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CMUCOK COKPALLEHUA 1 OBO3HAYEHUI

B HacToswen MHCTPYKUUN NCNONb3YKTCA cneayroumne CoKkpaweHna 1 0603HaueHuns:

RCF - oT aHrA. relative centrifugal force, oTHoCcuTeNbHOE YCKOpeHMne LeHTprUdyru
BK - BHYTPEHHWIA KOHTPOJ1b

OHK - Ae30KCUpuboHyKIenMHoBas KMUCIoTa

OHKa3bi - Ae30KcnupuboHykeassbl

K- - OTpULATENbHbIA KOHTPO/bHbIA 0bpasel,

K+ - NOIOXXUTENbHbIN KOHTPO/bHLIN 0bpasel

JIKO - nabopaTopHbIN KOHTPOJIbHbLIN 0bpa3el

HK - HyknenHoBble kncnoTbl (PHK n OHK)

nup - MNosIMMepasHas uenHas peakuus

PHKa3bl - puboHyKneassbl
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1 NPEAHA3HAYEHHOE NPUMEHEHMUE

1.1 NMonHoe HamMeHoBaHWe Habopa peareHToB: Habop peareHToB Ans BbissBNeHus AHK
Neisseria gonorrhoeae, Trichomonas vaginalis, Chlamydia trachomatis n Mycoplasma genitalium
metoaom [MUP B pexume peanbHoro BpeMeHn (NTCM Komnnekc), nanee no Tekcty — Habop

peareHToB.

1.2 HasHauyeHne: Habop peareHTOB npeaHasHavyeH ansa BbigeneHus [AHK Neisseria
gonorrhoeae, Trichomonas vaginalis, Chlamydia trachomatis w Mycoplasma genitalium B
6uonornyeckoMm matepmane denoseka (COCKOOblI anUTeNMasnbHbIX KIETOK U3 YPOreHMTanbHOro

TpakTa) Mmetoaom MNLP B pexume peasbHOro BpeMeHM.
1.3 OyHKLUMOHaNbHOE Ha3HavyeHue: guarHocTuka in vitro.

1.4 MokasaHns K NpoOBEAEHUID aHanm3a: CUMMOTOMbl WHMEKUMOHHOro 3abonesaHus
YPOreHunTanbHOro TpakTra.

MpoTMBOMOKAa3aHU K MPUMEHEHUIO HET.

1.5 MonynsaumoHHble K agemorpadmyeckme acnekTbl: MpuMeHeHne Habopa peareHToB

He 3aBUCUT OT NONYNALUMOHHbLIX N p,eMorpachquKmx aCneKkToB.

1.6 O6bnactb NMPpUMEHEHUA . Ha60p peareHToB MOXET ObITb MCNONb30BaH B KJMHWUKO-

ANarHoCTn4yecKunx na60paTopMﬂx MEANLUNHCKUNX yqpexaeHMﬁ.

1.7 MoTeHUManbHble NONb30BaTENM: KBAaNUMOULUMPOBaHHbIA NepcoHan, obyyeHHbIn MeToaam
MONEKYNAPHON AMArHOCTMKM M NpaBuaaM paboTbl B KIAWMHUKO-AMArHOCTMYeCcKor nabopatopun:
Bpay  KIMHWKO-AMarHoctuyeckom  nabopartopumn,  denbawep-nabopaHt  (MeAULWHCKUNA

nabopaTopHbIN TEXHUK).

1.8 MpuMeHATb HAabop peareHToB CTPOro Mo Ha3HAYEeHUIO COrMTacHO AaHHOW MHCTPYKLUMU MO

NMPUMEHEHMUIO.
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2 XAPAKTEPUCTUKA HABOPA PEATEHTOB

2.1

CocTaB Habopa peareHToB

) AHK-TEXHONOrusa

R1-P122-S3/9, chacoBka S, cTpmiibl

HauMmeHoBaHune . Konuuyectso HOMMHanbHbIN
BHewHun Bug ..
KOMMOHEHTOB npobumpok 06bEM KOMMOHEHTa
Mpo3payHas 6ecuseTHas uam
CMmecb ana aMmnnmdukaumnm, po3p H 12 cTtpunos
pO30Bas XWAKOCTb NojA no 20 mkn
3arne4dyaTaHHas napaguHoM rno 8 npobupok
BOCKOO6pasHbIM 6enbiM croem
PacteBop Tag-nonnmepassbl Mpo3payHasa 6ecuBeTHas XUAKOCTb 2 npobupkn no 500 mkn
Mpo3payHas 6ecuBeTHasa BA3Kas
MuHepanbHoe Macno posp 4 2 npobupku no 1,0 mn
MacnsHUCTas XWAKoCTb
MonoXxnTenbHbl
. 1 Mpo3payHasa 6ecuBeTHas XUAKOCTb 1 npobupka 130 mkn
KOHTpPOJIbHbIN 06pa3zew
KpbIWKK Ana cTpunos 12 wr

R1-P122-23/9, chacoBka S, npo6bupku

HanmeHoBaHue
KOMMNOHEHTOB

BHewHUn BnAa

Konuyectso
npobupok

HoMMHanbHbIN
06BbEM KOMMOHEHTA

CMech ana aMnandukaumm,

MNpo3payHas 6ecuBeTHas Unu

po30Bas XUAKOCTb Moj 96 npobupok no 20 Mkn
3anevyaTaHHas napaguHoOM
BOCKOO6pa3HbIM 6enbiM cnoem
PactBop Tag-nonunmepassl Mpo3payHas 6ecuBeTHasa XUAKOCTb 2 npobupku no 500 mkn
Mpo3payHas 6ecuBeTHasa BA3Kas
MuHepanbHoe Macno po3p 4 2 npobupku no 1,0 mn
MacnsHUCTasa XXNUAKOCTb
MonoxnTenbHbl
Mpo3pauHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 MKn

KOHTPO/bHbIN 06pazew!

R1-P122-UA/9, dpacoBka U

HavmeHoBaHue . Konuyectso HoMWHanbHbIN
BHewHun Bug ..
KOMMOHEHTOB npobupok 06BbEM KOMMOHeHTa
Mpo3payHas 6ecuBeTHas unm
CMecb ana amnnudumkaumm Posp 1 npobupka 600 mkn
po30Bas XWAKOCTb
Monnmepasa Mpo3payHas 6ecuBeTHas BA3Kas
P Posp H 1 npobupka 30 mMkn
TexHoTaq MAX XUAKOCTb
MUP-6ydep Mpo3payHasa 6ecuBeTHas XUAKOCTb 1 npobupka 600 mkn
MonoXxunTenbHbl
Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 mkn

KOHTPOJIbHbIV 06pa3zeu!

R1-P122-VA/X, dacoBka A, npobupkmn

HanmeHoBaHue . KonunyecTtBo HoMunHanbHbIN
BHewHWn BNA ..
KOMMOHEHTOB npobupok 06bEM KOMMOHEHTa
Mpo3payHasa becuBeTHasa unu
Cmecb ansg MNUP Ctpum posp 4 npobupku no 1,2 mn
pO30Bas XUAKOCTb
Monumepasa Mpo3payHasa becuBeTHasa BA3Kas
P posp 2 npobunpkun no 100 mkn
TexHoTaq MAX XNAKOCTb
MonoXuUTenbHbIN
Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 MKn

KOHTPO/bHbIN 06pa3sel!

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

Kak «K+>»
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Bce KOMMNOHEHTHI Ha6opa peareHToB roTtoBbl K TMNPUMEHEHUIKO U HE Tpe6YI-0T
OOMONHUTENbHOM NOAFOTOBKM K pa60Te.
KoMnneKTHOCTb:

- Habop peareHTOB B OAHOM W3 BApUaHTOB MUCMOSIHEHUS — 1 WT.
- Brknagbiw - 1 3k3.

- NHCTpyKUMA MO NpUMEHeHuto — 1 3K3.

- MacnopTt — 1 3K3.

2.2 KonnuectBo aHanmnsnpyembix o6pasLos

Habop peareHTOB B (pacoBke S paccumTaH Ha npoBedeHune 96 onpeaenennii (He 6onee
24 NOCTaHOBOK), BKJ/lOYasi aHanM3 HeusBeCTHbiX 06pa3uoB, oTpuuUaTeNIbHbIX KOHTPOJIbHbIX
06pa3LoB, NOSIOXUTENbHbIX KOHTPOJIbHbIX 06pa3LoB.

Habop peareHToB B (pacoBke U paccunTaH Ha nposBeaeHune 96 onpeaeneHnin npun yciosum
MOCTaHOBKM He MeHee 5 o6pa3uyoB B OAHOM wuccnegoBaHumm (3 HemsBeCcTHbIX obpasua,
OTpMUATENbHbLIA U MNOSIOXUTENbHbBIN KOHTPOJIbHbIE 06pa3ubl).

Habop peareHTOoB B acoBke A paccumtaH Ha nposedeHue 384 onpeaeneHuin
(ogHa noctaHoBka 384 uau aBe NocTaHoBKM No 192), BkAOUYasa aHanmM3 Hen3BeCTHbIX 06pa3uos,

OoTpuLUaTeE/IbHbIX KOHTPOJIbHbIX O6pa3Ll,0B N NONOXUTENbHbIX KOHTPOJIbHbIX 06pa3LI,OB.

2.3 MpuHUMN MeToAa

MeTopa: NonnmepasHasa uenHas peakuus (MUP) ¢ petekumeln pesynbTaTtoB: B pexmnme
peanbHOro BPEMEHU; MYNbTUMJIEKCHbIN KAaUeCTBEHHbIM aHanms.

MpuHUMN MeTOoAa OCHOBaH Ha MWCMNONb30BaHUM npouecca amnnmdbukaunm [OHK,
3aK/lloyalolerocs B MOBTOPSKOWMXCA UMKAax TeMmnepaTtypHon paeHatypaumn [AHK, omxura
npavMepoB C KOMMJIEMEHTAPHbIMKM MOCNEeA0BATENbHOCTAMU U MOCneayowen AO0CTPONKMU
NOSIMHYKNEOTUAHbIX Lenei ¢ 3TUX nparMepos Tag-nonmmepason.

Ona noBbIWEHUS 4YYBCTBUTESIBHOCTU U CreuyudrnyHOCTM peakunum npeaycMoTpeHo
NnpUMeHeHne «ropsiyero» crapta. [na dacoBkn S «ropaumii» ctapt obecneumBaeTcs MeTOAMKOM
NPUroToB/IEHNS pPeakLUMOHHOM CMeCu, COCTOosLEN U3 ABYX CNOEB, pa3AenéHHbIX NPOCNONKONK U3
napaduHa. CMmeweHne cnoés M npespalleHme Mx B aMMIMPUKALUMOHHYIO CMeCb MPOMCXOAWNT
TONbKO MNocne nnasneHus napaduHa. «lfopaunin» ctapt ansa dacosok A, U obecneumBaetcs
NCNO/b30BaHMEM MonMMepasbl, aKTUBHOCTb KOTOpOi 6510KkMpoBaHa aHTMTEeNnaMmm, akKTuBauWs
depMeHTa NpoucxoauMT TOAbKO MocCAe mnpeaBapuTenbHOro nporpeBa  peakuMOHHOM CMecu
npu 94 °C. 3TO wWCKo4YaeT Hecneunduyeckun omTXur npammepoB Ha [AHK-muweHn npwu
HavyanbHOM nporpese Npobupku.

B cmecb ans amnandukauum eeegeHbl OHK-30HAbI, KaXxablh M3 KOTOPbIX COAEPXUT
dbnyopecueHTHYO MeTKy M racutenb dnyopecueHumun. MNpu obpasoBaHum cneumdunyeckoro
npoaykta [OHK-30H4 pa3pywaercs, Agencrene racutens Ha GNyopecUueHTHY  MeTKy
npekpallaeTcs, 4YTo BeAET K BO3pacTaHUi YpOBHSA GlyopecueHUnmn, KOTOopbi (uKCUMpyeTcs
cneumanbHbiMM npubopamm. KonnyecTBo paspyLUeHHbIX 30HA0B (a, cnefoBaTefNlbHO, U YPOBEHb
pnyopecueHumn) yBenM4nBaeTcs NponopLUMOHanbHO KONn4yecTsy obpasoBaBLUMXcs
cneunduyecknx amnamMKoHoB. YpoBeHb GiyopecueHUMn WM3MepsSeTCa Ha KaXAoM UuKie

aMI'IJ'IVICbMKaLI,VIM B peXunmMe peasibHOro BpeMeHN.
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B coctaB cmecn ana amnaudukaummn BKIKYEH BHYTPEHHUW KOHTponb (BK), koTopbin
npeAHasHavyeH AN OUEHKM KayecTBa NPOXOXAEHUS MOAMMEPas3HON LENHOM peakumu.

B coctas [IHK-30HAa, Mcnonb3ylowerocs Ana AeTeKunu npoaykta amnandukaummn AHK
Trichomonas vaginalis, BkniodeHa dnyopecueHTHas MeTka Fam. B coctaB [AOHK-30Haa,
ncnonb3ylowerocs Ans Aerekuum npoaykta amnnamdukaumm OHK Mycoplasma genitalium,
BKNtoUeHa dnyopecueHTHas MeTka Rox. B coctas HK-30HA4a, ncnonb3ywowerocs ans geTekumm
npoaykta amnnmndunkaunm OHK Chlamydia trachomatis, BkniouyeHa dnyopecueHTHas meTka Cyb.
B coctae [AHK-30HAa, wucnonb3yloweroca ans Aetekuum npoaykta amnamdukaumm [OHK
Neisseria gonorrhoeae, Bknto4veHa dnyopecueHTtHas ™etka Cy5.5. B coctas [HK-30HAa,
ncnonb3ylowerocs 409 AeTekumu npoAayKTa aMnamduKkaunum BHYTPEHHEro KOHTPONs, BXOoAWT
dbnyopecueHTHbIM Kpacutenb Hex.

Ncnonb3oBaHWe HeCKoNbKkUX GNyopecueHTHbIX KpacuTenen no3BOASEeT COKpaTUTb
Konu4yectso npobupok u 6uomatepumana, HeobxoaAuMMOro ANns MNpPoBeAEHUS WCCNeaoBaHus,
MOCKOJIbKY MOSABNAETCH BO3MOXHOCTb OAHOBPEMEHHO PpEerncTtpmpoBaTb pes3ysbTaTbl pa3HbIX
peakunn amnamdukaumm, Npoxoaswmx B ogHoOM npobupke.

B Tabnuue 1 npmBeaeHbl KaHanbl AeTEKLUM NPOAYKTOB aMnnanduKaumnm.

Tabnuua 1 - KaHanbl geTekumy npoayKToB amMnandukaumm

Fam Hex Rox Cy5 Cy5.5
Trichomonas BK Mycoplasma Chlamydia Neisseria
vaginalis genitalium trachomatis gonorrhoeae

NccneposaHmne cocTouT M3 cnepylowmx 3tanos: BbigeneHne AHK (npobonoarotoska),
NnuP-amnandwmkauma AHK ¢ peTekumen pe3ynbTaTtoB B peXUME peanbHOro BpeMeHu C

ncnonb3oBaHneM Habopa peareHToB NTCM Komnnekc.

2.4 BpemMs npoBeaeHna aHanm3a (He BkNouyas npobonoarotoBky): oT 1,5 uyacos
(B 32aBMCUMMOCTM OT KOJIMUecTBa 06pa3LoB M MCMOSb3yeMoro Habopa/KOMMNIEKTa peareHToB A/

Bblaenennsa QHK).
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3 AHAJTUTUYHECKME U ANATHOCTUYECKUE XAPAKTEPUCTUKMU

3.1 AHanuTu4yeckast cneunduyHoOCTb

B o6pa3uax 6uonornyeckoro martepuwana u4enoseka, coaepxawmx AHK Neisseria
gonorrhoeae, Trichomonas vaginalis, Chlamydia trachomatis wnn Mycoplasma genitalium npwm
nposeaeHnn amnamdukaumm nporpaMmHoe obecneyeHue peTekTupytowero amnaudukaTopa
OO/DKHO  perucTpmpoBaTb MOMIOXKUTENbHbIE  pe3yfbTaTbl  aMnandukaumn cneunduyecknx
npoayktoB (dparmeHTbl reHoMoB Nejsseria gonorrhoeae, Trichomonas vaginalis, Chlamydia
trachomatis nnn Mycoplasma genitalium) no 3asBNeHHbIM KaHanaM AeTeKkumun.

B obpasuax 6bmonormyeckoro matepmana, He cogepxawmnx OHK Neisseria gonorrhoeae,
Trichomonas vaginalis, Chlamydia trachomatis, Mycoplasma genitalium nporpamMMHoe
obecneyeHne pAeTEKTUMPYOLWEro amnandukaTopa AO/KHO PerucTtpupoBaTtbh oOTpuULaTeSNbHbIE
pe3ynbtaTtbl ammandukaumm cneundunyecknx npoayktos (dparmeHTol reHomoB Neisseria
gonorrhoeae, Trichomonas vaginalis, Chlamydia trachomatis wnn Mycoplasma genitalium) wn
MOSIOXKUTENbHbIN pe3ynbTaT aMnamdukaumum BHyTpeHHero KoHTpons (BK).

MNMoka3aHo OTCyTCTBME HecneumdrUecKnx NoMoXMUTENbHBIX pe3ybTaToB aMnandukaumm
npu nccnenoBaHMn B BbICOKOW KOHUeHTpauun AHK 611M3KopoACTBEHHbIX MUKPOOPraHU3MOB WU
MUKPOOPraHM3MoB, MOTEHLUMaNbHO MPUCYTCTBYIOLWMX B HEW3BECTHbIX obpa3uax: Ureaplasma
urealyticum, Gardnerella vaginalis, Mycoplasma hominis, Ureaplasma parvum, Candida albicans,
Streptococcus spp., Staphylococcus spp., a Takxe [OHK 4enoBeka B KOHUEHTpauumn
no 1,0x108 konuin/mn obpasua.

Moka3zaHO OTCYTCTBME KOHKYPEHTHOM WHMMbuumnm npum wuccnegosaHmn o06pasuos,
coaepxallunx Hecneuudundeckyto AHK B BbICOKOM KOHLeHTpauun ao 1,0x 108 konuii/mn obpasua
n OHK Neisseria gonorrhoeae, Trichomonas vaginalis, Chlamydia trachomatis n Mycoplasma

genitalium - B KoHUeHTpauun go 1,0x103 konuin/mMn obpasua.

3.2 NHTepdepupytoume BewecTea

Hannune wHrnéutopos [LP B ob6pa3ue 6uonornyeckoro mMatepuana MoXeT 6biTb
MPUYNHON  COMHUTENbHLIX (HeonpeaenéHHbIX/HeAOCTOBEPHbIX) pe3ynbTaToB. [lpu3HaKOM
nHrnébmposanusa T[LUP saBnsetrca oaHOBpeMeHHOe OTCYyTCTBME aMnandukKauum BHYTpPEHHEro
KOHTpOnS u cneuundmryeckoro npoaykra (cm.2.3, 9.3, 9.4).

K nHrnébutopam MLP oTHeceHbl cneaywuwme BewecTtBa: reMoriiobMH v iekapCcTBeHHble
npenapaTtbl, NpucyTcTeytowme B obpasue [HK B pesynbTtaTe HEMOMHOro yaaneHus B npouecce
BblaeneHms OHK n3 obpasua 6buomaTepunana, a Takxe M30MponusoBbIA CIUMPT U MeTunaueTar,
npucyTcTeytowme B obpasue AHK B pe3synbTate HEMOMHOIO yaasieHMs NpOMbIBOYHbIX pacTBOPOB
B Xo4e npobonoaroToBKy.

MakcuManbHble  KOHUEeHTpauunm  uHTepdepupyowmx  BewecTs, MNpuM  KOTOPbIX
He Habnganocb BAMAHME Ha aMmiandukaunto nabopaTopHbIX KOHTPOJIbHbLIX 06pa3uos K
BHYTPEHHEro KOHTpOJsibHOro obpasua coctasnsaloT: remornobuH - 0,35 mr/mn obpasua AHK,

nsonponuiosbin cnupt — 100 mkna/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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NS OLLEHKN BO3MOXHOW MHTepdepeHLMn NeKapCTBEHHbIX NpenapaTos 6biin BbiGpaHbl
T€, KOTOpPblE NOTEHUMANIbHO MOTYT NPUCYTCTBOBATb B OCTATO4YHbIX KOJTMHECTBAX B 6nonormyeckmnx
obpasuax uyenoseka, B3ATbIX M3 COOTBETCTBYIOLIMX MccneayeMbix 6uoTonos (MupamMucTuH®,
XN0prekcnanH burntokoHar).
,D,flﬂ BCEX UCCNeEAYEMbIX NEKAPCTBEHHbLIX MpenapaTtoB 6b1J10 MOKa3aHo OTCYyTCTBMnE UX

B/IMSIHMS B KOHUEeHTpauun ao 10% B obpa3ue buomatepmnana.

3.3 Mpenen obHapyxeHus
Mpepnen ob6HapyxeHnss coctansetr 5 konui [AOHK Kaxaoro MuKpoopraHusmMa Ha
aMnNNMdUKaUNMOHHYO Npobupky.

Mpenen obHapy>XeHUs1 YCTAHOBJIEH MYTEM aHanmM3a CEPUNHbIX pa3BeAeHUIn ABYX Cepun
nabopaTopHbIX KOHTPOJIbHbIX 06pa3uos (JIKO).

Mpepen obHapyxXeHWss B HeM3BeCTHOM obpasue 3aBUCUT OT WCMNOJSIb3YeMOro
Habopa/koMnnekTa peareHToB Ans BbligeneHna AOHK mn ob6béMa nosydeHHOro npenapara

BblaenenHHon AHK:

HanMmeHoBaHue .
061éEM Mpenen
Habopa/koMmnnaekra
BnomaTtepmnan noJsiy4yeHHoro obHapy»xeHus,
Hreble bkl npenapara, MK Konuit/o6paseun
BbiaeneHusa AHK P !
MPOBA-HK 50 50
MPOBA-HK-TIJTIOC 300 300
MPOBA-TC 100 100
Cockobbl annTennanbHbIX MPOBA-IC-NJIIOC 300 300
kneTtok B 500 Mkn
TPaHCNOPTHO Cpeai! MPOBA-PAMNL, 500 500
MPOBA-MY-PAMNA 100 100
MPOBA-OMNTUMA 400 400
MPOBA-MY-PANNA 11 100 100
3.4 AunarHocTmyeckne XxapakTepucTuku
AVarHocTMueckme XxapakTepucTukm
L Bl AnarHocrnyeckas AwnarHocruyeckas
YYBCTBUTENIbHOCTDb cneundpuUHOCTb
Trichomonas vaginalis 96,30% 98,26%
g (9501 81,03 - 99,91) (9541 93,86 - 99,79)
Mycoplasma genitalium 100% 100%
ycop g (9501 86,26 - 100) (951 96,90 - 100)
. . 100% 99,09%
Chlamydia trachomatis (9501 89,11 - 100) (9501 95,04 - 99,98)
Neisseria gonorrhoeae 96,00% 100%
g (950U 79,65 - 99,90) (9501 96,90 - 100)

3.5 Bocnpon3BoanMoOCTb
O6uwas BOCNpPOM3BOAMMOCTb pe3ynbTaTOB, MOJIYYEHHbLIX C UCMNO/b30BaHMeM Habopa

peareHToB, coctaBuna 100%.

1 - B KayecTBe TpPaHCMOPTHOM cpeAbl UCMOSb30Banacb TpaHcnopTHas cpeaa Ana 6uonpo6 CTOP-O,
000 «OHK-TexHonorusa TC», Poccusa, PY N° P3H 2020/9640
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4 MEPbI MPEAOCTOPOXXXHOCTH

OpraHusauma pabotbl [UP-nabopatopun, ob6opyaoBaHune U MaTepuanbl [OMKHbI
cooTBeTcTBOBaTh TpeboBaHmsaM MOCT P MCO 15190-2023, meToanyeckmx ykasaHuin MY 1.3.2569-09
«OpraHunsaumns paboTbl nabopaTtopuii, UCNOAb3YKOLWNX MeToAbl amnaMdumKaumm HYKIEUHOBbIX
KMUCNoT, Npu paboTe C MaTepuasnoMm, cogepxalnMm MnkpoopraHnsmel I-IV rpynn natoreHHoCcTU»,
c cobnogeHnem CaHUTapHbIX npasun 7 HOpM CaHnllunH 3.3686-21 «CaHuTapHo-
annageMmnonornyeckne tpebosaHus no npodunakTMke MHMOEKUNOHHbIX bonesHen».

HenseecTHble 06pa3ubl pacCMaTpMBAOTCS KakK MoTeHUManbHO-onacHble. MNMpu paboTte ¢
HabopoM peareHTOB c/neayeT HageBaTb O4HOpa30Bble nepyaTkm 6e3 Tanbka.

Mpn paboTte c mmkpoopraHmamamm I-IV rpynn natoreHHocTV BbiI6Op Tuna 3awWwMTHOro
KocTioma (pabouer ogexabl M CpeacTB MHAMBMAYA/bHOW 3aWMTbl) MPOBOAUTCS B CTPOrOM
COOTBETCTBMM C CaHMUTapHbIMK Npasunamu n Hopmamm CanlnH 3.3686-21 u onpegensieTcs BUAOM
B0o36yauTens, pabouel 30HOI, OCHaweHneM ee 6okcamu buonornyeckon 6e3onacHoOCTu.

CnepyeT ncnonb3oBaTh TO/IbKO OAHOPA30Bble HAKOHEYHUKN U NPOo6bmpKM.

He ponyckaeTcs WCNOMb30BaHWE OAHMX W TeX Xe HaKOHEeYHMKOB npu obpaboTke
pa3nnyHbix o6pa3uos bnonorMyeckoro matepuana.

K pabote ¢ HabopoMm peareHTOB JOMycKaeTcsd nepcoHan, obydeHHbln MeToAaMm
MOJIEKYNAPHOM ANArHOCTUKM M NpaBmnamM paboTbl B KIIMHUKO-ANArHOCTMYECKON nabopaTtopun.

Boinenenve AHK cneayet nposoanTb B 6Hokcax buonormyeckon 6esonacHoctu II knacca.
MoaroTtoBky k MLP c ncnonb3osaHneM Habopa peareHTOB BO3MOXHO npoBoauTb B ML P-60kcax.

3anpewaeTca nepemelleHne nabopatopHoro obopynoBaHus, B TOM 4yMcne A03aTopos,
WTaTMBOB, N1labopaTOpHOM MOCyAbl, XaslaToB, rO/IOBHbIX y6OpoB M Mnp., a TakXe pacTBOpPOB
peareHToB U3 O4HOro NMOMeLWeHnsa B Apyroe.

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

Ncnonb3oBaHHble OAHOPA30Bble MPUHAANEXHOCTM (MPOBbUMPKM, HAKOHEYHUKM U Aap.)
OO/MKHbI  cbpacbiBaTbC B KOHTeMHep AN  MeAMUMHCKMX  OTX0A0B,  CoAepXXalimi
Ae3nHduumpyowmnin pacteop (Npn HeobxognmocTn).

MoBepxHOCTM pabounx CTOMOB, @ TaKXe NOMeLLEHNS, B KOTOPbIX MPOBOANTCS BblAeseHne
HK u noctaHoBka [LUP, cneayer obsizatenbHo, 4O M nocne nposegeHus paboTt, obayyatb C
NOMOLLbIO BaKTepuUUMAHbIX YCTAaHOBOK B TeyeHue 30 MUHYT.

Bce noBepxHocTn B nabopatopumn (paboume crtonbl, wTtaTtuebl, obopyaoBaHue u 4p.)
eXXegHeBHO MoABepratoT BfaxHon ybopke C MpUMEHEHMEM Ae3nHPUUUPYOLWMX/MOKLWMX

CpeacTB, pernaMeHTUpPOBaHHbIX CaHUTapHbIMX NpasuiamMu u Hopmamm CanluH 3.3686-21.

BHMUMAHME! YTunusnposaTb 0TX0A4bl C NpoAykTamu MNLIP Heo6xoanMo TONbKO B 3aKpbITOM BUAE.
He ponyckaeTca oTKpbiBaTb NpPO6MPKKU nocne amnamdukauum, Tak Kak 3TO MOXeT MpPUBECTU K

KOHTaMuHaumun npoayktamm MUP (MY 1.3.2569-09).
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Mpn ucnonb3oBaHuM Habopa peareHTOB B KAMHUKO-AMarHoctuyeckon nabopaTtopumn
obpasylTcs 0TX0Abl Khacca B, KOTopble YyTUAM3MPYKOTCA B COOTBETCTBMM C TpeboBaHMSAMMU
CaHuTapHbIX npasun U HopM CaHluH 2.1.3684-21 «CaHuTapHo-3anunaeMuonormyeckme
TpeboBaHUS K coaepXaHWUIO TEPPUTOPUIN FOPOACKNX U CENbCKUX NMOCENEHUI, K BOAHbIM 06beKkTaM,
NUTbEBOM BOAE M MNUTLEBOMY BOAOCHabXeHWto, aTMochepHOMy BO34yXY, MOYBaM, XMWUJbIM
noMeLleHnsaM, 3KCnayaTaunum npousBOACTBEHHbIX, 06LWECTBEHHbIX MOMELLEeHUA, OpraHn3aunm u

NpoBeAEeHNI0 CAaHNUTapHO-NPOTMBO3NMAEMUNYECKNX (NPODUNAKTUHECKNX) MEPONPUATUI».

OnacHble KOMIMOHEHTbI B Habope peareHToB

KomnoHeHT Ha6opa Hannumne/otcyrcrBue
Yka3zaHue Ha pUCKHU
peareHToB OrNacHOro KOMrNoHeHTa
CMecb ana amnnudukaumm
A ® L, HeT onacHbIX BeLWecTs -
3anevyaTaHHas napaguHoOM
PactBop Tag-nonnmepassl HeT onacHbIX BeLecTs -
MuHepanbHoe Macno HeT onacHbIX BeLWecTs -
Cmecbk ana amnamdurkaunm HeT onacHbIX BeLwecTs -
Cmecb ansa MNUP Ctpum HeT onacHbIX BeLWecTB
Monnmepasa TexHoTaq MAX HeT onacHbIX BewecTs -
MUP-6ydep HeT onacHbIx BeWecTB -
. . He knaccnpunumpyeTcs Kak
MoNOXUTENbHbBIN KOHTPOAbHbIN A3unp HaTpus vd) Py
onacHbIN ANsa 340pOBbs
obpasey meHee 0,1% N
yenoBeKa N OKpyxarwLen cpeabl

Mpn pabote c Habopom peareHTOB cregyeT MCMNOMb30BaTb CPEeACTBa MHAMBUAYASIbHOW
3aWmnTbl ANS NpeaoTBPaLLEeHMs KOHTaKTa C OpraHM3MoM 4esnoseka. llocne OkoH4YaHMs paboThl
TLWATENbHO BbIMbITb PYKU. MN36eraTb KOHTaKTa C KOXeW, rnasamMm 1 CNM3NCTbiMm 060/104KaMM.

Mpn MCNonb30BaHUM MO Ha3HAYEHMIO U COBNOAEHMN Mep NPeAOCTOPOXKHOCTM, KOHTaKT
C OpPraHM3MOM YesioBeKa MCKIYEH.

He ncnonb3oBaTb Habop peareHToB:

- NMpw HapyLweHnn YCI0BMIN TPAHCNOPTUPOBAHMS N XPaHEHUS;

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

- nMpw HapyLweHnn BHYTPEHHEN YNaKOBKM KOMMOHEHTOB Habopa peareHToB;

- no NCTeEYEHNIO CPpOKa rogHoCTmn Ha60pa peareHToBs.

MpumMmeyaHne - Ha60p peareHToB He coAepXXUT MaTepuanos 6mnonornyeckoro MPOUCXoXAEHUA,
BewecCcTB B KOHUEHTpauunsx, obnagatowmx KaHUepOoreHHbIM, MyTareHHbIM OENCTBMEM, a TaKXe BAMSAILWNX
Ha penpoayKTUBHYIO CbYHKU,VIIO yenoseka. [pyM MCNOMb30BaHUM MO HA3HAYEHUIO U cobntoaeHumn Mep

NPeAOCTOPOXHOCTUN ABNAETCA 6e3onacHbIM.
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5 OBOPYAOBAHUE U MATEPUAJDbI

Mpwn paboTe c HabopoM peareHToB TpebytoTca cneaywowme obopyaoBaHne, peareHTbl U

pacxXogHble MaTeEpUalbl:

dacoBka U,

O6opynoBaHue, peareHTbl U pacxogHble A B AO3MpoBaHue HEENRE L
MaTepualbl aBToMaTun-
CTpunbl |NpO6UpPKK| pyyHoe npobupku
31npoBaHHOE
MuP-6okc na na na na na
amMnandurKaTop C AETEKLUNEN B PEXMUME peasnbHOro 5 )
. aa aa aa aa aa
BpeMeHu
MUKpoueHTpudyra-sopTekc aa aa aa aa aa
OTOp AN MUKpOLEHTpUdyrm-sopTekca ans

poTop A poueHTpUdy N P A aa HeT HeT HeT HeT
CTpMNOBaHHbIX Npobupok o6béMomM 0,2 MmN
XONOAUNBHUK UK X0Noau/ibHas Kamepa aa aa aa aa aa
MOpO3uJibHasa KamMepa HeT HeT ha na ha
WwTaTuB «pabouee MecTto» As9 Npobupok o6 bEMOM

aa ha aa Aa aa
1,5 mn
WwTaTuB «pabouee Mecto» As9 Npobupok o6 bLEMOM 3

HeT na Aa HeT HeT
0,2 mn
wratme «paboyee MecTo» AJ1s1 CTPUNOBaAHHbIX NPO6MPoK

. aa HeT HeT HeT HeT

06bémom 0,2 mn
[03aTOpbl MEXaHMYECKNE WU SNIEKTPOHHbIE
nepeMeHHoro o6bémMa ogHOKaHabHble, MO3BONAOWME

aa aa aa na HeT

oTtbupaTb 06bEM xunakoctm ot 0,5 go 10 mMkn,
ot 2,0 go 20 mkn, ot 20 go 200 Mkn, ot 200 o 1000 Mkn

HaKOHEeYHMKKN ogHOopa3oBbie C GUNbTPOM ANK
nosyaBTOMaTM4eCKUX A03aTOpoB, cBob6oaHble oT PHKa3 aa ha aa ha HeT
n OHKa3, o6béMom 10 Mk, 20 mkn, 200 Mk, 1000 mkn

LWITAaTMUB 418 [03aTOpPOB na aa na na HeT

NpobMpKkn MMKpOLEHTPUPDYXHbie 06BbEMOM 1,5 Mn

HeT HeT a a a
C Kpblwkamu, ceobogHble oT PHKa3 n JHKas3 A A A

npobmpkn aMmnandukaumoHHble o6bémom 0,2 MmN
C Kpblwkamu, ceoboaHbie oT PHKaz n [JHKa3 nnun HeT HeT aa HeT HeT
MukponnaHwet MLP 96 nyHok*

0AHOpa3oBble NepyaTkn MeanUnHCKNe, 6e3 Tanbka,
TEKCTYPUPOBAHHbIE

Aa Aa Aa Aa Aa

KOHTEVIHep Aana c6poca MCNos1b30BaHHbIX HAKOHEYHUKOB,

a a a a a
Npo6UPOK M APYrMX pacxoAHbIX MaTepuanos A A A A A

YcTpornicTBo go3vpytowee ATCTpuMM no

TY 9443-005-96301278-2012 B BapuaHTe UCMOSIHEHNS
12M1 wvnm 15M1, OO0 «HMO AHK-TexHonorns», HeT HeT HeT aa HeT
Poccusa, PY N2 P3H 2015/2982, nanee no TekcTy -
OTctpum 12M1 unm 15M1

YcTporicTBo go3upytowiee ATCcTpuMM no

TY 9443-005-96301278-2012 B BapuaHTe UCMOSIHEHUS
*M4, OO0 «HIMO AHK-TexHonorusa», Poccus,

PY N¢ P3H 2015/2982, nanee no Ttekcty - ATcTpum*M4

HET HET HEeT HeT Aa

0AHOpa30Bble HAKOHEYHUKN C DUNLTPOM ANs
posupytowero ycrporncrea ATcTpum,
cBoboaHblie oT PHKa3 n 1HKa3, o6bémom 200 MKN uau HeT HeT HeT aa aa
pPEKOMEHZOBAHHbIE AN aHANIOMMYHOro NCNOb3YEMOro
[O3MpYHOLLEro YCTPOMUCTBa
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dacoBka S ®acoska U, dacoeka A
O6opyanoBaHue, peareHTbl U pacxogHble AO3UpOBaHue
MaTepuanbl aBToMaTu-
CTpunbl |{NpO6UPKK| pyyHoe npobupku
31npoBaHHOE
YCTpoWCTBO AN1S 3ane4yaTbiBaHUs naaHweTtos [ATnak, s
HeT HeT aa aa aa
000 «HMNO OHK-TexHonorusa», Poccusa
ueHTpudyra c agantTepoM AN MUKPOMJaHLWeToB
pudy P P ! HeT HeT aas aa aa
¢ RCF (g) He Hmxe 100
nosvMepHasa TepMonnéHka Ans 3anedyaTtbiBaHMs <
HeT HeT aa aa aa
MukponnaHweTos MLUP
MukponnaHwet MUP 384 nyHku HeT HeT HeT na na

TpaHCNopTHas cpena, PEKOMEeHAYeTCa UCMoab30BaTh TPaHCMOPTHYO cpeay aAns éunonpob6 CTOP-O,
000 «HK-TexHonorms TC», Poccusi, PY N2 P3H 2020/9640; nonyckaeTcs MCNonb30BaTb TPAHCMOPTHbIE
cpenbl, 3aperncTpMpoBaHHble Ha TeppuTopum PO B yCTaHOB/IEHHOM Nopsiake

dusunonormyeckmii pacteop (0,9% NaCl) ctepunbHbIin (NpyM HEO6X0AMMOCTHN)

Habop/kKoMnnekT peareHToB AnA BbigeneHmsa HK ns énonornyeckoro matepmana, peKoMeHayTcs:
- KomnnekT peareHToB An4 Bbigenenmsa AHK MPOBA-PAMNA no TY 9398-015-46482062-2008,
000 «AHK-TexHonorua TC», Poccusa, PY N2 ®CP 2008/02939;
- KomnnekT peareHtoB ans sbigeneHuns AHK no TY 9398-037-46482062-2009 B ¢popMax KOMMieKTaumm
MPOBA-I'C u MPOBA-IC-MMNKOC, 000 «AHK-TexHonormus TC», Poccusi, PY N2 ®CP 2010/08696;
- KomnnekT peareHToB A5 BblaeneHnst HyknemHoBbix kucnoT NMPOBA-HK/MPOBA-HK-MJTHOC
rno TY 9398-035-46482062-2009 B popMax komniekTaumm: komnnekt NMPOBA-HK,
komnnekT MPOBA-HK-MJTIOC, 000 «AHK-TexHonormna TC», Poccusa, PY N2 ®CP 2010/08867;
- Habop peareHToB ANS BblAeNeHUSA HYKNenHoBbiX kncnoT NMPOBA-MY no TY 9398-088-46482062-2016
B opMme komnnekTaummn NMPOBA-MY-PAMNA, OO0 «AHK-TexHonormsa TC», Poccus,
PY N P3H 2017/5753;
- Habop peareHToB ansa soigenenns AHK yenoseka, 6aktepuii, Bupycos un rpmbos
n3 6Monornyeckoro Matepuana 4yenoseka n KynbTyp MukpoopraHusmos (MPOBA-OMTUMA)
no TY 21.20.23-124-46482062-2021, OO0 «OHK-TexHonormna TC», Poccus, PY N° P3H 2022/17496;
- Habop pearenTtoB ans BbigeneHmns JHK/PHK uenoseka, 6akTepuii, BUpycoB n rpnbos
13 buonormyeckoro matepuana dyenoseka (MPOBA-MY-PAMUA I1), OO0 «AHK-TexHonormsa TC»,
Poccus, PY N2 P3H 2024/23205.
MpumeuaHusa Kk Tabnuuye:
1 - panee no TeKCTy — AeTEKTUPYOWMNI aMmnandukaTop; TpebyeMble NapaMeTpbl AETEKTUPYOLLUNX
aMNAIN@UKaATOPOB YKa3aHbl HUXE
2 - TONbKO AeTeKTUpYyLwWmin amnandukaTop «ATnpaiiM» (Mogudbukauua OTnpaiim» 5X*),
000 «HMNO AHK-TexHonorusa», Poccus, PY N2 ®CP 2011/10229
3 - TONbKO MpPWU UCMONb30BaHUKU NPOBUPOK
4 - He ucnonb3yeTcs ANS AETEeKTUMPYHLEro aMnandunkaTopa «4Tnant»
> - MpPX UCMOJIb30BAHMUM MUKPOMIAHLIETOB

Habop peareHTOB MPUMEHSETCS C AETEKTUMPYOWUMKM aMnandurKaTopaMmn MAaHLWeETHOro

TUNa C CUCTEMOM JeTeKuun NYOPEeCUEHTHONO CUrHana B PEeXMME peanibHOro BpPEMEHMW,
3aperncTpmMpoBaHHbIMKU B YCTaHOBSIEHHOM nopsiaike B P® n COOTBETCTBYHOLWMMU CHEAYOLWUM
TpeboBaHuAM:
- obecneumBaetcsa pabota c 06bLEMOM peakUMOHHOM cMecn 35 Mkn (dacoBka S) mnm 18 Mk

(dpacoBka U, pacoska A, npobupkn);
- obecneumnBaetcsa pabota ¢ payopodopamm: Fam, Hex, Rox, Cy5, Cy5.5;
- nogorpeesaemasl Kpbilka ¢ Temnepatypoi 6onee 100 °C;
- CKOpOCTb Harpesa He MeHee 2 °C/c;
- CKOpPOCTb oxJlaxaeHus He MmeHee 1 °C/c;

- TOYHOCTb NOAAEPXKAHMUS N OAHOPOAHOCTb TeMnepaTypbl He 6onee = 0,4 °C.

13



NTCM Komnnekc | MHCTpykumus no npuMenenumto | 1010 ot 16 nexa6ps 2024 roaa ) AHK-TEXHONOrusa

B xoae KAWMHMYECKUMX WCMbITAHUA BanMAMPOBaHbl Clefyllme AeTekTupylowmne
aMnnmbunkaTopsbl:
- Amnnudukatop  petektupylowmin  «ATnpanm»  (Moandukauma  «ATnpanm S5M*»),
000 «HMO AHK-TexHonorusa», Poccusa, PY N2 ®CP 2011/10229, panee no Tekcty - «ATnpanm»;
- AMNandukaTtop  AETEKTUPYHOLWMI «OTnpanm» no TY 9443-004-96301278-2010
(Mmoandukauma «ATnpanm 5X*») 000 «HMO AHK-TexHonormna», Poccnsa, PY N ®CP 2011/10229
(Tonbko ans Habopa peareHToB B (pacoBkax A, U Ans aBTOMaTM3MpOBAHHOIo A03MpPOBaHUSA),
panee no Tekcrty - «ATnpanm» B moandukaumm «ATnpanm 5X*»);
- AMNIndUKaTop  AeTEKTUPYHOLWNI «ATnant» (Moandumkaums «OTnant  55*»),
000 «HIMO OHK-TexHonorus», Poccuns, PY N2 ®CP 2011/10228 (Tonbko anst Habopa peareHToB
B pacoBke S; B dacoske U Ang py4yHOro A03MpoBaHMS NMpu MCNOAb30BaHUM Npobupok), aanee
no TekcTty — «ATnanT»;
- Tepmoumknep ana amnamdukaumm HyknemHosbiX kucioT 1000 ¢ MoagyneM peakuMOHHbIM
ontnyecknm CFX96 (Optical Reaction Module CFX96), buo-Pag Jlabopatopues, WHk; CLUA,
PY N2 ®C3 2008/03399 (Tonbko gns Habopa peareHToB B ¢racoBkax S, U), ganee no TeKCTy -
CFX96.

Mo BornpocamM MNpUMEHEeHUa AEeTEKTUPYIOLLNX aMI'IJ'Il/ICbMKaTopOB, HE€ YyKa3aHHbIX BbllWIE,

Tp66YETC9| cornacoeaHue C npon3BoanTENEM Ha6opa peareHTos.
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6 AHAJTIUSNPYEMbBIE OBPA3L bl

6.1 MaTepuan ons nccneaoBaHus
Onsa nccnepoBaHMs MCNOMb3YIOT COCKOGbLI anNUTeNManbHbIX KNETOK M3 YPOreHUTasibHOro

TpakTa.

6.2 O6bwme TpeboBaHus

NccnepoBanme w™etogoMm T[UP oTHocutCcs K npsiMbiM  MeToAaM JnlabopaTopHOro
nccnenoBaHus, No3ToMy B3siTMe 6MON0OrM4Yeckoro Matepmana dyenoBeka Heo6xoanMMo NpoBOAMTb
M3 MecCTa siokanmsaumnm MHgeKuMoHHOro npouecca. PeweHne o Heo6xoaMMOCTM nUccnenoBaTb Ty
WAW MHYI0 NOKaausauumio NpuMHUMAET fedaliMin Bpad Ha OCHOBaHMM cobpaHHOro aHamHesa U
K/IMHUYECKOM KapTuHbl 3abonesaHusl.

0na nonyyeHms KOpPpeKTHbIX pe3ynbTaToB 60/blIOe 3HAYEHME MMEET KayecTBO B3SATUS
obpasua 6GuomaTepuana A9 WUCCAeAOBaHMSl, €ero XxXpaHeHue, TpaHCNopTMpOBaHWeE W
npeasaputensHas obpaboTka.

HenpasunbHoe B3saTHMEe H6MoMaTepmana MOXET NPUBECTU K MOYYEHMIO HEAOCTOBEPHbIX
pe3ynbTaToB WU, BCeACTBME 3TOro, HeobXo0a4MMOCTM ero NOBTOPHOIo B3SATUA.

Ha stane noarotoBkn 6uoMatepuana WCNOAb3YHATE HAKOHEYHUKU C  UIbTPOM,
cBoboaHble oT PHKa3 1 HKas.

Ona npepoTBpalleHUss KOHTaMUMHAUWMKM OTKpbIBAMWTE KpbIWKY TONbKO TOW Npobupkw,
B KOTOpYlo OyaeTte BHOCMTb OuosiorMyeckuini Matepuan, W 3akpbiBante ee nepen paboTton

CO cnepyiolen Nnpobupkon.

MpumeyaHune - B3aTve, npeaBapuTeNbHyt0 06paboTKy, XpaHeHWe W MepeBo3Ky, nepeaayvy
nuccregyemMoro mMaTepuana B Apyrve opraHusaumy OCyLLeCTBASIIOT COMIaCHO MHCTPYKTUBHO-METOAMYECKUM
[OKYMEHTaM, perfaMeHTUpyoWmnM BbINOSIHEHWE WCC/IeA0oBaHWA B COOTBETCTBUMM C  TpeboBaHUSAMU
MY 1.3.2569-09 n CaHluH 3.3686-21.

6.3 B3aTne matepmana Ha nccnegoBaHue

BHUMAHME! Mepen sbigeneHnem AOHK MoxeT noTpeboBaTbcs npeaBaputenbHas obpaboTka

obpas3uoB 6buonormueckoro matepmnana (6.5).

B3aTve mMaTepuana oCyLlecTBASIOT C MOMOLWbK CrneumanbHbiX MeAUUMHCKUX WU3LENun,
UMELWNX perncTpaumoHHble YAOCTOBEPEHUS, COrlacHO YCTaHOBJIEHHOW B 3aBUCMMOCTU OT
UCTOYHMKa 6uonorMyeckoro martepuana npoueaype (HanpuMep, 30HAbl MeAUUMHCKME MO
TY 9436-002-98349125-2016 B BapuaHTax ucnosHeHusa: 1. 3oHA4 TN A yHUBepCasbHbIA: -
Tmn Al, nponssoacteso OO0 «MeanumHckme nspgenmsa», Poccusa, PY N P3H 2018/7058).
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BHUMAHME!
1. B3aTne matepuana B npobupkm ¢ peaktmBoM «lMPOBA-PAMWO» ocCylwecTBNsSeTcs CyxXuMm
30HAOM! HeobxoaAMMO WCKNUYNTL KOHTAKT pacTBOpa C KOXel, rnasamm u CAam3ucTbiMU
obonoukamm.
2. MNepen nonydyeHueMm cockoba snUTENManbHbIX KAETOK W3 ypeTpbl, C 3aAHero cBoAa
BNaranuia un LepBuKanbHOro KaHana cBobo4HO CTekalllee oTAensieMoe HeobxoaAnMo yaanuTb

CTEPUNIbHbIM BATHbIM TaMMOHOM.

OrpaHnuyeHune wMeTopal: MecTHoe NpMMEHEHWE NEKAPCTBEHHbIX MpenapaTtoB, Y3U
BarMHasbHbIM 1AaTYMKOM MeHee YeM 3a 24 yaca [0 UCC/IeloBaHuS.
B3aTne MaTepmana npoBoAUTCA B COOTBETCTBUM C WMHCTPYKUMSMM MO TMPUMEHEHUIO

MCNosib3yeMblX HabopoB/KOMMAEKTOB peareHToB Ans Bblaenenms HK (7.1).

6.4 TpaHcnopTupoBaHMe U xpaHeHne obpasuoB bnmonormyeckoro Mmatepuana

YcnoBusS TPaHCNOPTUPOBAHUS UM  XpaHEHUss COCKOBOB 3anuTennasnbHbIX KNETOK U3
YPOreHUTasibHOro TpakTa oOnpeaensatTCsa WHCTPYKUMAMKM MO MNPUMEHEHUI0 peKoMeHAYyeMblX
HabopoB/KOMMAEKTOB peareHTtoB Aansa Bbigenennsa OHK (7.1) wnm  umcnonb3yembix A8
TPaAHCMOPTUPOBaHUA N XpaHeHUS 06pa3u 0B TPaHCNOPTHLIX cpea.

Jonyckaetcs xpaHeHue obpas3uoB npu Temnepatype oT 2 °C go 8 °C He 6onee 24 u.
B cnyyae HeBO3MOXHOCTM AOCTaBKM MaTtepuana B 1abopaTopuio B TeYeHME CYTOK AOMnycKaeTcs
OAHOKpPATHOE 3aMopaxmBaHue Matepuana. [lonyckaeTcsa XpaHeHWe 3aMOpPOXEHHOro maTtepuana
npu TemnepaTtype oT MuHyc 22 °C ao MuHyc 18 °C B TeueHume ogHoro Mecsua (ecnu 3To
He MpoTMBOPEYNT TpeboBaHMSAM K WUCMNONb3yeMbIM HabopaM/KOMMeKTaM peareHToB A4

Bblaenenmsa HK).
BHUMAHME! [onyckaeTcs n1wb 0gHOKpAaTHOE 3aMOpaXnBaHMe-oTTanBaHne Mmatepuana.

6.5 MoaroTtoBka 6MosiorM4Yeckoro MaTepuana 4yenoBeka ansa BoigeneHms AHK
MoarotoBka 6uonoruyeckoro MaTtepuana (nNpu  Heob6XoAUMMOCTM)  MNpPOBOAUTCS
B COOTBETCTBUM C WHCTPYKUMSMU MO TMPUMEHEHUID UCMOMb3YEMbIX HaboOpPOB/KOMMIEKTOB

peareHToB Ans BbigeneHna HK (7.1).

1 - ecnnm 3TO He MpOTMBOPEUUT TpeboBaHUAM K WCMoNb3yeMbiM HabopaM/KOMMIEeKTaM peareHToB
ana sblaeneHns HK
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7 NMPOBEAEHUE AHAJTU3A

7.1 Bboigenenne AHK 13 6mMonormyeckoro matepuana

Ons BbiaeneHns OHK pekoMeHAyeTCS MCNOMb30BaTb Habopbl/KOMMNEKTbl peareHTos,
UMeLne perncTpaumoHHble YyAOCTOBEPEHUS MEAUMUMHCKOro Mu3Aenvs W npefHasHayeHHble
ANa COOTBETCTBYIOWMX BMAOB 6uomaTepuana C uenbio nocneaytwouwero uccnegopaHusa [OHK
metogom [MUP, Hanpumep, T[MPOBA-PAMWA, TMPOBA-HK, TMPOBA-HK-MJIIOC, TMPOBA-TC,
MPOBA-IC-MJIIOC, NMPOBA-MY-PANNA, NMPOBA-ONTUMA, MPOBA-MY-PAMKNA II (Tabnuua 2).

Tabnuuya 2 - Habopbl/KOMNMEKTbl peareHToB, pekoMeHAoBaHHble ans BbigeneHuns [QHK

ONs panbHelwero nccnegoBaHms ¢ ncnosb3osaHmeM Habopa peareHToB NTCM Komnnekc

Ha6op/koMmnnekr MuHuManbHoe
KoMmnnekrtauus
peareHTOoB, PY KOJINYECTBO 3J1l0aTta, MK
MPOBA-HK,
MPOBA-HK 50
(cokpalwéHHasa meToamka
MPOBA-HK/MPOBA-HK-TJIIOC, B COOTBETCTBMMU C [MpunoxeHnem B)
PY N2 ®CP 2010/08867 MPOBA-HK-IJTHOC,
MPOBA-HK-MOC 300
(cokpawéHHasa meToamka
B COOTBETCTBUU C [pnnoxeHmnem B)
NPOBA-I'C/MPOBA-IC-NJOC, MPOBA-TC 100
PY N2 ®CP 2010/08696 MPOBA-IC-MNIOC 300
MPOBA-MY,
PY N¢ P3H 2017/5753 MPOBA-MH-PAMIAA 100
MNPOBA-PANNA,
PY N2 ®CP 2008/02939 MPOBA-PAMNA >00
MPOBA-OMNTUMA,
MPOBA-OMTUMA, MPOBA-OMNTUMA 400
PY N° P3H 2022/17496 (cokpalléHHasa MeToamKa
B cooTBeTCTBUM C [punoxeHuem IN)
MPOBA-M4Y-PANNA 11,
PY N P3H 2024/23205 MPOBA-MY-PANNA 11 100

Boigenenne AHK n3 nccnegyemoro matepumania npoBoasiT B COOTBETCTBUM C MHCTPYKUMER
no MNPUMEHEHUI0 WCNoNAb3yeMoro Habopa/koMmniekTa peareHToB WM B COOTBETCTBUM C
MpunoxeHnsamn B, ' B cnyyae ucnonb3oBaHuns komnnektos peareHtos MNMPOBA-HK/MPOBA-HK-

MKOC n Habopa peareHTos NMPOBA-OMNTUMA ans sbigenenmsa AHK no cokpawéHHbIM MeToAnKaM.

BHMUMAHME! OpgHoBpemeHHO ¢ BbigeneHneMm JHK n3 6unonornyeckoro matepmana Heob6xoanmo
noaroToBUTbL OTPpMUATENbHbIA KOHTPONbHLIA 06pasel, M nNpoBecTM ero 4epes Bce 3ITanbl
npobonoaroToBkM. [1na 3TOro pekoMeHAyeTCs WUCMNOoNb30BaTb (PU3MONOrMYECKUA pacTBOp WU
oTpuUaTeNbHbIA KOHTPO/SbHbIN Ob6pasel, BXOASWMIKA B cocTaB Habopa/KOMMiekTa peareHToB
ANS BblAeNEHUS HYK/IEMHOBLIX KUCNOT, B 06bEéMe, yKa3zaHHOM B MHCTPYKLWUU MO MPUMEHEHUIO

COOTBETCTBYHOLWEro Habopa/KoMnaeKkTa peareHToB.
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7.2 Moprotoeka un nposegeHue MLP. ®acoska S
BHUMAHME!
1. Mpn npoBeaeHMM BCEX MOCeAYHOWNX AENCTBUNA cnepyeT mlberatb BO3AENCTBUSA MPAMbIX

COJTHEYHbIX Jly4el Ha NpPoBbUpKM CO CMecbto Ana amnandukaumm!
2. [pu ncnonb3oBaHuUM Habopa peareHTOB B BapuvaHTe UCMOJIHEHUA «dacoBka S, CTpUMbI»
cneayeT cTporo cobnoaaTb KOMMIEKTHOCTb CTPUMOB M KpbIlWEK K HUM. He NCnosib30BaTh KPbILWKK

K cTpunam us apyrmux Habopos peareHToB!

7.2.1 TlpoMapkupyihTe no ogHoM npobupke/CTpunoBaHHOM npobupke CO cMecblo An4
amnnmdukaunm, 3anedvyataHHolW napadmMHOM, ANa KaXxaoro HemsBecTHoro obpasua,
ONa oTpuuaTenbHOro KOHTPOsIbHOro obpa3sua (K-) 1 4nsa nonoXmnTenbHOro KOHTPOJIbHOIO

obpasua (K+).

BHMUMAHME! KonnuyecTtBo peareHTOB paccymMTaHo He 6osee yeM Ha 24 NOCTaHOBKW NpU YC/10BUMK
BapmabenbHOro Koan4yecTsa HEM3BECTHbIX 06pa3uoB, 1 oTpuuaTeNbHOro KOHTPOSbHOro obpasua

1 1 NONOXMTENbHOrO0 KOHTPOJSIbHOIO 06pa3sua B KaXAoW NocTaHOBKE.

Mpumep:
Heobxoanmo npoaHanunampoBaTb 4 HeU3BeCTHbIXx obpa3ua. [na 3Toro HyXHO
npoMapkunpoBaTb 4 NpobUpKM ANa HEM3BECTHbIX 06pa3uoB, 0AHY NPobUpKy Ansa «K-» n
oAHY npobupky ansa «K+». Obwee konnyectso Nnpobupok — 6.

7.2.2  BcTpsAXHUTe npobupKy C pacTBOpoM Tag-nonuMmepasbl Ha MUKPOLEHTpudyre-BopTekce
B TeueHune 3-5 ¢ n ueHTpudyrnpyiite Ha MUKpPOLEHTpUdYyre-BopTekce B TedyeHume 1-3 c.

7.2.3 [dobaBbTe BO BCE NMpoMapKMpoBaHHbie NpoObMpKK, He noBpexaas cnor napadwHa, no
10 mMkn pactBopa Tag-nonnMepassbl.

7.2.4 [ob6aBbTe B Kaxay npobupky no ogHol kanse (okono 20 MKI) MMHEpanbHOro mMacna.
3akponTe Npobupku/CcTpumnbl.

7.2.5 BcTpsAxHUTE  npobupky C  MOMOXWUTENbHbIM  KOHTPOAbHbIM  06pasuoM  Ha
MUKpOLEeHTpundyre-sopTeKkce B  TeyeHue 3-5¢ 7 ueHTpudyrmpymTte Ha

MUKpOLEeHTpudyre-sopTekce B TeyeHmne 1-3 c.

BHUMAHME!

1. Mepen BHeceHMeM B NpobUMpPKM C peakuMoHHOW cMecbo ansa npenapata AHK n
OTpUUATENIbHOrO0  KOHTPONbHOro obpasua HeobxoAMMO  BbIMOSHUTE  peKOMeHgauMn Mo
ncnonb3oBaHuto npenapata [OHK, npuBeaéHHble B MHCTPYKUMM MO npuMmeHeHuto Habopa
peareHToB An4 BblaeneHmsa HK.

2. Mpu ncnonblosaHun ansa soigeneHns AHK Habopos/komnnekTos peareHToB NMPOBA-PAMNA,
MPOBA-HK, MPOBA-HK-TJTIOC, NMPOBA-I'C u MNMPOBA-I'C-TIJTIOC (ToNbko B ciydae, ecnu nocne
BblAeNeHNsI HafoCafo4YHas XWUAKOCTb, coaepxawas BblaeneHHyto AHK, 6bina nepeHeceHa B
HOBble MpPO6MpPKK) BCTpsIXHUTE NMpobupkn ¢ npenapatoM AHK n oTpuuaTenbHbIM KOHTPOSbHBIM
obpa3uoM Ha MuKpoueHTpudyre-sopTekce B TeyeHue 3-5C UM uUeHTpUdyrupyinTe Ha

MUKPOLIEHTPpUGYre-BopTeKce B TeueHue 1-3 c.

18



NTCM Komnnekc | MHCTpykumus no npuMenenumto | 1010 ot 16 nexa6ps 2024 roaa ) AHK-TEXHONOrusa

3. Mpn wncnonb3oBaHun aAnsa  BbigeneHns [OHK Habopa peareHtoB [MPOBA-MY-PANNA
HeobxoanmMO, He BCTpAxMBas, UeHTpudyrmposBaTb npobupkn ¢ npenapatom [OJHK wu
oTpuuUaTeNbHbIM KOHTPO/SbHbIM 06pa3LOM Ha MUKpoOUeHTpudyre-soptekce B TeyeHune 1-3 ¢,
3aTeM nomMecTuTb nNpobupku ¢ npenapatom AHK B MarHuTHbIA wTaTMB. B cnyyae ecnm nocne
BblAeNeHNs HadocadouyHas >XWAKOCTb, coaepxawas sbiaeneHHyto AHK, 6biia nepeHeceHa B
HOBble Mpobupkn, cnepgyeTr BCTPAXHYTb Npobupkn ¢ npenapatoMm [HK wn oTpuuaTtenbHbIM
KOHTPOJIbHbIM 06pa3LoM Ha MUKpoLEeHTpuUdyre-BopTekce B TeveHne 3-5 ¢ n ueHTpudyrnposatb
Ha MUKpoueHTpudyre-sopTekce B TeveHue 1-3 c.

4, Ona npenoTepalleHns KOHTaMUHaUuK cneayet rnepeq BHeceHmeM JHK oTKpbiBaTb KpbILWKK
TONIbKO Tex npobupok, B KOTOopble ByaeT BHOCUTLCSA AaHHbIA obpasel, u 3aKpbiBaTb UX, nepea
BHeCeHmeM cneaytouwero. B cnyyae ncnonb3oBaHmMs CTPUMNOB CneayeT 3aKpbiBaTb KPbILWKY CTpuna
rnocne BHeceHUss B Hero o6pas3uoB nepen HadanoMm paboTbl CO cneaylowmMm. 3akpbiBanTe
npobupku/cTtpunsbl naoTHo. [Npenapatel OHK ©n KOHTponbHble o06pa3ubl cregyer BHOCUTH

HaKOHEeUYHUKaMM C PUIbTPOM.

7.2.6 BHecuTe B COOTBETCTBYHLUME MPOMapKMpoOBaHHble MpPobUpKM, HEe MnoBpexaas Croun
napaduvHa, 5,0 Mmkn BblgeneHHoro w3 obpas3uyos npenapata [AHK. B npobupkuy,
rnpoMapkmpoBaHHble «K-» n «K+», 1HK He BHOCUTCA.

7.2.7 BHecuTe B NpobupKy, NpoMapkmpoBaHHy «K-», He noBpexaas cnon napaduHa,
5,0 MK OoTpMUATENbHOr0 KOHTPOJIbHOro obpasua, npoweglwero 3tan sbigeneHus AHK
(cm. 7.1).

7.2.8 BHecuTe B npobupky, npomMapkupoBaHHyk «K+», He noBpexaas cnol napaduHa,
5,0 MK/ NONOXUTENBbHOr0 KOHTPOSIbHOro obpasua.

7.2.9 LUeHTpudyrupyinte Bce npobuMpKu/CTpunbl Ha MUKPoOLEHTpudyre-BopTekce B Te4deHue
1-3 c.

7.2.10 YcrtaHoBuTe BCe Npobupkn/cTtpunbl B 6510k AeTeKTMpylowero amnamdunkaTtopa.

7.2.11 [nsa peTtekTupytowmx amnamngunkatTopos cepum AT:
3anyctuTe nporpaMMmHoe obecneveHue geTekTmpytowero amnandukartopa. MNpu nepsom
npoeeaeHnn TMLP 3arpysute cooTBeTCTBYOWMI TecTl.-[anee M npu nocnenyLmx
NOCTaHOBKAxX co34aMTe COOTBETCTBYHOLMMN MNPOTOKOA  WUCCNEAO0BaHUA:  yKaxXuTe
KONMYeCcTBO U unaeHTUdmkaTopol o06pa3uoB, B TOM UUCAEe OTpUMUATENBHOIO W
NOJIOXUTENBHOrO KOHTPO/bHbIX 06pa3LoB, OTMeTbTE pacnosioXXeHne npobupok/cTpmnos
Ha MaTpuue TepMmobnoka B COOTBETCTBMM C UX yCTaHoBKOM M nposeaute TLP. Mpwn
Bblbope TecTa AokHa oTobpaxaTbca nporpamma, npuBeaéHHasn B Tabnuue 3.

7.2.12 [Onsa petektupytowero amnandmkatopa CFX96:

MposeguTte MLUP c yyueTom 06bEMa peakUMOHHOM CMecu, paBHoro 35 Mk, Mo nporpamMme

amnnaundukaummn, npmeeaéHHon B Tabnuue 4.

1 - TecT ansa AeTekTMpyloWNX amnandukaTopos cepun AT co3gaércs NyTéM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa yKasaHbl B [punoxeHun A) unm npesocTaBnseTcs nponssoanTeneM Habopa peareHToB
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Tabnuuya 3 - [T[lporpaMMa aMnandukaunmm aAna AeTEKTUPYHOWKUMX aMnandukaTopos
«ATnpanm», «OTnant» (dbacoska S)
N2 Yucno Pe>xuM onTtnyeckumx Tvn
TemnepaTtypa, °C MWH C -
6noka LIMKNOB n3MepeHumn 6noka
80 0 30
1 1 Lnkn
94 1 30
94 0 30
2 5 Lnkn
64 0 15 v
94 0 10
3 45 Luvkn
64 0 15 v
4 94 0 5 1 Lnkn
5 251 XpaHeHune XpaHeHune
V - PEXUM ONTUYECKUX U3MEPEHWIA
Tabnuuya 4 - [porpamma amnnudukaumm ans getekTupyrowmx amnnmdbukatopos CFX96

(dbacoBku S)

Bpems, Konuuecreo uukios
o o
N2 6noka (Step) TeMmnepartypa, °C MUH: CeK T o)

1 80 01:00 1

2 94 01:30 1

3 94 0:15

50

4 64 v 0:20
Vv - pexuMm onTuueckux wusMmepeHuin (Plate Read), ycTaHOBUTb wu3MepeHue @yopecLeHUUn no
HeobxoauMbIM KaHanam getekuum (Fam, Hex, Rox, Cy5, Cy5.5) npu 64 °C

7.3 MoarotoBka u nposeneHune MLUP. ®acoska U, pyyHoe ao3mpoBaHune

BHUMAHME!
1.  [Ons aMmnnandukauuun cneayeT UCnosib30BaTb 04HOPA30Bble aMnIndUKaLMOHHbIE NPo6upKM

06bEMOM 0,2 M1 MM  MUKponnaHweTsl MLUP 96 NyHoK?, repMeTusnpyeMbie TepMOMJEHKON.

He pekoMeHAyeTCas WCMOSb30BaTh CTPUMOBAHHblE MNPOBUPKM B CBA3M C  OMACHOCTbIO
nocTaMnInUKaLMOHHON KOHTaMUHaLUW.
2. MNpy NpoBeaeHUN BCeX MOCNeaywlUnX AencTBUi creayeT nsberatb BO3AENCTBUSA NPAMbIX

COJTHEYHbIX nyqeﬁ Ha I'Ip06MpKM CO CMeCbio an4d aMI'IJ'IVICbMKaU,VIM!

7.3.1 T[lpoMapkupyinTe HeobxoaMMOe KOJIMYECTBO OAHOPA30BbIX  aMMAMMUKALMOHHbIX

npo6upok 06bEMoM 0,2 M UM MUKPOMIAHLWET 96 NYHOK ANt HEM3BECTHbIX 06pa3LoB,
AN OTpULATENbHOMO NOSIOXKMUTENBHOIO

KOHTpOJIbHOro obpasua <«K-» wu ans

KOHTpPO/SIbHOro obpasua «K+».

1 - nonyckaeTca xpaHeHue npu TemnepaTtype 10 °C
2 - ans AeTekTUpyLWwmMX amnandukaTopos «ATAanT» MUKpPoONIaHWeTbl 96 YHOK He UCMOoJb3YoTCS
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MpuMeyvaHune - PekoMeHayeTca nMoCTaHOBKa He MeHee 5 06pa3u,03 B OAHOM WuccnegoBaHun

(3 HemnsBecTHbIX 06pasua, oTpuuaTenbHbIN U NONOXUTENBHbBIN KOHTPOJIbHbIE 06pasubl).

Mpumep:
Heobxoanmo npoaHanu3aupoBaTb 4 Hem3BecTHbiX obpasua. [Ang 3TOro  HyXHO
npoMapkmpoBaTb 4 npobupkun/3apesepsmpoBatb 4 JiyHKM  MUKpoOMJaHweTta Ans
HensBeCTHbIX 06pa3uoB, ogHy NpobuUpKy/NyHKy ansa «K-» v ogHy NpobupKy/nyHKy ans
«K+». Obuwee konnyectso Npobmpok/nyHok — 6.

7.3.2 BcTrpsixHuTe nNpobupKy CO CcMecbio ans amnandumkaumm Ha MMKpoUeHTpudyre-BopTekce
B TeyeHue 3-5 Cc u ueHTpudyrupymnte Ha MMKpoueHTpudyre-sopTekce B TeyeHme 1-3 c.

7.3.3 BHecuTe BO BCe NMPOMapKMpoBaHHblIE NPobUpKK/HeobxoanMblie JTYHKU MUKpPOMJaHLWeTa
(Bkntoyas «K—» n «K+») no 6,0 mkn cmecn ansa aMmnandukaymu.

7.3.4 BcTpsAxHuTe npobupkn ¢ MUP-6ydepom wu nonumepasor TexHoTaq MAX Ha
MUKpoOLeHTpudyre-sopTekce B TeyeHue 3-5¢ 7 LeHTpudyrmpymTte

Ha MUKpoOLEHTpUdyre-BopTekce B TeyeHume 1-3 c.

BHMUMAHME! lMonumepasy TexHoTag MAX Heob6xoAMMO AoCTaBaTb M3 MOPO3WILHOW KaMepbl

HeNnocpeaCcTBeHHO nepea Ucnosib30BaHNEM.

7.3.5 T[puroTtoBbTe cMech [MLP-6ydepa c nonnmepason TexHoTaq MAX. [lng 3Toro cMewainTe
B OTAE/IbHOM OAHOpa30BoON Npobupke:
e 6,0 x (N+1) mkn NUP-6ydepa,
e 0,3 x (N+1) mkn nonnumepasbl TexHoTaq MAX,
raoe N — KoMyecTBO NMPOMapKMpOBaHHbIX MPOBUPOK/KOMMYECTBO HEOH6XOAMMbIX TYHOK
MUKponaaHweTa C YY4ETOM «K-», «K+>»,
Mpumep:
Heobxoanmo npoaHanusnpoBsaTb 4 Hen3BeCTHbIX obpasua, «K-», <K+,
MpoMapKnpoBaHHbIX MPOBUPOK/HEOOXOANMBIX JTIYHOK MUKpOnaaHweTa — 6.
HyxHo npurotoButb cMmecb [IUP-6ydepa wun nonumepasbl TexHoTaq MAX ans
7 (6+1) npobupok/nyHok, T.e. 42 mkn MNUP-6ydepa + 2,1 Mkn nonmmepasbl TexHoTaq MAX.
7.3.6  BcrpsixHuTe npobupky cC npurotosneHHon cMecbio T[LUP-6ydepa v nonnmepassbl
TexHoTaq MAX Ha MukKpoueHTpudyre-sopTekce B TeyeHue 3-5 ¢ n ueHTpudyrupymnte

Ha MUKpoueHTpudyre-sopTeKkce B TeyeHme 1-3 c.

BHMUMAHME! Cwmecb [UP-6ydepa u nonumepasbl TexHoTaq MAX Heo6xooMMO rOTOBUTH

HEeNoCpeaCTBEHHO Nepea UCNOoJZIb30OBAHNEM.

7.3.7 [dobaBbTe BO BCe NpOMapKMpoBaHHble Npobupkn/HeobXoanMbIe NYHKN MUKpOMIaHLWeTa
CO cMecblo pana amnamdukaumm no 6,0 mkn cmecn TMLP-6ydepa u nonumepasbl

TexHoTaq MAX. 3akporiTte npobupku.

BHMUMAHME! T[locne pob6asneHuns cmecm [UP-6ydepa wn nonumepasbl TexHoTaq MAX B
NpobupKK/NyHKN CO CMechblo Ana amnandunkaumm HeobxoamMo B TeHeHMe ABYX YacOB BbIMNONHUTL
7.3.8 - 7.3.14.
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7.3.8  BcTpaxHUTe NpobUpKYy C MNOMOXKUTENbHBIM KOHTPOIbHLIM 06pa3LIOM Ha MUKPOLLEHTpUdyre-
BOpTEKCe B TeyeHuMe 3-5C M UeHTpUdYrMpyinTe Ha MUKpoUEeHTpuUdyre-BopTekce B

TeueHue 1-3 c.

BHUMAHME!

1. Mepen BHeceHMeM B MPOBUPKU/AYHKM C peakUMOHHOM cMecbto ans npenapata AHK u
OoTpUUATENbHOro  KOHTpO/sibHOro obpasua HeobxoAMMO  BbIMOAHWUTL  peKoMeHpauum Mo
ncnonb3osaHuo npenapata AHK, npuBeaéHHble B WHCTPYKUMM MO MpuMeHeHuto Habopa
peareHToB N5 BblaeneHmsa HK.

2. Mpwn ncnonb3oBaHun gnsa Boigenennsa AHK Habopos/komnnekToB peareHToB NMPOBA-PAMNA,
MPOBA-HK, MPOBA-HK-TJTIOC, MPOBA-IC n MPOBA-IC-MJTIKOC (TonbKo B Ciy4vae, ecnum nocne
BblAeNeHNs HaAocadouyHas >XWAKOCTb, copepxawasa sbiaeneHHywo AHK, 6biia nepeHeceHa B
HOBble NpobupkKn) BCTpsXHUTE Npobupkn ¢ npenapatoMm AHK u oTpuuaTtesnbHbiM KOHTPOSIbHbIM
obpa3uoMm Ha MUKpoueHTpudyre-soptekce B TedyeHnme 3-5¢c ©n  ueHTpudyrnpymte Ha
MUKpOLEeHTpUdyre-sopTekce B TedeHune 1-3 c.

3. Mpn wucnonb3osBaHun ansa Bbigenenunsa [OHK Habopa peareHtos [MPOBA-MY-PAMUNA
HeobxoammMo, He BCTpsxmBas, UeHTpudyrMpoBaTb npobmpkmn ¢ npenapatom [OHK wu
OTpULATENbHBLIM KOHTPOJIbHbIM 06pa3uoM Ha MUKpoueHTpudyre-eopTekce B TedyeHue 1-3 ¢,
3aTeM noMecTuTb nNpobupku c npenapatom AHK B MarHuMTHbIA wWTaTMB. B cnyyae ecnu nocne
BblA€NeHNs HaZocadouyHas XWAKOCTb, copepxawas sblaeneHHyto [AHK, 6bina nepeHeceHa B
HOBble MpPoO6bUpKK, crneayeT BCTPSAXHYTb Npobupknm ¢ npenapatoM [AHK un oTpuuaTenbHbiM
KOHTPOJIbHbIM 06pa3LOoM Ha MUKpoLEeHTpUdyre-BopTekce B TedeHue 3-5 ¢ n ueHTpudyrmnposatb
Ha MMKpoOLUEeHTpudyre-sopTekce B TeyeHue 1-3 c.

4. [na npepoTepalleHnsa KOHTaMnHauuu cneayet nepeq sHeceHmeM JHK oTKpbiBaTb KpPbILWKHK
TONbKO Tex Npobupok, B KoTopble 6yaeT BHOCUTLCS AaHHbI obpasel, M 3aKpbiBaTb UX nepej
BHeceHmeM cneaytowero. 3akpbiBanTe npobupku nnoTHo. lMpenapatbl AHK u KOHTpONbHbie

o6pa3ub| cneayeTt BHOCUTb HaKOHEYHMKaMK C CbVIJ'IprOM.

7.3.9 BHecuTe B COOTBETCTBYHOLUME MNPOMapKMUpoOBaHHble MNpobupkn/Heobxoanmble JyHKMU
MUKponaaHwera no 6,0 Mkn BbigeneHHoro wn3 obpasuoB npenapata AOHK.
B npobupkun/nyHkn, npomapkmpoBaHHble «K-» n «K+», JHK He BHOCKTCS.
7.3.10 BHecuTe B NpobUpKY/NyHKY, MNpOMapkKupoBaHHyl «K-», 6,0 MKn oOTpuuaTenbHOro
KOHTposibHOro o6pasua, npoweawero stan sbigeneHus AHK (cm.7.1).
7.3.11 BHecuTe B nNpobMPKY/NyHKY, MpOMapKMpoBaHHy <«K+>», 6,0 MK MOM0XUTENbHOIO
KOHTpoJsibHOro ob6pasua.
7.3.12 B cny4dae ucnonb30BaHUS MUKPOMNNaHWeToB 96 SIYHOK:
7.3.12.1 TloMecTuTe aKKypaTHO, He BCTPSAXMBAs, MWUKPOMAAHLWeT B MNOANOXKY YCTPOWCTBa
AN4 3anedyaTtbiBaHMA niaHweTos ATnak.
7.3.12.2 lpoBeanTe 3anevyaTtbiBaHWe MukponnaHwerta [MUP nonumepHon TepMONNéHKOM
COrnacHoO pykoBoACTBY MO aKcniyaTaumm npmbopa ATnak.

7.3.12.3 UeHTpudyrupynte mnkponnanuwet MUP npn RCF(g) 100 B TeyeHune 30 c.
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7.3.13 B cnyyae nucnonb3oBaHuMs Npobumpok:
LeHTpudyrmpyinTte Bce Nnpobmpkn Ha MnkpoLeHTpudyre-sopTekce B TeueHne 3-5 c.

7.3.14 YctaHoBuTe BCe NpobUpKM/MUKPONNAHLLET B 650K AeTeKTUpYoLWero amnangunkaropa 1
nposegute MUP (7.3.15, 7.3.16).

7.3.15 [nsa petektupytowmx amnamngunkatTopos cepum AT:
3anycTuTe nporpaMMHoe obecnedeHue getekTumpyowero amnnmdukatopa. NMpu nepsom
npoBeaeHun TMLP 3arpy3uTe cooTBeTCTBYlOWMIA TecT!. [anee v npu NOCneayLwmx
NOCTaHOBKAxX Cco34aMTe COOTBETCTBYHOLMA MNPOTOKOA  WUCCAEAO0BaHUA:  yKaxXuTe
KONM4YeCcTBO U unaeHTudukaTopbl o06pasuos, B TOM UWUCAEe OTPUMUATENLHOrO W
MOJSIOXUTENBbHONO0 KOHTPOJIbHbIX 06pa3uoB, OTMeTbTe pacnonoxeHne o6pas3uoB Ha
MaTpuue TepMob/ioka B COOTBETCTBUM C UX yCTaHOBKOWM n nposeguTe MUP. MNMpu Bbibope
TecTa AO/MKHA oTobpaxkaTbCca nporpamMma, npmeeaéHHas B Tabnuue 5.

7.3.16 [nsa petektupytowero amnandmkatopa CFX96:
MposeguTte MLUP c yyueTom 06bEMa peakUMOHHOM CMecu, paBHOro 18 MkJ, no nporpaMme
amnnandukaumm, npmeeaéHHon B Tabnuue 6.

Tabnunua 5 - T(porpamma aMmnauMdbukaunmm ana AeTEeKTUPYHLWMX amMnamduKaTopos

«ATnpanm», «ATnant» (dbacoska U, dacoska A, npobupkn)

Pe>xxum
Ne
6noKa TeMmnepartypa, °C MWH c Yucno umknos ONTUYECKUX Tuvn 6n0ka
n3MmepeHuin
80 0 5
1 15 Unkn
94 0 5
2 94 5 00 1 Lunkn
94 0 30
3 5 Lunkn
64 0 15 v
94 0 10
4 45 Unkn
64 0 15 4
5 94 0 5 1 Lunkn
6 252 XpaHeHue XpaHeHue
V - peXunM oNTUYECKUX U3MEpeHUI

1 - TecT ans AetekTupytowmnx amnandmkaTopos cepum AT co3paéTtcs nyTéM BBoAa NapaMeTpoB (NapaMeTpbl
TecTa ykasaHbl B [punoxeHun B) nnu npepocrasnsieTcs nponssoanteneM Habopa peareHToB
2 - ponyckaeTcsi XxpaHeHue npu TemnepaTtype 10 °C
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Tabnuuya 6 - [lporpamma amnnudukaumm ans getekTupyrwmx amnnmdbukatopos CFX96
(dbacosku U)
Bpems, Konunuecrso UMkoB
o o
N2 6noka (Step) TeMmnepartypa, °C MWH: CeK eEmerea)
1 80 01:00 1
2 94 05:00 1
3 94 0:15
50
4 64 v 0:20
V - pexum ontnyecknx nsmepeHuii (Plate Read), ycTraHoBUTb naMepeHune dyopecueHumnn no
HeobxoanMbIM KaHanam getekummn (Fam, Hex, Rox, Cy5, Cy5.5) npu 64 °C

7.4 MoarotoBka wn nposegeHue T1LUP. ®acoBka U, C WCMNonb3OBaHMEM [A03MPYHOLLEro
yctponctea ATctpum 12M1 nnun 15M1 (Tonbko ana aetekTupytowero amnnmdukatopa ATnpanm

B Moandukaumm «Tnpanm 5X*»)

BHUMAHME!

1. Onsa amnangukaumm cnepyet Mcnosnb30BaTb MukponnaHweTol MUP 384 nyHkn,
repMeTusnpyemble TEPMONIEHKOMN.

2. Mpn npoBeaeHMM BCeX MOCienyloWnxX AenCcTBUA cnepyeT mlberatb BO3AENCTBUSA MPSAMbIX

COTHEYHbIX fyder Ha Npobupkn co cMecbio Ansd aMmnandukaumm!

MpuMmeyaHune - PekoMeHayeTca nocTaHoOBKa He MeHee 5 O6paBLI,OB B OAHOM wuccnegoBaHun

(3 HemnsBecTHbIX 06pasua, oTpuuaTenbHbIN U NONOXUTENbHbBIN KOHTPOJIbHbIE 06pasubl).

7.4.1 BcTpsaxHuTe NpobupKy CO CMeCbio ANns aMmindukaunum Ha MUKpPOLEHTPpUdYyre-BopTeKce
B TeyeHume 3-5 Cc u ueHTpudyrupymnTe Ha MMKpoLUeHTpudyre-sopTeKce B TeyeHme 1-3 c.
7.4.2 BcrpaxHute npobupkm ¢ TMUP-6ydepom n nonmMmepason  TexHoTaq MAX
Ha MMKpoueHTpudyre-sopTekce B TeyeHune 3-5¢ n ueHTpudyrnpymnte

Ha MUKpoueHTpudyre-sopTekce B TeyeHme 1-3 c.

BHUMAHME! Tlonumepasy TexHoTaq MAX HeobxoaMMO AoCTaBaTb U3 MOPO3UIbLHOW Kamepbl

HenocpeacTtBeHHO nepea ncnosib30BaHMUEM.

7.4.3 Cnepys ykasaHuaMm MO pgosupyrowero ycrponcresa ATCTpuM, NMpUroToBbTE B OTAENbHOM
oAHopa3oBon npobupke cmechk MLUP-6ydepa c nonnmepasoin TexHoTaqg MAX.

7.4.4 BCTpsIXHUTE nNpobupKy C NpUroToBiieHHOW cMecbto [LP-6bydepa v nonumepasbl
TexHoTaq MAX Ha MUKpOLeHTpUdyre-BopTekce B TedeHue 3-5 ¢ n ueHTpudyrnpyinTte Ha
MUKpOLEeHTpUdyre-BopTekce B TedeHue 1-3 cC.

7.4.5 BcTpAxHUTEe  npobupky € MOMOXWUTENbHbIM  KOHTPOAbHbIM  06pasuoM  Ha
MUKpOLeHTpUdyre-soptekce B  TedeHMe 3-5Cc U ueHTpudyrmpymte  Ha

MUKPOLEHTpUdYre-BopTeKCce B TeyeHne 1-3 c.

BHUMAHME!
1. lMepen npoBeaeHmneM fo3npoBaHmsa ansa npenapata AHK 1 oTpuuaTtenbHOro KOHTPOJSIbHOMO
obpasua HeobxoAMMO BbINOJHUTL pPEKOMEHAAUMM N0 WUCNoJb3oBaHUO npenapata [AHK,

NpuBeAEHHbIE B MHCTPYKLMUM MO NMPUMEHEHNI0 Habopa peareHToB Ans BbiaeneHns HK.
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2. Mpwu ncnons3osaHun ana ebigeneHns AHK Habopos/koMnnekToB peareHTos NMPOBA-PAMNA,
MPOBA-HK, MPOBA-HK-MJIIOC, MPOBA-IC n MPOBA-IC-MJIKOC (Tonbko B Crydae, ecnin nocrne
BblAeNeHNs HaaocaZlovHas XWMAKOCTb, coaepxawas BbiageneHHyto OHK, 6bina nepeHeceHa B
HOBble Npobupkun) BCTpAXHUTE Npobupkn ¢ npenapatoMm OHK n oTpuuaTenbHbIM KOHTPOJIbHbIM
obpa3uoM Ha MuKpoueHTpudyre-soptekce B TeyeHne 3-5c wun ueHTpudyrmpymte Ha
MUKpoLeHTpudyre-sopTekce B TeyeHune 1-3 c.

3. Mpn wucnonb3oBaHun ansa Bblgenedns [OHK Habopa peareHtoB [MPOBA-MY-PAMNUA
Heobxoanmmo, He BCTpAxuBas, uUeHTpudyrmposaTb npobupkn ¢ npenapatom [OHK wu
OTpULATENbHbIM KOHTPOJIbHbIM 06pa3uoM Ha MUKpoueHTpudyre-sopTtekce B TeueHue 1-3c,
3aTeM noMecTuTtb Npobmpkmn ¢ npenapatoMm AHK B MarHutHbIM wTtatme. B cnydae ecnu nocne
BblAeNeHNs HaAocadouyHas >XWAKOCTb, coaepxawasa sblaeneHHywo [AHK, 6biia nepeHeceHa B
HOBble Mpobupkun, crneayeT BCTPAXHYTb Npobupkn ¢ npenapatoM [HK wn oTpuuaTenbHbIM
KOHTPOJIbHbIM 06pa3LOoM Ha MUKpPOLEHTpUdYyre-sBopTekce B TedeHue 3-5 ¢ n ueHTpudyrmposatb

Ha MUKpoueHTpudyre-sopTeKce B TeyeHme 1-3 c.

7.4.6 YcraHoBuTe npobupkm co cMmecbio ans amnaudukauymmn, co cmecbto TMUP-6ydepa un
nonumepasbl TexHoTaq MAX, npobupkn unm rny6boKoNyHOUYHbIN NaHWeT C NpenapaTtaMu
OHK, oTpuuaTtenbHbIM KOHTPO/SbHbIM 06pa3LoM U  MONIOXUTENbHbIM  KOHTPOJIbHbIM
obpasuoM, a Takxe MukponnaHwet [P Ha paboumin cton ATcTpuM M npoBeauTe
[031MPOBaHNE KOMMOHEHTOB COM/1aCHO PYKOBOACTBY MO 3KCMyaTauuu.

7.4.7 TloMecTuTe akKypaTHO, He BCTpsaxmBas MukponnaHwet MLUP B noanoxKy yCTponcTaa ans
3aneyaTtbiBaHMA MnaHweToB [Tnak nocne 3aBeplieHUs nporpamMmbl Ha A03MPYOLLEM
ycTponctee ATCTpUM.

7.4.8 T[poBeauTe 3anedaTbiBaHMe MMKponnaHweTta MLUP nonvMepHon TepMonaEHKON cornacHo
PYKOBOACTBY MO 3KCnnyaTaumu npmbopa ATnak.

7.4.9 UeHtpudyrmpyinte mnkponnanuwert MUP npu RCF(g) 100 B TeueHune 30 c.

7.4.10 YcraHoBuTe MmmukponnaHwert MUP B 610K geTtektupyowero amnamdumkaropa.

7.4.11 3anycTtute nporpammHoe obecneveHue getektmpytowero amnandukartopa. NMpu nepsom
npoBeaeHun TMLP 3arpy3uTe cooTBeTCTBYlOWMIA TecT!. [anee v npu NOCieayLwmx
NOCTaHOBKAxX co34aMTe COOTBETCTBYHOLMA MNPOTOKOA  WUCCAEAO0BaHUA:  yKaxXuTe
KONMYeCcTBO U unaeHTudwukatopbl o06pasuos, B TOM UWUCAe OTPUMUATENLHOrO W
NOSIOXUTENBHOIO KOHTPOJIbHbIX 06pa3LoB, OTMETbTe pacrnonoxeHne o6pasuoB Ha
MaTpuue Tepmobsioka B COOTBETCTBUM C UX yCTaHOBKOW mn nposeguTe MLP. Mpun Bbibope

TecTa Ao/HKHa oTobpa)kaTbCsl NporpamMmMa, npuBeaéHHas B Tabnvue 6.

1 - TecT ansa AeTekTMpyloWNX amnandukaTopos cepun AT co3gaércs NyTéM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa yKasaHbl B [MpunoxeHun B) unm npenocrtaBnsercs nponssoantenemMm Habopa peareHToB
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7.5 MoarotoBka w nposeaeHve TLP. ®acoska A, npobupku, C UCNOMb30OBaHUEM
posuvpytouero ycrpornctsa ATctpum *M4  (TonbkKO Ana  AeTekTupylowero amnnudbukatopa

OTnpainm B moamndukauum «ATnpanm 5X*»)

BHMUMAHME!

1. Onsa amnnmdunkaumm cnenyet UCMoNb30BaTb MUKponnaHweTbl MUP 384 nyHku,
repMeTm3anpyemMblie TEPMOMIEHKON.

2. Mpn npoBeaeHMN BCeX MOCeAYOWNX AeNCTBUA cnepyeT m3beratb BO3AENCTBUSA MPSAMbIX

COJIHEYHbIX Sly4einl Ha nNpobupkn co cmecbto ansg MUP Ctpum!

7.5.1 BcTpsaxHute npobupku co cMmecbto ans MUP Ctpum n nonumepason TexHoTaq MAX Ha
MUKpOUEHTpUdyre-sopTeKkce B  Te4yeHue 3-5¢ " ueHTpudyrmnpymnre Ha
MUKpoUeHTpudyre-soptekce B TedeHume 1-3 c. [Ons nposeneHuss 384 onpeaeneHun
€AVHOBPEMEHHO MCMNOJbL3YITCA 4YeTbipe npobupkn co cmecbio ans MUP Ctpum mn gBe
npobupkn ¢ nonuMmepason TexHoTaq MAX. [Ons npoBegeHus 192 onpegeneHun
ncnonb3ytoTca ase npobupknm co cmecbto ansa TMUP Ctpum mn ogHa npobupka c

nonnmepason TexHoTaq MAX.

BHMUMAHME! T[lonumepasy TexHoTaq MAX HeobxoaAMMO AOCTaBaTb U3 MOPO3WJIbHOM Kamepbl

HENOCpeACTBEHHO Nepe] UCMNOJZIb3OBAHNEM.

7.5.2 BcTpsaxHUTe  NpobupKy C  MOMOXMWUTENbHbIM  KOHTPOJSIbHbIM  06pasuoM  Ha
MUKpOLEHTpUdyre-sopTekce B  TeyeHne 3-5c¢  ©  ueHTpudyrnmpyinte  Ha

MUKPOLIEHTpUdYre-BopTeKCe B TeueHue 1-3 c.

BHUMAHME! [lepesg nposeaeHneM Ao3vpoBaHusa ang npenapata AHK un oTpuuaTtenbHoro
KOHTpOAbHOro obpasua Heo6X0ANMMO BbIMOAHUTL PEKOMEHAALMN MO UCMONb30BaHMIO NpenapaTta

OHK, npuBenéHHble B MHCTPYKUMM MO NpuMeHeHuto Habopa peareHToB An4 BbiaeneHns HK.

7.5.3 YcraHoBuTe rnyboOKONYyHOUYHble naaHweTbl ¢ obpasuamm AHK u oTpuuatenbHbiMU
KOHTPOJibHbIMM Ob6pa3uamm Ha paboumin cton ATCTpMM B COOTBETCTBMW C MPOTOKOJSIOM
MOCTaHOBKM.

7.5.4 YcraHoBuTe npobupkm co cmecbto ansa MUP Ctpum, nonumepason TexHoTaq MAX u
MONIOXUTESIbHLIM KOHTPOJ/IbHbIM 06pa3uoM, a Takxke MukporiaHwet lMUP Ha pabounii
cton ATcTpyuM mn npoBeauTe A03MPOBaHME KOMMOHEHTOB COr/laCHO PYKOBOACTBY IO
3KCrayaTaumm.

7.5.5 T[lomecTuTe akKypaTHO, He BCTpsixmBas, MmkponaaHwert MNP B moanoxky ycTponcTea 4ans
3aneyaTtbiBaHMA nnaHweTtos [Tnak nocne 3aBeplieHUs NporpaMmbl Ha AO3MPYHOLLEM
ycTponctee ATCTpumM.

7.5.6 TpoBeanTe 3anevaTtbiBaHWe MmkponaaHweta MNUP nonnmepHon TepMOnaEHKOM CornacHo
PYKOBOACTBY MO 3KCniyaTtaumu npubopa ATnak.

7.5.7 UeHtpudyrmupynte mukponnanuwet MUP npn RCF(g) 100 B Teuenme 30 c.
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7.5.8 YcrtaHoBuTe MukponnaHwert MNLP B 6510k geTekTnpytowero aMmnangukaropa.
3anycTuTe NporpaMMmHoe obecneyeHue aeTekTmpytowero amnandukartopa. lNMpu nepsom
nposeneHnun TMLP 3arpy3nte cooTBeTCTBYWOLWMK TecT!. [danee v Npu MocCAeayowmx
MOCTAaHOBKAxX CO34alTe COOTBETCTBYIOLWMA MPOTOKOA  WUCCAeAOBaHUS:  YKaXuTe
KONMYecTBO W wunaeHtudukaTopbl 06pasuoB, B TOM 4ucne OTpuUaTenbHOro u
MOJIOXXUTENBbHONO0 KOHTPOJIbHbIX 06pa3uoB, OTMeTbTe pacnonoxeHne o6pasuoB Ha
MaTpuue Tepmobsioka B COOTBETCTBUM C UX yCTaHOBKOWM mn nposeguTe MLP. Mpun Bbibope

TecTa Ao/HKHa oTobpaXkaTbCsl NporpamMmma, npuBeaéHHas B Tabnuue 5.

8 PETNCTPALUMSA PE3VYJIbTATOB AMIVINOUKALINN

Pernctpauunst curHana dayopecueHunn NpoBOAMTCA AETEKTUPYOWMUM aMNIMbUKaTopoM

aBTOMaTU4eCKMN BO BpeMA aMI'IJ'IVICbVIKaLI,VIVI.

1 - TecT ansa AeTekTMpyloWNX amnandukaTopos cepun AT co3gaércs NyTéM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa yKasaHbl B [punoxeHun B) unmn npenocraBnseTcs nponssoanTeneMm Habopa peareHToB
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9 YYET U UHTEPMNPETALMUSA PE3YJIbTATOB

9.1 YUéTt pe3ynbTaTtosB aMI'I}'IMCbMKaLl,MM OCYLWECTBNAETCA aBTOMaTU4YECKNM C MNOMOLWbIO

nporpaMmMHoOro o6ecnequM;|, NnocCTaB/A€EMOro C AETEKTUPYHOLWLNM aMI'IJ'IMCbMKaTOpOM.

9.2 Mpn MCnonb3oBaHUM AETEKTUPYIOWMX aMnndunkatopos CFX96 cneayeT ncnonb3oBaTb
perpeccnoHHbIn TN aHanusa (Cq Determination Mode: Regression), BO Bkiaake «Baseline

Subtraction» HeobxoamMo Bbi6paTb «Baseline Subtraction Curve Fit».

9.3 NHTepnpeTauna pe3ynbTaToB NPOBOAUTCA B COOTBETCTBUM C Tabnuuein 7. Pe3ynbTaThl
MOCTAHOBKW BanuAHbl, €C/IN BbIMOJIHAIOTCA YC/I0BMA UHTEPNpEeTauumn pesybTaToB, MolyYeHHbIX

ANA KOHTPOJIbHbIX O6paBLJ,OB.

Tabnuuya 7 - WNHTepnpeTauus pesynbratos MLUP

KaHan gerekuunu

Fam, Hex, Rox, Cy5, Cy5.5,
Cp/Cq Cp/Cq Cp/Cq Cp/Cq Cp/Cq
HeunsBecTHble 06pa3ubl

MHTepnpeTtauus pesysibraTta

O6Hapy>xeHa AHK
Trichomonas vaginalis
O6Hapy>xeHa AHK
Mycoplasma genitalium
O6Hapy>xeHa AHK
Chlamydia trachomatis
O6Hapy>xeHa AHK
Neisseria gonorrhoeae
He obHapyxeHa AHK BbissBNseMbIX
MWUKpPOOpPraHnM3MoB

Yka3saH He yuutbiBaeTcs | He ykasaH | He ykasaH | He ykasaH

He ykasaH | He yunTbiBaeTca Yka3saH He ykasaH | He ykasaH

He ykasaH | He yunTtbiBaeTca | He ykasaH Yka3saH He ykasaH

He ykasaH | He yunTbiBaeTca | He ykasaH | He ykasaH YKasaH

He ykasaH YKasaH He ykasaH | He ykasaH | He ykasaH

He ykasaH He ykasaH He ykasaH | He ykaszaH | He ykasaH HepnoctoBepHbI pe3ynbTaTt

OTpuuUaTenbHbI KOHTPOJIbHbI 06pa3sel

OTpuuaTesibHbIi pe3ynbTaT

He ykasaH Yka3saH He ykasaH | He ykaszaH | He ykasaH
Pe3ynbTaTbl NOCTAaHOBKW BanngHbl

Mono>xuTenbHbI KOHTPOJIbHbIA O06pa3ey

Mono>xurtesibHbliA pesynbTaT

Yka3saH He yuynTbiBaeTca Yka3saH Yka3saH YkasaH
Pe3ynbTaTbl MOCTAHOBKW Ba/inaHbI

9.4 HepnoctoBepHblit  pe3ynbTaT MoOXeT O6biTb CBSI3aH C  MNPUCYTCTBUMEM UHIMOUTOPOB
B npenapate [AHK, nonyyeHHOM wn3 6uonornyeckoro MaTtepwana; HEBEPHbIM BbINOJIHEHNEM
NMpoToKONa aHanusa; HecobntogeHnem TeMmnepaTypHOro pexuma amnamdukaunmm m ap. B aTom
cnyyae Tpebyetcsa noBTopHoe npoBedeHue TUP ¢ wmewowmmcs npenapatom [OHK, nmbo
noeTopHoe Bbigenenme AHK u nocraHoBka lMUP ans atoro obpasua, nmbo noBTOpHOE B3dATME

éunonormyeckoro Matepuana y naumeHTa (BbINOJIHAETCS NOCNeA0BaTENIbHO).

9.5 Ecnn anga éunonormnuyeckoro obpasua nonyyeHbl 3HadeHns Cp/Cq meHee 24 Ha KaHanax
Aetekumm Fam, Rox, Cy5 unun Cy5.5, To 3TO roBopuT O BbICOKOW NepBOHAaYa bHOM KOHLEHTpauumm
OHK cooTBeTcTBYIOWEro MuUKpoopraHmsamMa. B pgaHHOM cnydae BO3MOXHO  NONyyYeHue
NOXXHOOTpMUATENBHOMO pe3ynbTaTa 4719 MUKpoopraHuama, JHK KoToporo npucyTcTBYET B HU3KOM
KOHUEeHTpauun. na UCKNoYeHnsa NoXHOOTpULATEbHbIX pe3y/ibTaToB peKOMeHAYETCS NOBTOPHO

nposectn [LP BbigeneHHoro npenapata [AHK ¢ ucnonb3oBaHnem Habopa peareHToB AN
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BbiaBneHmnsa OHK TpuxoMmoHaca BarmHanuc (Trichomonas vaginalis) mMeTonoM nonnMepasHon
uenHon peakumn (TPUXO-TEH), PY N2 ®CP 2008/03848, Habopa peareHToB ans BbissneHuns JHK
Henccepun roHopen (Neisseria gonorrhoeae) MeTOAOM MONIMMEPA3HOM LENHOW peakunu
(FTOHO-TEH), PY N2 ®CP 2008/03850, Habopa peareHTtoB ans BbigBneHns [LOHK xnammanm
Tpaxomatuc (Chlamydia trachomatis) meTogoM nonnmepasHon uenHonm peakumun (XJIAMU-TEH),
PY N° ®CP 2008/03890 n Habopa peareHToB Ans BbisBneHns [OHK MukonnasMbl reHUTannym
(Mycoplasma genitalium) meTogoM nonnmepasHon uenHoh peakumn (MJA3MOIEH-Mr),
PY N2 ®CP 2008/02550.

9.6 Mpn nNonydyeHUU MONOXUTENBbHOr0 pe3ysbTata Als OTPUMUATENbHOro KOHTPOJSIbHOrO
obpasua pe3ynbTaTbl BCEN MOCTAHOBOYHOW CEPUU CUMTAKOT HELOCTOBEPHbLIMU. B aTOM cnyvae
Heobx0AMMO NpoBeAeHME CneLnanbHbIX MEPOMPUATUIA AN BbISBNEHNS U YCTPAHEHMS BO3MOXHOM

KOHTaMnHauunun.

9.7 Mpn nony4YeHUM OTPULATENBHOIO pe3ynbrata A4S MNOSIOKUTENIbHOIO KOHTPOJIbHOIO
obpasua pe3ynbTaTbl BCEN MOCTAHOBOYHOW CEPUM CUMUTAKOT HELOCTOBEPHbLIMU. B aTOM cnydae

TpebyeTcs NnoBTOpHas NocTtaHoBKa aMmnandunkaumm scen naptum obpasuos.

10 TPAHCNOPTUPOBAHME, XPAHEHUE N SKCNJIYATALUUA

10.1 TpaHcnopTMpoBaHue
10.1.1 TpaHcnopTupoBaHMe Habopa peareHTOB OCYLWECTBASIOT B TEPMOKOHTEMHepax
C XJlafo3/1IeMeHTaMMn BCEMWU BUAAMU KPbITOrO TpaHcnopTa MNpu TemMnepaType BHYTpu
TEPMOKOHTENHEpPA, COOTBETCTBYHOLWIEN YCNOBUAM XpPaHEHUSI KOMMOHEHTOB, BXOAALLMX
B COCTaB Habopa peareHToB.
10.1.2 ®acoBka S
[lonyckaetca TpaHcnopTupoBaHme Habopa peareHTOB B TEpPMOKOHTelHepax C
xfafosneMeHTaMm BCEMU BUAAMMU KPbITOro TpaHCMopTa MNpu TeMnepaType BHYTpU
TepMOKOHTeNHepa oT 2 °C go 25 °C He 6onee 5 cyTok.
10.1.3 ®acoska U, ®acoska A, npoburpku
10.1.3.1 [donyckaeTcs TpaHCnopTMpoBaHue Habopa peareHToOB, 3a UCKJIOYEeHMEM NosinMepasbl
TexHoTaq MAX, B TEpPMOKOHTEMHEpax C XJlado3/leMeHTaMM BCEMU BUAAMU KPbITOro
TpaHCnopTa Npu Temnepatype BHYTpu TepMoKoHTeHepa oT 2 °C go 25 °C He 6bonee
5 cyTok.
10.1.3.2 [onyckaeTcs TpaHcnopTupoBaHue nonmmepasbl TexHoTaq MAX B TEPMOKOHTEMHEepax
C XJlaA03/1eMeHTaMn BCEMW BMAAMM KPbITOFO TpaHCMopTa nNpu TeMnepaTtype BHyTpu
TepMOKOHTenHepa Ao 25 °C He 6onee 5 cyTok.
10.1.4 Habopbl peareHToB, TPaHCMNOPTUPOBAHHbIE C HapyLUEeHMEM TeMMepaTypHOro pexmuma,

NMPUMEHEHUNIO HE NMoANEXaT.

29



NTCM Komnnekc | MHCTpykumus no npuMenenumto | 1010 ot 16 nexa6ps 2024 roaa ) AHK-TEXHONOrusa

10.2
10.2.1

10.2.2
10.2.2.1

10.2.2.2

10.2.3

10.3
10.3.1

10.3.2

10.3.3

10.3.4

XpaHeHune

dacoska S

Bce komnoHeHTbl Habopa peareHTOB cneayeT XpaHUTb B XOJIOAWIBHUKE  WN

X0NoAUNbHOM KaMmepe npu Temrniepatype oT 2 °C go 8 °C B TeuyeHMe BCero cpoka

rogHoctn Habopa peareHToB. CMeCb Ans aMnnduKkauum, 3anevyaTaHHyo napaduHoM,

cnenyeT XpaHuTb B 3alUULWEHHOM OT CBeTa MecTe.

dacoska U, ®acoBka A, npobupku
Bce koMnoHeHTbl Habopa peareHTOB, 3a UCK/OUYEHUEM nonmmepasbl TexHoTaq MAX,
cnenyet XpaHuTb B XONOAWIBHWUKE WU XONOAWIbHOM KaMmepe npu TemnepaTtype
oT 2 °C go 8 °C B TeueHue BCeEro cpoka rogHoctm Habopa peareHToB. CMecb Ans
amnandukaumm n cmecb ans MUP Ctpum cnegyeT XpaHuTb B 3alUMWLEHHOM OT CBeTa
MecTe.
Monnmepasy TexHoTaq MAX cneayetr XpaHuUTb B MOpPO3W/bLHOW Kamepe npu
TemnepaTtype OT MMHYC 22 °C go MuHyc 18 °C B TeuyeHMe BCEro cpoka rogHocTu
Habopa peareHToB.

Habopbl peareHTOB, XpaHMBLUMECS C HApYyLIEHMEM periaMeHTUPOBAHHOIO pexuma,

NMPpUMEHEHNIO HE nMoaNneXar.

YKa3zaHua no aKkcnayataumu

Habop peareHTOB A0ONXXEH NMPUMEHATLCSA COrlaCHO AENCTBYHOLEN BEPCUM YTBEPXKAEHHOM

WHCTPYKUMM MO NPUMEHEHMIO.

Ona nonydyeHMs [OCTOBEPHbIX pe3ynbTaToB HeobxoauMMO CTporoe cobnwaeHue

WHCTPYKLUMKM MO NpMMeHeHnto Habopa peareHToB.

Mocne BCKpbITUS YMakOBKM KOMMOHEHTbl Habopa peareHTOB cneayeT XpaHuTb Npu

cnepyuwmx ycnoBmsx:

- BCe KOMMNOHeHTbl Habopa peareHTOB, 3a UCKAKOYeHMeM nonmnmepasbl TexHoTaq MAX
(dbacoeka U, dacoska A, npobupkun), cnegyetr XpaHUTb B XONOAUNbHUKE WU
X0JI04NNBbHOM KaMepe npu Temnepatype oT 2 °C go 8 °C B TeueHue BCero cpoka
rogHoCTM Habopa peareHToB;

- cMmecb gna NUP Crpum, cMecb ansg ammdukaumm m CMecb gnsa amnamdukaumu,
3anevyaTtaHHyo napaduHOM, cneayeT XpaHUTb B XOS0AUSbHUKE WAW XON0AMSIbHOWM
Kamepe npu Temnepatype ot 2 °C go 8 °C B 3aWMWEHHOM OT CBETA MeCTe B Te4YeHue
BCEro cpoka rogHoctn Habopa peareHToB;

- nonumepasy TexHoTaq MAX (dacoska U, acoska A, Nnpobmpkn) cnegyet XpaHuTb B
MOpPO3U/IbHOW KaMepe npu TemnepaTtype oT MuHyc 22 °C go MmHyc 18 °C B TeuyeHue
BCEro cpoka rogHocTn Habopa peareHToB.

Ha6opb| peareHToB C UCTEKWLNM CPOKOM rogHOCTU NpUMEHEHUIO HE NoAIEXaT.
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11 YKA3AHWUA NO YTUWIN3ALNN

11.1 [py uncnonb3oBaHMM Habopa peareHToB B KJIMHWKO-AWMArHOCTMYECKOM nabopaTopuu
obpa3yloTca oTxoAbl Knacca B, KoTopble YTUIM3UPYIOTCS B COOTBETCTBMM C TpeboBaHMSAMU
CaHluH 2.1.3684-21 n MY 1.3.2569-09.

11.2 Habopbl peareHToB, NpuweilMe B HEMPUIOAHOCTb, B TOM YMC/E€ B CBS3U C UCTEYEHUNEM
CpoKa TrOAHOCTW, TMOBpeXAEeHWEM YMNakKoBKM, noanexar yTwim3auum B  COOTBETCTBUMU
c TpeboBaHusaMmn CaHlumH 2.1.3684-21.

12 FAPAHTUN N3TOTOBUTENA

12.1 MpeanpuaTue-mn3roTosuTenNb rapaHTupyet COOTBETCTBUE Habopa peareHToB
TpeboBaHMAM TEXHUYECKNX YCAOBUIA NMpU cObM0AeHNN YCNOBUIA TPAaHCNOPTUPOBAHUS, XPaHEHUS

M aKcnayatTaunn, yCtTaHOBJIEHHbIX TEXHUYECKNUMU YCNTOBUAMN.

12.2 Cpok rogHoctn Habopa peareHToB — 12 MecsueB npu cobnogeHmn BCeX YCIOBUMN

TPaAHCMOPTUPOBAHMS, XPAHEHUS M 3KCMyaTauum.

13 PEMOHT U TEXHUYECKOE OBCJ1TY) KXUBAHME

Ha6op peareHTOB npeaHasHayeH AN OAHOKPATHOIO MPUMEHEHUS U He NoANeXUT

TEXHUYECKOMY 06C/Y)KMBAHUIO U TEKYLLEMY PEMOHTY.

14 CNMBO/J1bl, NCNOJIb3YEMbIE MNP MAPKNPOBKE HAGOPA PEATEHTOB

MeanunHckoe nsgenune
IVD

L Homep no kaTtanor
ANS ANarHoCTUKW in vitro E P 4

CopepXmMMoro 4oCcTaTouHo He ponyckaTb
Ansa npoBeaeHna <n> TeCToB

—
Wcnonb3oBaTb A0 HecTepunbHO

BO34ENCTBMS COTHEYHOIO CBeTa

/ﬂ/ TeMnepaTypHbIA AManasoH d MN3roTtoButennb
\.\y/
e
4N

LOT Koa naptuu (cepun) O6paTtnTechb K MHCTPYKLINK

Mo NPUMEHEHUIO NN

K MHCTPYKLIMW MO NMPUMEHEHMIO
m/ﬂ [laTa U3roToBNeHns B 3/1IeKTPOHHOM BUAe
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15 MEPEYEHb NPUMEHAEMbIX HALIMOHAJIbHbIX CTAHAAPTOB

FOCT ISO 14971-2021 W3penua MeauuuHckume. TIpyMMeHeHue MeHeaXMeHTa pucka K
MeAVLMHCKUM n3aenunam

FOCT 15.309-98 Cucrema pa3paboTkm n NOCTAHOBKM NMPOAYKLWM Ha NpPOM3BOACTBO. McnbiTaHus
W NpuveMKa BbiNyckaeMon npoaykumm. OCHOBHbIE MOSIOXEHUS

FOCT P 2.105-2019 EanHas cuctemMa KOHCTPYKTOPCKOM AoKyMeHTauum. Obwme TpeboBaHmsa K
TEKCTOBbIM AOKYMEHTaM

FOCT P 15.013-2016 Cuctema pa3paboTkm M MNOCTAaHOBKM NpOAYKUMM Ha NpPOU3BOACTBO.
MeauunHckme nsgenms

FOCT P 51088-2013 MeguuuHCKMe usgenus ans ANArHOoCTMKUM WMH BUTPO. PeareHTbl, Habopbl
peareHTOB, TeCT-CUCTEMbl, KOHTPOJIbHble MaTepuasbl, nuTaTenbHble cpeabl. TpeboBaHusa K
n3genvsaM n noaaepXxuBarollent JOKYMeHTaunm

FOCT P 51352-2013 MeanumHckme nsgenus ansa AMarHoCTMKM UH BUTPO. MeToabl UCMbITaHW
FOCT P NCO 15190-2023 NNabopaTtopun MmeanumnHckume. TpebosaHusa 6e3onacHoOCTH

FOCT P NCO 15223-1-2023 WN3penunsa meauumHckme. CUMBOMbI, NpUMeEHsIeMble A8 nepefadu
nHdopmMauum, npeaoctasnaemMon nsrotosmtenem. Hacte 1. OCHoBHble TpeboBaHMS

FOCT P NCO 18113-1-2015 MeamumnHckmMe usgenus Ans AvarHoCcTuku in vitro. WNHdopmaums,
npenocTaBnsemas marotosuteneMm (Mapkuposka). Yactb 1. TepMuHbl, onpeaeneHus u obwme
TpeboBaHus

FOCT P NICO 18113-2-2015 MeauunmHckne uspenusa Ans AMarHocTuku in vitro. WHdopmaums,
npeaocTaBnsemMas M3rotoeutenem (Mapkumposka). Hactb 2. PeareHTbl Ans AMarHOCTMKMK in vitro
Ansa NnpodeccMoHanbHOro NpUMeHeHus

FOCT P NCO 23640-2015 N3pgenua MeauvUMHCKUME ANA  AMArHoCcTMKM  in vitro. OueHka
CTabunbHOCTN peareHToB AN ANMArHOCTMKM in vitro

FOCT P 53022.3-2008 TpeboBaHuMs K KauecTBY KNMHMYECKnX nabopaTtopHbiX ncciengoBaHumi, Y.3.

MpaBuia OUEHKU KIMHNUYECKOW MH(OPMATMBHOCTU TabopaTopHbIX TECTOB.

MpumMmeyaHuMe - YKaszaHHble Bbllle CTaHAapTbl 6blIM AEACTBYIOWMMU Ha MOMEHT YTBEPXAEHUS
WHCTPYKLMW MO NMpUMEHeHWto. B fanbHeliweM, Npyv Nob30BaHUM AOKYMEHTOM, Lienecoobpa3Ho NpoBeEpUTb
[lelACTBUE CCbIJTOYHbIX HOPMATUBHbIX JOKYMEHTOB Ha TEKYLLMA MOMEHT. ECin CCbITIOYHbIN AOKYMEHT 3aMeHEH
MAN U3MEHEH, TO nMNpu MPUMEHEHUM HACTOSILLEro J[AOKYMEeHTa cneAyeT MoMb30BaThCs 3aMEHEHHbIM

(M3MEHEHHbIM) AOKYMEHTOM.
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16 ALOPEC ONAA OBPALLEHUA

MpoussoacTeo HabopoB peareHTOB MMEET CeEPTUDULMPOBAHHYIO CUCTEMY MEHEOXMEHTa
KayecTBa W COOTBETCTBYET TpeboBaHMAM CTaHAapTa CUCTEM MeHeaXMeHTa kadectBa ISO 9001
B obnacTtu paspaboTkum, NnpomnssoacTea n npogaxun IVD peareHToB 1 NpnbopoB A1 MONEKYASPHO-
reHeTMYeCcKoM AMArHoCTUKW, n apyroro nabopatopHoro npumeHeHus u ISO 13485 B obnactu
pa3paboTku, npousBoacTBa M npoaaxu IVD peareHtoB n npubopoB Aan8 MeanLUHCKON

MOﬂeKYHﬂpHO-FEHeTMHeCKOVI ANarHoCTukKu.

MpousBoauTenb: O6WeCTBO C OrpaHUWYeHHOM OTBEeTCTBEeHHOCTbl «[HK-TexHonormsa TC»
(000 «OHK-TexHonorusa TC»), Poccus.

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

MecTto npousBoacTBa:
- 000 «[OHK-TexHonorus TC», 117246, Poccus, r. MockBa, npoe3g HayuHbiin, . 20, ctpoeHune 4.
- 000 «HMNO [AOHK-TexHonorusa»,142281, Poccma, Mockosckas obnactb, r. [1poTBMHO,

yn. XenesHogopoxHas, 4. 3.

Mo BompocaM, KacawwuMmcs kadectBa Habopa peareHToB, cnegyeT obpawaTtbcs B
cny>x6y KIMEHTCKON NOALEPKKMN.
Cnyxb6a KNMeHTCKOM noanepXKu:
8-800-200-75-15 (ansa Poccum, 3BOHOK 6ecnnaTHbIn),
+7 (495) 640-16-93 (ansa crtpaH CHI v 3apybexbs, 3BOHOK MAATHbIN).

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

Homep 1010
2024-12-16
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NMpunoxxeHue A

MapameTpbl TecTa, KOTOpble HE06X0AMMO BHECTU B NporpaMMHoe o6ecneyeHue
AeTeKTUpyLmMxX amnandukaTopoB «ATnpanm>», «ATnaur»

npu UMcnonb3oBaHMun Habopa peareHToB NTCM KoMmnnekc B ¢pacoBke S

1)  «Twun aHanusa» - «KauecTBeHHbIN»;
2) «Metoa aHanmza» - «[eomeTpuyeckumin (Cp)»;
3) O6béM peakUuMOHHOM cMecn — 35 MKIT;

4) B okHe «[lporpamMma aMmnnudukauum» BBECTU Cieayloline napaMeTpsbi:

Pexxum
Ne
6n0Ka Temnepartypa, °C MWH C Yuncno umknos ONTUYECKUX Tun 6noka
n3MmepeHunim

80 0 30

1 1 LUnkn
94 1 30
94 0 30

2 5 LUnkn
64 0 15 v
94 0 10

3 45 Unkn
64 0 15 \

4 94 0 5 1 LUnkn

5 251 XpaHeHue XpaHeHue

V - peXuM onTUUYECKUX U3MEPEHNA
5) BHecTu cneaytowme napamMeTpbl KaHanoB AeTeKUnn:
Fam Hex Rox Cy5 Cy5.5
Trichomonas BK Mycoplasma Chlamydia Neisseria
vaginalis genitalium trachomatis gonorrhoeae

1 - nonyckaeTcsa xpaHeHue npu TemnepaType 10 °C
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Mpuno>xxeHune b

MapameTpbl TecTa, KOTOpble Heo6xoaMMO BHECTU B nporpamMmMmHoe ob6ecneueHune

AeTeKTUpyLmMx aMmnanpukatopoB «ATnpanm>», «ATnanr»

npu ncnonbsoBaHuun Habopa peareHToB NTCM KoMmnnekc B ¢pacoBke U

WM AeTeKTUpyrwmnx amnandpmkaTopos «ATnpaim>»

npyv ncnosnb3oBaHMun Habopa peareHtoB NTCM Komnnekc B (pacoBke A, Nnpo6upkm

1)  «Twn aHanusa/Tecta» - «KayeCTBEHHbIN»;

2) «Metoa aHanmza» - «[eomeTpuyeckmin (Cp)»;

3) O6béM peakUMOHHOM cMecn — 18 MKIT;

4) B okHe «[lporpamMma aMmnnudukauum» BBECTU Ceaytoline napameTpsbi:

Pexxum
N°
6n0Ka Temnepartypa, °C MMH c Yucno umknos ONTUYECKUX Tuvn 6noka
n3MepeHum

80 0 5

1 15 Unkn
94 0 5

2 94 5 00 1 LUunkn
94 0 30

3 5 Unkn
64 0 15 \
94 0 10

4 45 Uunkn
64 0 15 \

5 94 0 5 1 Unkn

6 251 XpaHeHune XpaHeHue

V - pexuM onTUUYECKUX U3MEPEHMNIA
5) BHecTu cneaylolwine napamMeTpbl KaHanoB AeTeKUUN:
Fam Hex Rox Cy5 Cy5.5
Trichomonas BK Mycoplasma Chlamydia Neisseria
vaginalis genitalium trachomatis gonorrhoeae

1 - nonyckaeTcsa xpaHeHue npu Temnepatype 10 °C
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MpunoxxeHune B

Coxpau.|e|-||-|aﬂ MeToamka BbigeneHusa HK s nccnegyemoro marepuana
(COCKO6bI ANUTEJINAaJibHbIX KJIETOK U3 YPOreHntTasibHoro 'rpaK'ra)

C ucnonb3oBaHneMm komnaektToB peareHtos NMPOBA-HK, MPOBA-HK-MJ1FOC

BHUMAHME!

1. MNepen HavyanoM paboTbl Heo6xoaNMO:

- BKJ/IIOYUTb TEpMOCTaT ANns nporpesaHusa o 65 °C;

- [ocCTaTb M3 XONOAW/IbHWKA KOMMNEKT peareHTOB ANS BblAeNeHUS HYKIEWHOBbIX KUCIOT U
NPOKOHTPONMPOBaTb OTCYTCTBME OCajKa B IM3NPYIOLLEM pacTBope. B cnyyae BbinageHus ocajaka
HeobxoamMo nporpeTb fakoH C JU3UPYIOLWMM pacTBOPOM Ha TepMmocTaTe, npeaBapuTesibHO
nporpetoM ao 65 °C, Ao nNosHOro pacTBOpeHUs ocajka. 3aTeM creayeT nepemMewaTtb pacTBop
nepesopadmBaHneM ¢nakoHa BBepx AHoM 5-10 pa3, u3beras neHoobpasoBaHus. [lepen
MCMNOSIb30BaHMEM OX/1aanTe pacTBOp A0 KOMHaTHoM TemnepaTypbl (oT 18 °C go 25 °C). Ocagok
TaKXe MOXHO pacTBOpUTb MNpU KOMHaTHoh Temnepatype (oT 18 °C go 25 °C) B TeuyeHume
npubnnsntensHo 12 yacos.

2. Mpu nporpeBaHnn MNpobMPOK BO3MOXHO OTKpbiBaHME Kpbiwek! CnegyeT Mcnonb3oBaThb
npobupkn € 3awWénkuearowmMmMncsa Kpbiwkamm (Hanpumep, Eppendorf Safe-Lock Tubes) wnu
nporpaMMmpyemble TEPMOCTATbl C MPUXUMHON KPbILIKON (HanpuMmep, TepMOCTaT TBEPAOTENbHbIN
nporpamMmmpyemblin  ManorabaputHbii  TT-1-«AHK-TexH.», 00O «HMO AHK-TexHonorus»,

Poccus).

1. MpoMapknpymTe OAHOPA30BYI MJACTUKOBYKO npobupky obvémom 1,5mMn  pansa
OTpULATENbHOIro KOHTpoNbHOro obpasua (K-).

2. BHecnTe B Kaxayld MpPOMapKUpOBaHHyK Mpobupky C MNOArOTOBJIEHHBIM  Af1S
nccnegosaHnMs  Matepnanom B 06béme 100 mkn  (cM.6.5) wn B npobupky,
npoMapkmpoBaHHyto «K-», no 300 Mk num3mpylollero pacTtBopa, He KacasiCb Kpas
npobumpku.

3. BHecuTte B npobupky, npoMapkumpoBaHHyk «K-», 100 MKn  OTpuUaATENbHOro
KOHTpoOJibHOro ob6pasua.

4, MnoTHO 3akponTe npobupkn, BCTPAXHUTE B TedyeHme 3-5c Ha MukpoueHTpudyre-
BOpTEKce.

TepMmocTaTupyitTe npobupku npmn temnepatype 65 °C B TeyeHne 5 MuH.
LleHTpudyrupyinte npobupkm Ha MMKpoueHTpudyre-sopTekce B TedeHue 3-5 c.
[JobaBbTe B Kaxayto npobupky no 400 Mkn peareHTa Aas npeunnurTauum, BCTPAXHUTE
Ha MUKpoueHTpudyre-sopTekce B TeyeHme 3-5 c.

8. LeHTpudyrnpymnte npobupkm npm RCF(g) 12000 - 16000 B TeyeHue 10 MMH npwu
KoMHaTHoM TemnepaType (oT 18 °C no 25 °C).

9. He 3apeBasi 0CafoK, MNOMHOCTbLIO YyAanuTe HAAOCAAOUYHYH XWAKOCTb (OTAEeNbHbIM
HaKOHEYHUKOM U3 Kaxaon npobupkn).

10. [obasbTe K ocaaky no 500 mMkn npombiBo4HOro pactesopa N21, 3akponTe npobupku u

nepemewanTe, 3-5 pa3 akkypaTHO nepeBepHyB Npobupku.
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11. UeHTpudyrmnpynte npobupkm npu RCF(g) 12000 - 16000 B TeueHme 1 MuH nipwm
KoMHaTHoM TemnepaTtype (ot 18 °C go 25 °C).

12. He 3apeBass 0CafoK, MOMHOCTbIO YyAanuTe HaAOCAAOUYHYH XWAKOCTb (OTAENbHbIM
HaKOHEYHMKOM M3 Kaxkaon npobumpku).

13. [JobaBbTe k ocaaky no 300 Mk npombiBOYHOro pacteBopa N22, 3akpolite npobupku
M nepemewanTe, 3-5 pa3 akkypaTHO nepeBepHyB Npobupku.

14. UeHTpndyrmnpymnte npobmpkm npm RCF(g) 12000 - 16000 B TeyeHue 1 MWH npwu
KoMHaTHoM TemnepaTtype (oT 18 °C go 25 °C).

15. He 3apeBas ocapok, ydanute HaAoOCafOUYHYH XUAKOCTb (OTAEeNbHbIM HaKOHEYHWUKOM
M3 Kaxxaom npobupkn). [onycKaeTcs OCTaBWUTb XWMAKOCTb, MOKPbIBAOWYK 0CafokK,
06BbEMOM He 6onee 20-30 MK.

16. OTkponTe NpobmpKn K BbICYLLNTE OCAAOK NMpu TemnepaTtype 65 °C B TeueHne 5 MuH.

17. JobasbTe Kk ocagky 50 mkn (MPOBA-HK) nnm 300 mkn (MPOBA-HK-TMHKOC) 6ydepa ans
pacTBOpPeHUs1, BCTPAXHUTE NpPobMpKM Ha MuUKpoueHTpudyre-sopTekce B TedeHne 3-5 ¢
M ocaguTe Kanau UueHTpudyrmpoBaHmeMm nNpobupok Ha MukpoueHTpudyre-soprekce
B TeueHune 3-5 c.

18. TepMocTaTupyinTe npobupkn npu temnepatype 65 °C B TeyeHue 5 MUH. BcTpsaxHute
Npobupkn B TeyeHne 3-5 ¢ Ha MUKpOLEHTpUMdYre-BOpTEKCE.

19. OcaauTte KoHAeHcaT ueHTpudgyrnposanmem npm RCF(g) 12000 - 16000 B TeyeHune 30 c

npn KoMHaTHoM TemnepaType (oT 18 °C go 25 °C).

MpenapaTt AHK rotoB K BHECEHUIO B peakUUOHHY cMecb ansa MuP.

Mpenapat OHK MOXHO XpaHUTb Mpu TemnepaTtype OT MuHyc 22 °C go MuHyc 18 °C
He 6bonee ogHoro mecsiua MM Npu TemnepaTtype OT MUHYC 72 °C o MuHyc 68 °C He 6onee
OAHOro roja.

lMepen wucnonb3oBaHmeM npenapata AHK ans noctaHosku [UP nocne xpaHeHus
Heobxoanmo pasmopo3uTb npenapat AHK wn oTpuuatenbHbin KOHTPOSbHbIM 06pasey npwu
KoMHaTHoM TemnepaTtype (oT 18 °C go 25 °C) mnm npu Temnepartype ot 2 °C go 8 °C, 3atem
BCTPAXHYTb npobupkn ¢ npenapatoMm AHK wn oTpuuaTesibHbIM KOHTPOJIbHbIM O6pasuom Ha
MUKpoLeHTpudyre-soptekce B TedeHne 3-5cC n ueHTpudyrmpoBaTtb Ha MuUKpoueHTpudyre-

BOpTeKce B TeueHue 1-3 C.
BHUMAHME! [1na npenapata HK gonyckaeTtcs TonbKO O4HOKpaTHOEe pa3MopaxXusaHue!

Mpenapat AHK roToB K BHECEHUIO B peaKLUMOHHYI cMecb ang MLUP.
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COKpaI.I.I,éHHaSI MeToaumka Bbiaenenwua HK u3s uccnegyemoro marepuvana
(COCKOGbI ANUTENInaJibHbIX KJ1IETOK U3 YPOreHnTasibHoro 'rpaKTa)

C ucnonbsoBaHmem Habopa pearentoB MPOBA-ONTUMA

BHUMAHME!

1. Mepen HavanoMm paboTbl HEO6XOAMMO BKIHOUYNTL TEPMOCTAT AN nporpeBaHus ao 90 °C.

2. Mpn nporpeBaHMn NpobupoK BO3MOXHO OTKpbiBaHWe Kpblwek! CrneayeT MCnosab3oBaTb
npobmpkn c 3awénkmpamwmmmca Kpbliwkamu (Hanpumep, Eppendorf Safe-Lock Tubes) wunwu
nporpaMmMmpyemMblie TepMOCTaTbl C MPMXUMHOM KPbILWKOW (HanpuMep, TepMoCcTaT TBEPAOTESbHbIN
nporpammmpyemMbln  ManorabaputHbii  TT-1-«[JHK-TexH.», 00O «HMNO [OHK-TexHonormnsa»,

Poccus).

MpuMeyaHne - PekoMeHAyeTCA UCMONb30BaTb ANA TEPMOCTaTa MPOrpaMMy C aKTMBHbLIM (PUHANbHbLIM
oxNaxaeHneM MnpobupoK WM akKKypaTHO W3BfAeYb MNpobMpKM M3 TepMmocTata M AaTtb UM OCTbiTb B

BEPTUKA/IbHOM MOJIOXEHUN A0 KOMHaTHoM TemnepaTypbl (0T 18 °C go 25 °C).

1. B cnyuae B3sTMS 6uoMaTepunana B TpaHCNoOpTHYHO cpeay CTOP-O:

1.1. LeHTpndyrnpymnte npobupkm c HemsBecCTHbIMM obpasuamMm B TPaHCMOPTHOM cpeae u
oTpuUaTesNibHbIM KOHTpPOJSIbHbIM 06pa3suom npu RCF(g) 12000 - 16000 B TeueHume
1 MUHYTBI.

1.2. He 3apeBasi 0ocafoK, MakKCMMasibHO MOJIHO yAanuTe TPaHCNOpPTHYK cpeny (OoTAeNnbHbIM
HaKOHEYHMKOM U3 Kaxaon npobupkn), octaBuB B npobupke He 6onee 50 Mkn
(ocapok+xnakas dpakums).

1.3. Job6aBbTe B Kaxayto npobupky no 400 MK IN3NPYIOLWLEro pacTBopa.

1.4, BbinonHute 2.1 - 2.7

2. B cnyyae B3aTMSa 6Momatepuana B TM3NPYHOLLMA pacTBop:
2.1. TwaTtenbHO NepeMelwanTe coaepXmMmoe npobMpoK C HemsBecCTHbiMM obpasuamMm wu

OTpMUaTesNIbHbIM KOHTPOJSIbHbIM 06pasLoM Ha MWKpPOUEHTpUdYyre-BOPTEKCE B TeYeHue

10-30 c.

2.2. OcaanTe Kanam C Kpbllek MpobUpoK Ha MUKpoUeHTpudyre-eopTekce B TeuveHue
10-30 c.

2.3. TepMocTaTnpyinTe npobupku npu Temnepatype 90 °C B TeueHne 5 MUHYT.

2.4, LeHTpndyrnpynte npobupku npu RCF(g) 12000 - 16000 B TeueHne 1 MUHYTHI.

2.5. MNepemewanTe coaepXxuMMoe NpobUPKM C  HEWTpanuM3ylLWKUM  pacTBOpPOM  Ha
MUKpoLeHTpudyre-soptTekce B TeyeHme 1-3 c. Ocaamte Kanau C  KpPbIWKWA Ha
MUKpOLEeHTpUdyre-BopTekce B TedeHue 1-3 c.

2.6. [JobaBbTe B KaXxay NpobupkKy, He Kacasicb kKpast npobupkun, 8,0 MK HENTpPaNU3YIOLLEro
pactBopa (ncxoas ns cooTHoweHus: 2,0 MKA HerTpanumayowero pacteopa Ha 100 Mk
obpasua).

2.7. TwaTtenbHO nepeMelanTe coaepXxmuMoe npobmpok Ha MUKpoueHTpudyre-sopTeKce

B TeyeHume 10 c 1 ueHTpndyrmpymTe Ha MUKpoueHTpudyre-sopTekce B TeyeHme 1-3 c.
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MpenapaTt AHK rotoB K BHECEHUIO B peakuUOoHHY cMecb ansa MuPp.

MonyueHHbIn npenapat AHK ponyckaeTtcsa xpaHuTb npu Temnepatype ot 2 °C go 8 °C
He 6onee Mecsaua, HMXxXe MMHYC 18°C He 6onee 6 MecsaLeB.

Mepen wcnosnb3oBaHmeMm npenapata AHK pgna nocraHoeku [MUP nocne XpaHeHus
Heobxoanmo pasmopo3nTb npenapaTt AHK wn oTpuuatenbHbin KOHTPOSbHbIM 06pasey, npwu
KoMHaTHon TemnepaTtype (oT 18 °C po 25 °C) wnum npu Temnepatype oT 2 °C go 8 °C, 3ateMm
nepeMelwlaTb coAepxumoe npobupok c npenapatom AHK w oTpuuatenbHbIM KOHTPOSbHbIM
06pa3LoM Ha MUKpoLeHTpudyre-sopTekce B TeyeHne 1-3 ¢ u LueHTpndyrnposaTb Npobupkn nNpm
RCF(g) 12000 - 16000 B TeyeHne 1 MUHYTHI.

BHUMAHME! [1na npenapata JHK gonyckaeTtcst ToNnbKO O4HOKpaTHOEe pa3MopaxXusaHue!

Mpenapat AHK roToB K BHECEHUIO B peaKLUMOHHYI0 cMecb ang lMLUP.
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