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MHCTPYKLUUA

no NpMMeHeHuto Habopa peareHToB
ons sbiseneHusa AHK 14 TMnoB BUpycOB nNanuiaoMbl YesoBeka
BbICOKOro KaHueporeHHoro pucka (16, 18, 31, 33, 35, 39, 45, 51, 52, 56, 58, 59, 66, 68)
n anddepeHumpoBaHHoro onpeaenenma AHK 16, 18, 45 tunos

meTtoaoM lMNLUP B pexnMme peanbHOro BpeMeHu

BMY-CkpuH

PerncrpaumoHHoOe yaocToBepeHme
N P3H 2022/17545 ot 21 uioHa 2022 roaa

BHMMAHWME! N3yunTe MHCTPYKUMIO Nepes HayanoM paboTsl
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CMUCOK COKPALLEHUA 1 OBO3HAYEHUI

B HacToswen MHCTPYKUUN NCNONb3YKOTCA cnegyroumne CoKkpaweHna mn 0603HaueHuns:

rnup - MOSIMMEepa3sHas LenHas peakuusd

BMN4y - BUpYC NanuaioMbl YenoBeka

BKP - BbICOKMI KaHLEPOreHHbIN pPUCK

JIKO - nabopaTopHbIf KOHTPO/bHbIN 06paseL
B - MHTepdepmpyOLLIME BELLECTBA

OHK - e30KCUpUbOHYKIEeMHOBasS KUCAOTa

BK - BHYTPEHHUWN KOHTPOJIb

K+ - NOSTIOXUTESNbHbIA KOHTPONbHbIN 06paseL
K- - OTpULUATENbHbINM KOHTPO/bHLIN 06pasel
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1 NPEAHA3HAYEHHOE NPUMEHEHMUE

1.1 MonHoe HamMeHoBaHWe Habopa peareHToB: Habop peareHToB Ans BbisBneHus [OHK
14 TMnoB BMpPYCOB Nanu/IOMbl YesIOBEKA BbICOKOro KaHueporeHHoro pucka (16, 18, 31, 33, 35,
39, 45, 51, 52, 56, 58, 59, 66, 68) n anddepeHunpoBaHHoro onpeaenennsa AHK 16, 18, 45

Tunos MetoaoMm MLP B pexnme peanbHoro spemenun (BMY-CkpuH).

1.2 HasHauyeHune: Habop peareHTOB MNpeAHa3Ha4yeH ANs KayecTBeHHOro BbigBneHuns [OHK
YeTbipHaaUaTK TUNOB BUPYCOB ManusioMbl YesloBeKa BbICOKOro KaHUeporeHHoro pucka (16, 18,
31, 33, 35, 39, 45, 51, 52, 56, 58, 59, 66, 68 TMN0OB), aCCOLNMPOBAHHbIX C PAKOM LLUENKMN MATKM,
n anddepeHumnposaHHoro onpegenenmnsa AHK BMY 16, 18 n 45 TMnoB MeToAOM NOAMMEpPA3HOM
LEMHOM peakuum B pPEXUME peanbHOro BpeMeHM B OMONOrMYeckoM MaTepuasne 4enioBeka

(Ma3ok/cockob anuTenns co cnnuanucTom o60s104uKM LepBMKaNbHOIO KaHana, Bnaraauwa).
1.3 OyHKLUMOHaNIbHOE Ha3HaYeHue: CKPMHUHI, AMarHocTuKa in vitro.

1.4 lMokasaHns K NpoBEAEHUID MCCNeA0BaHUSA: CKPMHUHI Npegpaka M paka LenKn MaTKy,
cuMmnToMbl BMY-nHdbekumu.

MpoTNBOMOKAa3aHU K MPUMEHEHUIO HET.

1.5 MonynaumoHHble W ,quorpacbw-leCKme acCneKkTbl: ueneBad rpynna nauneHToB ANnd

CKPUHWHIA — XEHLWWHbI 25-65 net, AnarHocTmka OCYLLECTBNAETCA 6e3 BO3PaCTHbIX OrpaHM‘-IEHMﬁ.

1.6 O6bnactb NMPpUMEHEHNA ! Ha60p peareHToB MOXET ObITb WMCNOMb30BaH B KJIMHUKO-

ANArHoCTU4eCKnxX na6opaTopM;|x MEANLUNHCKUNX yqpe»(p,eHMﬁ.

1.7 lMoTeHUManbHbIE MOAb30BaTENN: KBaﬂMCbMLlMpOBaHHbIIz nepcoHan, Oﬁy‘-lGHHbII;I MeToaaM

MOﬂEKynﬂpHOVI ANAarHoCTuKmM mn npasuniam pa60Tb| B KJIMHMKO-ANArHOCTUYECKOM na6opaTopMM.

1.8 MpUMeHATb HAabop peareHToB CTPOro Mo Ha3HAUYEHUIO COrMTacHO AaHHOW MHCTPYKLUMU MO

NMPUMEHEHNUIO.
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2 XAPAKTEPUCTUKA HABOPA PEAFEHTOB
2.1 CoctaB Habopa peareHToB
R1-P325-S3/9, chacoBka S, crpunbl
o Konuyectso HoMUHanbHbIM
HanmeHoBaHMe KOMMNOHEHTOB BHewHun Bng N
npobupok 06bEM KOMMOHeHTa
Mpo3payHas 6ecuseTHas
CMecb ansa amnnamdukaumm, po3p 4 12 ctpunos
XXWAKOCTb NOoA BOCKOO6pasHbIM no 20 Mkn
3ane4vyaTaHHas napaguHoM no 8 npobupok
6enbiM cnoem
Mpo3payHasa 6ecuBeTHas
PactBop Taqg-nosnmepassl posp H 2 npobupku no 500 Mkn
XKNAKOCTb
Mpo3payHas 6ecuBeTHaa BA3Kas
MuHepanbHoe Macno po3p 4 2 npobupkmn rno 1,0 mn
Mac/siHUCTas XUAKoCTb
MonoXxunTtenbHbIn Mpo3payHasa 6ecuBeTHas
N posp H 1 npobupka 130 mkn
KOHTpPOJIbHbIN 06pasew, XKNAKOCTb
KpbIWwKK Ang cTpunos 12 wr.

R1-P325-23/9, cbacoBka S, npobupku

N KonuyecTtso HoMWHanbHbIN
HanmeHoBaHMe KOMMNOHEHTOB BHewHWn Bua N
npobumpok 06bEM KOMMOHEHTA
Mpo3payHas 6ecuBeTHas
CMmecb ana aMmnnmdukauunm, po3p 4
XXWAKOCTb NMoA BOCKOO6pas3HbIM 96 npobumpok no 20 mkn
3arne4dyaTaHHas napaguHoM
6enbiM cnoem
Mpo3pauHasa 6ecyBeTHas
PactBop Tag-nonnmepassl posp H 2 npobupku no 500 mMkn
XUAKOCTb
Mpo3payHasa 6ecuBeTHas BA3Kas
MuHepanbHoe Macno posp H 2 npobupku no 1,0 mn
MacC/SAHUCTas XXUAKOCTb
MonoXuTenbHbIN Mpo3payHas becyBeTHas
N po3p 1 npobupka 130 mkn
KOHTPO/bHbIN 06pasel XXNAKOCTb

2.2

KonnuecTBo aHanM3npyeMmbix 06pasuos

Ha6op peareHTOB npeAHa3HayeH AN OAHOKPATHOrO MPUMEHEHWS U paccyMTaH Ha

96 onpeneneHnin, 4TO COOTBETCTBYET WCCAedoBaHUIO He 6Honee 94 HemsBeCTHbIX 06pa3uos,

OTPULATENBbHOMO KOHTPOJIbHOro o6pasua 1 NoNoXNTENTbHOMO KOHTPOJIbHOro o6pasua.

2.3 MpuHUMN MeTona

Metoa: lNMonmnmepasHas uenHas peakuusa (MLUP) ¢ getekumen pesynbTtaToB: B pexuMme
peanbHOro BpEMEHU; MYNbTUMNIEKCHbIN KAaYeCTBEHHbIN aHanms.

MpuHUMN MeTOoAa OCHOBaH Ha MCMNONb30BaHMKM npouecca amnandwukaumm OHK,
3aKyatolerocs B MOBTOPSAKOLWMXCA UMKIaxX TeMmnepaTtypHon aAeHaTypaumu [AHK, oTxura
npaMepoB C KOMMJIEMEHTAPHbIMKU MNOCNEA0BATENbHOCTAMU U MOCNeaylowen A0CTPONKU
NOSIMHYKNEOTMAHBIX Lenen ¢ 3Tux nparnMepos Tag-noanmepason.

Onsa noBbilWeHWA 4YyBCTBUTENBHOCTM W cneuudUYHOCTM peakuum npenycMoTpeHo
NnpUMeHeHne «ropsiyero» crapta. Ana dacoBkn S «ropsaumini» ctapT obecrneymBaeTcs METOAUKOM
NpUroToBIEHUS peakLMOHHOW CMeCK, COCTOSLEN U3 ABYX C/0EB, pasAenéHHbIX NPOCIONKON 13
napaduHa. CMmeweHne cnoés u npespalleHne uMx B aMnaMdUKauMOHHYIO CMeCb MpOUCXOAUT
TONbKO MNocne nnaefeHns napaduHa. NomMnumo atoro, napaduH obecneuynmBaeT 3arnedyaTbiBaHUE

peaKLI,VIOHHOI‘/JI CMeCH 1 AONOJTHUTENbHYO 3alWnTy OT KOHTaMWHaunnm aMnInKoHaMu.
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B cMecb ana amnandwukaumm BBedeHbl OHK-30HAbLI, KaXAblh M3 KOTOPbIX COAEPXMUT
dnyopecueHTHYIO MeTKy W racutenb dnyopecueHumm. lMpu obpasoBaHum crneymdmnyeckoro
npoaykta [OHK-30Ha paspywaertca, AaenctBume racutenss Ha  QyopecueHTHYH  MEeTKy
npekpawaeTcs, 4To BeAéT K BO3pacTaHMio YPOBHSA dayopecueHunm, KOTOopbii uKcupyeTcs
cneunanbHbiMM nNpmbopamMn. Konmvyectso paspyLlleHHbIX 30HA0B (a, cnefoBaTeflibHO, U YPOBEHb
dnyopecueHuUmnn) yBenn4ymBaeTcs NponopuMoHanbHO KOSINYEeCTBY obpasoBaBLumnxcs
cneundunyeckmx amrnjankoHoB. YpoBeHb dyopecueHUuMn m3MepseTCsl Ha KaXAoM uukKne
amnnmdmKaunm B pexxmme peanbHOro BpeMeHMu.

B coctaB cmecu ansa amnandukaummn, BkatoYeHa cuctema ans amnandukaumm pparmeHTta
reHomHo [OHK 4enoBeka (KOHTpO/b B3ATMS MaTepuana, KBM), kKoTopas MNO3BOSSET OLEHUTb
Hanmume OHK B aMmnnndumkaumMoHHON npobupke U KOHTPOAMPOBaTb BCE 3Tamnbl aHamnsa.

B coctaB [OHK-30HAOB, mMcnonb3ylwmMxca ANs AeTeKuumn NpoayKToB aMnandukauum
cneumdunyeckon AHK, BktoyeHbl payopecueHTHbie MeTkn Fam, Rox, Cy5, Cy5.5. B coctas JHK-
30HA4a, NCNOoMb3YLWerocsa Ang AeTeKunm npoayKta amnnmdukaunmm KOHTpoNnsa B3aTuUa Matepuana,
BXOAMT h1yopecueHTHbIN KpacuTesnb Hex.

Ncnonb3oBaHMe HECKONbKUX (NYyOpPECUEHTHbIX KpacuTenen no3BONSIET COKpaTUTb
KOSINYECTBO MPOBMPOK, MOCKONbKY MOSIBASIETCS BO3MOXHOCTb OAHOBPEMEHHO PEerucTpmMpoBaTb
pe3ynbTaTbl Pa3HbiX peakuMin amnandukaymmn, npoxoaawmx B o4HOM npobupke.

B Tabnuue 1 NpUBEAEHDbI KaHaslbl AETEKUMN NPOAYKTOB aMI'IJ'Il/ICbMKaLI,VIM.

Ta6bnuua 1 - KaHanbl getekumy npoayKToB amMmnandukaumm

Fam Hex Rox Cy5 Cy5.5

16, 18, 31, 33, 35, 39, 45,
51, 52, 56, 58, 59, 66, 68

16 KBM 18 45

NccnepoBaHue cocTouT M3 chnepylowmnx atanos: BbigeneHne AHK (npobonoarotoska),
NuUP-amnandbukauma OHK c petekumern pe3ynbTaTOB B pexuMe peanbHOro BPeMEHU C

Mcnosb3oBaHMeM Habopa peareHToB BIMY-CkpuH.

2.4 Bpems npoBeAeHnsa aHanusa (He BKIoYas npobonoaroToBky): oT 1,5 yacos.
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3 AHAJTUTUNYECKME XAPAKTEPUCTUKUN HABOPA PEAFEHTOB

3.1 CneundunyHoCTb aHanusa

B o6pasuax 6uonormyeckoro MaTtepumana 4enoseka, coaepxawunx [OHK Bupycos
nanunnoMmbl 4enoeseka 16 TMna, BO BpeMs MpoBedeHMs amnandukaumm nporpaMMHoe
obecneveHne pgetekTupylowero amnandukatopa OGUKCMPYET NOMOXUTENbHbIE pe3ynbTaThl
amnnmdumkaumm cneunduryeckoro npoaykrta no kaHany Fam u Rox.

B o6pasuax 6uonornyeckoro MaTepumana Jenoseka, coaepxawunx [OHK Bupycos
nanunnombl 4enoseka 18 TMna, BO BpeMs npoBedeHMs amnaudukaumm nporpaMMHoe
obecneveHne pgetekTupylowero amnandukatopa OGUKCMPYET NOMOXUTENbHbIE pe3ynbTaThl
amnndmkaummn cneymdunyeckoro npoagykra rno kaHany Cy5 u Rox.

B obpasuax 6uonormyeckoro ™MaTtepuana uJenoseka, cogepxawmx [OHK Bupycos
nanunnombl 4enoseka 45 Tuna, BO BpeMs nposegeHuMs amnandukaumm nporpaMmHoe
obecneveHne petekTupylowero amnandukatopa GUKCMPYET MNOMOXUTENbHbIE pe3ynbTaThl
amnandmkaummn cneympunyeckoro npogykrta no kaHany Cy5.5 n Rox.

B obpasuax 6uonormyeckoro martepuana 4denoseka, cogepxawmx AHK ogHoro wam
HECKOJIbKUX TUMOB BWPYCOB nanuanomMmbl 4yenoseka (BMY) BbICOKOro KaHLEpPOreHHOro pucka
(16, 18, 31, 33, 35, 39, 45, 51, 52, 56, 58, 59, 66, 68), BO BpeMs npoBeaeHUs amnnmdmnkaumm
nporpamMMHoe obecneyeHne p[eTEKTUPYIOLWEro aMmnandgukatopa GOUKCMPYET MNOJSIOXUTENbHbIE
pe3ynbTaTbl aMmnandukaumm cneundunyeckoro npoaykra rno KkaHany Rox.

B obpasuax 6uonornmyeckoro matepuana, He cogepxawmx OHK 14 TmMnos Bupycos
nanunnombl Yenoseka (BIMY) Bbicokoro kaHueporeHHoro pucka (16, 18, 31, 33, 35, 39, 45, 51,
52, 56, 58, 59, 66, 68), npu npoBeaeHMn amnnmdukKaumm nporpammHoe obecrnedyeHue
AeTeKkTupytowero aMmnandunkatopa GUKCUMPYET oTpuuaTtesibHble pe3ynbTaTbl amMnandukaumm
cneundunyeckoro npoaykrta no KaHanam gertekumm Fam, Rox, Cy5 n Cy5.5 1 nonoxutenbHbli
pe3ynbTtaT amnandukaummn KBM no kaHany getekummn Hex.

MokasaHo OTCYTCTBME Hecneumdmnuecknx noaoXnTenbHblX pe3ysbTaToB aMnandukaumm
npn Hanuuum B obpasue AHK cneaywowmx 6aktepuin n supycos: Ureaplasma urealyticum,
Ureaplasma parvum, Gardnerella vaginalis, Mycoplasma genitalium, Mycoplasma hominis,
Chlamydia trachomatis, Candida albicans, Streptococcus spp., Staphylococcus spp., Lactobacillus spp.,
EBV, HHV6, HHVS8, HSV1, HSV2, VZV.

3.2 NHTepdepupyoine BellecTsa

Hanunume wuHrubutopos [MLUP B o6pa3sue 6uonormyeckoro martepumana MoXeT 6biTb
MPUYMHON COMHUTENbHbLIX (HeonpeaenéHHbIX) pe3ynbTaTtoB. [Npu3aHakoM uHrmbuposaHus [LP
SBNSIeTCS  OAHOBpPEMEHHOEe  OTCYTCTBME  aMnaudukaumm  BHYTPEHHEro  KOHTpoas u

cneumdmnyeckoro npoaykra (cMm. 2.3, 9.3).
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MakcuManbHble KOHLEHTpauuMn UHTepdEpUpyoWmMX BELLECTB, MNpPU KOTOPbIX He
Habntoganocb nHrnbmposaHue MLP, npeacrasneHbl B Tabnmue HUXe:
NHTepcdepupyrouiee UccnepoBaHHas
Bup 6nomarepmana
BeLlecTBo KOHLleHTpauua B o6pa3ue
DHAOreHHblE BellecTBa
Ma30K/cockob anuTenns Co CN3NCTOM
0601104KKN LepBMKaANbLHOIrO KaHana, Femornobun* 0,35 mr/mn
Bnaranuwa
Ma30K/cockob anuTenns co CIU3NCTon
060104KKN LEepBMKaANbLHOro KaHana, Cnunsb (MyumH) 20 %
Bnaranuwa
DK30reHHble BeLecTBa
Ma30K/cockob anuTenms co CIU3NCTomn
060/104KKN LEepBMKaNbHOro KaHana, M3onponunoBbii cnnpTt* 10%
Bflaranuwa
Ma30K/cockob anuTenns co CN3NCTOM
060104KKN LepBMKaNbHOro KaHana, MeTunauetat* 10%
BMaranuwa
Ma30K/CcocKob anuTenus co CAM3nCcTomn
060104KKN LepBMKaANbLHOro KaHana, XnoprekcuanHa é6urntokoHaT 10%
Bnaranuwa
Ma30K/cockob anuTenns co CIU3NCTon
060/104KKN LEepBMKaNbHOro KaHana, MupamMncTnH® 10%
Bflaranuwa

*

yaaneHusa B xoae BblaenerHmsa AHK

- MHTepq)epMpwou.Lee BELLECTBO MOXET MpucyTcTBoBaTb B npenapaTte AHK B pe3ynbTate HeEnosHoOro

3.3 Mpeanen obHapy>XeHuns

Mpeaen obHapyxxeHusa no 5 konuii [HK kaxaoro Tvna BMpyca NanuasoMbl YesI0BEKa Ha

aMMINPUKALIMOHHYIO NPobupKy, 4To cooTBeTcTBYeT no 103 konuit AHK kakgoro Tuna Bupyca

nanunaoMsbl Yenoseka Ha 1,0 mn.

3.4 AunarHoctnyeckne xapakTepucTuku
Konunuectso nccnegosaHuii (n) — 436
BLISBASEMbI aHANNT AnarHocrnyeckas AnarHocruyeckas
uyBCcTBUTENbHOCTb (AN95%) cneuyndumuHoctb (AN95%)
100.00% 100.00%
BM4Y 16
Tvna (96,38%-100,00%) (98,91%-100,00%)
100.00% 100.00%
BMY 18 tvna (83,16%~-100,00%) (99,12%-100,00%)
[0) o)
BMY 45 Tuna 100.00% 100.00%

(69,15%-100,00%)

(99,14%-100,00%)

BMY 31, 33, 35, 39, 51, 52,
56, 58, 59, 66, 68

(6e3 anddepeHunaumnmn)

(6e3 yuyéta 16, 18 n 45 Tmna)

100.00%
(98,54%-100,00%)

100.00%
(98,04%-100,00%)
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4 MEPbI MPEAOCTOPOXXHOCTH

Opranusauma pabotbl [LP-nabopatopuu, obopypoBaHue u MaTepwuanbl LOKHbI
cooTBeTCcTBOBaTb TpeboBaHmsaMm MOCT P 52905-2007, meToanyeckux ykasaHun MY 1.3.2569-09
«OpraHusaumnsa paboTbl nabopaTtopuii, UCNOAb3YKOLWNX MeToAbl aMnaMduKaumm HYKIEMHOBbIX
KnUcnoT, npu paboTte ¢ MatepmanoM, cogep)xawmmMm MmKpoopraHmamel I-IV rpynn natoreHHOCTU»,
c cobnogeHneM CcaHUTapHO-3NMMAEMUONOrMYeckux npasua M HopMm CaHluH 3.3686-21
«CaHuTapHo-anungeMuosnormyeckme TpeboBaHmsa no npodumnakTnke NHOEKLUMOHHbIX 6onesHen».

Nccneayemble obpasubl paccMaTpuMBalroTCa KakK MoTeHuuanbHo-onacHoble. Mpu pabote
c HabopoM peareHTOB cneayeT HageBaTb OAHOPA30Bble NepyaTkm 6e3 Tanbka.

Mpn pabote c MukpoopraHmamamm I-IV rpynn natoreHHoCTu BbI6Op TMMa 3aWMUTHOro
KocTioma (pabouer ogexabl M CpeacTB MHAMBUAYA/IbHOW 3aluTbl) MNPOBOAUTCA B CTPOroM
cootBeTcTBMM € CaHlumH 3.3686-21 n onpegensietca BMAOM B0o36yauTensi, AMarHOCTUYECKUM
MEeToAO0M, paboyen 30HON, OCHalleHneM ee 6okcamm 6uonornyeckon 6e3onacHoCTU.

CneayeTr WCNoOMAb30BaTb  TONIbKO  OAHOPA30Bble  HAKOHEYHWKM U Mpobupku.
He ponyckaetcs Mcnonb3oBaHWE OAHUX W TeX Xe HAaKOHEYHMKOB npu obpaboTke pasnmuHbIX
obpasuoB 6uonornyeckoro Matepuana.

K pabote c Habopom peareHTOB JoMycKaeTcsd nepcoHan, obydeHHbIn MeToAaMm
MOJIEKYNAPHOM ANArHOCTUKM M NpaBmnamM paboTbl B KIIMHUKO-ANArHOCTMYECKON nabopaTtopun.

Boinenenve AHK cneayet nposoanTb B 6okcax buonormnyeckon 6esonacHoctu II knacca.
MoaroTtoBky K MLP c ncnonb3osaHneMm Habopa peareHTOB BO3MOXHO npoBoauTb B ML P-60kcax.

3anpewaeTca nepemelleHne nabopatopHoro obopyaoBaHUsA, B TOM 4Yucne 403aTOpoB,
WTaTMBOB, JlabopaTOpHOM MOCyAbl, XanaToB, rofOBHbIX Y6OpoB M np., a TakXe pacTBOPOB
peareHToB U3 O4HOro NMOMeLEeHnsa B Apyroe.

[losaTopbl AOMKHbI 6bITb COOTBETCTBYHOWMM 06pa3oM noBepeHbl (B aKKpeAMTOBaHHbIX
nabopaTtopusax) n NpoMapKMpoOBaHbI.

Ncnonb3oBaHHble OAHOPa30Bble MPUMHAANEXHOCTM (NPOBUMPKKM, HAKOHEYHUKW U Ap.)
OO/MKHbI  cbpacbiBaTbC B KOHTEMHep A9  MeAMUMHCKMX  OTX0A0B,  COoAepXXalimi
Ae3nHduumpyowmnin pacteop (Npn HeobxognmocTtn).

MoBepxHOCTM paboumx CTOM0B, a TaKXe MOMELWeHMns, B KOTopbix nposoautcs [LP,
cnepyet obazaTtenbHO, A0 M nocne nposegeHuns paboT, obaydyaTb € NoMouwblo BakTepnungHbix
YCTaHOBOK B TeyeHune 30 MUHYT.

Bce noBepxHocTn B nabopatopum (paboume cTtonbl, wWTaTuBbl, obopyaoBaHue M ap.)
eXegHeBHO rMoABepraloT BfaxHon ybopke C MpUMEHEeHMEM Ae3UHPULMPYOLWMX/MOKLWMX

CpeAcTB, pernamMeHTUpoBaHHbIX NpasuaaMm n Hopmamm CaHlnH 3.3686-21.

BHUMAHME! YTunusnposaTb 0TX0Abl C npoaykTamu MLP Heo6X0AMMO TONBKO B 3aKpbITOM BUAE.

He ponyckaeTtcsa oTKpbiBaTb Npobupku nocne amnandukaumm (MY 1.3.2569-09).
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Mpn wvcnonb3oBaHUM Ha60pa peareHToes B KJIMHMKO-AMarHOCTUYECKOM na6opaTopMM

o6pa3y}0Tc9| oTXoA4bl Kracca B, KoTopble YTUAU3MPYKOTCA B COOTBETCTBUKU C Tpe6OBaHMFIMM

CaHlunH 2.1.3684-21

TEPPUTOPUIA TOPOACKUX U CENIbCKUX MOCENIEHUN,

NMNTbEBOMY

BOAOCHabXXeHMIO,

<<CaHMTapHO-3I'I naeMmmnosiorm4yeckme

aTMocdepHoOMy

TpeboBaHMa K
K BOAHbIM 06beKkTaM,

BO34yXY, MO4YBaM,

XXWUJ1bIM

coaepXaHuio
NMUTbeBOW BOAE WU

NMOMELLEHNSM,

aKCnyaTaunMmn nNpomnsBoACTBEHHbIX, obLwecTBeHHbIX I'IOMEUJ,GHVIVI, opraHnsauunm m npoBegeHUIO

CaHMTapHO-NpOTUBO3NNAEMUYECKMX (MPOodUNaKTUYECKNX) MeponpusaTuin>».

OnacHble KOMMOHEHThLI B Habope peareHToB

KoMnoHeHT Ha6opa
peareHToB

Hanunuue/otcyTcTrBue
ONacHOro KOMMoOHEeHTa

YKa3aHue Ha pUCKu

CMmecb ana aMmnnmdurkauum,
3anevyaTaHHas napaguHoOM

HeT onacHbIX BewecTs

PactBop Tag-nonnmepassl

HeT onacHbIX BelwecTs

MuHepanbHoe Macno

HeT onacHbIX BewecTs

MonoXuTtenbHbIM
KOHTPOJbHbIV 06pasey,

A3unpa HaTtpusa MmeHee 0,1%

siBnsetcsa 6e3onacHbIM
ANna KOHEYHOro noJjib3oBaTens

Mpn pabote c Habopom peareHTOB cregyeT MCMNOMb30BaTb CPEeACTBA MHAMBUAYASIbHOW
3aWmnTbl AN NpefoTBPaALLEHMS KOHTaKTa C OpraHu3MoM 4enoseka. lMocne oKoH4YaHus paboThl
TLWATesNbHO BbIMbITb PyKW. M36eraTb KOHTaKTa C KOXeW, rnasamMmmn u Cim3mcTbiMm obonovkamu. Mpu
KOHTaKTe NMpOMbITb NOpaXKeHHoe MeCcTo BoAOW U 06paTuUTbCa 3a MeAMUNHCKOM NOMOLLbIO.

He ponyckaeTcsa ncnonb3oBatb HAbOp peareHTOB:

- NMpw HapyLweHnn yCI0BMIN TPAHCNOPTUPOBAHMS N XPaHEHUS;

- Mpu HECOOTBETCTBMM BHELWIHEro BMAa peareHToB, YKasaHHOro B nacnopte K Habopy
peareHToB;

- nMpw HapyLweHnn BHYTPEHHEN YNaKOBKM KOMMOHEHTOB Habopa peareHToB;

- Nno UCTEYEHNIO CPOKa ragHoOCTHU.

MpumeyaHue - Habop peareHTOB He COAEPXKUT MaTepuasioB GUOMOrMYECKOro MPOUCXOXAEHMS,
BELLECTB B KOHLEHTpaumnsax, o6naaalomnx KaHUeporeHHbIM, MyTareHHbIM AeWCTBUEM, @ TaKXe BMSAIOLNX
Ha penpoayKTUBHYI GYHKUMIO YenoBeka. lpM WMCMONb30BaHMM MO HAa3HAYEeHUIO W COGMAEHUU Mep

NPEAOCTOPOXHOCTUN ABNAETCA 6e3onacHbIM.
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5

OBOPYAOBAHUE U MATEPUAJDbI

Mpu pabote c HabopoM peareHToB BMY-CkpuH TpebytoTcs cneaytowmne obopyaoBaHue,

peareHTbl U pacxXogHble€ MaTeEpPUaAlibl:

MLUP-6okc (Hanpumep, OO0 «HMO AHK-TexHonorua, PY N2 P3H 2015/3193);
amnnudukaTopbl getektvpytowmne «ATnpanm» (PY N2 ®CP 2011/10229) wnn «OTnant»
(PY N2 ®CP 2011/10228) c 5-to kaHanamu getekumn! (000 «HMO AHK-TexHonorusa»).
MUKpoLUeHTpudyra-soptekc (Hanpumep, Mnkpo-CnuH FV-2400, Biosan, Jlateus);

pOTOp 4719 MUKPOLEHTPUPYrn-sopTekca ans cCTpMnoBaHHbIX Npobupok 06LEmMom 0,2 Mn;
XONOAUNBHUK UK XO0NoAMNbHAA KaMepa (Hanpumep, ATnaHT, benapych);

wTaTmB «paboyee mecto» Ans9 Npobupok o6bLEMOM 1,5 MA M Ana CTpuUnoBaHHbIX NPo6Upok
06bémom 0,2 Mn;

[03aTOpbl MeXaHW4yeckne WAN 3NEeKTPOHHble nepeMeHHoro o6béMa OAHOKaHanbHbIE,
nossonswwme otbmpate 06béM xumakoctn ot 0,5 go 10 mkn, ot 2,0 go 20 mkn, ot 20
0o 200 mkn, ot 200 go 1000 mkn (Hanpumep, Eppendorf Research Plus, N'epmaHus);
04HOpPa30Bble HAKOHEYHUKM C GUNBTPOM AN NOSyaBTOMaTUYECKMX A03aTOpOB, CBOH6OAHbIE
ot PHKa3 n 1HKa3, o6bémom 10 mkn (Hanpumep, SSI, CLUA, PY N2 ®C3 2011/10287);
04HOpPa30Bble HAKOHEYHUKM C HUNBTPOM AN NOSyaBTOMaTUYECKMX A03aTOpOB, CBOH6OAHbIE
oT PHKa3 1 JHKa3, o6bémom 20 mkn (Hanpumep, SSI, CLUA, PY N2 ®C3 2011/10287);
04HOpPa30Bble HAKOHEYHUKW AN5 NojslyaBTOMaTUYeCcKux Ao3aTtopos, cBobogHblie oT PHKas u
OHKa3, o6bémom 200 mkn, 1000 mkn (Hanpumep, SSI, CLUA, PY N2 ©C3 2011/10287);
04HOpa3oBble MnepuyaTkn MeauuuHckne, 6e3 Tanbka, TeKCTypupoBaHHble (Hanpumep,
PY N¢ P3H 2021/15545);

EMKOCTb Ans cbpoca MCNONb30BaHHbIX HaKOHEYHMKOB, MPOOGMPOK U APYrMX PaCXOAHbIX

MaTepnanos.

1 — ATnpaim Tonbko Moaenu 5M1; 5M3; 5M6

OTnanTt Tonbko moagenn 551; 552
Mpn ncnonb3oBaHMKW AETEKTUPYHOLWMX aMNAN@PUKATOPOB C YeTbipbMA KaHanamu pgertekumn 45 Tun
nanuaioMbl HE TUNMNPYETCS
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6 AHAJTIUSNPYEMbIE OBPA3Lbl

6.1 MaTepuan ons nccneaoBaHus
Ona wvccnenoBaHUst MCNOMb3YHOT Ma3ku/COCKOObl aNMTENMsa CO CAM3UCTOM 060/104KMU

LEPBUKA/IbHOIo KaHasna, Baaraauua.

6.2 O6bwme TpeboBaHus

UccneposaHme w™etogoMm [LUP oTHocmTca K npsaMbiM  MeTodaM nabopaToOpHOro
nccnenoBaHus, No3ToMy B3sTME 6MON0OrM4Yeckoro MaTepmana dyenoseka Heob6xoanmo NpoBOAMTb
M3 MecTa Jlokanusaummn nHhEeKUMOHHOro npouecca. PeweHne o HeobxoaMMOCTM UccnenosaTtb Ty
WAN MHYI0 NOKanusauumio NpuHUMAET nedawmini Bpad Ha OCHOBaHWMM cobpaHHOro aHamHesa U
K/IMHUYECKOM KapTuHbl 3aboneBaHus.

Ona nonydyeHnss KOPpEKTHbIX pe3yabTaToB 60/bloe 3Ha4YeEHNEe MMEET KayeCcTBO B3ATUS
obpasua ©OuomaTtepuana 4S9 WUCCNeAOoBaHMs, €ero XpaHeHue, TPaHCNOpPTMpPOBaHME W
npeasaputenbHas obpaboTka.

HenpasunbHoe B3aTHMe BMoMaTepmnana MOXET NPUBECTU K MOJTYYEHUIO HEAOCTOBEPHbIX

pe3ynbTaTtoB N, BCNeACTBUE 3TOrO, HeobxoaMMOoCTHM ero MOBTOPHOIo B3ATUA.

MpuMmevyaHune - B3sATue, npeasBapuTenbHyto 06paboTky, XpaHeEHNE U MepeBO3Ky, nepeaady ncciegyemoro
MaTepwasna B Apyrue opraHusaumu OCYLLEeCTBASAKT COrMacHO MHCTPYKTUBHO-METOAMYECKMM AOKYMeHTaM,
pernamMeHTMpYLWMM BbINOJIHEHNE UCCNefOBaHU B COOTBETCTBMKM C TpeboBaHusMm MY 1.3.2569-09 wu
CaHlluH 3.3686-21.

6.3 B3aTue MaTepuana Ha uccnegosaHue

Ma3kun/cockobbl 3nNUTEeNIA CO CAIN3UCTON 060/10UKM LepBUKaJIbHOro KaHasna,
Bnaranuuia)

B3atTne MaTepmana oOCyLleCcTBASeTCs C  MOMOWbIK  CreuuanbHbiX  CTEPUSIbHbIX
OAHOPA30BbIX MHCTPYMEHTOB — 30HAO0B, UMTOLETOK MM TaMNOHOB, B 3aBUCUMOCTU OT MCTOYHMKA

6uonornyeckoro Matepuana, coriacHoO yCTaHOBJIEHHOM npoueaype.
BHUMAHME! cnonb3oBaHMe UMTOWETOK NPOTMBOMNOKA3aHO Npmu 6epeMeHHOCTH.
[lonyckaeTcsa ncnosib3oBaHWe 30HAO0B ANa camo3abopa maTepuana.

OrpaHuyeHue MeTofla — MeCTHOe NMpMMeHeHue fIeKapCTBEHHbIX NpenapaTos, Y3 BarnHanbHbIM

AaTYMKOM MeHee 4yeM 3a 24 yaca A0 UccneaoBaHus.

Mocne B3ATMA 6uonornyeckoro MaTepuana nepeHecuTe 30HA B Npobupky C
TpaHCNOpTHOMW Cpenon, npeaHa3sHaAayeHHOW npom3BoaAuTeNneM ANns  TPaHCNOPTUPOBaHUA U
XpaHeHus o6pa3uoB 6uonormyeckoro Matepuana ans [lUP-uccnegoBaHuii, n  TwaTeNbHO
NPOMONTE ero B XMAKOCTM B TedeHne 10-15 ¢, nsberas eé pazbpbiarneaHums.

N3Bnekute 30HA4 M3 pacTBopa U, BpawaTtesbHbIM [ABMXEHWEM MpuXunMmasd ero K
BHYTpPEHHEN CTeHKe npobUpKM Bbille YPOBHS pacTBoOpa, OTOXMUTE W3OLITOK >XUAKOCTW.
MONHOCTbIO yaanuTe 30HA4 13 NPOBUPKK U YTUIN3UPYITE.

MNOTHO 3aKPONTE KPbILWKY NPOOMPKM M NPOMapKUpyinTe Npobunpky.
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Mpwn HeobxoaAnMoCTn B3ATUS 6MOMaTepmana M3 HeCcKoJIbkux 6unoTtonos noBTopuUTE

npoueaypy, Kaxablil pa3 3abmpasi MaTepran HOBbIM 30HAOM B HOBY NMPO6MpPKY.

MpumMmeuvaHne - [llepea nonyyeHnem cockoba anuTenuanbHbIX KNETOK C 3aAHEro CcBoja Bfaranuwa wm
uepBnKanbHOro KaHana, cBo60OAHO cTekawLlee oTaensemoe Heobxoanmmo YAannTb CTEPUbHBLIM BaTHbIM

TaMMNOHOM.

B3aTne matepuana B TPaHCNOPTHO-DUKCUPYIOWYO Cpeay AN XUAKOCTHOW LMTONOrnm
OCYLLECTBNSIETCS B COOTBETCTBMM C WMHCTpyKUMElN K TpaHCNopTHO-dUKCUpylowei cpene ans

KNAKOCTHOM LIUTONMOMMN.

6.4 TpaHCNOpTMpPOBaHWE M XpaHEHUE Uccrenyembix 06pasuos

YcnoBua TpaHCMOPTUPOBAHUA W XpaHEHUS MasKu/COCKOObl 3MUTENUs CO CAU3UCTOMN
060/104KUN LIEepBUKANbHOIO KaHana, Bnaranuua onpeaensioTcst UHCTPYKUMSIMU K UCMOSIb3yEeMbIM
ANS TPaHCMOPTUPOBaHWUS M XpaHeHMs 06pasLoB TPAHCMOPTHbIM CPeAaM WM MHCTPYKUMAMU K

pekoMeHAyeMblM HabopaM/KoMnneKkTaM peareHToB A4 BblaeneHus AHK.

6.5 MoaroToBka 6buomaTepmnana ansa nccneaoBaHus
6.5.1 ToarotoBka Masku/cockobbl aNUTENNSA CO CNM3NCTOM 060/10UKN LEPBMKANbHOIO KaHana,
Bflaranuwa, B3sTbiX B TpaHCNOpTHbIe cpeabl ansg MNLUP-nccnegosanui.

6.5.1.1 LenTpndyrnpynite npobupky npu RCF(g) 16000 B TeueHmne 10 MuUH.

BHUMAHME! OtHocuTenbHoe yckopeHue ueHTpudyrm (RCF wmnm g) 3aBUCUT OT 4acToThl
BpalleHMss W paguyca potopa. [Ana onpeaeneHnss COOTBETCTBUA LeHTpudyrn 3aaaHHbIM

napameTpaM LeHTpUdyrnpoBaHms obpaTuTech K pyKOBOACTBY MO 3KCMyaTauuu.

6.5.1.2 Ypanute HaZ0CaZA04YHYIO XUAKOCTb, OCTaBuB B npobupke 06BEM
(ocapok + »xungkasa dpakums), pPEKOMEHAOBAHHbIN nponssoguTenem
Habopa/koMnnekTa peareHToB ans BblgenenHms [OHK 13  cooTBeTCTBYHOLLErO
6uomaTtepuana.
6.5.2 TloaroTtoBka MaTepuana uM3 Bfaranuuwa, B3SiTOr0 C MCNOSb30BaHWEM YCTpONCTBa ANS
camocTosiTenbHoro 3abopa npob:
6.5.2.1 [Jo6aBuTb B Npobupky (M Apyryto eMKOCTb, YKa3aHHY0 B MHCTPYKLUN K YCTPOUCTBY
ONns camocTtosaTenbHoro 3abopa npob6 (aanee «npobupka»)), B KOTOPOM HaxXOAWUTCSH
HaKOHeYHUK ycTponcTea, 500 Mk pmn3nonornyeckoro pacTeopa;
6.5.2.2 BcTpsaxHyTb Npobupky B TeveHue 15 c.
6.5.2.3 N3BNne4yb HaKOHEeYHWK YCTPOMCTBa M3 NpobUpPKN U BbIBPOCUTD;
6.5.2.4 MepeHecTn B UMCTytO0 Npobupky obbemom 1,5 mn;
6.5.2.5 LeHTpndyrmnposatb npobupky npu RCF(g) 16000 B TeueHne 10 MuH;
6.5.2.6 YganuTe HagocCagoO4vHYK XUMAKOCTb, OCTaBuB B npobupke npumepHo 100 mkn
(ocapok + xugkasa dpakums).
6.5.3 Cockobbl, B3iTble B TPAHCNOPTHO-(PUKCUPYIOLWYIO Cpeay ANs XXUAKOCTHOW LUUTOSI0rnm
Mpn duKcaumMm B HEKOTOPbIX CMMPTOBbLIX TPAHCMOPTHLIX Cpeaax ANS >XWAKOCTHOW
unToNnornMm, HanpuMep, B KoHcepeupytowen xuakoctm BD SurePath (Becton Dickinson,

CLUA, (PY N2 ®C3 2010/06235) npoucxoauT CLUMBAHME HYKJTIEMHOBbLIX KUCAOT € 6enkamu,
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rnosToMy Heobxoamma npeaBapuTenbHas obpaboTka ob6pas3uUoB C Lenblo 0CcBObOXAEHUS
OHK n3 6enok-accoumMmpoBaHHbIX KOMMEKCOB M NIn3nca KNeTokK.

Cockobbl, B3sITble B TPaHCMOPTHO-(UKCUPYIOLWYIO cpeay ANS XWAKOCTHOW LMTOMO0rmMn
BD SurePath  (Becton Dickinson, CLUA, PY N2 ®C3 2010/06235), Heobxogmmo
npenobpaboTtatb C ucrnonb3oBaHmeM Habopa peareHToB «[MPOBA-IMK» (000 «OHK-
TexHonorms TC», PY N° P3H 2021/14384) B COOTBETCTBUM C MHCTPYKUMEN K Habopy
peareHToB «[MPOBA-TTK>.

TpaHcnopTHo-(dukcnpytowme cpeabl  PreservCyt  ThinPrep  (Hologic Inc, CLUA,
PY N ®C3 2012/11750) wnmn Cellprep AUTO (Biodyne Co. Ltd., Kopes,
PY N2 P3H 2020/11462) He TpebyT npeaBapuTenbHon o06paboTkm o06pasuos c

Mcnosib3oBaHMeM Habopa peareHToB «[MPOBA-TTK».

7 NPOBEAEHUE AHAJIN3A
7.1 Boigenenme QHK 13 6bunonormyeckoro matepuana

BHUMAHME! [lepen Bbigenenmem [OHK Tpebyetca npeaBaputenbHasa obpaboTtka obpasuos

éunonormyeckoro Matepuana.

Onsa Bblagenennsa OHK pekoMeHayeTcs ucnonb3oBaTb crieayrouwme Habopbl/KOMNAEKTbI
peareHToB: KOMMNNEKT peareHToB ANs BblAeneHus HykneuHoBbix kucnot (MPOBA-HK /
MPOBA-HK-TIJTIOC) B koMmnnekTauum T[MPOBA-HK, OO0 «HIMO [AOHK-TexHonorusa», Poccus,
PY N2 ®CP 2010/08867; Komnnekt peareHToB Ansd BblgeneHns OHK B cnepytowmx dopmax
komnnektaumun: MPOBA-I'C, MPOBA-TC-TUTIOC, MPOBA-ITC-TEHETUKA, ®opma KoMnaekTauum
MPOBA-I'C, 000 «HIMO AHK-TexHonorus», Poccus, PY N2 ®CP 2010/08696; Habop peareHToB
ONst  BblaeneHus HykneuHosbix kucioT (MPOBA-MY) Komnnektaums MPOBA-MY-PANNA,
000 «OHK-TexHonorus TC», Poccus PY N° P3H 2017/5753; KoMnnekT peareHToB 415 BblaeneHus
OHK (MPOBA-PAMNA), OO0 «HMO AHK-TexHonormna», Poccms, PY N2 ®CP 2008/02939.

Bbigenenve AHK n3 nccnegyemoro Matepuana npoBoAST B COOTBETCTBUU C MHCTPYKLMEN

K UCMoNb3yeMOMy Habopy/KOMMJEKTY peareHToB.

BHMUMAHME! OgHoBpeMeHHO ¢ BbiaeneHmem AHK n3 6uonornyeckoro matepmana Heobxoammo
NOArOTOBUTL OTpULATENbHbIN KOHTPONbHLIN oObpasey, M MNpPOBEeCcTM ero 4yepes BCe 3Tanbl
npobonoaroToBkM. B KkadecTBe OTpMUATENbHONO KOHTPOJSIbHOro obpasua pekoMeHAyeTCs
MCNONb30BaTb (PU3NONONMYECKMA PpacTBOp WAW OTpUUATENbHbLIA KOHTPO/bHbIM  0bpaseu,
BXOASALWMNA B cocTaB Habopa/koMmnfekTta peareHToB ANA BblAENEHUA HYKIEUHOBbLIX KWUCAOT

B 06bEME, YKa3aHHOM B MHCTPYKLMM K COOTBETCTBYIOLLEMY HAabopy/KOMMNJIEKTY peareHToB.
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7.2 MoarotoBka u nposeneHune MLUP

BHUMAHME! lNpn npoBeaeHun Bcex Nocnenyowmnx AencTBui crnenyeT nsberatb BO3aencTeus

NPSIMbIX COMTHEYHbIX Jly4Yeill Ha NPoBbUpPKM CO CMecbto Ans amnamdukaumm!

BHUMAHME! lNpn ncnonb3oBaHun Habopa peareHTOB B BapuaHTe UcCnoaHeHus «®dacosBka S,
CTpUNbI», CTporo cobnoaaTb KOMMAEKTHOCTb CTPMMOB W KpblWeK K HMM. He mcnonb3oBaTtb

KPbILWKW K CTpMNaM u3 apyrux Habopos peareHToB!

7.2.1 T[lpoMapkupyiTe HeobxoamMmMoe KomyecTBo NpobMpoK CO CMecbio AN aMnandukauum,
3anevyaTtaHHoOlM napaduHOM ana  wuccneayemblx 06pasuoB, A0S  MNOAOXUTENbHOro
KOHTpOsibHOro obpasua «K+» n oTpMuaTenbHOro KOHTPOsIbHOro obpasua «K-».

Mpumep: HeobxogMmMo  npoaHanu3mpoBaTb 4 obpasua. [Ana  3Ttoro  Heobxoammo

npomapkmpoBatb 4 npobupku ans nccneayemolx obpasuos, ogHy npobupky ana «K-» n ogHy

npobupky ansa «K+». Obwee Konmyectso Nnpobmpok — 6.

7.2.2  BcrpsixHuTe npobupkKy C pacTtBOpoM Tag-nosimMepasbl B TeyeHne 3—-5 ¢ Ha MmkpoueHTpudyre-
BOpPTEKCE U LUEHTPUPYrupyinTe B TeueHme 1-3 ¢ Ha MUKpoUEeHTpUdyre-BopTeKCe.

7.2.3 [dobaBbTe BO BCE MpPOMapKMpoBaHHble Mpobupkn, He noBpexaass cion napaduHa,
no 10 mkn pacrteopa Tag-nonnmepassbl.

7.2.4 [dobasbTe B Kaxayl npobupky nNo ogHOM Kanse MmHepanbHoro macna (okono 20 Mkn).
3akpounTe npobupku.

7.2.5 BcTpaxHuTe npobupku ¢ npenapatom AHK, nonoXuTenbHbIM KOHTPOSIbHbIM 06pasuom 1
OTpULUATENbHbIM KOHTPOJ/IbHbIM 06pa3uoM B TeyeHue 3-5c Ha MukpoueHTpudyre-

BOpTEKCE U LUeHTpUdyrupymTe B TedeHme 1-3 ¢ Ha MMKpoUeHTpudyre-sopTeKce.

BHVUMAHME!

1. Mpn ncnonb3oBaHun ans eBbiaeneHns AHK komnnekta peareHtoB MPOBA-I'C Heobxoanmo
nocrne BCTpSAXMBaHUA UeHTpudyrnposatb npobupkm c¢ npenapatom AHK npu RCF(g) 16000
B TEYEHWE OAHOM MWHYTbl AN ocaxaeHus copbeHTa. B cnyyae ecnu nocne BblaeneHus
HaZocago4yHas XUAKOCTb, coAepxawas BbliageneHHyto [AHK, 6bina nepeHeceHa B HOBble
npobupku, uUeHTpUdyrmposaHme nocne BCTPAXUBAHUA MNPOU3BOAUTCA B TedeHuMe 3-5C Ha
MUKpOUEHTPUdyre-BopTeKce.

2. Mpn wucnonb3oBaHmn ansa BbigeneHunsa [OHK Habopa peareHtoB [MPOBA-MY-PAMUNA
HeobxoaAMMO nocne BCTPAXUBaAHWSA MOMeCcTUTb Npobupkm ¢ npenapatom AHK B MarHuTHbIM
wraTtme. B cnyyae ecnm nocne BblAeNeHNs Haf0Caf0vYHas XUAKOCTb, COAEPXKallaa BblAENEHHYIO
OHK, 6bina nepeHeceHa B HOBble MNpobupKM, ULEHTPU@YrMpoBaHME MNOC/e BCTPAXMBaAHUSA
NMpoM3BOANTCS B TeyeHme 3-5 ¢ Ha MMKpoueHTpUdyre-BopTeKCE.

3. Ansa npenoTBpaweHns KoHTaMmMHauuu cnegyet nepes sHeceHmneM [JHK oTKpbiBaTb KPbILWKK
TONbKO Tex Npobupok, B KOTopble 6yaeT BHOCUTLCA AaHHbIM obpasel, U 3akpbiBaTb UX, nepes
BHeceHueM cneaytouwlero. B cnyyae ncnonb3oBaHMsa CTPUMNOB CNeayeT 3aKpblBaTb KPbIWKY CTpuna
rnocne BHeceHWss B Hero obpas3uoB nepen Hadanom paboTbl CO cCneaywowuMm. 3akpbiBanTe
npobupku/cTpunel nnoTHo. [lpenapatel AHK ¥ KOHTponbHbie o06pa3ubl cnegyer BHOCUTb

HaKOHEeYHUKaMKN C PUNBLTPOM.
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7.2.6

7.2.7

7.2.8

7.2.9

7.2.10

BHecuTe B COOTBETCTBYHOLLIME MPOMApPKUPOBaHHbIE NPOGUPKM, HEe noBpexaas Cromn
napaduvHa, 5,0 Mmkn BblgeneHHoro w3 obpasua npenapata AHK. B npobupkwy,
npoMapkmpoBaHHble «K-» n «K+», IHK He BHOCKTCA.

BHecuTe B npobupky, npomapkupoBaHHyk «K-», He noBpexaas cnoin napaduHa,
5,0 MKN oTpuuaTenbHOro KOHTponbHOro obpasua, npoweawero stan BbligeneHna AHK
(cm. 7.1).

BHecuTe B npobupky, npoMapkumpoBaHHYt «K+>», He noBpexpgas cnoin napaduHa,
5,0 MK MONOXUTENBbHOro KOHTPOAbHOro obpasua.

LeHTpndyrnpymnte Bce npobupku/cTpunbl B TedeHue 3-5C Ha MuUKpoueHTpudyre-
BOpTEKCe.

YcTtaHoBuTe BCe npobupku/ctpunsl B 6510k amnaudukatopa. 3anyctuTe nporpaMmmHoe
obecneyeHne petekTmpylowero amnauvdukatopa B pexunme «Pabota c npubopom» u
nposeguTe MLUP c yyueTom 06b€Ma peakLuMOHHOW cMecu, paBHOro 35 MK/, Mo nporpamMme

amnandunkaummn, npmeeaeHHon B Tabnuue 2.

Tabnuuya 2 - Tllporpamma amnaudukaumm pns LOETEKTUPYOLWNX aMnandunKaTopos

«OTnpanm», «OTnant»

Pexxum
N© Yucno
Temnepartypa, °C MMH (o ONTUYECKUX Tun 6noka
6n0ka LUMKJI0B .
U3MepeHunmn
80 0 30
1 1 Lnkn
94 1 30
94 0 30
2 5 LUnkn
64 0 15 v
94 0 10
3 45 LUwvkn
64 0 15 v
4 94 0 5 1 LUnkn
5 10! XpaHeHue XpaHeHue
V - pexuM OnTUYECKNX U3MepeHui

MpuMmeyvaHnsa:

1. MapameTpsbl, KOTOpble BBOAAT MNpU CO34aHUN HOBOro TecTa (nporpaMMa aMI'IJ'IMd)MKaLI,MM, MCnoJsib3yemble

KaHanbl geTekumn, o6bEM peakLUMOHHON CMEeCcU 1 T.M.) MOXXHO COXPaHUTb B BUAE rotosoro darna «HPV-

screen>,

2. Mpu nocneaymoowWwmMx MocTaHOBKax Ao6aBbTe B MPOTOKON COOTBETCTBYLOWMIA TecT («HPV-screen»),

yKaxuTe KONM4eCcTBO U naeHTudumnkaTopbl 06pa3suoB, B TOM YUC/E NOSIOXKUTENBHOIO U OTpMUATENbHOIo

KOHTPOJIbHbIX O6pa3LI,OB, OTMETbTE pacnosioXeHune np06V|p0|< Ha MaTpuue TepMO6)'IOKa B COOTBETCTBUU C

MX YCTaHOBKOM u nposeauTe MLP.

1 — ponyckaeTcs XxpaHeHue npu TemnepaTtype 25 °C
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8 PETNCTPALUNSA PE3YJ/IbTATOB AMITJTIMOUKALLUN

8.1 Perncrtpauus curHana dniyopecueHumMn NpoBoaMTCS NpnbopoM aBTOMaTUYECKM BO BpeMs
amnnmdukaumm.

8.2 Jetekunsa n y4yéT pe3ynbTaToOB OCYLLECTBAAKTCA AETEKTUPYIOLWMM aMnnamdukaTtopom
aBTOMATUYECKMU.

8.3 Mocne okOHYaHMs MporpaMMbl aMmnNaM@UKaLMM Ha 3KpaHe MNOSIBUTCS COOTBETCTBYHOLLEE

MHpopMaunoHHoe coobuweHne n O6ygeT nNpeanoXeHo MepenTu K aHanusy pe3yabTaTos.
Ha rpacdmke 6yper oTobpaxeHa 3aBMCMMOCTb ayopecueHuMM OT HOMepa uMKaa no BCeM

NCNOAb3YyEMbIM KaHanaM ans Kaxaon npobupkn B Tepmobioke.

9 YYET U UHTEPNPETALMA PE3VJIbTATOB PEAKLIUN

9.1 YueT pe3ynbTaToB peakumu OCyLEeCTBSeTCS aBTOMaTUUYECKM C MOMOLLbIO NMPOrpaMMHOro

obecneyeHuns, NOCTaABSEMOro C AETEKTUPYOWUM aMnINdUKaTOpPOM.

9.2 MNocne 3aBepweHuns MUP nporpamMma otobpaxaeT B Tabnuue B rpade «Pe3ynbrarm»: «+»

Unm «—»., B 3TOM Cny4yae BblAAETCS 3aKoveHne no pesynbTaTtaM UccnenoBaHus.

9.3 NHTeprnpeTaumns pes3ynbTaToB MPOBOAMTCHA B COOTBETCTBMM C Tabnuuen 3. PesynbraThl
MOCTaHOBKM BanuAHbl, €C/IN BbIMNOSIHAIOTCA YCIOBUSA MHTEprpeTaumm pesynbTaToB, NosyyYeHHbIX

ONSA KOHTPOJ/IbHbIX 06pa3LIoB.

Tabnuya 3 - WHTepnpeTtaunsa pesynbtaTtos MLP

KaHan gerekuummn

MHTepnpeTtauus pesysibraTta

Fam Hex Rox Cy5 Cy5.5
+ He yynTbiBaeTcs + - - O6HapyxeHa OHK HPV 16
- He yynTbiBaeTca + + - ObHapyxeHa AHK HPV 18
- He yuuTbiBaeTca + - + O6HapyxeHa OHK HPV 45
O6HapyxeHa OHK HPV 31, 33, 35,
- He yunTbiBaeTcs + - - 39, 51, 52, 56, 58, 59, 66, 68
(6e3 puddepeHumnaymn)
He obHapyxeHa AHK HPV 16, 18,
- + - - - 31, 33, 35, 39, 45, 51, 52, 56, 58,

59, 66, 68
- - - - - HepoctoBepHbIli pe3ynbTaTt

Mono>xuTenbHbI KOHTPOJIbHbIA O06pa3ey

+ + + + + PeBYJ'IbTaTbI NMOCTaHOBKW BaMAHbI

OTpuuUaTenbHbI KOHTPONbHbIN 06pa3sel

- - - - - Pe3YJ'IbTaTbI NMOCTaHOBKW BaJIAHbI
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9.4 HepoctoBepHblit  pe3ynbTaT MoOXeT ObiTb CBS3aH C  MPUCYTCTBUEM UHIMOUTOPOB
B npenapate [AHK, nonyyeHHOM wn3 6uonormyeckoro Matepuana; HEBEPHbIM BbIMOJIHEHMEM
NMpoToKONa aHanusa; HecobaaeHMEM TeMMNepaTypHOro pexumma aMmnandukauum m ap. B atom
cnyyae Tpebyetrca noBTopHoe npoBeaeHue [UP c mmerowmmca npenapatom [OHK, nnbo
noeTopHoe BbigenenHme AHK wn noctaHoBka [MUP, nn6o noBTOpHOe B3ATME 6GMONOrMYECcKOro

MaTepunana (BbII'IOJ'I HAETCA nocnep,osaTeano).

9.5 Ana oTpuuaTtenbHOro M MNOMOXUTENbHOMO0 KOHTPOJSbHbIX O6paBLI,OB OO/MKHbI  6bITb

NnoslyyYeHbl pe3ynbTaTbl, NPUBEAEHHbIE B Tabnuue 3.

9.6 MpyM NoOAyYeHUN AN MOJIOXKUTENIbHOIO KOHTPOJIbHOrO obpasua pes3ys/bTaTos,
OTNINYalOLWMXCA OT yKasaHHbIX B Tabnuue, TpebyeTca MOBTOpHasi MOCTaHOBKa aMniavdukaumm

BCel napTtum obpasuos.

9.7 Mpn nonydeHunm A8 OTPUMUATENIbHOIO  KOHTPO/AbHOro ob6pasua pes3ynbTaTos,
OT/IMYAKOLWMXCHA OT YKasaHHbIX B Tabnuue, pe3ynbTaTbl BCEN MOCTAaHOBOYHOW CEpUM CUMTatoT
HeAoCTOBepHbIMK. B 3TOM cnyyae Heo6xoAMMO npoBeAeHWe cneuuvasbHbIX MeponpuaTuin ans

BbIABJIEHUNA N YCTPAHEHUA BO3MOXXHOW KOHTaMUHaLWUWN.
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10

10.1
10.1.1

10.1.2

10.1.3

10.2
10.2.1

10.2.2

10.2.3

10.3
10.3.1

10.3.2

10.3.3

TPAHCNMOPTUPOBAHMUE, XPAHEHUE N SKCMJIYATALNA

TpaHcnopTupoBaHMe

TpaHcnopTupoBaHMe Habopa peareHTOB OCYWECTBAAKT B  TEPMOKOHTEMHepax
C Xnago31eMeHTaMM BCEMW BWUAAMW KpbITOro TpaHCNopTa MNpu TemnepaType BHYTpU
KOHTenHepa, COOTBETCTBYOLEN YCI0BMAM XPaHEHUS KOMMNOHEHTOB, BXOASILWMX B COCTaB
Habopa peareHToB.

[lonyckaetcsa  TpaHcnopTuMpoBaHue Habopa peareHTOB B  TEPMOKOHTeMHepax
C XNaA03N1EMEHTAMM BCEMM BMAAMU KpbITOFO TpaHCNopTa MpW TeMnepaType BHYTpU
KOHTenHepa oT 2 °C o 25 °C He 6onee 5 cyTok.

Habopbl peareHTOB, TPaHCNOPTMPOBAHHbIE C HapyLleHMEM TeMMnepaTypHOro pexuma,

nNpUMEHEeHN0 HE noanexart.

XpaHeHune

Bce KOMNOHeHTbl Habopa peareHTOB cCreAyeT XpaHWUTb B  XOJMOAWIBHUKE Wn
XonoaunbHOM Kamepe npu Temnepatype oT 2 °C go 8 °C B TeyeHue BCero cCpoka
roAHOCTW.

Cmecb ana amnnudukaumm, 3anedaTaHHy  napaduHoM, cneayet  XpaHuTb
B XONOAW/IbHUKE WM XON0oAWIbHOW Kamepe npu TemnepaTtype ot 2°C pgo 8 °C
B 3alUMLWEHHOM OT CBeTa MecCTe B TeYeHMe BCero Cpoka rogHoCcTu Habopa peareHToB.
Habopbl peareHToB, XpaHMBLUMECS C HapPYLWEHMEM periaMeHTUPOBAHHOIO peXunma,

d TakKXe C UCtekwmMm CpokKoM rogHoCTtu, NpuMeEHEHNIO HE nMoAasieXar.

YKasaHus no akcrnsyaTtaumm

Habop peareHTOB A0/IXKEH NPUMEHSTBCS COrNacHO AECTBYIOWEN BEPCUM YTBEPXKAEHHOMN

MHCTPYKUMU NO MPUMEHEHMUIO.

Ons  nonydeHma AOCTOBEPHbIX pe3ynbTaToB Heobxoammo cTporoe cobntogeHune

WHCTPYKLMKM MO NpMMeHeHnto Habopa peareHToB.

lMocne BCKpbITUS YMakoOBKM KOMMOHEHTbl Habopa peareHTOB creayeT XpaHuTb npwu

cnenyowmx ycnoBmax:

— KOMMNOHeHTbl Habopa peareHTOB creayeT XpaHUTb B XON0AUIbHUKE UM XON04MUNbHOWN
Kamepe npu Temnepartype oT 2 °C go 8 °C B TeyeHMe BCero cpoka rogHocTn Habopa
peareHToB;

- CcMecb ang amnamdukaumm n cMecb ans amnandukaumm, 3anedaTaHHyto napaduHoM,
cnenyetr XpaHuTb B XOJIOAWSIBHUKE WAW XOMOAUIBHOW Kamepe rnpu TeMmnepaTtype
oT 2 °C go 8 °C B 3allMLEHHOM OT CBeTa MecCcTe B TeYeHMe BCero Cpoka rogHocTu

Habopa peareHToB.
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11 YKA3AHUA NO YTUWIN3ALNN

11.1 [pu wncnonb3oBaHnn Habopa peareHTOB B KJIMHWKO-AMArHOCTMYECKOW nabopaTtopuu
obpasyloTca 0oTXoAbl Knacca B, KOTopble YTUAM3MPYHTCA B COOTBETCTBUM C TpeboBaHUSIMU
CaHlnH 2.1.3684 n MY 1.3.2569.

11.2 Habopbl peareHToB, NpULLIEALLME B HENPUIOAHOCTb, B TOM UMC/IE B CBSA3N C UCTEUYEHUEM

CpOKa rogHocTu, noanexart yTuam3aumm B COOTBETCTBUKN C TpeboBaHuamu CaHlnH 2.1.3684-21.

12 FAPAHTUA N3TOTOBUTENSA

12.1 [lpeanpusaTue-u3roToBUTENb  rapaHTUPYeT  COOTBETCTBME  Habopa peareHToB
TpeboBaHMAM TEXHUUYECKUX YCNOBUN NpU cOBN0AEHUN YCITOBUIA TPAHCMOPTUPOBAHMUSA, XpaHEeHUs

M aKcnyatTaunn, yCtaHOBJIEHHbIX TEXHUYECKNUMU YCNTOBUAMN.

12.2 Cpok rogHoctu Habopa peareHToB - 12 MecsueB npu cobnogeHnn BCeEX YCNOBUMN

TPaAHCMOPTUPOBAHMS, XPAHEHUS M 3KCMyaTauum.

13 PEMOHT U TEXHUYECKOE OBCJ1Y)KXUBAHME

Ha6op peareHTOB npegHa3HayeH A/ OAHOKPATHOrO MCMOJIb30BaHWUS U He MOoANEXUT

TEXHUYECKOMY 06CNYXMBAHUIO N TEKYLLEMY PEMOHTY.

14 CNMBO/J1bl, NCNOJIb3YEMbIE NP MAPKUPOBKE HAGOPA PEATEHTOB

MeanuuHCKoe usgenve EE] 06paTnTeCh K MHCTPYKLIMM
ANS AMArHOCTUKW in Vitro MO NPUMEHEHUIO
/ﬁ/ TemnepaTypHbIil AnanasoH KaTanoxHblit HoMep
W Konuuectso TecTtos u Anpec n3rotosutens
Sy He nonyckaeTcs Bo3aencTeune
e FodeH Ao AN

COJIHEYHOIo CBETa

-
o
-

Cepus Habopa peareHToB

I He ctepunbHO

£

[aTta narotossieHns
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15 MEPEYEHb NPUMEHAEMbIX HALIMOHAJIbHbIX CTAHAAPTOB

FOCT P 2.105-2019 ECK/[ O6wue TpeboBaHUS K TEKCTOBbLIM AOKYMEHTaM.

FOCT ISO 14971-2011 W3penuna MeguumHckue. [lpUMeHeHMe MeHel)XMeHTa pucka K
MEeANLMHCKUM U34eNnsMm.

FOCT P 15.013-2016 Cuctema pa3paboTkm 1 NoCTaHOBKK nMpoaykuum Ha npomssoacteso (CPIM).
MeavumnHckne nsgenums.

FOCT P 51088-2013 MeavuuHckue uspenns Ans AWarHOCTUKM UH BUTPO. PeareHTbl, Habopbl
peareHTOB, TECT-CUCTEMbl, KOHTPOJSIbHble MaTepuanbl, nuTaTefbHble cpegbl. TpeboBaHus K
n3genvsaM n NoALepPXMBatoLLEN AOKYMEHTaUNM.

FOCT P NCO 18113-1-2015 MeauumHckuMe usgenus Ans AvarHoctuku in vitro. UHdopmauwms,
npenocrtasfnsieMass ulrotosuteneMm (Mapkuposka). Yactb 1. TepMuHbl, onpeaeneHus u obwume
TpeboBaHuS.

FOCT P NCO 18113-2-2015 MeauuumHckuMe usgenus Ana AuarHOCTUKM in vitro. NHdopmauwms,
npenocTtasnsieMas nsrotosutenemM (MapkuMpoBka). YacTb 2. PeareHTbl ANsS AWMArHOCTUKM in vitro
Ans npodeccMoHanbHOro NpUMeHeHus.

FOCT P NCO 23640-2015 W3pgenuna MeauuMHCKUE AN AWMArHoCcTMku  in vitro.  OueHka
CTabunbHOCTM peareHToB A8 AMarHoCTUKKM in vitro.

FOCT P NCO 15223-1-2020 Uspenunsa MeaunUUHCKNe. CumMBoONbI, NnpUMeHseMble npu
MapKMpoOBaHUN MeAMLMHCKUX WU3LENUi, Ha 3TUKETKax U B COMPOBOAMTENbHOM AOKYMEeHTauuu.
YacTtb 1. OcHoBHble TpeboBaHus.

FOCT P 52905-2007 (MCO 15190:2003) JlabopaTtopun MmegmumnHckme. TpeboBaHnsa 6e30nacHoOCTW.

MpumeyaHuMe - YKasaHHble Bbllle CTAHAAPTbl SBASANCH AEACTBYIOLWMMM Ha MOMEHT YTBEpXAEeHWS
WHCTPYKLMW MO NPUMEHEHMUI0. B AanbHenwem, Npu nNoib3oBaHUM AOKYMEHTOM, Lienecoobpa3Ho NpoBepUTb
[eAICTBUE CCbISIOYHbIX HOPMATUBHbIX IOKYMEHTOB Ha TEKYLLMA MOMEHT. ECNn CCbITOYHbIN AOKYMEHT 3aMeHEH
WA U3MEHEH, TO Mpu TMNPUMEHEHUM HACTOSLEro JAOKYMEHTa CleAyeT Mofb30BaThCs 3aMEHEHHbIM

(M3MEHEHHBLIM) AOKYMEHTOM.
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16 ALOPEC ONAA OBPALLEHUA

MpousBoacTeo HabopoB peareHTOB MMeEET CePTUDULMPOBAHHYIO CUCTEMY MEHEOXMEHTA
KayecTBa W COOTBETCTBYET TpeboBaHMAM CTaHAApTa CUCTEM MeHeaXMeHTa kadectBa ISO 9001 B
obnactn paspabotku, npomssoacTBa M nNpodaxu IVD peareHToB 1 npubopoB Ana MoseKynsipHo-
reHeTMYeCcKom AMarHoCTUKK, n apyroro nabopatopHoro npumeHenms n EN ISO 13485 B obnacTtu
pa3paboTku, npoussoacTBa M npogaxu IVD peareHToB M npubopoB AN MeauMLMHCKOM

MOJ'IEKYJ'IFIDHO-FEHGTVI‘—IECKOVI ANArHoCTUKu.

MpousBoanTenb: O6WeECTBO C OrpaHNWYeHHON OTBETCTBeHHOCTblo «[HK-TexHonorma TC»
(000 «AHK-TexHonorus TC»), Poccus.

Appec npoussogurtensa: Poccusi, 117246, r. MockBa, npoesg HayuHbin, . 20, ctpoeHue 4.

MecTto npousBoAacTBa:

- 000 «[OHK-TexHonorma TC», Poccus, 117246, r. MockBa, npoe3g Hayunbin, g. 20,
CTpoeHune 4.

- 000 «HNO AHK-TexHonorusi», Poccusa, 142281, MockoBckas o6n. r. [1poTBMHO,

yn. XenesHogopoxHas, a. 3.

Mo BompocaMm, KacawwuMmcsa KadectBa Habopa peareHtoB BMY-CkpuH, cneayert
obpalaTtbcsa B CyX0y KIMEHTCKOM NoAAEPXKMU.
Cnyx6a KNMEHTCKOM NOAAEPXKKU:
8-800-200-75-15 (ansa Poccumn, 3BOHOK 6ecnnaTHbIn),
+7 (495) 640-16-93 (ansa crtpaH CHI v 3apybexbs, 3BOHOK MATHbIN).

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

Homep 763-1
2024-04-22
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