHOro TpakTa
NMpoTMBOMNOKa3aHo Npu 6epeMeHHOCTH.

2. B3atne maTtepmana B npobupku c peaktmsoM «IMPOBA-PAMWL» ocyLllecTBAsSeTCs CYyXUM
30HAoM! HeobxoamMO WCKNOUMTD KOHTAKT pacTBopa C KOXEeW, rfasamMm W  CAM3UCTbIMU
obonoykamu.

3. Mepen nonydyeHmem cockoba sanuTenmManbHblX KAETOK W3 ypeTpbl, C 3agHero csoga
BNaranuwa u uepBuKasbHOro KaHana cesobogHo cTekatolwee otaensieMoe HeobxoAMMoO yaanuTb

CTEPUNIbHbIM BAaTHbIM TaMMOHOM.

OrpaHnueHue MetTogal: MecTHOE NpUMEHEHWE JNeKapCTBEHHbIX MpenapaTtos, Y3U
BarvHasbHbIM AAaTYMKOM MeHee 4yeM 3a 24 yaca A0 MccefoBaHus.
B3aTne ™MaTtepuana npoBOAMUTCS B COOTBETCTBMM C WHCTPYKUMSAMM MO MNPUMEHEHUIO

MCNosib3yeMbiX HabopoB/KOMMAEKTOB peareHToB Ans Bblaenenms HK (7.1).
6.4 TpaHcnopTupoBaHMe U xpaHeHne obpasuosB buonormyeckoro Mmatepmuana

6.4.1 Moua
YCnoBuUS TPaHCNOPTUPOBAHUS U XpaHeHUS 06pa3LoB MOUM ONpeaensatoTcs MHCTPYKUNAMN
no NPMMEHEHUI0 pEeKOMeHAYeMbIX HAbOPOB/KOMNEKTOB peareHToB Ansa BbiaeneHns AHK
(7.1) nnn ncnonb3yembix AN TPAHCMNOPTUPOBAHUS N XpaHeHUs 06pa3LoB TPAaHCMOPTHbIX
cpea.
Jonyckaetcs xpaHeHune obpas3uoB npu Temnepatype oT 2 °C go 8 °C He 6onee 24 u.
B cnyyae HeBO3MOXHOCTM [AOCTaBkM MaTepuana B snabopaTopuio B Te4YeHUe CyTOK
[OMycKaeTcsa OJHOKpaTHOe 3aMopaxuBaHue MaTepuana. [onyckaeTcs XpaHeHue
3aMOpPOXEHHOro MaTepuasa npu temnepartype oT MUHyc 18 °C go MuHyc 22 °C B TeueHue
ofHOM Hepenn (ecnu 3TO He MNPOTMBOpPeYUT TpeboBaHMAM K  WUCMOSIb3yeMblM

HabopaM/KOMNeKTaM peareHToB Ans BblaeneHmsa HK).
BHWUMAHME! [JonyckaeTca nnwb O4HOKPaATHOE 3aMOopaXxXunBaHme-oTTtanBaHme matepumana.

6.4.2 Cockobbl annTennasnbHbIX KNEeTOK U3 YPOreHUTasibHOro TpakTa

YcnoBMS TPaHCNOPTUPOBAHUA W XpaHEHUss COCKOBOB M3 ypoOreHuMTanbHOro TpakTa
onpeaensaTcs MHCTPYKUMSAMU MO NMPUMEHEHUIO peKoMeHAYyeMbIX HabopoB/KOMMAEKTOB
peareHToB Ana Bbigenenms OAHK (7.1) unm mucnonb3yeMbixX ANs TPAHCMOPTUPOBAHUA U
XpaHeHns obpa3yoB TPaHCNOPTHbLIX cpes.

JonyckaeTcsa xpaHeHune obpasuoB npu temnepartype oT 2 °C go 8 °C He 6bonee 24 u.
B cnyyae HeBO3MOXHOCTM [AOCTaBKM MaTepuasa B nabopaTtopuio B TeuyeHue CyToK
JONycKaeTcs OAHOKpaTHOe 3aMopaxuBaHue MaTtepuana. [onyckaeTcsd XpaHeHue
3aMOpPOXEHHOro MaTepumana npu TemnepaTtype ot MMHyC 18 °C go MmHyc 22 °C B TeyeHue
ofHOro mMecsaua (ecnu 3TO He MPOTUBOPEYMT TpeboBaHMAM K  WUCMNOJSIb3yeMbIM

Habopam/koMnaekTam peareHToB A5 BbiageneHmns HK).

1 - ecnuM 3TO He MpOTMBOpPEUUT TpeboBaHWAM K MWCMNOMb3yeMbIM HabopaM/KOMMIEKTaM peareHToB
ansa sblaeneHns HK
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BHUMAHME! [lonyckaeTcs nuvb OAHOKpATHOE 3aMopaXunBaHMe-oTTanBaHme Matepuana.

6.5 MoaroToBka 6MONOrMYECcKOro MaTepuana Yenoseka Aansa BblaeneHms AHK

MoarotoBka 6uonoruyeckoro Matepuana (nNpu  Heob6xoAMMOCTM)  MPOBOAMTCS
B COOTBETCTBMM C WHCTPYKUMSIMU MO MNPUMEHEHUID WCMONb3yeMbIX HabopoB/KOMMIEKTOB

peareHToB Ans BbigeneHna HK (7.1).

7 NPOBEAEHUE AHAJIN3A

7.1 Bbiaenenmne AHK 13 6buonormnuyeckoro matepmana
Ona Bblaenenns OHK pekoMeHAayeTcs MCMONb30BaTb HaboOpbl/KOMMAEKTbl pEAreHTOoB,
MMerLne perncTpaunoHHble yOOCTOBEpPeHUs MeaMUMHCKOro wusgenus wn npegHas3HadeHHble

019 COOTBETCTBYIOWMX BUAOB bBuomaTepuana C uenbko nocnegywowero uccneposaHma [OHK

metogom [MUP, Hanpumep, T[MPOBA-PAMWL, TMPOBA-HK, TMMPOBA-HK-MJIIOC, MPOBA-IC,
MPOBA-IC-MNJIIOC, NMPOBA-MY-PAMKNA, MPOBA-ONTUMA (Tabnnua 2).
Tabnuya 2 - Habopbl/KOMMNNEKTbl peareHTOB, peKOMeHAOBaHHbie ans BbigeneHns AOHK

ONS AanbHeNLWero ncciegoBaHns ¢ ncnosibdosaHneM Habopa peareHtoB TNC Komnnekc

MuHuMmanbHoe
Ha6op/koMmnnekT peareHtoB, PY BbuomaTepuan KOJIMYecCTBO 3J1t0aTa,

MK
KomnnekT peareHTos NMPOBA-HK Moua, cockobbl
000 «HMNO AHK-TexHonorusa», Poccus, 3NUTENnanbHbIX KNETOK 50
PY N° ®CP 2010/08867 M3 YpOreHUTanbHOro Tpakra
KomnnekT peareHTtos NMPOBA-HK-IMJTHOC Moua, cockobbl
000 «HMNO OHK-TexHonormna», Poccus, aNUTENNaNbHbIX KIeToK 300
Py N° ®CP 2010/08867 M3 YpOreHUTasibHOro TpakTa
KomnnekT peareHToB NMPOBA-TC, Moua, cockobbl
000 «HMO AHK-TexHonorusa», Poccus, 3NUTENNANbHbIX KIEeTOK 100
PY N° ®CP 2010/08696 M3 YpOreHUTanbHOro Tpakrta
KomnnekT peareHtos NMPOBA-IC-TJHOC, Moua, cockobbl
000 «HMNO AHK-TexHonorusa», Poccus, 3NUTENnanbHbIX KNETOK 300
PY N2 ®CP 2010/08696 M3 YpOreHUTanbHOro Tpakrta
Habop pearentoB NMPOBA-MY-PANUA, Cockobbl anuTennanbHbIX
000 «HK-TexHonorusa TC», Poccus, K/1eTOK U3 YPOreHUTas bHOro 100
PY N¢ P3H 2017/5753 TpakTa
KomnnekT peareHtoB NMPOBA-PANNA, Moua, cockobbl
000 «HIMNO AHK-TexHonorusa», Poccus, 3NUTENNaNbHbIX KIEeTOK 500
PY N° ®CP 2008/02939; M3 YPOreHUTanbHOro Tpakra
Habop peareHtoB NMPOBA-ONTUMA, Moua, cockobbl
000 «[OHK-TexHonorusa TC», Poccus, ANUTENNanbHbIX KJIETOK 400
PY N° P3H 2022/17496 M3 YpOreHUTanbHOro Tpakra

Boiaenenne AHK 13 nccneayemoro matepuana NpoBOASAT B COOTBETCTBUN C MHCTDYKLI,Meﬁ

no NpUMEHEHUNIO NCNOJIb3YEMOIo Ha60pa/KOMI'IJ'IeKTa peareHTos.

BHMUMAHME! OpHoBpeMeHHO ¢ BbiaeneHnem AHK u3 6uonormyeckoro matepuana Heobxoammo
NOArOTOBUTbL OTpULATENbHbIN KOHTPONbHbIN o0b6bpasey M MNPoOBEeCcTM ero 4epes BCe 3Tanbl
npobonoAroToBkM. N8 3TOro pekoMeHAYyeTCs WCMNOoMb30BaTb (PU3MONOTMYECKUA pacTBOp Wun
oTpuuaTeNbHbIM KOHTPONbHbIN 06pasel, BXOASAWMA B COCTaB Habopa/KoMMiekTa peareHToB
ANS BblAeNEHUS HYK/IEMHOBLIX KWUCNOT, B 06béMe, yKaszaHHOM B MHCTPYKLWU MO MPUMEHEHUIO

cooTBeTCTBYHOLWEero Habopa/KoMneKTa peareHToB.
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7.2 Moprotoeka un nposegeHue MNLP. ®acoska S
BHUMAHME!
1. Mpn npoBeaeHMM BCEX MOCeAYHOWNX AENCTBUNA cnepyeT mlberatb BO3AENCTBUSA MPAMbIX

COJTHEYHbIX JIy4el Ha NpPobupkM Co cMecbto Ans amnandukaumm!
2. [pu ncnonb3oBaHuM Habopa peareHTOB B BapuvaHTe UCMOJIHEHUA «dacoBka S, CTpuMbI»
cneayeT cTporo cobnoaaTb KOMMIEKTHOCTb CTPUMOB M KpbIlWEK K HUM. He NCNonb30BaTh KPbILWKK

K CTpunam us gpyrmux Habopos peareHToB!

7.2.1 TlpoMapkupyihTe no OAHOM npobupke/cTpunoBaHHONW nNpobupke CO CMecCblo
ans amnnmdukaumm, 3anevyataHHoOM napaduHoOM, ANs KaXxaoro HenssecTtHoro obpasua,
ANa oTpuuaTesbHOro KOHTposibHOro obpasua (K-) v 415 nof0XUTENbHOMO KOHTPOJIbHOIO

obpasua (K+).

BHMUMAHME! KonnuyecTtBo peareHTOB paccymMTaHo He 6onee yeM Ha 24 NOCTaHOBKW Npu YC0BUMK
BapmabenbHOro Kon4yecTea HeEM3BECTHbIX 06pa3uoB, 1 oTpuUaTeNbHOro0 KOHTPOSIbHOro obpasua

1 1 NONOXUTENbHOrO0 KOHTPOJIbHOIO 06pa3sua B KaXAoW NocTaHOBKE.

Mpumep:
Heobxoanmo npoaHanuamMpoBaTb 4 HeM3BeCTHbIX o06pa3ua. s 3Toro HyXHO
npomMapkmpoBaTb 4 NpobuUpkn Ans HEM3BECTHbIX 06pa3uoB, oaHy Npobupky ans «K-» n

ofHy npobupky ansa «K+». Obwee konnyectso Npobupok — 6.

7.2.2 BcTpaxHuTe npobupKy c pacTtBopoM Tag-nonmmepasbl Ha MUKpOLEHTpudyre-soprTekce
B TedeHue 3-5 c n ueHTpudyrmpyite Ha MMKpoLEeHTpUdyre-sopTekce B TeyeHne 1-3 c.

7.2.3 [JobaBbTe BO BCe MNpoMapkKupoBaHHble Npobupku, He noBpexpas Ccnon napaduHa,
rno 10 mkn pacteopa Tag-nonnMmepassbi.

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

7.2.5 BcTpaxHuTte  nNpobupKky C  MOSIOXWUTENbHbIM KOHTPOJIbHbIM obpasuom Ha
MUKpOLEeHTpudyre-sopTekce B  TeuyeHwue 3-5¢ " LeHTpudyrmnpynite Ha

MUKpOLEeHTpudyre-sopTekce B TeveHne 1-3 c.

BHUMAHME!

1. Mpn  wucnonb3oBaHmn ansa  BbigeneHnsa OHK  HabopoB/KOMMNIEKTOB  peareHToB
MPOBA-PANKNA, MNPOBA-HK, TMPOBA-HK-MNKOC, TMPOBA-ONTUMA BCTpsAXxHUTE Npobupku ¢
npenapatoM AHK 1 oTpuuaTenbHbIM KOHTPO/IbHbIM 06pa3LoM Ha MUKpPOLEHTPpUdyre-sopTekce B
TeyeHue 3-5 C n ueHTpUdyrnpymTe Ha MMKpoLEeHTpUdyre-eopTekce B TeyeHme 1-3 c.

2. Mpn wncnonb3oBaHnun pna  sblagenenma [JHK komnnektoB peareHToB [1POBA-ITC u
MPOBA-IC-MJTKOC BcTpsixHuTe npobupkn ¢ npenapatom AHK u oTpuuaTenbHbIM KOHTPOJbHbIM
06pa3uoM Ha MUKpoueHTpudyre-soptekce B TedeHne 3-5C u ueHTpudyrnpyinte npu
RCF(g) 12000 - 16000 B TeyeHMe OA4HON MUHYTbI AN OCaxAaeHusa copbeHTa. B cnyyae ecnu
nocsne BblAENEHUS HAA0CAA04HAnA XMAKOCTb, coaepxallas BolaeneHHyto [HK, 6bina nepeHeceHa
B HOBble Npobupku, UeHTpudyrMpoBaHMe MoCne BCTPSXMBAHUA  MPOM3BOAUTCA  Ha

MUKpoOLEeHTpudyre-sopTekce B TeueHune 3-5 c.
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3. Mpn wncnonb3oBaHun Ansa  BbigeneHns [OHK Habopa peareHtoB [MPOBA-MY-PANNA
HeobxoanmMO, He BCTpAxMBas, UeHTpudyrmposBaTb npobupkm ¢ npenapatom [OJHK wu
oTpuuUaTeNbHbIM KOHTPOJIbHbIM 06pa3yoM Ha MUKpoueHTpudyre-sopTekce B TeveHue 1-3 ¢,
3aTeM nomMecTuTb nNpobupku ¢ npenapatoMm AHK B MarHuTHbIA wTaTMB. B cnyyae ecnm nocne
BblAeNeHns HagocafouvHas XMAKOCTb, coaepxawas BblgeneHHyto [AHK, 6bina nepeHeceHa
B HOBble Mpobupku, cneayer BCTPAXHYTb Mpobupkm ¢ npenapatom AHK v oTpuuatenbHbiM
KOHTPOJIbHbIM 06pa3LOM Ha MUKpPOLEeHTpudyre-sopTekce B TedeHne 3-5 ¢ n ueHTpmudyrmposaTtb
Ha MuKpoLueHTpudyre-sopTekce B TeveHue 1-3 c.

4, Ona npenoTepalleHns KOHTaMUHauun cneayet nepeq BHeceHmeM JHK oTKpbiBaTh KpbILWKK
TONIbKO Tex npobupok, B KOTopble ByaeT BHOCUTbLCSA AaHHbIA obpasel, u 3aKpbiBaTb UX, nepea
BHeceHueM cnegytowero. B cnyyae ncnonb3oBaHMsa CTPUNOB CneayeT 3aKpblBaTb KPbILWKY CTpMna
rnocne BHeceHMss B Hero obpas3uoB nepen Hadanom paboTbl CO cneaywowuMm. 3akpbiBanTe
npobupkun/ctpunbl nNaoTHo. [Mpenapatel OHK ©n KOHTpoOnbHble o06pa3ubl cregyer BHOCUTH

HaKOHEUYHUKaMK C PUIbTPOM.

7.2.6 BHecuTe B COOTBETCTBYKOLIME TMpPOMapKMpoOBaHHble MNpobGUMPKN AN HEU3BECTHbIX
obpasuoB, He noBpexpasa cnoi napaduHa, 5,0 Mkn BbigeneHHoro wm3 o6pasuos
npenapata AHK. B npobupku, npoMapkmnpoBaHHble «K-» 1 «K+», HK He BHOCUTCS.

7.2.7 BHecuTe B npobupky, NpoMapkuMpoBaHHYyk «K-», He nospexaas c/ion napaduHa,
5,0 MKN oTpuuaTenbHOro KOHTpOnbHOro obpasua, npoweawero atan BbiaeneHna AHK
(cm. 7.1).

7.2.8 BHecuTe B npobupky, npoMapkumpoBaHHyk «K+», He noBpexaas cnol napaduHa,
5,0 MK MOM0OXUTENBHOIO KOHTPOAbHOIro obpasua.

7.2.9 LUeHTpudyrupyiite BCce npobmMpKku/CTpmnbl Ha MUKPOLEHTpUdyre-BopTekce B Te4yeHue
1-3 c.

7.2.10 YcTtaHoBuTe BCe Npobupkun/cTpunel B 6510K AeTeKTMpytowero amMmnamndunkaTopa.

7.2.11 [nsa petekTupyowmx amnangunkatopos cepum OAT:
3anycTuTe nporpaMmMmHoe obecnevyeHue aeTekTmpytowero amnandukartopa. NMpu nepsomM
nposegeHun MUP 3arpysute cooTBeTcTBYOWMI TecT! [anee M nNpu nocneayomx
NOCTaHOBKax Co3J4anTe COOTBETCTBYHOLWMA MNPOTOKON  WUCCNEAOBAHUA:  YKaXuTe
KONM4YecTBO UM unaeHTudwukaTtopbl o06pasuos, B TOM UWUCAE OTPUMUATENLHOrO W
NONOXUTENbHbIX KOHTPOSbHbLIX 06pa3LoB, OTMETbTE pacnosioXeHne npobupok/cTpunos
Ha MaTpuue TepMmobsioka B COOTBETCTBMM C UX yCTaHOBKOM u npoeeaute MLP c yyeTom
06béMa peakLMOHHOM cMecK, paBHoro 35 Mk. Mpu Bbibope TecTa AoKHA oTobpaxaTbcs
nporpamma, npmeeaéHHas B Tabnuue 3.

7.2.12 [Onsa petektupytowmx amnampukatopos CFX96 n Applied Biosystems QuantStudio 5:
Mposeaute MUP c yyeTOoM 061EMa peakuMOHHOM cMecu, paBHoOro 35 Mk, No NnporpamMmam

amnandukaummn, npmeeaéHHbIM B Tabnnuax 4, 5 COOTBETCTBEHHO.

1 — TecT pna geTekTUpylowmnx amnandukaTopos cepun AT co3aaéTtca NnyTéM BBoAa NapaMeTpoB (NapaMeTpsi
TecTa yKasaHbl B [punoxeHun A) unm npeaocTaBnseTcs nponssoanTeneM Habopa peareHToB
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Ta6bnuua 3 - MNporpaMmma aMmnanduKkaunmn ans AeTeKTMpyowmx aMmnandukatopos «ATnpanm»,

«ATnant» (dacoska S)

Ne Yucno Pe>xuM onTnyeckmx
TeMmnepartypa, °C MUWH C . Tun 6noka
6510ka LIMKJIOB n3MepeHnm
80 0 30
1 1 LUwnkn
94 1 30
94 0 30
2 5 Uwnkn
64 0 15
94 0 10
3 45 Lnkn
64 0 15
4 94 0 5 1 Unkn
5 101 XpaHeHune XpaHeHune
V - pexuM ONTUYECKUX U3MepeHU

Tabnuuya 4 - MNporpaMma amMnandukauum ans aeTtekTupyowmx amnnmdunkatopos CFX96

(dbacoBku S, U)

N2 6s10ka TemnepaTtypa, °C Bpewms, KonuuyectBo UnMknos
(Step) parypa, MMH: cek (noBTOpOB)
1 80 01:00 1
2 94 01:30 1
3 94 0:15
50
4 64 v 0:20
V - pexuM ontuyeckmx nsmepeHuii (Plate Read), ycTaHOBUTbL U3MepeHune dhyopecueHUmm Mo
HeobxoauMbIM kaHanam getekumn (Fam, Hex, Rox, Cy5) npu 64 °C

Tabnuua 5 -

MporpammMa

amMmnandmkaumm

Applied Biosystems QuantStudio 5 (¢pacosku S, U)

ANS  AeTeKTUpPYHLWNX amMnandukaTopos

Cragma N° wara Temnepatypa, °C Bpems, KonnuyecTtso uMKIoB
MMUH: ceK (noBTOpOB)
Craaus 1 80 01:00 1
yAep>XXaHus 2 94 01:30 .
1 94 0:20
Crapusa MNupP 50
2 64 v 0:20
Vv - cbop AaHHbIX Ana HeobxoamMbix dnyopodopos (Fam, Vic (Hex), Rox, Cy5) BkoueH

1 — ponyckaeTcs XxpaHeHue npu TemnepaTtype 25 °C
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7.3 MoarotoBka u nposeneHune MUP. ®acoska U, pyyHoe ao3mpoBaHune

BHUMAHME!

1. Ona amnandukaummn cnegyeTt Ncnosb3oBaTb O4HOPA30Bbie aMNIN@PUKALMOHHbIE NPobnpku
06béMOM 0,2 M MM MUKponnaHweTbl MUP 96 nyHok!, repMeTMsnpyembie TEPMOMJIEHKON.
He pekomeHAyeTCsi UMCMO/b30BaTb CTPUMNOBaHHble NpobuMpkM B CBA3M C  OMACHOCTbIO
noctamnamdmKaumoHHON KOHTaMUHauUMu.

2. Mpn npoBeaeHMN BCeX MOCienylOWNX AeNCTBUA cnepyeT m3beratb BO3AENCTBUSA MPSAMbIX

COJSTHEYHbIX JlyYel Ha NpPoBbUpKM CO CMecbto Ana amnandukaumm!

7.3.1 TlpomMmapkupyihte Heobxoammoe KOAMYECTBO OAHOPA30BbIX aAMMAMMUKALNOHHBIX
npobupok 06béMom 0,2 MA MM MUKpPOMJaHWeT 96 NYHOK AN HEU3BECTHbIX 06pa3uos,
ONS OTPULATENIbHON0 KOHTPOJIbHOIrO obpasua «K-» M NoMOXUTENbHOIO0 KOHTPOJIbHOIO

obpasua «K+»,

MpuMeyaHne - PekoMeHAyeTCA MOCTAHOBKA He MeHee 5 06pasuoB B OAHOM WUCC/eAOBaHUK

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

Mpumep:
HeobxognMo npoaHanu3amMpoBaTb 4 Heu3BeCTHbiX obpa3ua. [ns 3TOoro  HyXHO
npomMapkmpoBaTb 4 NpobupknM Ansl HEM3BECTHbIX 06pasuoB, O4HY MPOBUPKY/NYHKY ANs
«K=» 1 ogHy npobupky/nyHky ansa «K+». Obwee Konnm4yecTso npobupok/nyHoK — 6.
7.3.2  BcTpsixHuTe NpobupKy Cco CMechio Anst aMnnandukaumMm Ha MUKpOLLEHTpUdYyre-BopTekce
B TedeHune 3-5 c u ueHTpudyrnpyiite Ha MUKpoueHTpudyre-BopTekce B TeyeHme 1-3 c.
7.3.3 BHecuTe BO BCe NpoMapKUpOBaHHblE NPOBUPKU/NYHKN MUKpOMaHLwWweTa (Bka4Yas «K-»
n «K+») no 6,0 mkn cMecu ana amnandukaumm.
7.3.4 BctpaxHute npobupkm ¢ TMUP-6ydepom n  nonuMmepasor  TexHoTaq MAX
Ha MuKpoueHTpudyre-sopTekce B TeyeHue 3-5¢ n LeHTpudyrmnpynite

Ha MuKpoueHTpudyre-sopTekce B TeveHue 1-3 C.

BHUMAHME! T[Monumepasy TexHoTaq MAX cnepyet pgocrtaBaTb M3 MOPO3WbHOW KaMmepbl

HEeNnocpeacTBeHHO nepea 1UCrnoJib30BaHNEM.

7.3.5 MpuroTtosbTe cMechb MNLUP-6ydepa ¢ nonmMmepason TexHoTaq MAX. ina aToro cMewanTe
B OTAE/IbHOM 04HOpa30BoOn npobupke:
- 6,0 x (N+1) mkn NUP-6ydepa,
- 0,3 x (N+1) Mkn nonuMmepasbl TexHoTaq MAX,
rae N — KonM4yecTBo NPOMapKMPOBaHHbIX NPOBMPOK/KONMYECTBO HEOHXOAMMbBIX JTYHOK

MUKpornaHiweTa ¢ y4€toM «K—», «K+»,

1 — ans peTekTUpylowmx amMmnandukaTopos «ATnanT» MUKponaaHweTbl 96 IYHOK HE UCMONb3YTCA
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Mpumep:

Heobxoanmo  npoaHanu3mpoBaTb 4  HeusBeCTHbiXx obpasua, <«K-», «K+».
MpoMapknpoBaHHbIX Mpobupok - 6. HyxHO npurotoButb cMmecb [UP-6ydepa un
nonnmepasbl TexHoTaq MAX ansa 7 (6+1) npobupok/nyHok, T.e. 42 mkn MNUP-6ydepa +

2,1 Mkn nonuMepasbl TexHoTaq MAX.

7.3.6 BcTpaxHuTe npobupKky C npurotosneHHol cmecbto [LP-6ydepa v nonumepassbl
TexHoTaqg MAX Ha MUKpoueHTpudyre-sopTekce B TedeHne 3-5 C n ueHTpudyrmnpymte

Ha MuKpoueHTpudyre-sopTekce B TeyeHue 1-3 C.

BHUMAHME! Cwmecb MMUP-6ydepa v nonumepasbl TexHoTaqg MAX Heob6xoaAnMMO roToBUTb

HenocpeacTtBeHHO nepea McnoJib30BaHUEM.

7.3.7 [dobaBbTe B NpoOBUPKU/IYHKN CO cCMecbio Aans amnamdpukaumm no 6,0 Mkn cmecu

MuP-6ydepa n nonumepasbl TexHoTaq MAX. 3akponTte npobupku.

BHUMAHME! Tlocne pobaenenms cmecn T[UP-6ydepa v nonumepasbl TexHoTaq MAX
B MPOBUPKU/NYHKM CO cMecbl ans aMmnandukaumm HeobxoamMMo B TeyeHume ABYX 4acoB
BbINOAHUTL 7.3.8 — 7.3.14.

7.3.8  BcTpaxHUTe NpobupKy C NOMOXKUTENbHBIM KOHTPOIbHLIM 06pa3LIOM Ha MUKpOLLEHTpUdyre-
BOpTEKCe B TeyeHMe 3-5cC M ueHTpudyrupyimte Ha MWUKPOLIEHTpUdyre-BopTekce B

TeueHune 1-3 c.

BHUMAHME!

1. Mpun  wucnonb3oBaHun ansa  BbigenenHns OHK  HabopoB/KOMMNIEKTOB  peareHToB
MPOBA-PAMKNA, MNPOBA-HK, TMPOBA-HK-MNKOC, MPOBA-OMNTUMA BcTpssxHUTE nNpobupku c
npenapatoM AHK 1 oTpuuaTenbHbIM KOHTPOJIbHBIM 06pa3LoM Ha MUKpOLEHTPpUdyre-sopTekce B
TeyeHue 3-5 C n ueHTpUdyrnpymTe Ha MUKpoLEeHTpUdyre-eopTekce B TeyeHue 1-3 c.

2. Mpu wucnonb3oBaHun pna BblgenedHns [OHK komnnektos peareHtoB [MPOBA-TC u
MPOBA-TC-TUTKOC BCTpsixHUTe npobupku ¢ npenapatoM OHK n oTpuvuaTenbHbIM KOHTPOSbHbIM
obpa3uoM Ha MukpoueHTpudyre-soptekce B TeyeHue 3-5¢c u ueHTpudyrmpymnte npwu
RCF(g) 12000 - 16000 B TeuyeHMe O4HOW MWUHYTblI ANs ocaxaeHus copbeHTa. B cnydyae ecnum
rnocne BblgeneHns HagocagouyHas XUAKOCTb, cogepxkallas sbigeneHnyto HK, 6bina nepeHeceHa
B HOBble  MNpobupku, UeHTpudyrMpoBaHMe TMoc/le  BCTPSIXMBaHMS  MPOU3BOAMTCS  Ha
MUKpoLeHTpudyre-sopTekce B TeyeHne 3-5 c.

3. Mpun wucnonb3oBaHun Ana  BbligeneHns [OHK Habopa peareHtoB [MPOBA-MY-PANNA
HeobxoaAMMO, He BCTpsAXMBas, UeHTpudyruposatb npobupkn ¢ npenapatom [OHK wu
oTpuUaTesNbHbIM KOHTPOJIbHbIM 06pa3sLoM Ha MWUKpoueHTpudyre-BopTekce B TedeHue 1-3c,
3aTeM NMoMecTuTb Npobupku c npenapatom [HK B MarHuWTHbIA wWTaTMB. B cnyyae ecnu nocne
BblAe/IeHNs HafocafouHas XWAKOCTb, cofepxawas BbigeneHHyto [OHK, 6bina nepeHeceHa
B HOBble NpobupKu, creayeT BCTPSAXHYTb Mpobupkm c npenapatoMm OHK v oTpuuaTenbHbIM
KOHTPOJIbHbIM 06pa3L oM Ha MUKpOLEeHTpudyre-sopTekce B TedeHne 3-5 ¢ n ueHTpudyrnposatb

Ha MUKpoLEHTpudyre-sopTeKCe B TeueHme 1-3 c.
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4. [ns npeaoTBpalleHMs KOHTaMMHauWn cneayet nepes BHeceHeM [HK oTKpbiBaTb KpbIWKK
TONbKO Tex Npobupok, B KOTOpble 6yAeT BHOCUTLCS AaHHblii o6pasel, U 3akpbiBaTb UX nepes
BHECEHMEM creaytlollero. 3akpbiBalite npobupku nnoTHo. Mpenapatbl AHK M KOHTpObHbIE

O6p33Ll.b| cneayetr BHOCUTb HaAKOHEYHUKaAMU C (bVIﬂprOM.

7.3.9 BHecuTe B COOTBETCTBYHOLLME MPOMAPKUPOBAHHbIE NPOBUMPKN/NYHKM MUKpONaHLWeTa no
6,0 MKkn  BblgeneHHoro u3 ob6pasuoB npenapata [AHK. B npobupku/nyHku,
rnpoMapkmpoBaHHble «K-» n «K+», 1HK He BHOCKTCA.

7.3.10 BHecuTe B nNpobBUpPKY/NYHKY, MpoMapkmpoBaHHyt «K-», 6,0 Mkn oTpuuatenbHOro
KOHTpoOsibHOro obpasua, npoweawero 3tan sblgenenmnsa AHK (cm. 7.1).

7.3.11 BHecuTe B nNpob6UPKY/NYHKY, MpPOMapKmpoBaHHyk <«K+>», 6,0 MK MOM0XUTENbHOIO
KOHTponbHOro obpasua.

7.3.12 B cnydae ncnonb30BaHUA MMUKPOMJIQHWETOB 96 NYyHOK:

7.3.12.1 TloMecTMTe aKKypaTHO, He BCTPAXMBASA, MMUKpOMAAHWET B MNOANIOXKY YCTPOMCTBA

A9 3aneyaTtbiBaHMa naaHweTos ATnak.
7.3.12.2 TlpoBeauTe 3anedyaTtbiBaHMe MuKporsiaHweta [UP nonvMmepHon TepMonaeHKown
COrNacHO UMHCTPYKUMKU K npubopy ATnak.

7.3.12.3 UeHtpudyrmupynte mnukponnanwet MNLP npn RCF(g) 100 B TeueHmne 30 c.

7.3.13 B cny4yae ucnonb3oBaHusa npobupok:

LeHTpudyrmpyinte Bce npobmMpkn Ha MnkpoLeHTpudyre-sopTekce B TedeHne 3-5 c.

7.3.14 YcTtaHoBuTe BCe Npobupkn/MmkponsaHweT B 610K AeTeKTUpytowero amnandukaTopa u
nposeante MUP (7.3.15, 7.3.16).

7.3.15 [nsa petektupyowmx amnangukatopos cepum AT:
3anycTute nporpaMmHoe obecneveHue geTekTmpytowero amnandukatopa. NMpu nepsom
npoeeaeHun MMUP 3arpysuTe cooTBETCTBYWOWMI TecT!. Janee n npu nocneayLmnx
NOCTaHOBKAX CoO34aMTe COOTBETCTBYHLLMA MNPOTOKOA  WUCCNeAO0BaHUA:  YKaXuTe
KONIMYeCcTBO UM unaeHTudukaTopbl 06pasuUoB, B TOM 4UCAe OTPUMUATENLHOrO W
NONIOXUTENbHbLIX KOHTPO/NbHbIX 06pa3LoB, OTMeTbTe pacrnonoxeHne o6pasuoB Ha
MaTpuue TepmobnoKa B COOTBETCTBMW C MX YCTaHOBKON u nposeaute MUP c yyeTtom
06béMa peaKkuMoHHOM cMecu, paBHoro 18 mkn. lMpu Bbi6ope AoMmkHa oTobpaXkaTbCs
nporpamMMa, npmeeaéHHas B Tabnuue 6.

7.3.16 [nsa petektupytowmx amnnmpunkatopos CFX96 n Applied Biosystems QuantStudio 5:
MposeaunTte MUP ¢ yyeToM 06bEMA peakLMOHHOM CMecu, paBHoro 18 Mk, no nporpamMMam

amnnandukaummn, npmeeaéHHbIM B Tabnnuax 4, 5 COOTBETCTBEHHO.

1 — TecT pna geTekTUpylowmnx amnandukaTopos cepun AT co3aaéTtca NnyTéM BBoAa NapaMeTpoB (NapaMeTpsi
TecTa yKasaHbl B MpunoxeHun B) unmn npeaocraBnsercs nponssoanteneMm Habopa peareHToB
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Tabnuuya 6 - [T[lporpaMMa aMnandukauum aAna AeTEKTUPYHOWKMX aMnandukaTopos
«OTnpanm», «ATnant» (dpacoska U)

Pe>xkum
Ne Yucno
Temnepartypa, °C MWH C ONTUYECKUX Tvin 6n0ka
6n0ka LMKIOB o
n3MepeHun
80 0 5
1 15 Uwvkn
94 0 5
2 94 5 00 1 Umkn
94 0 30
3 5 Lnkn
64 0 15 v
94 0 10
4 45 LUwvkn
64 0 15 v
5 94 0 5 1 Lnkn
6 101 XpaHeHue XpaHeHue
V = pexuM OMNTUYECKMX U3MepeHuit
7.4 MoarotoBka wn nposegeHue T1LP. ®acoBka U, C WCMNosb3oBaHMEM A03MPYHOLLEro

ycTtponctea [ATcTpuM (TONbKO Ans AeTekTupylowero amnnmndwukatopa ATnpanMm B

Mmoandpukaumm «ATnpanm *X*»)

BHUMAHME!

1. Onsa amnamdukauum cneayet UCNONb30BaTb MukponnaHweTtbl [MUP 384  nyHkuy,
repMeTnsmMpyemble TEPMONJIEHKOMN.

2. Mpun npoBeseHUM BCex NOCAeAYOLWMX AEUCTBUA cneayeT musberatb BO3AENCTBUSA NPSAMbIX

COJTHEYHbIX nyqeﬁ Ha I'IpOGMpKVI CO CMeCbio an4d aMI'IJ'IMCbMKaLJ,I/IM!

MpumeyaHMe - PekoMeHAyeTCAa MOCTAaHOBKA He MeHee 5 o06pasuoB B OAHOM WCCAeA0BaHMU

(3 HemnsBecTHbIX 06pa3sua, oTpuuaTenbHbIN U NONOXUTENbHbIN KOHTPOJIbHblE 06pasubl).

7.4.1 BcTpsixHuTe npobupky co cMecblo ana  amnaudukauMm B TedeHme 3-5¢
Ha MUKpoueHTpudyre-sopTekce n  UeHTpudyrmpymte B TedeHnme 1-3 c Ha
MUKpoOLUEeHTpudyre-sopTekce.

7.4.2 BcTrpaxHuTte npobupkm ¢ TLUP-6bydpepom wn nonmmepasonn TexHoTaq MAX Ha
MUKpoOLEeHTpudyre-sopTekce B  TeuyeHue 3-5¢ " LeHTpudyrnpymnTe Ha

MUKpOUEeHTpUdyre-sopTekce B TeyeHue 1-3 c.

BHUMAHME! [onumepasy TexHoTaq MAX cnegyeT pocrtaBaTb M3 MOPO3WIbHOW KaMepbl

HenocpeacTtBeHHO nepea ncnosib30BaHNEM.

1 — ponyckaeTcs XxpaHeHue npu TemnepaTtype 25 °C
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7.4.3 Cnepys ykasaHusam MO pgosmpyrowero ycrponcrsa ATCTpuM, NpUroToBbTe B OTAENbHOM
npobupke cmechk MUP-6ydepa c nonnmepasonn TexHoTaq MAX.

7.4.4 BcCTpsIXHUTE npobupKy C nNpuUrotoBiieHHOW cMmecbto [LUP-6bydepa v nonumepasbl
TexHoTaq MAX Ha MMKpoLeHTpudyre-BopTekce B TedeHne 3-5 ¢ n ueHTpndyrupymnTe Ha
MUKpoLUEeHTpudyre-sopTekce B TeyeHmne 1-3 c.

7.4.5 BcTpaxHuTte npobumpky C NONOXUTENbHbIM KOHTPOJIbHbIM obpasuom Ha
MUKpOLEeHTpndyre-sopTekce B  TeueHwue 3-5¢ " LeHTpudyrmnpynite Ha

MUKpOLEeHTpudyre-sopTekce B TeveHne 1-3 C.

BHUMAHME!

1. Mpn  wucnonb3oBaHmn ans  BbigenedHnsa OHK  HabopoB/KOMMIEKTOB  peareHToB
MPOBA-PANKNA, MNPOBA-HK, TMPOBA-HK-MNKOC, MPOBA-OMNTUMA BcTpsAxHUTE Npobupku ¢
npenapatoM AHK 1 oTpuuaTenbHbIM KOHTPO/IbHbIM 06pa3LoM Ha MUKpPOLEHTPpUdyre-sopTekce B
TeyeHue 3-5 C n ueHTpUdyrnpymTe Ha MUKpoLEeHTpUdYyre-eopTekce B TeyeHue 1-3 c.

2. Mpn wucnonb3osBaHnn ana  sblaenenmna [JHK komnnektoB peareHToB [1POBA-ITC u
MPOBA-TC-TIJTKOC BCcTpsixHuTe npobupku ¢ npenapatoM OHK mn oTpuvuaTenbHbIM KOHTPO/bHbIM
06pa3uoM Ha MUKpoueHTpudyre-soptekce B TedeHne 3-5C u ueHTpudyrnpyinte npu
RCF(g) 12000 - 16000 B TeyeHue OA4HON MUHYTbI ANS OcCaxAaeHusa copbeHTa. B cnyyae ecnu
nocsne BblAENEHMS HAA0CAA0UHAnA XMAKOCTb, coaepxalwas solaeneHHyto [HK, 6bina nepeHeceHa
B HOBble Npobupku, UeHTpudyrMpoBaHMe Mocne BCTPSXMBAHUA  MPOM3BOAMUTCA  Ha
MUKpoOLEeHTpudyre-sopTekce B TeyeHne 3-5 c.

3. Mpn wncnonb3oBaHun Ana  BblgeneHns [OHK Habopa peareHtoB [MPOBA-MY-PANNA
HeobxoAMMO, He BCTpsAXuMBas, UeHTpudyruposatb npobupkn ¢ npenapatom [OHK wu
oTpuuaTesnbHbIM KOHTPOJIbHbIM 06pa3sLoM Ha MuUKpoueHTpudyre-sBopTekce B TedeHue 1-3 ¢,
3aTeM noMecTuTb Npobupku ¢ npenapatom AHK B MarHuTHbIA wTaTMe. B cnyyae ecnm nocne
BblAeNIeHNs1 HafocafoyHas XWAKOCTb, cofepxawas BbigeneHHyto [OHK, 6bina nepeHeceHa
B HOBble MNpobupKuW, creayeT BCTPSAXHYTb Mpobupkm c npenapatoMm OHK u oTpuuaTenbHbIM
KOHTPOJIbHbIM 06pa3L oM Ha MUKpoOLeHTpudyre-sopTekce B TedeHue 3-5 ¢ n ueHTpudyrnposatb

Ha MUKpoueHTpudyre-sopTeKce B TeyeHme 1-3 c.

7.4.6 YcraHoBuUTe nNpobupku: CO cMecbi Ansa amnaudukaumm, co cmecbto MUP-6ydepa un
nonumepasbl TexHoTaq MAX, ¢ npenapatamu [OHK, oTpuuaTenbHbiIM KOHTPOJIbHbIM
06pasuoM M NONOXUTENbHbIM KOHTPOJSIbHLIM 06pa3uoM, a Takxke MukKporsaHwet [MLUP
Ha paboumin cTton [AOTcTpUM ©n nposeauTe [03UMPOBaHWE KOMMOHEHTOB COM1acHoO
PYKOBOACTBY MO 3KCMJyataumu.

7.4.7 TloMecTuTe akKypaTHO, He BCTpsAXxmBas MukponnaHwet MLUP B noanoxKy yCTponcTea Ans
3anevyaTbiBaHUA nnaHweToB [Tnak nocne 3aBeplleHWs MNporpaMmmbl Ha [03MPYHOLLEM
ycTponctee ATCTpuUM.

7.4.8 TlpoBeauTe 3anevaTtbiBaHne MukponnaHwerta MNUP nonnmepHon TepMonaeHKon cornacHo
WHCTPYKLUMK K npubopy ATnak.

7.4.9 UeHtpudyrmnpynte mukponnanwet MNLP npn RCF(g) 100 B TeueHune 30 c.

7.4.10 YcrtaHoBuTe MukponnaHweTt MNLUP B 610Kk geTekTnpytowero amnandukartopa.
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7.4.11 3anyctuTe nporpaMMHoe obecnedeHune AeTekTupytolero amnandukaTopa. MNpu nepsoMm

8.2

nposeneHnn TMLP 3arpy3nte coOTBETCTBYWOLWMK TecT!. [danee v Npu MoCAeayowmx
MOCTaHOBKAxX CO34alTe COOTBETCTBYHLMA MPOTOKON  WUCCAEAOBaHUS:  YKaXuTe
KONMYecTBO W unaeHtudukaTopbl 06pas3uoB, B TOM 4ucne OTpuUaTeNnbHOro u
MOJIOXUTENbHBIX KOHTPOJIbHbIX 06pa3uoB, OTMeTbTe pacnosoXxeHne npobuMpok Ha
MaTpuue TepMmob6noKa B COOTBETCTBMW C MX YCTaHOBKON u nposeauTe MUP c yyeTtom
06béMa peakUMOHHOM cMecu, paBHoro 18 Mkn. Mpwu Bbibope TecTa Ao/MKHa 0TobpaXkaTbCs

nporpamMMa, npmeeaéHHas B Tabnuue 6.

PETNCTPALUMSA PE3VJIbTATOB AMIVINOUKALINN

Pernctpaumnst curHana dayopecueHunn NpoBOAMTCA AETEKTUPYOWMUM aMNIMdUKaTopoM

aBTOMaTU4eCKMN BO BpeMA aMI'IJ'IVICbVIKaLI,VIVI.

[eTekumss M y4éT pe3ysibTaTOB OCYLUECTBASAIOTCA AETEKTUPYIOWMM aMnanduKaTopom

aBTOMaTU4YEeCKHN.

1 — TecT pna geTekTUpylowmnx amnandukaTopos cepun AT co3aaéTtca NnyTéM BBoAa NapaMeTpoB (NapaMeTpsi
TecTa yKasaHbl B MpunoxeHun B) unmn npeaocraBnsercs nponssoanteneMm Habopa peareHToB
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9 YYET U UHTEPMNPETALMSA PE3YJ/IbTATOB

9.1 YyeT pe3ynbTaToB peakumu OCyLeCTBNAEeTCa aBTOMAaTUYECKM C NOMOLLbIO NPOrpaMMHOro

obecneyeHuns, NOCTaBISIEMOro C AETEKTUPYHOLWNM aMNINDUKATOPOM.

9.2 Mpn MCnonb3oBaHUM AETEKTUPYIOLWMX aMnangunkatTopos CFX96 cneayeT ncnonb3oBaTb
perpeccnmoHHbin TMN aHanusa (Cq Determination Mode: Regression), BO Bknagke

«Baseline Subtraction» Heob6xoanmo BbibpaTb «Baseline Subtraction Curve Fit».

9.3 NHTepnpeTauna pe3ynbTaToB NPOBOAUTCA B COOTBETCTBUM C Tabnuuein 7. Pe3ynbTaThl
NMOCTAHOBKW BanWUAHbI, €CAW BbINOMHAITCA YCAOBUS WHTEPNpeTauuMm pesynbTaTos,

MONTYYEHHbLIX ANA KOHTPOJIbHbIX O6paBU,OB.

Tabnuuya 7 - VHTepnpetauus pesynbTtatos MLUP

KaHan perekumun

UHTepnpeTtauusa pesynbrarta
Fam, Hex/Vic, Rox, Cy5, s ey

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

HeunssectHble o6pa3ubl

He O6Hapy>xeHa AHK
Yka3aH He ykasaH He ykasaH . ..
yynTbiBaeTCA Trichomonas vaginalis
He ykasaH He YkasaH He ykasaH (.)GHaPy)KeHa AHK
yuyunTbiBaeTCH Neisseria gonorrhoeae
He O6Hapy>xxeHa AHK
He ykasan yuyuTbIBaeTCSH He ykasan Ykazau Chlamydia trachomatis
He obHa eHa AHK
He ykasaH Yka3aH He ykasaH He ykasaH Hapyxena [i
BbISIBNISEMbIX MUKPOOPraHM3MoB
He ykasaH He ykasaH He ykasaH He ykasaH HepnocToBepHblii pesynbTat

OTpuuUaTenbHbI KOHTPONbHbIN 06pa3sel

OTpuuaTenbHbI pesynbTaT

He ykasaH Yka3aH He ykazsaH He ykasaH
Pe3yanaTb| MOCTAaHOBKW BanUAHbI

Mono>xuTenbHbI KOHTPOJIbHbIA O06pa3eL

MoNOXUTENbHbIN pe3ynbTaTt

YKka3aH Yka3saH YKa3saH Yka3aH
Pe3ynbTaTbl NOCTAaHOBKU BaNAHbI

9.4 HepoctoBepHbIn pe3ynbTaT MOXeET OblTb CBA3aH C  MPUCYTCTBMEM UMHIMBGMTOpPOB
B npenapate [OHK, nonyyeHHOM U3 6uONOrMYeckoro ™MaTtepuana; HeBEpHbIM
BbIMOSIHEHMEM MPOTOKOAA aHaausa; HecobnaeHneM TemMnepaTypHOro pexumma
amnandukaumm n gp. B stom cnyuyae Tpebyetcs nosTOpHOe nposeaeHune TMUP c
nMmetowmmca npenapatom OHK, nnb6o nostopHoe BbigeneHne OHK mn nocraHoska [MLUP,

nmbo noBTOpHOE B3SATUE BUONOrMYecKoro Matepmana (BbIMONHAETCA nocnesoBaTenbHO).
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9.5

9.6

9.7

Ecnu ansa 6uonormnyeckoro obpasua nony4yeHbl 3HayeHus Cp/Cq/Ct meHee 24 Ha KaHanax
petekumn Fam, Rox wunm Cy5, TO 3TO roBOpUT O BbICOKOM MepBOHa4ya bHOM
KOHLUeHTpaumn AHK cooTBeTCTBYOLWEro MMKpoopraHnsma. B gaHHOM cnyyae BO3MOXHO
nosly4YeHUe JI0XXHOOTPMLUATENbHOIO pesynbTaTta Ans MukpoopraHusma, AHK koToporo
NPUCYTCTBYET B HU3KOM KOHUEHTpauumn. [Ons WUCKIYEHUS JI0XHOOTpULATENbHbIX
pe3ynbTaToB pekoMmeHayeTcsa noBTopHO nposectu [UP BbigeneHHoro npenapata AHK
c ncnonb3oBaHmem Habopa peareHToB Ans BbisBaeHna OHK TpuxomoHaca BarmHanmc
(Trichomonas vaginalis) meTtogoM nonuMepasHon uUenHoi peakumn (TPUXO-TEH),
000 «HMO AHK-TexHonorus», Poccunsa, PY N2 ®CP 2008/03848, Habopa peareHToB ans
BbisiBnenms AHK Henccepun roHopeun (Neisseria gonorrhoeae) MeToaoM NosinMepasHown
LenHom peakuum (FTOHO-TEH), 000 «HMO AHK-TexHonorus», Poccus,
PY N2 ®CP 2008/03850 w»n Habopa peareHTtoB pans BbigasaeHuns [OHK xnamuaum
Tpaxomatnuc (Chlamydia trachomatis) meTogoM nonuMMepasHOM UENHOW peakumn
(XNAMU-TEH), OO0 «HMNO AHK-TexHonorusa», Poccus, PY N2 ®CP 2008/03890.

Mpn nNony4YeHMM MONIOXKUTENBHOrO pe3yfbTaTa Ans OTPULATENbHOMO KOHTPOSIbHOMO
obpa3ua pe3ynbTaTbl BCE MOCTAHOBOYHOW CEPUN CUUTAKOT HEAOCTOBEPHbIMU. B 3TOM
Ccyyae Heob6xoAMMO TMpoBeAeHME CheunanbHbiX MeponpusaTUA AN BbISBAEHUA W

YCTPaHEHUA BO3MOXHOW KOHTaMMUHaunm.

MpM MNONYYEHUU OTPULIATENBHOrO pe3ynbTaTa A/ MOJIOKUTEIBHOIO KOHTPOJIbHOIO
obpa3ua pe3ynbTaTbl BCEM MOCTAHOBOYHOW CEPUN CUUTAKOT HEAOCTOBEPHbIMU. B 3TOM

cny4yae Tpe6yeTc9| NMOBTOPHasA NoCtaHOBKa aMI'IJ'IMCbMKaLI,MM BCen napTum 06pa3Ll,OB.
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10.1.3

10.1.4

10.2

10.2.1

10.2.2

10.2.3

10.2.4

10.3
10.3.1

10.3.2

10.3.3

TPAHCNMOPTUPOBAHMUE, XPAHEHUE N SKCIMJIYATALNA

TpaHcnopTupoBaHMe

TpaHcnopTupoBaHMe Habopa peareHTOB  OCYLWECTBASKOT B  TEPMOKOHTEMHepax
C Xnago31eMeHTaMM BCEMW BWMAAMW KpbITOro TpaHCNopTa MNpu TemnepaType BHYTPU
TEPMOKOHTENHEpPA, COOTBETCTBYIOLWEN YCNOBUAM XpPaHEHUST KOMMOHEHTOB, BXOASLLMX
B cocTaB Habopa peareHToB.

[lonyckaeTcsa TpaHcnopTupoBaHme Habopa peareHTOB, 3a WUCKOYEHMEM MoJsiMMepasbl
TexHoTaq MAX (dacoska U), B TEpMOKOHTENHepax C Xsafo3/ieMeHTaMn BCEMU BUAAMM
KPbITOrO TpaHCnopTa Mpu TemnepaType BHYTPU TepMoKoHTeilHepa oT 2 °C pgo 25 °C
He 6onee 5 cyTok.

JonyckaeTca TpaHcnopTupoBaHme mnonmmepasbl TexHoTaq MAX (dacoeka U) B
TEPMOKOHTENHEpPAX C X/ago3NeMeHTaMu BCeMWM BMAAMM KpbITOrO TpaHcnopTa npu
TemnepaType BHYTPpM TEPMOKOHTenHepa Ao 25 °C He 6onee 5 cyTok.

Habopbl peareHTOB, TpaHCNOPTUPOBAHHbIE C HapyLleHWeM TeMnepaTypHOro pexuma,

NMPUMEHEHNIO HE noaJsiexar.
XpaHeHue

Bce koMnoHeHTbl Habopa peareHTOB, 3a WCKKYEHWEM nonuMepasbl TexHoTaq MAX
(dacoska U), cneayeT XpaHUTb B XOMOAWNbHUKE WX XONOAWBHOW Kamepe rpwu
TemnepaTtype oT 2 °C go 8 °C B TeueHme BCero cpoka rogHoCTH.

MNonumepasy TexHoTaq MAX (dacoska U) cneayetr xpaHuTb B MOPO3WJIbHOM Kamepe
npu TemnepaTtype oT MMHYC 18 °C 0o MmHyc 22 °C B TeyeHue BCEero cCpoka rogHocCTu
Habopa peareHToOB.

CMmecb ang amnnudukaumm n cMmecb Ansa amnamdukauum, 3anedaTtaHHyo napaduHoOM,
cnepyeT XpaHUTb B XONOAUNbHUKE UKW XONOAUSBHOM Kamepe npu Temnepartype ot 2 °C
Ao 8 °C B 3allMLWEHHOM OT CBEeTa MeCcTe B TeYeHMe BCero cpoka roaHoctm Habopa
peareHToB.

Habopbl peareHTOB, XpaHWBLUMECS C HapyLeHWeM periaMeHTUpPOBaHHOro pexuma,

NMpUMEHEHNI0 HE noanexart.

YKa3aHud no 3Kcryataumm

Habop peareHTOB AO/IXEH NPUMEHATBLCSA COrlaCHO AENCTBYIOLLEN BEPCUN YTBEPXAEHHOWN
WHCTPYKLUMU MO NPUMEHEHMUIO.

Ona nonyyeHns [OCTOBEPHbIX pe3ynbTtatoB HeobxoAuMo cTporoe cobnwoaeHne
WHCTPYKLUMKW NO NpUMEHeHUto Habopa peareHTos.

Mocne BCKpbITUS YMakOBKM KOMMOHEHTbl Habopa peareHTOB cneayeTr XpaHuTb Mpwu
cneayoowmx ycnoBusax:

e BCe KOMMOHEHTbl Habopa peareHTOB, 3a WUCKIKOYEHWEM nonmMmepasbl TexHoTaq MAX
(dacoeka U), cneayer XpaHUTb B XONOAWNbHUKE WU XONOAWBHOW Kamepe npwu

TemnepaType oT 2 °C no 8 °C B Te4yeHMe BCEro cpoka roagHoCcTn Habopa peareHTos;
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e CMeCb Ans aMnandukauum n cMecb onasa amnnmdukaunm, 3anedyataHHyo napaguHom,
cnenyeT XpaHUTb B XON0AUNbHUKE UKW XON04UIbHOW KaMepe npu TemnepaTtype oT 2 °C
no 8 °C B 3aWMLLEHHOM OT CBeTa MecCTe B TeyeHue BCero cpoka roaHoctm Habopa
peareHToB;

e nonumepasy TexHoTaq MAX (dacoska U) cneayetr XpaHuTb B MOPO3W/IbHOMW Kamepe
npu TemMnepaTtype oT MuHyc 18 °C no MumHyc 22 °C B TeueHWe BCeEro cpoka rogHocTu
Habopa peareHToB.

HaGOpr peareHToB C UCTEKLWUIMM CPOKOM rogHOCTU NPUMEHEHUIO HE MoANiexXar.

YKA3AHUA NO YTUWIN3ALUNU

Mpn wncnonb3oBaHuM Habopa peareHTOB B KIMHWKO-AMArHoctnyeckown nabopatopum
obpasyoTca oTxoAabl Kknacca B, KoTopble YTUAM3UPYIOTCS B COOTBETCTBUM C
TpeboBaHmamm CanlluH 2.1.3684-21 n MY 1.3.2569-09.

Habopbl peareHTOB, Npuweawmne B HENPUroAHOCTb, B TOM YMC/E B CBSA3M C UCTEYEHNEM
Cpoka roAHOCTW, MOBpEeXAEHMEM YMNaKOBKW, mnoanexat yTuiMm3aumum B COOTBETCTBUM
¢ TpeboBaHumsamMm CaHlnH 2.1.3684-21.

FAPAHTUN N3TOTOBUTENA

MNpeanpuaTMe-U3roToBUTENb  FapaHTUpyeT  COOTBETCTBME  Habopa  peareHToB
TpeboBaHMSAM TEXHUUYECKUX YCOBUA MNpU COBMIOAEHUN YCIOBUI TPaHCMOPTUPOBaHUS,

XPaHEHUA U 3KCnNyaTaunn, YCTaHOBNEHHbLIX TEXHUYECKNMN YCITOBUAMMN.

Cpok rogHoctn Habopa peareHToB - 12 MecsueB npu cobniogeHnm BCeX YCNOBUIA

TPaAHCNOPTUPOBaAHUA, XPaHEHNA N SKCNJ1yaTauunn.

PEMOHT U TEXHUYECKOE OBC/TY>XUBAHMUE

Habop peareHToB npegHasHayeH A/ OAHOKPATHOIO MPUMEHEHUS U HE TMOANEXMUT

TEXHNYECKOMY O6C}'IY)KVIBaHVII-O M TEKYLLEMY PEMOHTY.
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14 CNMBO/J1bl, NCNOJIb3YEMbIE NP MAPKNPOBKE HAGOPA PEATEHTOB

IVD MeauuuHckoe nsgenve Ang AMarHocTuKK in vitro

Mpeaen TeMnepatypbl

Mcnonb3oBaTb A0

W Conep>XnMoro AoCTaTo4HO AJ19 NpoBeAeHUs N TeCTOB

LOT Koa naptum (cepun)
m[l [aTta narotosneHus
I::IE Ob6paTtnTecb K MHCTPYKLUWUM NO NMPUMEHEHUIO
REF Homep no kaTtanory
d N3rotoBuTenb
Qb
-’/"H He gonyckaTb BO34ENCTBUSA COTHEYHOro cBeTa
/‘-L\
]

HectepunbHo
NON
STERILE
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15 MEPEYEHb NPUMEHSAEMbBIX HALLMOHAJIbHbIX CTAHOAPTOB

FOCT ISO 14971-2021 W3penua MeauuuHckume. TIpUMMeHeHue MeHeXXMeHTa pucka K
MeAVLMHCKUM n3aenunam

FOCT 15.309-98 Cucrema pa3paboTkm 1 NOCTaHOBKM NMPOAYKLWM Ha NpomM3BOACTBO. cnbiTaHus
W NpuveMKa BbiNyckaeMon npoaykumm. OCHOBHbIE MOJSIOXEHUS

FOCT P 2.105-2019 EanHas cuctemMa KOHCTPYKTOPCKOM AOKyMeHTauum. Obwme TpeboBaHmsa K
TEKCTOBbIM AOKYMeHTaM

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

FOCT P 51088-2013 MeguumHckne wnspenust ans AMarHoCTUKM MH BUTPO. PeareHTbl, Habopbl
peareHTOB, TeCT-CUCTEMbl, KOHTPOJIbHble MaTepuasnbl, nuTaTenbHble cpeabl. TpeboBaHusa K
n3genvsaM u noaaepxuBarollent JOKYMeHTaunm

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 UCO 15223-1-2020 N3penusa MeAULUMHCKUE. CumMBOSbI, npuMeHseMble npu
MapKMPOBAHUN MEAULMHCKUX U3Aennid, Ha 3TUKeTKaX WU B COMpPOBOAMTENbHON AOKYMEHTaLUMU.
Yactb 1. OcHOBHble TpeboBaHus

FOCT P NCO 18113-1-2015 MeamuunHckue usgenus ana AWArHOCTUKKM in vitro. WHdopmauwms,
npenocrasnsemMas marotosuteneMm (Mapkuposka). Yacte 1. TepMuHbl, onpeaeneHus u obwme
TpeboBaHus

FOCT P NCO 18113-2-2015 MeauvuMHCKME m3genusa Anasa AMarHocTukm in vitro. UHdopmauus,
npeaocTaBnsemMas M3rotoputenemMm (Mapkumposka). Yactb 2. PeareHTbl Ans AMarHOCTUKK in vitro
Ana NnpodeccMoHanbHOro NpUMeHeHus

FOCT P NCO 23640-2015 N3penua MeauvUMHCKUME ANa  AMArHoCcTMKM  in vitro.  OueHka

CTabunbHOCTM peareHToB A9 AMarHOCTUKM in vitro

MpuMmeyaHuMe - YKaszaHHble Bbllle CTaHAapTbl 6blIM AEACTBYOWMMU Ha MOMEHT YTBEPXAEHUS
WHCTPYKLMW MO NMpUMEHeHWto. B fanbHeliweM, Npyn Nob30BaHUM AOKYMEHTOM, Lienecoobpa3Ho NpoBepUTb
[AelCTBUE CCbISTOYHbIX HOPMATUBHbIX JIOKYMEHTOB Ha TEKYLLMA MOMEHT. ECn CCbITIOYHBIN AOKYMEHT 3aMeHéH
MAN U3MEHEH, TO nNpu TMPUMEHEHUM HACTOSILLEro J[AOKYMeHTa cneayeT MoMb30BaThCs 3aMEHEHHbIM

(M3MEHEHHbIM) AOKYMEHTOM.
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16 AQPEC AN OBPALLEHNA

MpounsBoacTeo HabopoB peareHTOB MMEET CePTUDULMPOBAHHYIO CUCTEMY MEHEOXMEHTa
KauyecTBa M COOTBETCTBYET TpeboBaHMSAM CTaHAapTa CUCTEM MeHea)XMeHTa kadectBa ISO 9001
B obnacTtu paspaboTkum, Nnpomnssoactea n npogaxun IVD peareHToB 1 NpnbopoB A1 MONEKYASPHO-
reHeTUYeCcKoM AMArHoCTUKW, n apyroro nabopatopHoro npumeHeHus u ISO 13485 B obnactu
pa3paboTku, npousBoacTBa M npopaxu IVD peareHtoB m npubopoB A1 MegUUMHCKOM

MOﬂeKYHﬂpHO-FEHeTMHeCKOVI ANarHoCTukKu.

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

Appec npoussogurtensa: 117246, Poccus, r. MockBa, npoesg HayuHbinn, 4. 20, ctpoeHune 4.

MecTto npousBoAacTBa:
— 000 «[dHK-TexHonorus TC», 117246, Poccus, r. MockBa, npoe3sg HayuHbin, g. 20, ctpoeHune 4.
- 000 «HMNO [OHK-TexHonorus»,142281, Poccusa, MockoBckaa o06a. r. [1poTBMHO,

yn. XenesHogopoxHas, A. 3.

Mo BompocaM, KacawwMMmcs kadectBa Habopa peareHToB, cnegyeT obpawaTtbcs B
CNYy>X6y KNMEHTCKOM NoaAepXKKU.
Cnyx6a KNMEHTCKOM Noaaep X Ku:
8-800-200-75-15 (ansa Poccum, 3BOHOK 6ecnnaTHbIn),
+7 (495) 640-16-93 (ansa crtpaH CHI u 3apybexbs, 3BOHOK MAaTHbIN).

E-mail: hotline@dna-technology.ru, www.dna-technology.ru
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’ AHK-TEXHOJNOIUA

Mpuno>xeHune A

MapameTpbl TecTa, KOTOpble Heo6xoaMMO BHECTU B nporpaMmMmHoe ob6ecneuyeHune

AeTeKTUpyLWmMX aMmanpukaTopoB «ATnpanm>», «ATnanr»

npuv ncnosib3oBaHumn Habopa peareHtoB TNC KoMmnnekc

B ¢pacoBke S

1)  «Twn aHanusa/Tecta» — BblbpaTb «MynbTUNAEKC_q+»;
2) Konnuectso npobupok B Tecte - 1;
3) O6bémM peakunmoHHOM cMecn — 35 MKn;
4) B okHe «[lporpamma amnandukaummn» BBeCTM cnegyowme napaMeTpbl:
Ne Yucno Pe>xum onTnyeckux
TeMmnepartypa, °C MUWH C » Twvn 6noka
6noka LMKOB U3MepeHunm
80 0 30
1 1 Lnkn
94 1 30
94 0 30
2 5 Lnkn
64 0 15 v
94 0 10
3 45 Lvkn
64 0 15 v
4 94 0 5 1 Lukn
5 101 XpaHeHue XpaHeHune
V - pexuM ONTUUYECKMX U3MEpeHWit
5) BHecTn cneaytowme napaMeTpbl KaHanoB AeTeKunn:
Fam Hex Rox Cy5 Cy5.5
Trichomonas BK Neisseria Chlamydia B
vaginalis gonorrhoeae trachomatis

1 — ponyckaeTcsa XxpaHeHue npu TemnepaTtype 25 °C
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’ AHK-TEXHOJNOIUA

Mpuno>xeHue b

MapameTpbl TecTa, KOTOpble Heo6xoaMMO BHECTU B nporpaMmMmHoe ob6ecneueHune

AeTeKTUpyLmMx ammandukatopoB «ATnpanm>», «ATnanr»

npuv ncnosib3oBaHuun Habopa peareHtoB TNC KoMmnnekc

B ¢pacoBke U

1)  «Twn aHanusa/Tecta» — BblbpaTb «MynbTUNAEKC_q+»;
2) Konnuectso npobupok B Tecte - 1;
3) O6béM peakUMOHHOM cMecn — 18 MK;
4) B okHe «[lporpamMmma amnandukaummn» BBeCTM cnegytowme napaMeTpbl:
N2 Yucno Pe>xxuM ontnyeckmx
TeMmnepaTtypa, °C MUH C » Twvn 6noka
6noka LMKIOB n3MepeHun
80 0 5
1 15 Lnkn
94 0 5
2 94 5 00 1 Lumkn
94 0 30
3 5 Luvkn
64 0 15 v
94 0 10
4 45 Lnkn
64 0 15 v
5 94 0 5 1 Luvkn
6 101 XpaHeHue XpaHeHue
V — pexuM ONTUYECKMX U3MEPEHM
5) BHecTn cneaytowme napamMeTpbl KaHanoB AeTeKunn:
Fam Hex Rox Cy5 Cy5.5
Trichomonas Neisseria Chlamydia
. BK ’ -
vaginalis gonorrhoeae trachomatis

1 — ponyckaeTcs XxpaHeHue npu TemnepaTtype 25 °C

Homep 154-10
2024-06-28
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