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CMUCOK COKPALLEHUA 1 OBO3HAYEHUI

B HacToswen MHCTPYKUUN NCNONb3YKOTCA cnegyroumne CoKkpaweHna mn 0603HaueHuns:

RCF - OT aHrn. relative centrifugal force, oTHocMTENbHOE YCKOpPEHUE LIEHTPUDYTU
BK - BHYTPEHHMUI KOHTPOJIb

BMNY - BUPYC NanuinoMmbl YesioBeka

an - AOBEepUTENbHbIN MHTEepBan

OHK - Ae30KCUpUBOHYKIeMHOBas KUCIO0Ta

OHKa3bi - Ae30KCnpuboHyKeassbl

nunnn - MHekunmn, nepenaBaemMble NOMOBbIM MYTEM
K- - OTpULATENbHbIA KOHTPObHbIA 0b6pa3sel,

K+ - NOIOXXUTENbHbIN KOHTPO/bHLIN 0bpasel

JIKO - nabopaTopHbIN KOHTPOJIbHbLIN 0bpa3el

MAHK - MeToabl aMnNAnduKaumn HyKIEeNHOBbIX KUCNOT
HK - HyknenHoBble kncnotbl (PHK n AHK)

Mnup - NosiIMepasHas uenHas peakuus

PHKa3bl - pnboHykKkeasbl
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BBEAEHUE

XOopowo M3BECTHO, 4YTO WH(MEKUMS OHKOreHHbIMM BUpPyCaMM ManuiyioMbl 4YesoBeka
BblcOKOro pucka (BM4Y-BP), nepepawowancs MoOnoOBbIM MyTeM, SBASAETCS, KaK CUYMTaeTCH
Ha CeroAHsWHMA AeHb, MMaBHbIM 3TMONOrMYecknM HaKTOpoOM pa3BUTUS paKa LWenkn maTkm [1].
B rnobanbHoM MacwTabe pak Werkn MaTKn SBAsSeTcs YeTBEepPTbIM MO PacnpoCTPaHEHHOCTU PaKoM
Y XEHLMH: exerogHo pernctpmpyetcs 6onee 500 Tbicsy HOBbIX cnydaeB [2]. MNMepcucTmpytowas
BMNY-nHdekumna gasnsercas HeobXoAMMbIM YCIOBMEM ANs NPOrpeccMpoBaHMs B CTOPOHY
LepBUKanbHbIX BHYTPMINUTENnanbHbiXx HOBOO6pa3oBaHMn YPOBHS 2/3 1 paka wenkn maTtkm [3].

Tem He MeHee, nvwb B HebonbwoM uucne cnydaes BMY-nHbekuna ssBnsercs
NepcuUcCTMpyoLen 1 NporpeccupyeT A0 paka Wenkm matku [4]. B nogaBnsoweM Yncne ciayyaes
BM4Y-nHdbekuns He BbI3bIBAET UM Bbi3blBAET YMEPEHHbIE LUTOOMrMYeckne N3MeHeHns, KoTopble
MOryT OCTaTbCsl HE3aMeYeHHbIMW U CaMOMNPOU3BOJIbHO BEepPHYTbCA K HOpMe [4]. XOTA nmpuynHbl
3TON BapuabenbHocTn BIMY-nHdekunn npoaonxaT nlydaTbcsl, obLenpm3HaHo, YTO HECKOJIbKO
KO(aKTOPOB BaXkHbl /19 Pa3BUTUSA paKa LEeNKM MaTKU Y XEeHLWMH, MHMumpoBaHHbIxX BMY-BP [3, 5].

B kauyecTtBe BO3MOXHbIX KO(paKTOpPOB nepcuctupoBaHma uHdbekummn BIMY-BP npwu
KaHLeporeHese LWEWKN MaTKuM MpeanosaraloT W3MeHeHUs BarnHanbHOro Mukpobuoma [6],
CBSA3aHHbIMK C HakTepuasnbHbIM BarmHo3oM [7,8], pa3annuHbiMn 6aKkTEPMUSIMU, aCCOLMNPOBAHHBLIMMU
C pa3suTtueMm H6akTepuanbHOro BarmMHO3a, TakMMM Kak YC/I0BHO MaToreHHble Mukonnasmel [9,10],
a Takxe nHbekuMsaMm, nepegaBaeMbiMU MOAOBLIM NyTeM, TakuMu Kak Chlamydia trachomatis,
Trichomonas vaginalis, Neisseria gonorrhoeae, Mycoplasma genitalium [11-13] n BUY [14].

Ony6nnkoBaHbl AaHHble O cBsA3n BlMY-nHdbekumn ¢ pasBUTMEM WMHBA3MBHOIO paka
MOJI0OBOIr0 YaeHa y My>xuunH [15], o cea3u BMY ¢ ypeTpuTtoM [16] 1 nHdekumammu, nepesaBaemMbiMm
nososbIM nytem [17,18].

OnarHocTtmka BIMY BbICOKOro OHKOreHHOro pucka MoxeT 6biTb NpaMon (onpepenenme HK
BMpYyCa MeToAaMun aMnandukaumm HyKnenHosbix kucnot, MAHK) n KocBeHHOW — onpegeneHue
MMMYHHOW peakuuun yenoBeka Ha BIMY - onpeaeneHune aHTUTEN K BUPYCY.

YyBCTBUTENbHOCTL U cneuyndumuyHocte MAHK BMY npubnuxaetrca k 100%, kak v ang
60nbWMHCTBA APYrNX MHDEKLMOHHBLIX BO3byauTenen.

MpumeHeHne Habopa peareHToB Ansa BbisBneHus OHK BupycoB nanumnnomMbl yenoBeka
BbICOKOIO OHKOrEHHOro pucKa MNO3BOMISIET CBOEBPEMEHHO BbIBUTb BO3byautens u
CKOppeKTUpoBaTb TaKTUKY BeAeHus naumeHTa. OTpuuaTesnbHbIA pe3ynbTaT MCcCefoBaHus
Mo3BONSIET UCK/IKOYUTb NAanUSIOMaBUPYCHYO MHGEKUUIO Npu nposegeHun anddepeHumnanbHon

ANarHocTukm 3aboneBaHum.
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1 NPEAHA3HAYEHHOE NPUMEHEHMUE

1.1 MNonHoe HauMmeHoBaHWe Habopa peareHToB: Habop peareHToB Ana BbisiBneHus OHK
BMPYCOB ManwuaiioMbl YesioBeKa BbICOKOrO OHKOFEHHOro pyvcka MeTOAOM MOSIMMEpPasHoM LenHoM

peakuun (BMY-FEH-16/18), nanee no TekcTty — Habop peareHToB.

1.2 Ha3sHaueHne: Habop peareHTOB npeaHa3sHayeH pAans BbisBneHua [OHK Bupycos
nanuaaoMbl 4YesioBekKa BbICOKOrO OHKOFreHHoro pucka 16-ro m 18-ro tunoe Metogaom [1LIP
B 6BMonorMyeckoM mMaTtepuasne yenoBeKka: COCKObbl anUTeNmasnbHbIX KIETOK U3 YPOreHUTanbHOro

TpakTa, Mo4a, CEKpPET NpocTaThl, 39KynsAT, 6buonTar.
1.3 OyHKLUMOHaNbHOE Ha3HadeHne: gnarHocTuka in vitro.

1.4 MokasaHns K NpOBEAEHUD UCCNeAOBaHMS: CUMMOTOMbl  MHQPEKUMOHHOIO WK
BocnanuTesibHoro 3aboneBaHMs MOYEMNOSIOBOMN CUCTEMbl Y XKEHLWWMH M Y MYX4UYMH, KOHTPO/b
NleyeHns nanuanoMaBUpPyCHOM MHPEKUNN, CKPUHUHT paka LWEeNKU MaTKu.

MpoTNBOMOKAa3aHU K MPUMEHEHUIO HET.

1.5 MonynsaumoHHble W gemorpadmyeckme acnekTbl: MpuMeHeHne Habopa peareHToB

He 3aBUCUT OT NONYNAUNOHHbIX U ,D,eMOI'paCbVI‘-IeCKVIX aCneKkToB.

1.6 O6bnactb NMPpUMEHEHNA ! Ha6op peareHToB MOXET ObITb MCMNONb30BaH B KJWMHWKO-

ANAarHoCTU4eCKunx na6opaTopM;|x MEeANLUNHCKUX yqpe>|<p,eHm71.

1.7 MoTeHUManbHble NONb30BaTENM: KBAaNMMOULUMPOBaHHbIA NepcoHan, obyyeHHbln MeToaam
MONEKYNAPHON AMArHOCTMKW M NpaBuaaM paboTbl B KIWMHMKO-AMArHoOCTMYeckon nabopatopun:
Bpay  KIMHWKO-AMarHoctuyeckom  nabopartopun,  denbawep-nabopaHt  (MeAULWHCKWUIA

nabopaTopHbIN TEXHUK).

1.8 MpUMeHATb Habop peareHTOB CTPOro Mo Ha3HAUYEeHUI0 COrMacHO AAHHOW MHCTPYKLUK MO

NMPUMEHEHMNUIO.
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2 XAPAKTEPUCTUKA HABOPA PEATEHTOB

2.1
2.1.1

CocTaB Habopa peareHToB

Bupycbl nanunnombl yenoseka 16,18 tunos (HPV 16,18)

R1-P301-S3/9, chacoBka S, ctpunbl

HOMWHanbHbIN
. Konnyecrtso .
HanmeHoBaHMe KOMMoHeHTa BHewHun Bupg, 06béM
npobmpok
KOMMOHEHTa
Cmecb ana amnnudumkaumm
® ! Mpo3payHas 6ecuseTHasa uam
3arnedyaTaHHas napaguHoOM. 12 cTpunos
po30Basi XXMAKOCTb Moz, no 20 Mkn
Bupyc nanunnombl Yyenoseka BOCKOOBPa3HbIM GENbIM COEM no 8 npobupok
16 Tvna (HPV 16)
CMecb ana amnnudukaumm
A ® L, Mpo3payHas 6ecuseTHaa uam
3ane4dyaTaHHas napauHoOM. 12 ctpunos
po30Bast XXMAKOCTb Moz, no 20 mMkn
Bupyc nanunnomel Yyenoeeka BOCKOO6DAZHBIM 6E/TbIM COEM no 8 npobupok
18 Tuna (HPV 18) P
PacTteBop Tag-nonnmMepassbl Mpo3payHasa 6ecuBeTHas XUAKOCTb 4 npobupku no 500 Mkn
Mpo3payHas 6ecuseTHasa BA3Kas
MunHepanbHoe Macno 4 npobupku rno 1,0 mn
MaCNSaHUCTas XUAKOCTb
MonoxunTenbHbI
KOHTPOJIbHbIN 06pa3seL, Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 mkn
HPV 161
MonoxnTenbHbl
KOHTPO/bHbIN 06pasel Mpo3payHasa 6ecuBeTHasa XUAKOCTb 1 npobupka 130 mkn
HPV 18!
KpbIWwKK aAna cTpurnos 24 wr.

R1-P301-23/9, acoska S, Npo6MpKm

HOMWHanbHbIN
. Konnyectso ..
HanmeHoBaHMe KOMMNOHEHTa BHewHun Bua 06BbEéM
npobmpok
KOMMOHEHTa
Cmecb ana amnavdurkaunm
® ! Mpo3payHas 6ecuseTHasa uam
3anevyaTaHHas napaguHoM.
po30Bas XUAKOCTb MO 96 npobupok no 20 Mkn
Bupyc nanunnombl yenoseka BOCKOO6pasHbIM 6enbiM cnoem
16 Tvna (HPV 16)
Cmecb ana aMmnavdukaunm
A (ukaumm, Mpo3payHas 6ecuBeTHas Uau
3anevyaTaHHas napaguHoM.
po30Basi XXMAKOCTb Moj, 96 npobupok no 20 mMkn
Bupyc nanunnombl yenosera BOCKOO6pasHbIM 6enbiM cnoem
18 Tuna (HPV 18) P
PactBop Tag-nonnmepassl Mpo3payHasa 6ecuBeTHas XUAKOCTb 4 npobupku no 500 mkn
Mpo3payHas 6ecuBeTHasa BA3Kas
MuHepanbHoe Macno po3p H 4 npobupku no 1,0 mn
MacnsiHUCTas X1UAKOCTb
MonoxunTenbHbI
KOHTPOJbHbIV 06pasey, Mpo3payHasa 6ecuBeTHas XNAKOCTb 1 npobupka 130 Mkn
HPV 16!
MonoXxunTenbHbl
KOHTPO/bHbIN 0bpaseL Mpo3payHasa 6ecuBeTHasa XUAKOCTb 1 npobupka 130 mkn
HPV 18!

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

Kak «K+>»

7
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2.1.2

Bupyc nanunnombl yenoseka 16 tuna (HPV 16)

’ AHK-TEXHONOruA

R1-P318-S3/9, chacoBka S, ctpunbl

HoMunHanbHbIN

KOHTPONbHbIN 06pa3sel!

. Konwnyectso ..
HanmeHoBaHMe KOMMoOHeHTa BHewHun Bug 06BbéM
npobupok
KOMMOHEHTa
Mpo3pauHasa 6ecuBeTHas unu
CMecb ana amnaudukaumu, Po3p 12 cTpunos
po30Bas XUAKOCTb Noja no 20 MKkn
3anevaTaHHas napaduHOM no 8 npobupok
BOCKOO6pasHbIM 6enbiM cnoem
PacTteBop Tag-nonnmMepassbl Mpo3pauHas 6ecuBeTHas XUAKOCTb 2 npobupkun rno 500 Mkn
Mpo3payHas 6ecuseTHasa BA3Kas
MunHepanbHoe Macno 2 npobupkun no 1,0 mn
MacnsaHUCTasA XUAKOCTb
MonoxunTenbHbI
Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 Mkn

KpbIWKK Ana CTpUnoB

12 wr.

R1-P318-23/9, hacoBka S, NPpo6UpKM

HoMuHanbHbIN

KOHTPO/bHbIN 06pazew!

. Konunyecrtso ..
HanMeHoBaHMe KOMMOHEHTa BHewHun Bug 06BEM
npo6umpok
KOMMOHEHTa
Mpo3payHasa 6ecuseTHas wnu
CMecb ansa amnnamdukaumm,
po30Bas XUAKOCTb Moz, 96 npobupok no 20 mMkn
3aneyaTaHHas napaguHoOM
BOCKOO6pa3HbIM 6enbiM Cnoem
PacTtesop Tag-nonuMmepassl Mpo3pauHasn 6ecuBeTHas XMAKOCTb 2 npobupku no 500 mMkn
Mpo3payHasa 6ecuBeTHas BA3Kas
MuHepanbHOe Macsno posp 4 2 npobupku no 1,0 mn
MacnsHUCTas XuAKoCTb
MonoxnTenbHbl
o 1 Mpo3pauHasn 6ecuBeTHas XNAKOCTb 1 npobupka 130 mMkn
KOHTPOJbHbIV 06pasey,
R1-P318-UA/9, dpacoBka U
HOMWHanbHbIN
" Konuyectso N
HanMeHoBaHWe KOMMOHEeHTa BHewHMn Bng 06BEM
npobupok
KOMMOHEHTa
Mpo3pauHasa 6ecuseTHas wunu
Cmecb ansa amnnamdukaymm posp 4 1 npobupka 600 MKkn
po30Bas XWAKOCTb
Mpo3payHasa 6ecuBeTHas BA3Kas
Monumepasa TexHoTag MAX posp 4 1 npobupka 30 Mkn
XNAKOCTb
MNLUP-6ydep Mpo3pauHasn 6ecuBeTHas XNAKOCTb 1 npobupka 600 mMKkn
MonoxunTenbHbl
Mpo3pauHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 Mkn

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

Kak «K+>»

8
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2.1.3

Bupyc nanunnombl yenoseka 18 tuna (HPV 18)

’ AHK-TEXHONOruA

R1-P319-S3/9, cbacoBka S, ctpunbl

HoMunHanbHbIN

KOHTPONbHbIN 06pa3sel!

N Konnyecrtso R
HanmeHoBaHMe KOMMoHeHTa BHewHunn Bug 06bEM
npobumpok
KOMMOHEHTa
Mpo3pauHasa 6ecuBeTHas unu
CMecb ana amnaudukaumu, Po3p 12 cTpunos
po30Bas XUAKOCTb Noja no 20 MKkn
3anevaTaHHas napaduHoOM no 8 npobupok
BOCKOO6pasHbIM 6enbiM cnoem
PacTteBop Tag-nonnmMepassbl Mpo3pauHas 6ecuBeTHas XUAKOCTb 2 npobupkmn rno 500 Mkn
Mpo3payHas 6ecuseTHasa BsA3Kas
MunHepanbHoe Macno 2 npobupkmn no 1,0 mn
MacnsaHUCTasA XUAKOCTb
MonoxunTenbHbI
Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 Mkn

KpbIWKK Ana CTpUnoB

12 wr.

R1-P319-23/9, hacoBka S, Npo6UpKM

HoMuHanbHbIN

KOHTPO/bHbIN 06pazew!

. Konnyectso .
HavMeHoOBaHMe KOMMOHEeHTa BHewHun Bng 06BbEM
npo6umpok
KOMMOHEHTa
Mpo3payHas 6ecuBeTHas wuam
Cmecb ana amnamdukauum,
po30Bas XUAKOCTb Moz, 96 npobupok no 20 mMkn
3aneyaTaHHas napaguHoOM
BOCKOO6pa3HbIM 6enbiM cnoem
PacTtsop Tag-nonumepassl Mpo3pauHasn 6ecuBeTHas XNAKOCTb 2 npobupku no 500 mMkn
Mpo3payHasg 6ecuBeTHasa BA3Kas
MuHepanbHOe Macsno posp 4 2 npobupku no 1,0 mn
MacnsHUCTas XuAKoCTb
MonoxnTenbHbl
o 1 Mpo3pauHasa 6ecuBeTHas XNAKOCTb 1 npobupka 130 mMkn
KOHTPOJbHbIV 06pasey,
R1-P319-UA/9, dpacoBka U
HOMWHanbHbIN
" KonunuecTtBo N
HanMeHoBaHWe KOMMOHEeHTa BHewHun Bna 06BEM
npobupok
KOMMOHEHTa
Mpo3pauHasa 6ecuseTHas wunu
Cmecb ansa amnnamdukaymm posp 4 1 npobupka 600 MKkn
po30Bas XWAKOCTb
Mpo3payHasg 6ecuBeTHasa BA3Kas
Monumepasa TexHoTag MAX posp 4 1 npobupka 30 Mkn
XNAKOCTb
NuP-6ydep Mpo3payHas 6ecuBeTHasn XUAKOCTb 1 npobupka 600 Mkn
MonoxunTenbHbl
Mpo3pauHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 Mkn

Bce KOMMNOHEHTHI

Habopa peareHTOB TrOTOBbI

AOMNOJHUTENbHOM NOAroTOBKU K paboTe.

KOoMNAeKTHOCTb:

K MNPpUMEHEHUIO

- Habop peareHToB B O4HOM M3 BapMaHTOB UCMOJIHEHMS — 1 WT.

- NHCTpyKUMA MO NpUMEHEHUIO — 1 3K3.

- Bknagbiw - 1 aK3.

- MacnopTt — 1 3K3.

He TpebytoT

1 - Ha 3TMKeTKe KOMIMOHEHTa Ana Bcex CbaCOBOK «[MonoXnTenbHbIN KOHTpOJ'IbeIVI o6pa3eu,>> YKa3blBaeTCA

Kak «K+>»
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2.2 KonnuectBo aHanmn3snpyembix o6pa3suos

Habop peareHTOoB B (pacoBke S paccumTaH Ha npoBeaeHne 96 onpeneneHnii (He 6onee
24 NoCTaHOBOK), BK/lOYas aHanuM3 HeW3BeCTHbIX 06pa3uoB, OTPULATENbHbIX KOHTPOJIbHbIX
06pasuLoB U NOMOXKUTENbHBIX KOHTPOJIbHbLIX 06pa3LOoB.

Habop peareHToB B (pacoBke U paccunTaH Ha npoBeaeHne 96 onpeaeneHnin npu yciosum
NMOCTaHOBKM He MeHee 5 06pa3uoB B OAHOM uMccnedoBaHuMM (3 HEM3BECTHbIX o0bpasua,

OTpULUATENbHbIN U MONOXUTENbHbINM KOHTPOsIbHbIE 06pa3ubl).

2.3 MpuHUMN MeTona

Metoa: MNMonumepasHasa uenHaa peakumsa (MUP) c peTekumen pesynbTaToB B pexXume
peanbHOro BpEMeHU; KayeCTBeHHbI aHanms.

MpuMHUMN MeToaa OCHOBaAH Ha WCMONb30BaHMM npouecca amnandukaumn OHK
C NoOMOLWblO NonuMepasHon uenHon peakuun (MUP). Mpouecc amnamndukaumm sakar4vaeTcs B
cepun TMOBTOPSAKOLWMXCS LUMKNOB TemMnepaTtypHor pgeHatypaumn [OHK, oTxura nparimMepos
C KOMMJIEMEHTapHbIMW NOCeA0BaTeIbHOCTAMM U MOCAeAyoLWen AOCTPOMKN NOSNMHYKNEOTUAHbIX
uenen ¢ aTux npariMmepos Tag-noamMmepason.

Ons noBbIWEHUS YYBCTBUTESIBHOCTU U CreyudUUHOCTM peakunum npeaycMoTpeHO
NpUMEHEeHNe <«ropsdyero» crapTa, KOTOpbin obecneumBaeTca Ana ¢dacoBkM S  MeTOAUKOM
NPUroTOB/IEHMS peaKLMOHHON CMECK, COCTOSLLEN U3 ABYX C/0EB, pasAenéHHbIX NPOCIONKON 13
napaduHa. CMelwweHne Cnoés M npesBpalleHme UX B peakUMOHHYH CMeCb MPOUCXOAMT TObKO
nocne njaeneHUs napaduHa, 4YTO UCKJOYaeT Hecneunduyeckmin oTXur npanMmepoB Ha [OHK-
MULLEHW NPU Ha4YanbHOM nporpese Npobupkn. «Fopaunn>» ctapt ans dacoskn U obecneumBaeTcs
NCNOAb30BaHMWEM MoOAMMepasbl, aKTUBHOCTb KOTOpON 6510KMpoBaHa aHTMTEeNaMu, akKTuBauWs
depMeHTa NpoucxoauT TONbKO MOC/e npeaBapuTeNbHOro nporpeBa peakumoHHOW cMecu npu
94°C. 2T0 MCKoYaeT Hecneunduyeckmin oTXuUr npanmepos Ha AHK-MuweHn npu HavyanbHOM
nporpese npobmpku.

B peakuunoHHyto cMecb ansa amnandukaumm seegeHbl JHK-30HAbI, KaXablil U3 KOTOPbIX
conepxut dyopecueHTHYO MeTKy W racutenb dnyopecueHumn. Tpu  obpasosaHum
cneundudeckoro npoagykrta AHK-30HA4 pa3pyllaercs, AencTBme racutens Ha pnyopecueHTHYHo
MeTKy npekpawaeTcs, 4YTo BeAéT K BO3pacTaHUO YpPOBHA dayopecueHUnn, KOTOpbIN
durKcnpyeTcs geTeKTMpYoWmNMM aMnindmKaTopomM.

KonnuectBo paspylueHHbIX 30HAO0B (@, cnefoBaTesibHO, U ypOBEHb (yopecueHumn)
yBenn4mnmBaeTcs nponopunoHasibHO Konnyectsy obpasoBasBlunxcs cneundunyeckmx amnanKoHoB.
YpoBeHb hnyopecueHUMn N3MepseTca Ha KaXaoM uukne amnandukaumum B pexunMme peasbHOro
BPEMEHMU.

B coctaB cmecn ana amnnandukaumm BKIKYEH BHYTPEHHM KOHTponb (BK), koTOpbIn
npegHasHadeH 415 KOHTPOAS NMPOXOXAEHMS NOIMMEPA3HON LLEeNHOW peakuun.

B cocrae AHK-30HAOB, ncnonb3ylowMXcs 408 AeTeKumum npoaykta amnandukauum
nckomon AHK, BkntoueHa dnyopecueHTHasa MeTka Fam. B coctas [1HK-30H40B, ncnonb3yowmxcs
AN AeTeKkuun npoaykTta amnaumdukaumm BHYTPEHHEro KOHTPOns, BXOAUT (J1yOpeCLEHTHbIN

KpacuTenb Hex. B Tabnuuax 1-4 npuBeaeHbl KaHanbl AeTEKUMM NPOAYKTOB aMninduKaumm.
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Tabnunuya 1

Bupycbl nmanunnombl

amnandukaumn HPV 16: kaHanbl geTekumn nNpoaykKToB amnandukaumm

) AHK-TEXHONOrusa

yenoseka 16, 18 tunos (HPV 16, 18), cMmecb Aans

Fam/Green

Hex/Yellow/Vic

Rox/Orange

Cy5/Red

Cy5.5/Crimson

HPV 16

BK

Tabnunya 2

Bupycbl nanuinombl

amnnndukaumm HPV 18: kaHanbl AeTekumu NpoayKToB aMmiindukaumm

yenoseka 16, 18 tTunos (HPV 16, 18), cmecb Aans

Fam/Green

Hex/Yellow/Vic

Rox/Orange

Cy5/Red

Cy5.5/Crimson

HPV 18

BK

Tabnuuya 3 - Bupyc nanunnomsel yenoseka 16 tuna (HPV 16): kaHanbl AgeTeKunUn NpoAyKTOB

amnandmkaumm
Fam/Green Hex/Yellow/Vic Rox/Orange Cy5/Red Cy5.5/Crimson
HPV 16 BK - - -

Tabnuuya 4 - Bupyc nanunnomsel yenoseka 18 tuna (HPV 18): kaHanbl geTekuun npoayKToB
amnandmkaumm

Fam/Green Hex/Yellow/Vic Rox/Orange Cy5/Red Cy5.5/Crimson

HPV 18 BK - - -

NccnepoBaHue COCTOMT U3 cnegylowmnx atanos: sBbigeneHne AHK (npobonoarotoska) um
NUP-amnandukauma QHK B pexunme peanbHOro BpeMeHu C UCNosb3oBaHMeM Habopa peareHToOB
BIMY-reH.

3 AHAJINTUYHECKMUE U ANATHOCTUYECKUE XAPAKTEPUCTUKHA

3.1 AHanuTnyeckas cneumdunyHoOCTb

B ob6pasuyax 6uonormyeckoro Martepuana uenoseka, cogepxawmx [AOHK Bupyca
nanuanoMbel YyenoBeka 16-ro u/vnmn 18-ro Tmnos, nporpaMmHoe obecneyeHne AETEKTUPYIOLLErO
amnnuduKkaTopa [AO/DKHO pPerncTtpupoBaTb  MONIOXKUTENbHbIM  pe3ynbTaT  aMnandukauum
cneundunyeckoro npoaykta (dpparmeHTa reHoma Bupyca nanuiioMbl 4venoseka 16-ro wn/wnm
18-ro Tmnoe) no kaHany aetekuun Fam/Green.

B obpasuax 6umonorunyeckoro Matepuana, He cozepxawmx AHK Bupyca nanunnomsl
16-ro 18-ro

amMnandukaTopa perncTpmMpoBaTb

yenoseka n/vinm TMNOB, MNporpaMMHoe obecrneyeHne [AeTeKTUPYHOLLEro

OOJTKHO oTpuUaTeNbHbIA  pe3ynbTaT aMnandukaumm
cneunduryeckoro npoaykta (dpparmeHTa reHoma Bupyca nanuioMbl 4venoseka 16-ro wn/wnm
18-ro Tmnoe) no kaHany gertekumm Fam/Green M MONOXWUTENbHbIA pe3ynbTaT aMnandukaumm
BHYTPEHHEro KOHTPO/S No KaHany aetekuun Hex/Yellow/Vic.

Moka3aHo OTCYTCTBME Hecneumdmnuecknx rnosoXnTenbHbIX pe3ysbTaToB aMnandukaumnm
npun Hannuum B obpasue AHK Neisseria gonorrhoeae, Chlamydia trachomatis, Trihomonas
vaginalis, Herpes symplex virus 1,2, Human herpesvirus 6, Human herpesvirus 8, Cytomegalovirus,
Epstein Barr virus, HPV 6, HPV 11, a Takxe [IHK yenoBeka B KoHUeHTpaumu go 1,0x 108 konuii/mMn

obpasua.
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3.2 NHTepdepupytoume BewecTea

Hannune wHrnéutopos [MLUP B ob6pa3ue 6umonornyeckoro mMatepuana MoxXeT 6biTb
MPUYNHON  COMHUTENbHLIX (HeonpeaenéHHbIX/HeAOCTOBEPHbIX) pe3ynbTaToB. [lpu3HaKoM
nHrnbmposanumsa T[LUP saBnsetrca oaHOBpeMeHHOe OTCYTCTBME aMnandukKauum BHYTpPEHHero
KOHTpOnS u cneundmryeckoro npoaykrta (cm. 2.3, 9.3, 9.4).

K nHrnéutopam MLP no pesynbtaTtaM aHanmsa puckos n nposeaeHns HNOKP oTHeceHbl
cnepyouwme BewecTsa: reMornobumH, npucyTcreytownii B obpasue AHK B pe3ynbTaTe HEMOMHOMO
yAaneHus B xoge BblgeneHns OHK n3 obpasua 6unomatepuana copepxawero npMMecb KpoBW,
a TakXXe M30MponuoBbIA CNMPT U MeTMNaueTaT, NnpucyTcTeyowme B obpasue AHK B pesynbraTte
HEeMNOJSIHOIro yaasnieHns NPOMbIBOYHbIX PpacTBOPOB B XoAe npobonoaroTOBKM.

MakcuManbHble  KOHUEeHTpauun  uHTepdepupyowmx  BewecTB, MNpuM  KOTOPbIX
He Habnoganocb BAMAHME Ha aMmnandukauuto abopaTopHOro KOHTPOSbHOrO obpasua u
BHYTPEHHEro KOHTpOJsibHOro obpasua coctasnsawT: remornobwuH - 0,35 mr/mn obpasua AHK,
nsonponuaosbin cnupt — 100 mkn/mn obpasua AHK, metnnayertat — 100 mkn/mn obpasua AHK.

Kpome TOro, noteHuManbHO OKa3bliBaTb BAUSAHME Ha pe3ynbtaTtbl MLUP cnocobHbl
coaepxauwmecs B obpasue buomatepuana nybpukKaHTbl U MECTHbIE IEKAPCTBEHHbIE Npenaparthbl.
Mpumecw, copepxawmnecs B obpasue buomatepunana, NpakTMYECKM NONHOCTBIO YAANAKTCA B Xo4e
BblaeneHmsa OHK, ogHako ons npenoTBpalleHns yKasaHHbIX BelwlecTs B obpasey 6mMomaTepmana
M MUMHMMMU3AUMKN PUCKOB cneayeT cobnogath npaBwuia NoaroToBKM K B3ATMIO 6Monormyeckoro
MaTepuana, a Takxe npaBwuia B3aTUS 6buonornmyeckoro Mmatepuana (6.3.1 - 6.3.5). Mpwu
noAo3peHMn Ha Hanuume B obpasue 6onbworo kKonnyectsa MHrmbutopos [MUP (Bu3yanbHO
pasnM4YnMMoOn NpuUMEecU KpoBM) pekoMeHayeTcs BblbupaTb Habopbl ans Bblgenenus [OHK,
no3BosifoMe MakCMManbHO yaanute nHrnbmutopsl MUP 13 obpasua (HanpmMmep, OCHOBaHHbIE Ha

COPBEHTHbIX METOAMKAX), HE peKOMeHAYEeTCA UCMNOb30BaTb 3KCMNpecc-MeToabl BbiaeneHns AHK.

3.3 Mpenen obHapyxeHus

3.3.1 Bwupyc nanunnombl Yenoseka 16 tuna (HPV 16):
10 konuin AHK Bupyca nanuianoMbl 4desioBeka 16-ro tvna Ha aMiIndUKaUWMOHHYIO
npobupky.
Mpegen ob6HapyXeHMs yCTaHOBNEH NyTEM aHanM3a CepuiHbIX pa3BeneHUi
nabopaTtopHoOro KoHTposbHOro ob6pasua (JIKO). [Onsa Kaxnon KoHueHTpauun 6bino

npoeeaeHo 94 onpepenexHus.

KoHueHTpauusa JIKO,
- Konunuecrso
KOMNUM Ha Konunuecrtso % NONIOXKUTENIbHbIX
aMMIM(PUKALMNOHHYIO noBTOPOB NONOXKNTENBHBIX pe3ynbTaToB
pe3ynbTaTtoB
npo6upky
20 94 94 100
10 94 94 100
5 94 73 77,6
2 94 61 64,9
0 94 0 0
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3.3.2 Bwupyc nanunnombl Yenoseka 18 tuna (HPV 18):
10 konun OHK Bupyca nanumnnombl 4venoBeka 18-ro Tvna Ha aMMIN@UKaLUMOHHYHO
npobupky.
Mpepnen obHapyXeHWs  yCTAHOBAEH NyTEM aHanmM3a CepUiHbIX  pas3BefeHui
nabopaTopHOro KoOHTpoJibHOro ob6pasua (JIKO). [Ons Kaxaon KOoHueHTpauuu 6bi1o

nposeaeHo 94 onpeaeneHuns.

KoHueHTpauusa JIKO,
- Konunuecrso
KOMNUM Ha Konunuecrso %0 NONOXKUTENbHbIX
aMNIN(PUKALMOHHYIO noBTOpPOB NONOXMKNTENBHBIX pe3ynbTaTtoB
pe3ynbTaTtoB
npo6upky
20 94 94 100
10 94 94 100
5 94 82 87,2
2 94 64 68,1
0 94 0 0

MpuMmeuvaHue - lNpepen obHapyxeHunsa OHK B obpasue 3aBucuT oT MeToda npobonoarotoskn obpasua

M KOHeyHoro o6béma BbigeneHHon JHK (o6béma anounm).
Mpumep:
Mpepen obHapyxeHunsa 10 konnii JHK Ha amnandumkaumoHHyo NnpobupKy cooTBETCTBYET

cneayrowmm 3HavyeHnam KoHueHTpauun AHK npu ncnonssosaHuu HaGOpOB/KOMI'IJ'IeKTOB

A9 BblAeNeHUs HYKNeNHOBLIX kKncnoT npounssoactea OO0 «HK-TexHonormns TC»:

Ha60pb|/|<0MnneK'rb| ANnAa BbiaesieHNA HYKJIEMHOBbIX KUCNOT

O6paszeun NMPOBA-MY-PANMUA
NMPOBA-HK NMPOBA-TC (npwu anounn NMPOBA-PANNA
B 300 Mkn)

- Cockob anutenunanbHbIX
knetok B 500 MKkn
TPAHCMOPTHOW Cpeabl;

- 2akynat B 500 mkn
TPAHCMOPTHOW Cpeabl;

- CekpeT npocTaThl
B 500 MKN TpaHCNOPTHOM
cpenbl;

- Mouya (npu BblaeneHum
m3 1,0 mn obpasua)

- buonTtaTt

100 200 600 1000
konuin/obpaseu | konuii/obpasey Konuin/obpasel, Konuin/obpasel,

3.4 AunarHocTnyeckne XxapakKTepucTuku

Konunyectso obpasuos (n) — 308.

Bupyc nanunsiombi Bupyc nanunnombi
AnarHocrnyeckume
TR yenoseka yenoseka
16 Tmna (HPV 16) 18 tuna (HPV 18)
JnarHoctmnyeckas 4yBCTBUTENbHOCTb o . o .
(95% AM) 97,3% (88,0; 99,9) 100% (90,7; 100)
OunarHoctnyeckas cneumdUYHOCTb o . o )
(95% A1) 99,3% (98,0; 99,6) 99,6% (98,6; 99,6)
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4 MEPbI MPEAOCTOPOXXHOCTH

Opranusauma pabotbl [LUP-nabopatopuu, obopyaoBaHue u MaTepuanbl LOXKHbI
COOTBETCTBOBAaTb TpeboBaHuAM FOCT P NCO 15190-2023, MeToAUYEeCKNX yKasaHui
MY 1.3.2569-09 «OpraHusaumsa paboTtbl nabopatopuii, NCNOMAb3YHOLWNX MeToabl aMmnandukaumm
HYK/IEMHOBbIX KWCAOT, Npu paboTe c MaTepuanoMm, coaepxawmm MmkpoopraHmsmbel I-IV rpynn
naToreHHoCcTn», ¢ cobnogeHnemMm caHuTapHbix nNpasmn 1 HopM CanluH 3.3686-21 «CaHuTapHo-
annageMmnonornyeckme tpebosaHus no npodunakTMke MHMOEKUNOHHbIX 6onesHen».

HenseecTHble 06pa3ubl paccMaTpuBalTCA KakK MNoTeHuManbHO-onacHble. Mpu paboTte
c HabopoM peareHTOB cneayeT HageBaTb OAHOPA30Bble NepyaTkmn 6e3 Tanbka.

Mpn paboTte ¢ MmkpoopraHmuamammu I-IV rpynn natoreHHoCcTu BbIGOp TUNa 3aWMTHOro
KocTioma (pabouer ogexabl M CpeacTB MHAMBUAYA/bHOW 3awuTbl) MPOBOAUTCS B CTPOrOM
COOTBETCTBMM C CaHUTapPHbIMK Npasuiamn n Hopmamm CaHlnH 3.3686-21 n onpepensieTcs BMAOM
B0o36yauTens, paboyel 30HO, oOCcHaweHneM ee bokcamu buonornyeckon 6esonacHoOCTuU.

CnepyeT UCcnonb30BaTb TO/IbKO OAHOPA30Bble HAKOHEYHMKN U NPpobupku.

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

K pabote ¢ HabopoMm peareHTOB JOMycKaeTcsd nepcoHan, obydeHHbIn MeToAaM
MOJIEKYNAPHOM ANArHOCTUKM M NpaBunamM paboTbl B KIIMHUKO-ANArHOCTMYECKON nabopaTtopun.

Boinenenvne AHK cneayet nposoanTb B Hokcax 6uonormyeckon 6esonacHoctu II knacca.
MoarotoBky K MUP c ncnonb3oaHneMm Habopa peareHTOB BO3MOXHO npoBoauTb B ML P-60kcax.

3anpewaeTca nepemelleHne nabopatopHoro obopynoBaHus, B TOM 4yMcne A03aTopos,
WTaTMBOB, JlabopaTOpHOM MOCyAbl, XanaToB, rofOBHbIX Y6OpoOB M np., a TakXe pacTBOPOB
peareHToB U3 O4HOro NMOMeLEeHnsa B Apyroe.

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

Ncnonb3oBaHHble OAHOPAa30Bble MNPUHAANEXHOCTM (MPOBbUMPKM, HAKOHEYHUKM WU Aap.)
OO/MKHbI  cbpacbiBaTbC B KOHTEMHep A9  MeAMUMHCKMX  OTX0A0B,  COoAepXKalimi
Ae3nHduumpyowmnin pacteop (Npn HeobxognmocTtn).

MoBepxHOCTM paboumnx CTOMOB, @ TaKXe NOMeLLEHNS, B KOTOPbIX MPOBOANTCS BblAeNeHune
HK n noctaHoeka [lUP, cnegyet obsizatenbHo, A0 W nocne nposeaeHuss paboTt, obnayyatb
C noMoublo bakTepmumMaHbIX YCTAHOBOK B TeveHune 30 MUHYT.

Bce noBepxHocTn B nabopatopumn (paboume crtonbl, wTtatuebl, obopyaoBaHue u 4p.)
eXegHeBHO MoaBepralT BfaxHon ybopke C MpUMEHEeHMEM Ae3nHPUUUPYOLWMX/MOKLWMX

CpeAacCTB, perfaMeHTUpPOBaHHbIX CaHUTapHbIMW nNpasuiamMu n Hopmamm CanluH 3.3686-21.

BHUMAHME! YTunusnposaTb 0TX0A4bl C npoaykTamu MNLP HeobxoanMo TONbKO B 3aKpbITOM BUAE.
He ponyckaetca oTKpbiBaTb Npobupku nocne amnamdukaumm, Tak Kak 3TO MOXET NpuBecTU

K KOHTamMuHauuum npoayktamu MUP (MY 1.3.2569-09).
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Mpn ucnonb3oBaHuM Habopa peareHTOB B KAMHUKO-AMarHoctuyeckon nabopaTtopumn
obpasylTcs oTX0oAbl Kfhacca B, KOTopble yTUAM3MPYKOTCA B COOTBETCTBMM C TpeboBaHMSAMMU
CaHuTapHbIX npasun U HopM CaHluH 2.1.3684-21 «CaHuTapHo-3anuaeMuonormyeckme
TpeboBaHUS K coaepXaHUIO TEPPUTOPUIN TOPOACKNX U CEMbCKUX NOCENEHUI, K BOAHbIM 06beKkTam,
NUTbEBOM BOAE U MNUTLEBOMY BOAOCHabXeHWto, aTMocdepHOMy BO34yXY, MO4YBaM, XMWUJbIM
noMeLleHNsAM, 3KCnyaTaunum npousBOACTBEHHbIX, 06LWECTBEHHbIX MOMELLEeHWUA, OpraHu3aunm u

NpoBeAEeHNI0 CAHNUTapHO-NMPOTMBOINMAEMUYECKNX (NPODUNAKTUHECKNX) MEPONPUATUI».

OnacHble KOMMOHEHThLI B Habope peareHToB

Hanunuue/otcyTcTrBue

KoMnoHeHT Ha6opa OMacHOro KOMMOHEHTa
R P YkKkasaHue Ha pUCKM
®dacoBka S ®dacoska U
CMecb ana amnaudukaumu, HeT onacHbIX -
3anevyaTaHHas napaguHoOM BELeCTB
HeT onacHbIX -
PacTteBop Tag-nonnmMepassbl -
BELeCTB
HeT onacHbIX -
MunHepanbHoe Macno -
BellecTB
HeT onacHbIx -
Cmechb ana amnamdurkaunm -
BellecTs
HeT onacHbIx -
Monnmepasa TexHoTaq MAX -
BeLlecTB
HeT onacHbIx -
nup-6yde -
LP-bydep BeLlecTB
He knaccnduumpyetcs
MonoxuTtenbHbiM A3unp HaTpus A3unp HaTpusa KaK onacHbIv ans
KOHTPO/bHbIN 06pasel MmeHee 0,1% meHee 0,1% 340p0OBbs Yenoseka U
OKpyxatowien cpeabl

Mpn pabote c Habopom peareHTOB cregyeT MCMNOMb30BaTb CPeACTBa MHAMBUAYASIbHOW
3alWnTbl 4N NpeaoTBPalleHMs KOHTaKTa C OpraHM3MoM 4esnoBeka. [locne okoH4YaHus paboThl
TLATENbHO BbIMbITb PYKU. N36eraTb KOHTaKTa C KOXEW, rnasaMmn 1 CIU3NCTbiMM 060/104KaMM.

Mpn ncnonb3oBaHMKU MO Ha3HAYEHMIO U COBNIOAEHUM Mep NPefOCTOPOXHOCTU KOHTAKT C
OpraHM3MOM YesioBeKa UCKIHOYEH.

He ncnonb3oBaTb Habop peareHToB:

- NpyY HapyLWeHUN YCI0BUA TPAHCMOPTUPOBaHUA U XPAHEHUS;

- npn HECOOTBETCTBMW BHELUHEro BMAA PeareHToB, yKas3aHHOro B nacrnopte kK Habopy
peareHToB;

- Npyv HapyLleHNN BHYTPEHHE YNaKoBKM KOMMOHEHTOB Habopa peareHToB;

- no NCTEYEHUNIO CPOKa rogHoCTu Ha6opa peareHToBs.

MpumMmevyaHne - Ha6op peareHToB He coaAepXUT MaTepunanoB 6uonornyeckoro MPpOUCXoXaeHus,
BELWECTB B KOHUEHTpauuax, obnagarowmx KaHUEPOreHHbIM, MyTareHHbIM OeNncTBMeM, a Takxe BANAOLWNX
Ha pPenpoayYKTUBHYHO d)YHKLI,VIIO yenoseka. lpu MCNONbL30OBAHWU MO HA3HAYEHUIO U cobntopeHumn mMep

NPeAOCTOPOXHOCTUN ABNAETCA 6e3onacHbIM.
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5 OBOPYAOBAHUE U MATEPUAJDbI

Mpwn pabote c HabopoM peareHToB TpebytoTca cneayowme obopyaoBaHne, peareHTbl U

pacxXogHble MaTeEpUalbl:

dacoBka U,

®acoska S o3upoBaHue
O6o0pyaoBaHue, peareHTbl U pacxoaHble MaTepuasnbl A Ld
1 aBToOMaTU-
ctpunbl! | Npobupkn | pyyHoe
3MpoBaHHOE
MuP-60kc na na na na
aMnnmduKaTop C AeTEKLUMEN B pexXnuMe peanbHOro BpeMeHn? aa aa aa a3
MUKpOLeHTpudyra-BopTeKkc aa aa aa aa
OTOp ANS MUKPOLUEHTpUdYrn-BopTeKkca AN CTPMMNOBaHHbIX
poTop A p UeHTPUDY P A P aa HeT HeT HeT
npobupok o6vémom 0,2 mMn
XONOAUNBbHUK C MOPO3UJIBHOW KaMepow aa aa aa aa
wratme «paboyee mecTo» Ang Npobupok o6bémom 0,2 Mn HeT na na HeT
wTaTtme «paboyee MecTo» A/ CTPUNOBAHHbIX NPO6MpPoK
.. Aa HeT HeT HeT

ob6bvémom 0,2 mMn
wTaTuB «paboyee Mecto» ana npobupok ob6bémom 1,5 mn Aa aa Aa aa
[03aTOpbl MEXAHMYECKNE UM DNEKTPOHHbIE NepeMeHHOro
o6béMa ofHOKaHasbHble, NO3BosAIOLWME OTOMpPaTh 06BEM

aa aa aa aa

xunakoctn ot 2,0 go 20 Mk, ot 20 go 200 mMkn,
ot 200 po 1000 mkn

0HOpPa30Bble HAKOHEYHUKN C DUNLTPOM ANs
noJlyaBToMaTU4eCKMX A03aTopoB, cBoboaHble oT PHKa3 un aa na na na
OHKa3, 06bémom 20 mMkn

0HOpPa30Bble HAKOHEYHUKN ANst MONyaBTOMaTUYECKMNX

posartopos, ceoboaHblie oT PHKa3 n [1HKa3, o6vémom 200 Mkn, na na na na
1000 mkn
WwTaTMB ANs 403aTOpPOB Aa na na na

Npobupkn MUKpoLeHTpUdYyxHble 06BbEMOM 1,5 Mn

a a a a
C Kpblwkamm, ceoboaHblie ot PHKas n [JHKas3 A A A A
npobupku amnandukaumoHHbie 06bLEMOM 0,2 M C KpbIWKaMMU,
HeT HeT na HeT
cBoboaHble oT PHKa3 n JHKa3
OAHOpa30Bble NepYyaTkn MeanunHckmne, 6e3 Tanbka
AHOP P any / ' na aa aa aa
TEKCTYpPUpPOBaHHbIE
éMKOCTb Ana cbpoca Mcnoab3oBaHHbIX HAKOHEYHUKOB,
Aa ha ha ha
NpobupoK 1 Apyrux pacxofHblX MaTepuasnos
YcTpoiicTBo go3uvpytowiee ATCTpum
no TY 9443-005-96301278-2012 B BapuaHTe UCMOJIHEHUS
HeT HeT HeT aa
12M1 nnm 15M1, OO0 «HIMO OAHK-TexHonorua», Poccus,
PY N¢ P3H 2015/2982, nanee no tekcty — ATcTpum
0JHOPa30Bble HAKOHEYHUKN C PUNBTPOM ANS AO3UPYHOLLErO
ycTponctea ATcTpmM B koMniekTaumm *M1, cesoboaHbie oT
.. HeT HeT HeT na
PHKa3 un IHKa3, o6bémom 200 MKN nan peKoOMeHAOBaHHbIE
ANS aHaNnoOrM4yHoOro MCNosb3yeMoro A03MpyoLWero yCTponcTea
YCTpOMCTBO ANS 3anedaTbiBaHMA nnaHweTos ATnak,
HeT HeT HeT aa
000 «HMNO OHK-TexHonorusa», Poccus
eHTpudyra c RCF He Huxe 1 C nT M Ans
ueHtpucyra c RCF (g) He e 100, c ananTepom A Her Her Her 1a
MUKPOMJIaHLLIETOB
nosMMepHasa TepMonnéHka Ans 3anedyatbiBaHUSA
HeT HeT HeT aa
MUKPOMJIaHLLIETOB
MukponnaHwert MNUP 384 nyHku HeT HeT HeT ha
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dacoBka U,

®acoeka S o3upoBaHue
O6opynoBaHue, peareHTbl U pacxoaHble MaTepuanbl A Ld
cTpunbl! | Npo6upku | pydHoe asromari-
3MpoBaHHoE

dusmnonormyecknii pacteop (0,9% NaCl) ctepunbHbIin (Npn HEO6X0AMMOCTH)

TpaHcnopTHasa cpeaa (Npy HeobxoaMMOCTHN), PEKOMEHAYHOTCS:

- TpaHcnopTHas cpeaa ans 6uonpo6 CTOP-® no TY 21.20.23-101-46482062-2019,
000 «AHK-TexHonorusa TC», Poccusa, PY N2 P3H 2020/9640;

- TpaHcnopTHas cpeaa ans 6uonpob c mykonutmkom (CTOP-M) no TY 21.20.23-102-46482062-2019,
000 «JHK-TexHonorua TC», Poccus, PY N2 P3H 2019/9453 (ans cockoboB anuTenmanbHbIX KIETOK
N3 yporeHuTasbHOro Tpakra)

Habop/KOMNNEKT peareHToB AN BblaeneHmns HK ns 6uonornyeckoro matepmanat, peKkoMeHayTCs:

- KoMnnekT peareHToB A/14 BblAeNneHus HyknemHoBbiX kncnoT NMPOBA-HK/MPOBA-HK-MJTHOC
no TY 9398-035-46482062-2009 B ¢popme komnnekTaummn: komnnaekT NMPOBA-HK,

000 «AHK-TexHonorua TC», Poccusa, PY N2 ®CP 2010/08867;

- KomnnekT peareHToB g4 BbigeneHus AHK no TY 9398-037-46482062-2009 B dhopMe KOMMIeKTaLnm:
MPOBA-I'C, OO0 «HK-TexHonorua TC», Poccus, PY N2 ®CP 2010/08696;

- Habop peareHTOB A4N5 BblAeNeHNs HyKenHoBbixX kncnoT NMPOBA-MY no TY 9398-088-46482062-2016
B popme komnaekTauum NMPOBA-MY-PAMKNA, OO0 «AHK-TexHonorusa TC», Poccus,

PY N¢ P3H 2017/5753;

- KomnnekT peareHtoB ans sblaenenma AHK MPOBA-PAMKNA no TY 9398-015-46482062-2008,
000 «HK-TexHonorua TC», Poccmsa, PY N2 ®CP 2008/02939

MpumMmeuaHusa k Tabnuue:

1 - He ucnonb3yeTcs AnsA ageTekTupylowero amnnandukartopa Rotor-Gene Q

2 - panee no TeKCTy — AETEKTMPYIOWNA aMnandukaTop; TpebyeMble NapamMeTpbl AETEKTUPYIOLLUMX
aMNAN@UKaTopoB yKasaHbl HUXe

3 - BaNMAMPOBAH AeTeKTUpYloWmMii amnnndukaTop «ATnpaim» (Moandukaums OTnpanm» *X*), 000
«HMNO AHK-TexHonorus», Poccusa, PY N2 ®CP 2011/10229

4 - BO3MOXHOCTb MCMOMb30BaHUS Habopa/KoMMNeKTa peareHToB Ans Bbiaenenuns AHK HPV 16, HPV 18
onpeaensetcs Buaom 6uonormyeckoro matepuana (7.1).

Habop peareHTOB NMpUMEHSIETCHA C AeTEKTUPYIOLWMMM aMNanduKaTopamMu naaHLWeETHOro u
pOTOPHOro TMMNa C CUCTEMON pgeTekumn (nyopecueHTHOro CuUrHana B pexume peanbHOoro
BPEMEHMW, 3aPErncTpupoBaHHbIMM B YCTAHOBJIEHHOM nopsake B P® m coOTBETCTBYHOLWMMMU
cnepywowmm TpeboBaHUSAM:

- obecneunBaetcsa pabota c 06bLEMOM peakUMOHHOM cMecn 35 Mkn (dacoBka S) mnm 18 Mk
(dacoska U);

- obecneunBaetcsa pabota c pnayopodopamm: Fam, Hex (Vic);

- rnogorpesaemasl Kpbilka ¢ Temnepatypoi 6onee 100 °C;

- CKOpOCTb Harpesa He MeHee 2 °C/cek;

- CKOpOCTb OXNnaxaeHus He MeHee 1 °C/cek;

- TOYHOCTb NOAAEPXAHMS U OAHOPOAHOCTbL TeMnepaTtypbl He 6onee £ 0,4 °C.
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Onsa paboTtel ¢ HabopoM peareHTOB BanWAMPOBaHblI cheaylolwme AeTeKTupytowme
aMnnmdunkaTopsbl:
- AMnnndukaTop Aetektupytowmii «ATnpanm» no TY 9443-004-96301278-2010 (Moandurkaums
«ATnpanm *M*»), OO0 «HMO AHK-TexHonorus», Poccusa, PY N2 ®CP 2011/10229, panee no
TekcTy — «ATnpaiim»;
- AMnnndukaTop getektupyrowmn «4Tnpanm» no TY 9443-004-96301278-2010 (Moamndurkaums
«ATnpanm *X*») 000 «HIMO OHK-TexHonormusa», Poccusa, PY N2 ®CP 2011/10229 (Tonbko ans
Habopa peareHToB B dacoske U ans aBTOMatMaMpoOBaHHOIo A03MPOBaHWsA), Aanee no TeKCTy -
«ATnpanm» B Mogndunkaunm «4Tnpamnm *X*»;
- «AMnnudurkaTop getektupyrowmn «4Tnant»> no TY 9443-003-96301278-2010 (Moandunkaumns
«OTnant *S*»), 000 «HMNO AHK-TexHonormus», Poccusa, PY N2 ®CP 2011/10228 (Tonbko ans
Habopa peareHToB B (pacoBke S; B dacoBke U ans py4yHOro Ao3mMpoBaHus), Aasnee no Tekcrty -
«OTnanT»;
- Mpubop ans npoBeaeHUs MOSIMMEPA3HOM LEMHOMN peakuuMn B pexunme peasibHOro BpeMeHu
Rotor-Gene Q, QIAGEN GmbH, Tlepmanus, PY N? ®C3 2010/07595 (tonbko ans Habopa
peareHToB B pacoBke S, npobupku; B pacoBke U ans pyyHOro 403MpoBaHus), gasnee no TeKCTy —
Rotor-Gene Q;
- Tepmouunknep ans amnandukaumm HyknemHosblX kucnotT 1000 ¢ MoayfneM peakuMOHHbIM
ontudyeckmm CFX96 (Optical Reaction Module CFX96), Buo-Paa Jlabopatopues, WHk; CLUA,
PY N2 ®C3 2008/03399, panee no Tekcty — CFX96;
- AMnnudukaTop  HyknemHoBbix  kucnoT  Applied  Biosystems  QuantStudio5 ¢
rmépunansaumoHHo-dyopecueHTHON aeTekunen npoaykTos MNLP B pexume peasbHOro BpeMeHH,
«Jland TekHonoaxuc XonaunHrc Mre. Jita.», CuHranyp, PY N2 P3H 2019/8446, nanee no TeKCTy —
Applied Biosystems QuantStudio 5.

Mo BonpocaM NpPUMEHEHUS AETEKTUPYOLWNX aMNINDUKATOPOB, HE YKa3aHHbIX BbILLE,

TpebyeTcs cornacoBaHWe C Npou3BoaUTeNieEM Habopa peareHToB.
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6 AHAJTIUSNPYEMbIE OBPA3Lbl

6.1 MaTepuan ons nccneaoBaHus
Onsa nccnepoBaHMA MCMONb3YOT COCKOObI anUTENManbHbIX KIETOK U3 YPOreHUTasIbHOro

TpakTa, Mo4y, CEKPET NpocTaThbl, 39KyNST, buonTar.

6.2 O6bwme TpeboBaHus

NccnepoBanHme w™etogoMm T[UP oTHocmtCcs K npsMbiM  MeTogaM nlabopaTopHoOro
nccnenoBaHus, No3ToMy B3siTMe 6MON0OrM4Yeckoro Matepmana dyenoBeka Heo6xoanMMo NpoBOAUTL
M3 MecTa Jlokanm3saumn nHpekLMoHHOro npouecca. PeweHne o HeobxoanMMOCTM nUccnenoBaTb Ty
WAW MHYIO0 NOKaausauumio NpuHUMAET fedaliMin Bpad Ha OCHOBaHMM cobpaHHOro aHamHesa U
K/IMHUYECKOM KapTuHbl 3abonesaHusl.

[Ons nonyyeHns KOPPEKTHbIX pe3ynbTaToB 60sblIoe 3HAaYEeHME MMEET KayecCTBO B3STUS
obpasua 6uomMaTepmana AN UCCNeAOBaHMSl, €ro XpaHeHWe, TPaHCMOpTUPOBaHUE W
npeasaputensHas obpaboTka.

HenpaBunbHoe B3siTMe GMoOMaTepmana MOXeT NMPUBECTU K MOJTYYEHUID HEeAOCTOBEPHbIX
pe3ynbTaToB W, BC/I€ACTBME 3TOro, He06X0AMMOCTU ero MOBTOPHOro B3STUS.

Ha >tane noarotoBknm 6uoMaTepumana MWCNoNb3ymTe OAHOPA30Bble HAKOHEYHUKWU C
dunbTpoM, cBoboaHble oT PHKa3 u [HKas.

Onsa npenoTBpalleHMs KOHTaMUHAUMM OTKPbIBAWTE KPbILWKY TONbKO TOW Npobupku, B
KoTOopyto 6yaete BHOCUTb GMONOrMYeckuii MaTepwuan, M 3akpblBaliTe ee nepen pabortonm co
cnepywouwen Nnpobupkon.

MpunmeyaHnne - B3atue, npeasapuTenbHyto 06paboTKy, XpaHeHMe U nepeBoO3Ky, Mepegavy
nccrnegyemoro Matepuana B Apyruve opraHmsauum OCYLLECTBSAKT COrNacHO UMHCTPYKTUBHO-METOANYECKUM

[OKYMEHTaM, PpernaMeHTUpyoLWmnM BbINO/IHEHNWE WUCCNeA0BaHUM B  COOTBETCTBMM C  TpeboBaHMAMMU
MY 1.3.2569-09 n CaHlnH 3.3686-21.

6.3 B3gaTtue maTepunana Ha nccnenosaHue
6.3.1 CockobHoe oTAensieMoe yporeHuTaabHOro TpakTta (LUepBmMKanbHOro KaHana, Bnaranuua,
ypeTpbl)
OrpaHuueHue wMeTogal: MecTHOoe MpUMEHEHME JfeKapCTBEHHbIX MpenapaTtos,
ncnosib3oBaHue nybpmkaHToB, Y3M BarnMHaabHbIM 4aTUMKOM, KO/IbMOCKOMUS — MEHEE YeM
3a 24 4yaca [0 nccrenoBaHus.
B3saTtne cockobos npoBoanTCS:
— B OAHOpas3oBble MjacTukoBble npobupkn ob6bvémom 1,5mMn, B  KOTOpblE
npeasaputensHo BHeceHo 300-500 Mk cTepuiibHOro h1U3nonorM4eckoro pacteopa;
— B nNpobupkm C TpPaHCNOPTHOM cCpenon, npeaHasHayYeHHOW npousBoguTeneMm Ans
TPaAHCMOPTMPOBAHUA W XpaHeHus ob6pa3uyoB 6uonornyeckoro MaTepuana pans

MuUP-nccneposaHui;

- B Npobupku ¢ peaktneoM «MNPOBA-PAMKNA» (npoussoaunTens OO0 «AHK-TexHonornsa TC»).

1 - ecnn 3TO He MpOTUBOPEUUT TPebOBaHMAM K UCMOJSIb3yeEMbIM HabopaM/KOMMIEKTaM peareHToB Ans
BblaeneHns HK
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MpumeuvaHne - <«[MPOBA-PANMNO» He pexkomeHayeTca ansa BblgeneHns [AOHK wu3 cockobos u3

YPOreHUTaNbHOro TpakTa y My>X4WH.

BHUMAHMUE! B3satue mMartepuana B npo6bupkm ¢ peaktusom «IMPOBA-PANMUA»

OoCcyLllecTBJISIeTCA CyxXuM 30HAOM! Heob6xoa4nMO MCKMIOUYUTb KOHTaKT pactBOpoB C KO)KGVI,

rnasamu u CIM3ncTbiMu 06004KaMu.

Mopsaok B3aTUA:

1.
2.

3.

OTKpoONTE KpbIWKY NpobmpKun.

MepeHecuTte 30HO4 C 6HGumomaTtepuanoM B MNpobupky C OU3NOAOrMUYECKMM pPacTBOPOM,
TPaHCMOpPTHOM cpeaoi unn peaktneom «MPOBA-PAMWL», v TwaTenbHO NponosiowmTe ero,
nsberaa pasbpbizrMBaHmsa XMOKOCTU. 3aTEM MU3BJIEKUTE 30HA M3 pacTBOpa, NMpuXXnmas ero
K CTeHKe npobupkn, OTOXMUTE M3ObITOK XWAKOCTW, yaanuTe 30HA M BbibpocbTe. [lpu
HeobxoanMocCTn B3ATUS BuomaTepuana U3 HeCcKosbkMX 6MoToMoB MOBTOPMTE Mpoueaypy,
Kaxabln pa3 3abupas matepman HOBbIM 30HAOM B HOBYIO NPOBMpPKY.

MIOTHO 3aKpONTE KPbIWKY NPpOOGUpPKM, NpOMapKnpyimTe npobupky.

BHUMAHME! [lonyckaeTcs xpaHeHne obpa3uoB npu TemnepaType oT 2 °C go 8 °C He 6onee 24 u.

MNpenobpaboTky, nNpobonoaroToBKy W XpaHeHMe MaTepumana npoBoAAT B COOTBETCTBUMU
C MHCTPYKUKWEN K KoMnneKkTy / Habopy peareHToB ans sbigenennsa AHK s 6unonornyeckoro
MaTepuana.
Mpun B3ATMKM cockob6oB B NpobupKkn € HU3MONOrMYECKUM pacTBOPOM MM TPAHCMOPTHOM
cpenon nepen BblaeneHnem OHK komnnektamu MPOBA-ITC wnn MPOBA-HK BbinonHuTe
npenobpaboTky:
4.1 T[pobupky, coaepxalwyl aHanM3Mpyembli MaTepuan, ueHTpudyrupynte npwm
13000 06/MuH B TeueHme 10 MUH Npu KOMHaTHOM TemnepaTtype oT 18 °C go 25 °C.
4.2 Ypanute HaA0CaAOYHYH XWMAKOCTb, OCTaBuB B npobupke npumepHo 50 mkn
(ocapok + xuakasa dpakumsa) nNpu UCMoAb30BaHUWM ANS9 BblAENEHUS KOMMJeKkTa
peareHToB MPOBA-I'C nnn 100 Mkn (ocagok + xxmnagkas dpakums) Nnpm UCNosib30BaHNMU
Onsa BblgeneHuss komnnaekta peareHToB [MPOBA-HK. TMpobupky MAOTHO 3akpbiTb
KpblLWKaMW.
Mony4eHHbI MaTepmnan rotos ansa sbigenenns OAHK.
Mpn B3aTMKM cocko60B B NMpobupkm c peaktmeoMm «[POBA-PAMUA» [ONOAHUTENBHOWN
npenobpaboTku He TpebyeTcs, Matepuan rotos Ang BbigeneHna OHK.
B3aTne Matepmana npoBOAUTCA B COOTBETCTBUM C MHCTPYKUMSAMMU MO MNPUMEHEHMUIO

NCnonb3yeMbix HAbopOB/KOMMNIEKTOB peareHToB Ans BbiaeneHms HK (7.1).

6.3.1.1 Ocob6eHHOCTKN B3STUSA YPOreHUTaAbHbIX COCKOb0B

XKeHWmnHbl HakaHyHe obcnenoBaHUs HE AONXKHbI npoBOANTb TyaNn€ET NOJZIOBbIX OpraHoB
U cnpuHuesaHue. [Onga nonyyeHus 06bEKTUBHOIO pe3ysibTaTa HeO6X0£I,VIMO, 4yTObbI
MCCﬂeLI.YEMbIVI Martepwuan cogep>xasi BO3MOXXHO 6onbllee KOMMYECTBO aNUTeNManbHbIX

KNETOK N MUHNMAJIbHOE KONMYECTBO CITN3N N NPUMECU KPOBMU.
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BHUMAHME! lMNMepea nony4yeHmem cockoba anuTennasnbHbIX KJETOK U3 YpeTpbl, C 3a4HEro ceoaa

Bnaraauila n UepBmKasZibHONro KaHana cBob60aHO cTekawuwee oTaensemMoe Heobxoanmo yAalnTb

CTepunbHbIM BATHbIM TAMIMOHOM.

6.3.1.2

6.3.1.3

6.3.1.4

6.3.2

6.3.3

Mpn HeobxoamMmocTn B3sATUS 6uomaTepuana M3 HEeCKOAbKMX 6MOTONOB MOBTOpPUTE
npoueaypy, Kaxabin pa3 3abupass Matepman HOBbIM 30HAOM B HOBYO Npobupky.
OcobeHHOCTN B34TUA MaTepuana M3 Bnaraaumuwa
MaTtepuan gomxeH 6bITb B3AT 40 NpOBeAEeHNS MaHyaslbHOro uccienoBaHus. 3epkano
rnepen MaHuUNynsuMen MOXHO CMOYUTb ropsiyen BOAOW, NMPUMEHEHME aHTMCENTUKOB
ans obpaboTkm 3epkana npotmBonokasaHo. Cockob 6epyT ¢ 3agHebokoBoro csoaa
Bnaranuwa. Y AeBoYeK B3ATME MaTepuana Mpou3BOASAT CO CAM3UCTON 0601104KK
npegaBepus Bnaranuwa, a B OTAENbHbIX CNy4YasX — M3 3agHero CBoja Bharanuviia
yepes rmmeHanbHble KosbLa.
OcobeHHOCTU B34TUA MaTepuasna U3 ypeTpbl
MNepen B3ATMEM 6uoMaTepuana nNaUMEHTY  pEeKOMeHAYyeTCs  BO34epXaTbCs
OT MOYencrnyckaHumsa B TedeHme 1,5-2 yacos.
HenocpeacTteseHHO nepep B3aTMEM buoMaTepurana Heobxoammo 06paboTaTb HapyKHoe
oTBEepCcTMe  ypeTpbl  TaMMOHOM,  KOTOPbIM  MOXHO  CMOYUTb  CTEPW/IbHbBIM
dU3N0NornyeckmM pacTBsopom.
Mpn HaNMUMKM rHOMHbLIX BblAeNeHU cockob pekomeHayeTcs 6paTb yepes 15-20 MUHYT
rnocsie MoYencrnyckaHums, npu oTCyTCTBUM BblaeneHun HeobxoaAnMo NpoBeCcTy Maccax
YPEeTpbl C MOMOLbIO 30HAA ANS B3ATUS Buomatepuana. B ypeTpy y XeHLWMUH 30HA
BBOANTCA Ha rnybuHy 1,0-1,5 cM, y aeTten maTtepuan ansa nccnenosaHmns 6epyT TONbKO
C HapY>XHOro OTBEPCTUS YPETPbI.
OcobeHHOCTN B3aTUS MaTepuana M3 LepBUKasbHOro KaHana
Mepen B3sTMEM MaTepmana HeobxoAMMO yAanuUTb BaTHbIM TaMMOHOM CNM3b W 3aTeEM
obpaboTaTb WENKY MaTKU CTEPUITbHBLIM (PU3NONOrMYECKMM pacTBOPOM. 30HA BBOAST B
LepBMKanbHbIN KaHan Ha rnybuHy 0,5-1,5 cM. Mpn na3eneyeHnn 3oHga HeobxoanMMo
MOJIHOCTbIO UCK/IIOYUTb €ro KacaHume CTeHOK Baaranuuia.
MepBas nopums yTpEHHENR MOYN
MepBytO0 MOPUUNID YTPEHHEN MOYM B KadecTBe BMOOrnMyeckoro mMartepuana MUCnonb3yoT
npyn OCTPOM BOCMaIMTENIbHOM MpoLecce HUXHUX OTAEN0B MOYEMNOJIOBOr0 TpakKTa B CBA3U
C Bblpa>X€HHOM 60/1e3HEHHOCTbIO B3SATUA COCKOba anuTenmanbHbIX KIeToK.
Ona aHanusa oTbumpatoT NepBYyK MNOPUUIO YTPEHHEN Moyn B KonmyectBe 10-15 mn.
Bo3MOXXHO nccnegoBaHue nNepBoi NOpUMM MOYM, MONYyYEHHON yepe3 aBa 1 6onee yacos
nocne npeawecTByOLWEero Mo4YencnycKaHms.
B3aTve MouM NpoBOAAT B CNeunasnbHbIA CyXOW CTepu/ibHbI KOHTeMHep O06bEMOM
00 60 Mn, CHabXXEHHbIN repMETUYHO 3aBUHUMBAIOLLENCS KPbILWKOM.
Mocne cbopa MOYN KOHTEMHep NJOTHO 3aKpPbIBAKOT U MApPKUPYIOT.
CekpeT npocTtaThl (MpeacraTtenibHOM Xene3bl)
MNepen B3ATWMEM CekpeTa NpOCTaThl PEKOMEHAYETCS MOJSIOBOE BO3AEpXaHue B TeyeHue

Tpex CYTOK A0 unccineagoBaHud.
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Mepepn B3TUEM CeKpeTa NpoCTaThbl FOJIOBKY MOMOBOro YjeHa obpabaTbiBatloT CTEPUIIbHBIM
BaTHbIM TaMMOHOM, CMOYEHHbIM (PU3NOSIOTMYECKMM PaCcTBOPOM.

Cekper npocTtatel cobupaloT nocne npeaBapuTeNbHOro Maccaxa npocTaTthbl 4yepes
npsIMy0 KULWKY. Maccax npoBoAMT Bpa4, NOCPeACTBOM 3HEPruyHoOro HagaBavBatoLWero
OBMXEHMS OT OCHOBAHMSA K BepXYLUKe xenesbl.

B3aTve BblAeNMBLUErocss MpPoOCTaTUYeCKOro cekpeTa MNpoOBOAUTCH MNOC/Ae OKOHYaHuS
Maccaka B 04HOpa30BYylo Npobupky 06bLEMOM 2,0 M MM KoHTelHep 06bEMoM a0 60 Mn
B Buge ceoboaHo crekarwen kanam (0,15-1,0 mn).

Mocne cbopa ™MaTepmana €EMKOCTb C CEKpeTOM MnpocTaTbl MAOTHO 3aKpbiBalT U

MapKupyoT.

BHMUMAHME! T[lpn nogo3peHMnm Ha OCTPbIA NPOCTAaTUT BbIMNOJHATL MaccaXx MpocTaThl

KaTeropmyecku sanpeieHo!!!

6.3.4 2akynar
Mepen B3aTMEM 35KYyNsATa (CEMEHHOM XUAKOCTU) pEKOMEHAYETCS NO/I0BOE BO34EpXKAHNE
B TedeHue Tpex CyTOK A0 UCCNefOoBaHus.
MNepen c6opoM asKynsATa NayMeHT MOYNTCS B TyaneTe, NOSIHOCTbIO ONOPOXHAS MOYEBOW
ny3blpb.
Mocne MoyencnyckaHnsa NaumeHT AO/HKEH TWaTelbHO BbIMbITb PYKM C MbIJIOM M MPOBECTU
TyaneT Hapy>XHbIX MOJSIOBbIX OpraHoB C MbIIOM M BOAOW. [ONOBKY MONOBOro 4ieHa u
KpanHo N0Tb HEO6XOAMMO BbICYLLUUTbL CTEPUISIbHONM CandeTKon.
DaKynaT nosydatoT nyteM Mactypbaumun. BasTue askynata NpoBOAUTCS B CTEPWUSIbHbIN
KOHTenHep 06béMoM A0 60 M, CHABGXKEHHbBIN repMETUYHO 3aBUHUYMBAKOLLENCS KPbILWKOWM.
Mocne cbopa MaTepnana KOHTENHeEpP NMIOTHO 3aKpbIiBalOT U MAapKUPYIOT.

6.3.5 bwuonTtart
B3atne 6uontaTtoB MpoBOAUTCA B OA4HOpasoBbie npobupku ob6bvéMoMm 1,5 Mn
C TPAHCNOPTHOM Cpeaol, npeaHasHa4YeHHoOW npoussoanTesieM ANns TPaHCNOPTUPOBAHUS

M XpaHeHus obpasuos 6uonormyeckoro matepuana ansa MNUpP-nccnepoBaHmi.

6.4 TpaHcnopTupoBaHMe U xpaHeHne obpasuos bnmonormyeckoro Mmatepmana

YcnoBus TpaHCNOPTUPOBaHMSA W XpaHeHus obpasuos 6Huonormyeckoro martepuana
onpeaenstTcsa  UHCTPYKUMAMU N0  MNPUMEHEHUI0 peKoMeHAyeMbix HabopoB/KOMMNNEKTOB
peareHToB ans sbigenedns OHK (7.1) nav ncnonb3yembiX 479 TPAHCMOPTUPOBAHUS U XPaHEHUS
06pa3LoB TPaHCNOPTHbLIX cpea.

JonyckaeTcs xpaHeHune obpasuyoB npu Temnepatype oT 2 °C go 8 °C He 6onee 24 u.
B cnyyae HeEBO3MOXHOCTU AOCTaBKM MaTepuana B nabopaTtopuio B TeHeHME CYTOK AOMNyCKaeTcs
OIHOKpATHOE 3aMopa)knBaHue maTtepuana. [JonyckaeTcsd XpaHeHue 3aMOpPOXEHHOro MaTepuana
npu TeMnepatype OT MUHYC 22 °C go MuMHycC 18 °C B TeuyeHue ogHoro Mmecsiua (ecnum 3TO
He MpoTMBOpPEeYNT TpeboBaHMAM K WUCNONb3yeMblM HabopaM/KOMMNeKTaM peareHToB A4S

Bblaenenms HK).
BHUMAHME! Cnegyet nsberatb NOBTOPHOro 3aMOpaXXnBaHus U oTtamBaHus obpasuos.
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7 NMPOBEAEHUE AHAJTU3A

7.1 Bboigenenne AHK 13 6mMonormyeckoro matepuana

Ons BbigeneHns OHK pekoMeHAyeTCS MCNOMb30BaTb Habopbl/KOMMNEKTbl peareHTos,
UMeLWmMe perncTpaLmoHHblie YA0CTOBEPEHUA MEANUMHCKOrO usgenus u npegHasHadyeHHble AN
COOTBETCTBYIOLWMNX BNAOB BuoMaTepmana c uenbtlo nocneayrouwero nccnegosaHna AHK metogom
MNupP, Hanpumep, NMPOBA-HK, MPOBA-I'C, MPOBA-MY-PANNA, MPOBA-PANNA.

MpuMmeyvyaHne - He pekoMeHAyeTCa MCNOb30BaTb KOMMeKT peareHToB NMPOBA-PAMW/ npu BblaeneHumn

OHK 13 cockob60B 13 yporeHUTanbHOro TpakTa My>X4mH.

Boigenenne [OHK npoBoAAT B COOTBETCTBUM C  WHCTPYKUMEN MO MPUMEHEHUIO

ncnosblyemoro Habopa/KoOMNIeKTa peareHToB.

BHUMAHME! OgHoBpeMeHHO c Bblaenenmem OHK n3 6unonornyeckoro matepmana Heob6xoanmo
NOAroTOBUTb OTpuUaTeNbHbIN KOHTPOJIbHLIA 0bpasely, M NpoBecTM ero 4epes BCe 3Tanbl
npob6onoaroToBkKU. [Nna 3TOro pekoMeHAyeTCs WMCNoAb30BaTb (DU3MOAOrMUYECKUN pacTBOp UK
oTpuLUaTeNbHbIN KOHTPOJIbHbLIN 0bpa3seL, Bxoasawmin B coctaB Habopa/KoMNeKTa peareHToB 4ns
BblAE/IEHNA HYKNEUHOBbIX KWUCNOT B O06bEME, YKasaHHOM B WHCTPYKUMM MO MNPUMEHEHULO

COOTBeTCTBYlOWEro Habopa/KoMnnekTa peareHToB.

7.2 Moprotoeka mn nposegeHue MLP. ®acoska S
BHUMAHMUE!
1. Mpu npoBeaeHMM BCEX MOCHeAYHOWNX AENCTBUNA cneayeT mlberatb BO34ENCTBUSA MPAMbIX

COSTHEYHbIX NyYein Ha NpobupKM Co cMecbto ANns aMmnandukaumm!
2. Mpu ncnonb3oBaHUM Habopa peareHTOB B BapuvaHTe MUCMNoONHeHUs «dacoBka S, CTpuUMbl»
cnepyeT CTporo cobntoaaTe KOMMIEKTHOCTL CTPUMOB M KPbILWEK K HUM. He MCnonb30oBaTh KPbIWKK

K cTpunam us apyrux Habopos peareHTos!

7.2.1 T[lpoMapkumpymnTe no oAHOM npobupke/cTpunoBaHHOM npobupke co cMmecaMm AaAns
amnnmdpukaumm HPV 16 u/vnm HPV 18, 3aneyataHHOW napaduHOM, ANS Kaxaoro
HensBecTHoro obpasua, 4as oTpuuaTeNbHOro KOHTponbHOro obpasua (K-) m ang

MOJTIOXUTENIbHOIO KOHTPO/bHOro obpasua (K+).

BHUMAHME! KonnuecTso peareHToB paccynMTaHo He 6bonee yeM Ha 24 NOCTAaHOBKU MpU YC/10BUMK
BapmabenbHOro Koan4yecTBa HeM3BeCTHbIX 06pa3uoB, 1 oTpuUaTeNbHOro KOHTPOSbLHOIro obpasua
M 1 NONOXNTENBHOIo KOHTPOJIbHOIro obpa3sua (ans Kaxaom cMmecu ansa amnandumkaumm) B Kaxkaon

MOCTaHOBKE.

Mpumep:

Heobxoanmo npoaHanusmpoBaTb 4 HeM3BECTHbIX oObpasua. [Ona  3Toro  HyXHO
npomMapkupoBaTb 4 npobupkn co cmecamu ang amnaudukaumm HPV 16 mn/vnm HPV 18
ANA Hen3BecCTHbIX 06pa3uoB, OoAHY NMpobupky ans «K-» n ogHy nNpobupky ansa «K+».

O6bLlee KONNMYECTBO NMPOBMPOK A9 Kaxaoh cMecn — 6.
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7.2.2  BcTpsAXHMTe NpobupKy C pacTBOpoM Tag-nonuMMmepasbl Ha MUKpOUEHTpudyre-sopTekce
B TeueHune 3-5 ¢ n ueHTpudyrnpyiite Ha MUKpOLEHTpUdyre-BopTekce B TedeHume 1-3 C.
7.2.3 [obaBbTe B Kaxaykw npobupky, He nospexaas cnoi napaduHa, no 10 mkn pactesopa

Tag-nonumepassl.

BHUMAHME! lpu ncnonb3oBaHum ans npoeeaeHus [NUP pgetekTupytowero amnaumdukatopa

Rotor-Gene Q MMHepanbHOe Macno B Npobupkn He BHocUTCS!

7.2.4 [ob6aBbTe B Kaxayto npobupky (npn HeobxoamMocTn) no ogHon kannae (okoso 20 Mkn)
MUHepasibHOro Macna. HennoTHO NpMKponTe NPOBMPKK/CTPUNbI KPbILWKaMM.

7.2.5 BcTpaxHuTe npobupknm C  MOJSIOXKUTENbHBIMWM  KOHTPONAbHbIMM  ob6pasuamMnm  Ha
MUKpOUEHTpUdyre-sopTeKkce B  Te4yeHue 3-5¢ n LeHTpudyrnpymnte Ha

MUKpOUEHTpudyre-sopTekce B TeyeHue 1-3 c.

BHUMAHME!

1. Ona npenapata OHK wn oTpuuaTenbHOro KOHTposibHOro obpasua nepes BHECEHMEM B
NpobupKM C peakuMOHHOMW CMeCblo HEOH6XOAMMO BbIMOMHUTL peKoMeHAauuM No MCNOoSb30BaHUIO
npenapata AHK, npuBeaéHHble B MHCTPYKUMU MO NpuMeHeHuto Habopa/KoMniiekTa peareHToB
ans eblaeneHns HK.

2. Mpu wucnoneszosaHun ansa Bblgenenns [OHK komnnektoB peareHtoB [1POBA-HK,
MPOBA-PAMWNA n NMPOBA-IC (TONbKO B Criy4yae, eCnuv nocse BblAeeHNa Haf0Caa0uHas XXUAKoCTb,
coaepxauas solgeneHHyto AHK, 6b1na nepeHeceHa B HoBble NpobupKK), HEO6XOANMO BCTPSAXHYTh
npobumpku c npenapatom AHK 1 oTpnuaTenbHbIM KOHTPOJIbHLIM 06pa3LoM Ha MMKpoLEHTpudyre-
BOpTEKce B TeueHue 3-5 c n ueHTpudyrmpoBaTtb Ha MUKPOLIEHTpUYyre-BopTeKkce B TedeHune 1-3 C.
3. Mpn wucnonb3oBaHuu anga BbigenenHusas [OHK Habopa peareHtoB [MPOBA-MY-PAMKNA
Heobxoammo, He BCTpsAxuBas, uUeHTpudyrmpoBaTb npobupkn ¢ npenapatom [OHK wu
OTpULATENbHBbIM KOHTPOJIbHbIM 06pa3uoM Ha MukpoueHTpudyre-sopTtekce B TedeHue 1-3 ¢,
3aTeM MOMeCTUTb MNpobupKM B MarHUTHbLIA WTaTMB. B cnyyae ecnn nocne BblaeneHus
HaJocadou4Has >XWAKOCTb, coaepxawas BblgeneHHyto [OHK, 6bina nepeHeceHa B HOBble
npobupkun, cneayet BCTPAXHYTb Npobupku ¢ npenapatoM AHK 1 oTpuuaTesibHbIM KOHTPOJbHbIM
obpa3uoM Ha MuKpoueHTpudyre-soptekce B TedeHnme 3-5c¢ wm ueHTpudyrmpoBaTb Ha
MUKpoLeHTpudyre-sopTekce B TedeHune 1-3 c.

4. [nga npepoTBpalleHns KOHTaMmMHaumu cneayet nepeq sHeceHmeM [HK oTKpbiBaTb KPbILKHK
TOoNbKO Tex Npobupok, B KOTOpble ByaeT BHOCUTBCS AaHHbLIA obpaseu, M 3aKpbiBaTb UX, nepesa
BHeceHueM crnegyroulero. B cnyyae ncnosnb3oBaHMa CTpUNOB criefyeT 3aKpbiBaTb KPbILWKY CTpUna
nocne BHeceHMs B Hero o6pasuoB nepeg Hadanom paboTbl co cnegywowmm. Heobxoanmmo
3aKkpbiBaTb MNpobupku/ctpunbl naoTHo. [lpenapatbl OHK n KoHTponbHble o06pasubl criegyer

BHOCUTb HAKOHEYHUKaMK C CbVIJ'IprOM.

7.2.6 BHecuTe B COOTBETCTBYHLME MPOMapKUpOBaHHble MNpPObMpKK, He noBpexaas Cnou
napadwuHa, no 5,0 mkn BblgeneHHOro u3 obpasuos npenapata AHK. B npobupkuy,

npoMapkmpoBaHHble «K-» n «K+», JHK He BHOCKTCA.
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7.2.7

7.2.8

7.2.9

7.2.10
7.2.11

7.2.12

BHecuTe B npobupku, npomapkupoBaHHble «K-», He noBpexpas cnor napaduHa,
no 5,0 Mkn oTpuuaTenbHOro KOHTPONbLHOro obpasua, npoweawero atan soigeneHmns AHK
(cm.7.1).

BHecuTe B npobupkn, npoMapkmpoBaHHble «K+», He noBpexaas cion napaduHa,
no 5,0 MK COOTBETCTBYHOLErO MNONOXUTENBHONO KOHTPOSIbHOro obpasua.
LeHTpndyrnpymnte Bce npobupkn/cTtpunbl Ha MUKpPoOLEHTpudyre-sopTekce B TedeHune
3-5 ¢ (npu ucnonb3oBaHum ansa nposeaeHus MLP getekTupytowero amnandukaropa
Rotor-Gene Q ueHTpudyrnpoBaHme He o6a3aTenbHO).

YcTtaHoBuTe BCe NPOBUMPKK/CTPUNbI B AeTEKTUPYHOLWNI aMnandukaTop.

Ona petekTvpyowmx amnandumkatopos cepum OT:

3anycTuTe nporpaMmHoe obecneyeHue getekTmpytowero amnandukartopa. MNMpu nepsom
npoeeaeHnn [MLP 3arpysuTe COOTBETCTBYWOLWMI TecT!. Janee u npu MocneayoLmx
MOCTAaHOBKAxX CO34alTe COOTBETCTBYHOLWMA MPOTOKOA  WUCCAEAOBaHUSA:  YKaXuTe
KonmyecteBo W wmaeHtudukatopbl 06pasuos, B TOM 4uCie OTPUMUATENbHbIX U
MOJIOXKUTENbHbIX KOHTPOJIbHbIX 06pa3LoB, OTMETbTE pacrnosioXXeHne npobmupok/cTpmunos
Ha MaTpuue TepMmobnoka B COOTBETCTBMM C UX yCTaHoBKOM (cM. 7.2.10) n nposeaute
MLUP. Mpwn Bbi6Ope TecTa Ao/MKHa oTobpaxkaTbCca NporpamMmma, npmueeaéHHas B Tabnuue 5.
Onsa petektupyroowmx amnamngukatopos Rotor-Gene Q, CFX96 u Applied Biosystems
QuantStudio 5:

MposeguTte MUP c yyeToM 06bEMaA peakLMOHHOM CMEecu, paBHoro 35 MkJ1, No nporpaMMam

amnnmdunkaunm, npuBeaéHHbIM B Tabnmuax 6, 7, 8 COOTBETCTBEHHO.

Tabnuua 5 - T[porpamma amMnandukaumm pna  AeTEKTUPYHLWUX aMnandukaTopos

«ATnpanm», «OTnant» (dbacoska S)

Pexxum
N@
6n0Ka TemnepaTtypa, °C MWH C Yucno umknos ONTUYECKUX Tvn 6noka
n3MepeHun
80 0 30
1 1 Linkn
94 1 30
94 0 30
2 5 Lnkn
64 0 15 v
94 0 10
3 45 Lnkn
64 0 15 v
4 94 0 5 1 LUuvkn
5 252 XpaHeHue XpaHeHue
V - peXuM onTUUYECKUX U3MEPEHMNIA

1 - TecT ans AetekTupytowmnx amnandmkaTopos cepum AT co3paéTtcs nyTéM BBoAa NapaMeTpoB (NapaMeTpbl
TecTa ykasaHbl B MpunoxeHun A) nnv npefoctaBnsieTcss nponssoanTeneM Habopa peareHToB
2 - ponyckaeTcsi XxpaHeHue npu TemnepaTtype 10 °C
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Tabnuuya 6

’ AHK-TEXHONOrusa

MporpaMMa aMnandukaununm ana  AeTekTupylowero amnandukatopa

Rotor-Gene Q (dacoska S, npobupkm)

o
N2 / Cycling TeMmnepartypa, °C / BpeM;_|, c/ Konunuecreo unknos /
Temperature Hold Time, s Cycle Repeats
80 deg 60
Cycling 1 time
94 deg 90
94 deg 30
Cycling 2 5 times
57 deg vV 15
94 deg 10
Cycling 3 45 times
57 deg vV 15
V - peXuM onTUUYECKUX U3MEpPEHUIA, YCTaHOBUTb M3MepeHne dyopecueHuun (Acquiring) no KaHanam
aetekumn Green (Fam) um Yellow (Hex) npu 57 °C

Tabnuuya 7
(cdpacoBku S, U)

- MMporpamMma amnaudukaumm ans AeTEeKTUPYHOLMX

amnaudpunkatopos CFX96

Bpems, Konunyecreo uMkIoB
o o
N2 6noka (Step) TeMmnepartypa, °C MMH: CeK TEETees)

1 80 01:00 1

2 94 01:30 1

3 94 0:15

50
4 64 v 0:20

V - pexum onTuuecknx nameperui (Plate Read), ycTaHOBUTb U3MepeHne dyopecLeHUmMm no

HeobxoanMbIiM KaHanam getekummn (Fam, Hex) npu 64 °C
8 -
Applied Biosystems QuantStudio 5 (¢pacoBku S, U)

Tabnuua MNporpamMMa amnaMdukaumMm ans AeTEKTUPYLWMX aMnandukaTopos

Cragus N° wara Temnepatypa, °C Bpemsi, Konnuecrso umknos
MMH: CeK (noBTOpPOB)
Craauns 1 80 01:00 1
yAepXaHus 2 94 01:30 1
1 94 0:20
Cragusa MNupP 50
2 64 v 0:20
V - c60p AaHHbIX Ans HeobxoanMbix dyopodopos (Fam, Vic (Hex)) BkaoueH

7.3

py4yHOEe [03MpoBaHue

Mogrotoeka n nposegeHue MUP. ®acoska U, gna kaxnon cmecn ans amnaumdukaymu,

BHMUMAHME! lNpwn npoBegeHnn BCeEX NOCNeayOWMX AEeNCTBUIA crneayeT nsberatb BO34eNCTBUSA

MPSAMbIX COTHEYHbIX Ny4Yen Ha Npobupkm Cco cMecbto ans amnamdukaumm!

7.3.1 T[lpomMapkupyiTe Heobx0AMMOE KOJIMYECTBO OAHOPA30BbIX  aMMIMMUKALMOHHbBIX

npobupok o06bEMOM 0,2 M1 AN HEeu3BEeCTHbIX 06pa3uoB, ANA OTpuUaTeNbHOro

KOHTpOsbHOro obpasua (K-) u ana nonoxmTenbHOro KOHTpoabHOro obpasua (K+).

MpumeyaHMe - PekoMeHAyYeTCA [MOCTAaHOBKA He MeHee 5 06pasuoB B OAHOM McCCAenoBaHUU

(3 HemnsBecTHbIX 06pa3sua, oTpuuaTenbHbIN U NONOXUTENbHbIN KOHTPOJIbHbIE 06pasubl).
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Mpumep:

HeobxoanMo npoaHanuaMpoBaTb 4 HeM3BeCTHbIX oObpa3sua. [Ons  3Toro  HyXHO
npoMapkupoBaTtb 4 NpobupKM ANs HEU3BECTHbIX 06pa3LoB, 0AHY Npobupky ans «K-» u
oAHY npobupky ansa «K+». Obwee konnyectso npobumpok — 6.

7.3.2  BcTpsixHuTe NpobupKy CO CMechbio AN aMmnandukaumm Ha MUKpoLeHTpudyre-sopTekce
B TedeHue 3-5 c 1 ueHTpudyrnpymnte Ha MMKpoueHTpudyre-sopTekce B TeveHue 1-3 c.

7.3.3 BHecuTe BO BCe npoMapKupoBaHHblie nMpobupku (Bknouyaa «K-» n «K+») no 6,0 Mkn
cMecu ana amnnndukaumm.

7.3.4 BctpaxHute npobupkmn ¢ [MUP-6ycdpbepom w©n nonumepason TexHoTaq MAX Ha
MUKpOUEHTPUdyre-sopTeKkce B  Te4yeHue 3-5¢ n LeHTpudyrnpymnTe Ha
MUKpOUEHTpudyre-sopTekce B TeyeHue 1-3 c.

BHUMAHME! Monumepasy TexHoTaq MAX Heobxoaumo foctaBaTb M3 MOPO3UJILHOW KaMepbl

HEenocpeACTBEHHO Nnepej UCMosib30BaHMEM.

7.3.5 TpurotoBbTe cMech NLP-6ydepa c nonnmepason TexHoTaq MAX. [Ins aToro cmewante
B OTAE/IbHOM O4HOpa30BOnN npobupke:

- 6,0 x (N+1) mkn NUP-6ydepa,
- 0,3 x (N+1) Mkn nonmumepasbl TexHoTaq MAX,

roe N — KonnM4ecTBo NPOMapKUPOBaHHbIX MPOBGUPOK C YYETOM «K-», «K+>»,

Mpumep:
Heobxoanmo npoaHanusnpoBsaTb 4 Hen3BeCTHbIX obpasua, «K-», <K+,
MpoMapknpoBaHHbIX Mpobupok - 6. HyxHO npurotoButb cmecb [UP-6ydepa wu

nonumepasbl TexHoTaq MAX ana 7 (6+1) npobupok, T.e. 42 mkn MUP-6ydepa + 2,1 mkn
nonnmepasbl TexHoTaq MAX.

7.3.6  BcTpsAxHUTE npobupKy C nNpuUrotoBneHHom cmecbto T[ILP-6ydepa u nonumepassbl
TexHoTaq MAX Ha MukpoueHTpudyre-sopTekce B TedyeHue 3-5 ¢ n ueHTpudyrnpyiTte Ha

MUKPOLEHTpUDYre-BopTeKCE B TeueHne 1-3 c.

BHMUMAHME! Cwmecb MMUP-6ydepa wn nonuMmepasbl TexHoTaq MAX HeobxoAuMMO rOTOBUTL

HENoCpeaACTBEHHO Nepea NUCNoJib30BaHNEM.

7.3.7 [dob6aBbTe B NpobupKuM cO cMecbio Ans aMnandukaumm no 6,0 mkn cmecu MUP-6ydepa un

nonnmepasbl TexHoTaq MAX. HennoTHoO 3akpoinTe Nnpobupku.

BHUMAHME! lNocne gob6asneHns cmecu MNMUP-6ydepa n nonumepassl TexHoTaq MAX B npobupku

CO cMecbto ana amnandukaumm Heob6xoaAnMMo B TedeHne ABYX YacoB BbINOMAHUTL 7.3.8 — 7.3.13.

7.3.8 BcTpsaxHuTe npobmpky C MOJSIOXUTESIbHbBIM KOHTPOJIbHbIM o6pa3suom Ha
MUKpOUEHTpudyre-sopTekce B  Te4yeHwue 3-5¢ n LeHTpudyrnpymnte Ha

MUKpOLEeHTpudyre-sopTekce B TedeHue 1-3 c.
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BHMMAHME!

1. Onsa npenapata OHK wn oTpuuaTenbHOro KOHTPOSbHOrO obpa3sua nepes BHECEHWEM B
NpobupKM C peakuMOHHON CMeCbio HeO6X0AMMO BbINOSIHUTbL PEKOMEHAALMU MO UCMOb30BaHUIO
npenapata AHK, npuBeaéHHble B MHCTPYKUUM NO NMpUMEHeHUt0 Habopa/KoMMieKTa peareHToB
ansa sblaeneHmnsa HK.

2. Mpu wucrnone3zoBaHun ang Bblgenenms [OHK komnnektoB peareHtoB [1POBA-HK,
MPOBA-PAMUA n MPOBA-TC (ToNbKo B Cily4ae, ecnm nocne BblaeneHns Hagocago4vyHas XXnaKkocTb,
cogepxalias ebigeneHHyto AHK, 6bina nepeHeceHa B HOBble NpO6UpKN), HEOHX0ANMO BCTPAXHYTb
npobupku ¢ npenapatom AHK 1 oTpnuaTenbHbIM KOHTPOJIbHLIM 06pa3LoM Ha MMKpoueHTpudyre-
BOpTeKce B TeueHue 3-5 ¢ n ueHTpmndyrmposatb Ha MMKPOLEHTPUYre-BopTekce B Te4eHme 1-3 c.
3. Mpun wucnonb3oBaHmn ans BbigeneHns [OHK Habopa pearentoB [MPOBA-MY-PANNA
HeobxoomMO, He BCTpsIxmBas, ueHTpudyrmpoBatb npobupkn ¢ npenapatom [AOHK wu
OTpUUATENbHbIM KOHTPOSIbHbIM 06pa3sLoM Ha MUKpoueHTpudyre-soptekce B TedeHue 1-3 ¢,
3aTeM nOMeCTUTb MNpobupKM B MarHWUTHbIM wWTaTMB. B cnydyae ecnm nocne BblaeneHus
HagoCado4YHas XWUAKOCTb, coaepxawasa BblgeneHHytw [AOHK, 6bina nepeHeceHa B HOBble
npobupkun, cneayet BCTPAXHYTb Npobupku ¢ npenapatoM AHK 1 oTpuuaTesibHbIM KOHTPOJIbHbLIM
obpa3suoM Ha MukpoueHTpudyre-sopTekce B TedyeHme 3-5Cc u ueHTpudyrnposaTb Ha
MUKpOLeHTpUdyre-sopTekce B Te4eHue 1-3 c.

4, Ona npenoTepaleHms KOHTaMUMHauunM cneayet neped BHeceHmeM OHK oTKpbiBaTb KpbILLKK
TONbKO TeX Npobupok, B KoTopble byaeT BHOCUTLCS AaHHbIN obpa3el, U 3akpbiBaTb UX, Nepea
BHeceHneMm cneaytowero. HeobxoauMMo 3akpbiBaTb MNpobupkm nnoTtHo. [Mpenapatel AHK u

KOHTPOJIbHbIE 06p33Ll,bI cneayeTt BHOCUTb HaAaKOHEYHUMKaMUK C CbVIﬂprOM.

7.3.9 BHecuTe B COOTBETCTBYHOLLME NPOMapKMpoBaHHblie Mpobupkn no 6,0 MKN BblAENEHHOr0
n3 obpasuyos npenapata AHK. B npobupku, npomapknmpoBaHHble «K-» n «K+», OHK
He BHOCUTCS.

7.3.10 BHecmte B npobupky, npoMapkumpoBaHHyt «K-», 6,0 MK1  oTpuuaTtenbHOro
KOHTpOJibHOro o6pa3ua, npoweawero 3Tan Bbigenenus AHK (cM.7.1).

7.3.11 BHecuTte B nNpobmpKy, npoMapkmpoBaHHyt <«K+», 6,0 MKN MNOAOXWUTENbHOIO
KOHTpOJibHOro o6pasua.

7.3.12 UeHTpudyrmnpyinTte Bce Nnpobnpkn Ha MMKpoLeHTpUdyre-sopTekce B TedeHne 3-5 ¢ (npu
ncnonb3oBaHmu ansa nposegeHuns MUP agetektupytowero amnandunkatopa Rotor-Gene Q
LeHTpudyrnposaHme He ob6a3aTesnibHO).

7.3.13 YcraHoBuTe BCe Npobupkn B AeTekTupyowmi amnandukaTtop n nposegute MNUP (7.3.14,
7.3.15).

7.3.14 [n«a petekTupylowmx amnangukaTopos cepun AT:
3anyctuTe nporpaMMHoe obecrneyeHne aetekTupyrowero amnambunkatopa. MNpu nepsom
nposeaeHuun TMLP 3arpy3uTe COOTBETCTBYOWMI TecT!. [danee v npu nocrneayLmx

MoCTaHOBKax co3gaunTe COOTBeTCTBy}OUJMVI MPOTOKOJ1 nccneaoBaHuA: YKaxuTte

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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7.3.15

Tabnumuya 9 -

’ AHK-TEXHONOruA

KOMN4eCTBO MU M,Cl,eHTMCbMKaTOpr O6pa3LI,OB, B TOM 4ucne oOTpuuaTeslbHOro wu

NMOSIOXUTENbHbLIX KOHTPO/bHbLIX 06pa3LoB, OTMETbTE pacnonoXeHne npobMpoK Ha
MaTpuue TepMobn0Ka B COOTBETCTBMU C UX yCTaHoBKon (cM. 7.3.13) n nposeauTe MLP.
Mpwu BbI6GOpE TecTa AomkHa oTobpaxaTbCsa nporpamMmma, npueeaéHHasa B Tabnuue 9.

Ona petektupyrowmnx amnnmndukatopoB CFX96, Applied Biosystems QuantStudio 5 wu
Rotor-Gene Q:

MposeaunTte MUP c yyeToM 06bEMa peakLMOHHOM CMECK, paBHOro 18 Mk, No nporpaMMam

amnnudukaummu, npmeeaéHHbIM B Tabnnuax 7, 8, 10 COOTBETCTBEHHO.

MporpaMMa aMnandukaumnm aAns AeTEeKTUPYLWMX aMnandukaTopos

«OTnpanm», «ATnant» (dpacoska U)

Pe>xum
Ne Yucno
Temnepartypa, °C MWUH c ONTUYECKUX Tun 6noka
6510Kka LIMKJIOB .
n3MepeHnmn
80 0 5
1 15 Unkn
94 0 5
2 94 5 00 1 LUwnkn
94 0 30
3 5 Unkn
64 0 15 %
94 0 10
4 45 Unkn
64 0 15 \
5 94 0 5 1 Unkn
6 251 XpaHeHue XpaHeHue
V - peXuM onTUUYECKUX U3MEpPEHMNI

Tabnuya 10

- [lporpamma amnandukaumm ana aeTekTupytlouwero amnandukatopa Rotor-

Gene Q (dacoBka U)

N2 / Cyclin Temnepatypa, °C / Bpems, c / KonuuecTBo umknos /
~vemns Temperature Hold Time, s Cycle Repeats
80 deg 60
Cycling 1 time
94 deg 300
94 deg 30
Cycling 2 —— = 5 times
€g
94 deg 10
Cycling 3 57 deq V. 15 45 times
€g

V - peXvM OMNTUYECKMX U3MEPEHUIA, YCTaHOBMTb M3MepeHne dnyopecueHumun (Acquiring) no KaHanam
netekumn Green (Fam) um Yellow (Hex) npu 57 °C

1 - nonyckaeTcsa xpaHeHue npu Temnepatype 10 °C
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7.4 MoaroTtoBka n nposeaeHue MUP. ®acoBka U, ansa Kaxaon cmecu gns amnandukaumm,
MCnosb3oBaHMeM Jo3upytowero yctpornctea [ATctpuM  (TONbKO  Ans  AeTeKTUpYHoLWero

amnnungukatopa «4TnpaliM» B moandukaunm «ATnpanm *X*»)

BHMMAHME!

1. Ona aMmnandukaumm cneayer wcnonb3oBaTb MukponnaHwetbl [UP 384 nyHku,
repMeTmnanpyemMblie TEPMOMNIEHKON.

2. Mpn npoBeaeHMM BCeX MOCienylowWnx AencTBun cnepyet mlberatb BO3AENCTBUSA MPAMbIX

COJTHEYHbIX Sly4eil Ha NpobunpkM Cco cMecbio AN amnnmdpukaumnm!

MpuMmeyaHune - PexkomeHayeTcqd nocTaHoBKa He MeHee 5 O6paBLlOB B OAHOM wmccnengoBaHUu

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

7.4.1 BcTpsaxHuTe npobupKky co cMecbio Ansd amMnandukaumm Ha MUKpoUeHTpudyre-BopTekce
B TeyeHue 3-5 C u ueHTpmudyrupymnte Ha MUKpoueHTpudyre-sopTeKkce B TeyeHme 1-3 c.
7.4.2 BcTtpaxHuTte npobupkn ¢ TMUP-6ydepom wn nonumepason TexHoTaq MAX Ha
MUKpOLEHTpUdyre-sopTekce B  Te4yeHue 3-5¢ n LeHTpudyrnpymnte Ha

MUKpOLEeHTpudyre-sopTekce B TedeHue 1-3 c.

BHUMAHME! lonumepasy TexHoTaq MAX HeobxoaAMMO AocCTaBaTb W3 MOPO3WIbHOM KaMmepbl

HenocpeacTBeHHO nepen UCcnoJsib30BaHNEM.

7.4.3 Cnepys ykasaHuam MO posupyrowero yctpoincrtesa ATCTpuM, NpUrotToBbTe B OTAENBHOM
oAHopa3oBon npobupke cmechk MLP-6ydepa c nonnmepasoit TexHoTaqg MAX.

7.4.4 BcTpsAxHUTE npobupKy C nNpurotoBneHHom cmecbto [ILP-6ydepa u nonumepassbl
TexHoTaq MAX Ha MuKkpoueHTpudyre-sopTekce B TedeHue 3-5 ¢ n ueHTpudyrnpyiTte Ha
MUKpOLEeHTpUdyre-sopTekce B TedeHune 1-3 c.

7.4.5 BcTtpaxHuTe  npobupky € MNONOXMUTENbHbIM KOHTPOSIbHbIM ~ 06pa3uom Ha
MUKpOUEHTpUdyre-sopTeKkce B  Te4yeHue 3-5¢ n ueHTpudyrnpymnte Ha

MUKpoLeHTpudyre-sopTekce B TedeHue 1-3 c.

BHUMAHME!

1. lMepen npoBeaeHMeM no3npoBaHusa Ansa npenapata AHK v oTpuuaTenibHOro KOHTPOJIbHOMO
obpasua HeobxoaAMMO BbINOJAHUTb pPEKOMeHAAUMM N0 WUCMoNb3oBaHUO npenapata [AHK,
npuBeAéHHblE B MHCTPYKLUMM NO NpuMeHeHuto Habopa/KoMniekTa peareHToB 415 BblaeneHns HK.
2. Mpn wucnonb3oBaHun Ana  Bbigenenms [OHK komnnektoB peareHtoB [1POBA-HK,
MPOBA-PANKNA v MPOBA-IC (TonbkKo B ciyyae, eciin nocne BblaeneHns HagocagouHas XXnMaKkocTb,
cogepxkawas sbigeneHHyto AHK, 6bina nepeHeceHa B HOBble NMpobupkun), Heo6XoANMO BCTPAXHYTb
npobupkun ¢ npenapatom AHK 1 oTpnuaTenbHbIM KOHTPOJbHbLIM 06pa3uLoM Ha MUKpoueHTpudyre-
BOpTeKce B TeyeHue 3-5 C 1 UeHTpudyrmpoBaTb Ha MUKPOLIEHTpUdYyre-BopTeKkce B TedeHue 1-3 C.
3. Mpu wucnonb3oBaHun ana BblgeneHnsa [AHK Habopa peareHtos [MPOBA-M4Y-PAMNNA
HeobxoAMMO, He BCTpsAxXMBas, UeHTpudyrmposaTb npobupkm ¢ npenapatom [OHK wu
oTpuLaTenbHbiM KOHTPO/SibHbIM 06pa3LOM Ha MUKpOLeHTpudyre-eopTekce B TeudeHue 1-3 ¢,

3aTeEM TMOMECTUTb I'Ip06VIpKM B MarHuUTHbIA wWTaTuB. B cnydyae ecnnm nocne BblaeneHUaA

30



BMNY-reEH-16/18 | WHCTPpYKLUMSA NO NPpUMEHEHUIO | 451-4 ot 20 dbeBpana 2025 roaa 4 HHK'TEXHnnnr“ﬂ

HagocaZo4YHas >KUAKOCTb, coAepxallas BblaeneHHyw [AHK, 6bina nepeHeceHa B HOBblE
NpobupKK, cneayeT BCTPAXHYTb Npobupkn c npenapatoM AHK 1 oTpuuaTebHbIM KOHTPOJIbHbIM
06pa3LoOM Ha MUKPOLEHTpUdyre-BopTekce B TedeHue 3-5C U uUeHTpudyrMpoBaTb Ha

MUKpoLeHTpudyre-sopTekce B TedeHue 1-3 c.

7.4.6 YcraHoBUTEe npobupkm co cMmecbio ansd amnaudukaumm, co cmecbio MMUP-6ydepa un
nonumepasbl TexHoTaq MAX, c npenapatamun AOHK, oTpuuaTtenbHbIMU KOHTPOJSIbHbIMU
obpasuaMm n NONOXUTENbHBIMU KOHTPOJIbHbIMW 06pa3uamu, a TakXe MUKpoOnIaHLweT
MUP Ha pabouwnin cton ATCTpMM M npoBeauTe A03UMPOBAHME KOMMOHEHTOB COrflacHOo
pPYKOBOACTBY MO 3KCryaTaumm.

7.4.7 TloMecTuUTe akKypaTHO, He BCTpsixmBas, MmkponaaHwet MNP B noAnoXKy yCTponcTea 4N
3aneyaTtbiBaHMA MiaHweTtoB [Tnak nocne 3aBeplieHWs MporpaMmMbl Ha A03UPYIOLLEM
ycTponctee OTCTpuM.

7.4.8 T[lpoBeauTe 3anedaTbiBaHne MmkponaaHweta MUP nonnmepHon TepMOnNIEHKOM cornacHo
pPYyKOBOACTBY MO 3KcnayaTtaunm npubopa ATnak.

7.4.9 UenTtpudyrmnpynte mukponnaHwet MUP npn RCF(g) 100 B TeyeHune 30 c.

7.4.10 YcraHoBuTe MmukponnaHuwert MNMUP B 610k geTtekTupyowero amnamdmkaropa.

7.4.11 3anycTtuTe nporpaMmMHoe obecneyeHue getekTupytowero amnamdukartopa. Npu nepsom
nposeaeHun TMLP 3arpy3uTte cooTBeTCTBYlOWMIA TecT!. [danee v nNpu MNOCAeayrLnX
MOCTaHOBKAxX CO34alTe COOTBETCTBYHOLWMA MPOTOKOA  WUCCAEAOBaHUA:  YKaXxuTe
KONM4yecTBO W unaeHtTudukaTopbl o06pasuos, B TOM 4uCne OTpuUUATENbHOMO U
MOSIOXKUTENBbHBIX KOHTPOJIbHbIX 06pa3uoB, OTMETbTE pacnosnoxeHne obpasuoB Ha
MaTpuue TepMobnoKa B COOTBETCTBMU C UX yCTaHoBKon (cM. 7.4.10) n nposeauTte MLP.

MNpu BbI6OpE TecTa A0/HKHA O0TOBpaXaTbCs NporpamMmMa, npueeaéHHasa B Tabnuue 9.

8 PETNCTPALUMSA PE3YJIbTATOB AMIVINOUKALINN

Perncrpauusa curHana cbnyopecu,eHu,MM npoBOoAUTCA AETEKTUPYOLWUNM aMI'IJ'IMCbVIKaTOpOM

aBTOMaTU4e€CKN BO BpeEMA aMI'IJ'IMCIJVIKaLI,MVI.

1 - TecT ansa AeTekTMpylWNX aMnandukaTopos cepumn AT co3gaércs NyTéM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa yKasaHbl B [punoxeHun B) unmn npenocraBnseTcs nponssoanTeneMm Habopa peareHToB
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9 YYET U MUHTEPMNPETALMUSA PE3YJIbTATOB

9.1 YUéT pe3ynbTaTtoB aMI'IJ'IMCbMKaLI,MM OCYLLECTBNAETCA aBTOMaTU4YECKM C MNOMOLbHKO

nporpaMmMHoOro O6eCI'Iel-IeHM9|, NnocCTaB/A€EMOro C AETEKTUPYHOLLNM aMI'IJ'IMCbMKaTopOM.

9.2 Mpn 1Mcnonb3oBaHUM AeTeKTUpYoWKMX amnandunkatTopos CFX96 cneayet ncnosnb3osBaTb
perpeccnoHHbIn TMn aHanusa (Cq Determination Mode: Regression), BO Bkiaake «Baseline

Subtraction» HeobxoamMo Bbi6paTh «Baseline Subtraction Curve Fit».

9.3 NHTepnpeTauumsa pe3ynbTaToB NPOBOAUTCSA B COOTBETCTBMM C Tabnuuen 11. PesynbTtathl
MOCTAHOBKMW BalMAHbI, €C/IN BbIMOJSIHAKTCSA YC/I0BUS MHTEpNpeTaumu pesynbTaToB, MONYyYEHHbIX

ANa KOHTPOJIbHbIX O6p63LI,OB.

Tabnuuya 11 - WHTepnpeTtauus pesynbTtaTtos MLP

KaHan perekuunu

Fam/Green, Cp/Cqg/Ct Hex/Yellow/Vic, Cp/Cq/Ct
WUHTepnpeTaumna pesynbraTta
CMecb ana aMmnanpukauum
HPV 16 HPV 18 HPV 16 HPV 18
HeunsBectHble o6pa3ubl
YkasaH He ykasaH He Yka3saH O6Hapy>xeHa AAHK HPV16
y4nTbiBaeTcs
He ykasaH Yka3aH Yka3saH He O6Hapy>xeHa AAHK HPV18
yuunTbiBaeTCH
YkasaH Yka3saH He yuuTbiBaeTcs O6Hapy>xeHa AHK HPV16 n HPV1S8
He ykasaH He ykasaH YkasaH He obHapyxeHa AHK HPV16 n HPV18
He ykasaH He ykazsaH HepoctoBepHbili pe3ynbTaT

OTpuuUaTenbHbI KOHTPONbHBbIN O06pasel

OTpuuaTesnibHbIA pe3ysibTar

He ykasaH YkasaH
Pe3ynbTaTbl MOCTAaHOBKM BannaHbI

Mono>kuTtesnbHbI KOHTPONbHbIA 06pasel

Mono>xutenbHblit pesynbTaT

YkKasaH He yunTbiBaeTca
Pe3ynbTaTbl NOCTAaHOBKW BasnAHbI

9.4 HepocToBepHbIN pe3ynbTaT MOXET ObiTb CBSI3aH C MNPUCYTCTBUEM UWHIMGMTOpPOB B
npenapate [AHK, noayyeHHOM w3 6MOMOrMYecKoro Martepuana; HeBepHbIM BbINOJIHEHUEM
NpoToKONAa aHanusa; HecobnaeHneM TeMmMrnepaTypHOro pexuma amnnmdukaunmm m ap. B 3ToMm
cnydyae Tpebyetca nosTopHoe nposedeHue TUP ¢ wmewwmmca npenapatom [OHK, nmnbo
nosTopHoe Bblgenenne AHK u nocrtaHosBka lNUP ans atoro obpasua, nmbo noBTOpHOE B3dATME

6uonorMyeckoro Mmatepuana y naumeHTta (BbIMNOMHAETCS NOCNeA0BaTesNbHO).

9.5 Mpy MOSYYEHUN TMONOXKUTENBHOIO pe3yfbTaTa A8 OTpUUATENbHbIX KOHTPOJSIbHbLIX
06pa3LoB pe3ynbTaTbl BCEM MOCTAHOBOYHOM CEPUWN CUYMTAKOT HEAOCTOBEPHbIMU. B 3TOM cnyuyae
Heob6xo0ANMO NpoBeAeHMe CneLnarnbHbIX MEPONPUSTUIA AN BbISBIEHUS U YCTPAaHEHUSI BO3MOXHOM

KOHTaMUnHauunu.

9.6 MpyM NONYYEHUU OTpMLATENBHOrO pe3ynbTata A7 MOJIOKUTENbHbIX KOHTPOSbHbIX
06pa3uoB pe3ynbTaTbl BCEM MOCTAHOBOYHOW CEPUM CUMTAIOT HEAOCTOBEPHbIMU. B 3TOM cnyuyae

Tpe6ye'rc;1 NMOBTOpPHAas noCraHoOBKa aMI'I}'IM(bMKaU,MM BCEMn napTmm 06paBU,OB.
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TPAHCNMOPTUPOBAHMUE, XPAHEHUE N DKCIMJIYATALNA

TpaHcnopTupoBaHue
TpaHcnopTMpoBaHMe Habopa peareHTOB OCYLECTBAAT B TEpPMOKOHTelHepax ¢
X/laf03/eMeHTaMn BCEMM BUAAMW KpbITOro TpaHCropTa npu TemrnepaType BHYTpU
TEPMOKOHTENHEepa, COOTBETCTBYIOLWEN YCNOBUAM XPAHEHUS KOMMOHEHTOB, BXOAALWMX B
cocTtaB Habopa peareHToB.
dacoBka S
[lonyckaetcsa TpaHcnopTupoBaHme Habopa peareHToB B TEpPMOKOHTElHepax ¢
XnafosneMeHTaMmnm BCEMU BUAAMM KPbITOro TpPaHCMopTa MNpu TeMnepaType BHYTpwU
TepMoKOHTenHepa oT 2 °C go 25 °C He 6onee 5 cyToK.
dacoska U
JonyckaeTca TpaHcnopTMpoBaHue Habopa peareHToB, 3@ UCKIOYEHNEM NOAMMepa3bl
TexHoTaq MAX, B TEpPMOKOHTENHepax C XNnafo3/ieMEHTAaMN BCEMU BMAAMMU KPbITOro
TpaHcnopTa nNpu TemnepaTtype BHYTpU TepMoKoHTenHepa oT 2 °C go 25 °C He 6bonee
5 cyTok.
[onyckaeTcs TpaHcnopTUpoBaHue nonnMmepasbl TexHoTaq MAX B TEpMOKOHTenHepax
C XJ1a403/1EMEHTaMN BCEMW BMAAMMU KPbITOFO TpaHCMopTa npu TemMnepaTtype BHYTpu
TEepMOKOHTeNHepa Ao 25 °C He 6onee 5 cyToK.
Habopbl peareHTOB, TPaHCNOPTUPOBAHHbIE C HapylLleHMeM TemMnepaTypHOro pexuma,

NMPUMEHEHUNIO HE NMoANIEXaT.

XpaHeHune

®dacosBka S

Bce KOMMOHeHTbl Habopa peareHTOB cCreAyeT XpaHUTb B XONOAWIbHWKE WM

XonoaunbHOM Kamepe npu Temnepatype oT 2 °C go 8 °C B TeyeHMe BCero cpoka

rogHoctn Habopa peareHToB. CMecb Ans amnnmdukaumm, 3anevyataHHyro napaduHoM,

cnefyeTt XpaHUTb B 3aWMWEHHOM OT CBeTa MecTe.

®dacoska U
Bce kOMNOHeHTbl Habopa peareHToB, 3a UCK/IKOYEHNEM nonmmepasbl TexHoTaq MAX,
cnenyet XpaHuTb B XONIOAWIbBHUKE WAW XONOAMSIbHOW Kamepe rnpu TeMmnepaTtype
oT 2 °C pgo 8 °C B TeyeHMe BCero cpoka rogHoctun Habopa peareHToB. CMecb Ans
amnamdunkaunm cneayet XpaHuTb B 3alUMWEHHOM OT CBETa MecTe.
Monnmepasy TexHoTaq MAX cneayetr XpaHUTb B MOPO3W/ILHOW KaMepe nMpu
TemnepaTtype OT MuUHyc 22 °C go MuHyc 18 °C B TeueHume BCero cpoka rogHoCcTu
Habopa peareHTOB.

Habopbl peareHToB, XpaHMBLUMECA C HApYLWEHMEM peri1aMeHTUPOBAHHOIO pexunma,

NMPUMEHEHUNIO HE nMoANieEXar.

YKasaHusl No aKchnayaTauum
Habop peareHTOB A0/IXEH NPUMEHATLCS COrNIACHO AENCTBYHOLLE BEPCUM YTBEPKAEHHOM

MHCTPYKUWNN NO NPUMEHEHMUIO.
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10.3.2 [Ons nonydeHuMss LOOCTOBEPHbIX pe3ynbTaToB Heobxoammo CTporoe cobnioaeHuve

WHCTPYKLUNM MO NpUMEHEHU0 Habopa peareHToB.

10.3.3 Tlocne BCKpbITMS YMakKoOBKM KOMMOHEHTbl Habopa peareHToB cnegyeT XpaHuTb MNpwu
cneayowmx ycnoBusax:

- BCe KOMMNOHeHTbl Habopa peareHToB, 3a UCKAKOYEHMEM MosiMMepasbl TexHoTaq MAX,
cnenyet XpaHWTb B XONOAWMNIBHWUKE WU XONOAWIbHOW Kamepe npu TemnepaTtype
oT 2 °C no 8 °C B TeueHuMe BCero cpoka roaHocTn Habopa peareHToB;

- CMecb An4 amnnmdumkaumm n cMecb ans amnamdumkaumm, 3anedaTaHHyo napadumHoM,
cnenyet XpaHWTb B XONOAWMIBHWUKE WU XONOAWIbHOMW Kamepe npu TemnepaTtype
ot 2 °C po 8 °C B 3aWMLEHHOM OT CBETa MecCTe B TeyeHue BCero Cpoka rogHoOCTH
Habopa peareHTOB;

- nonumMmepasy TexHoTaq MAX cneayer XpaHUTb B MOpPO3WIbHOW KaMmepe npwu
TemnepaTtype OT MMHYC 22 °C go MuHyc 18 °C B TeuyeHMe BCEro cpoka rogHocTtu
Habopa peareHToB.

10.3.4 Habopbl peareHTOB C UCTEKLIMM CPOKOM FOAHOCTU NPUMEHEHUIO HE noasiexar.

11 YKA3AHUA NO YTUWIN3ALNN

11.1 [lpy uncnonb3oBaHMM Habopa peareHToB B KJIMHWKO-AMArHOCTMYECKOM nabopaTopuu
obpa3yloTca OTxoAbl Knacca B, KoTopble YTUIM3UPYIOTCS B COOTBETCTBUM C TpeboBaHMSMU
CaHluH 2.1.3684-21 n MY 1.3.2569-09.

11.2 Habopsbl peareHToB, Npuwealne B HEMPUTOAHOCTb, B TOM YNC/IE B CBSA3U C UCTEYEHUEM
cpoka [rOAHOCTM, TOBpPEXAEHMEM YMaKoBKWM, noanexaTr yTuauMsaumMm B COOTBETCTBUMU
c TpeboBanHusaMm CaHlnH 2.1.3684-21.

12 FAPAHTUA N3TOTOBUTENSA

12.1 lMpeanpuaTMe-mn3rotTosBuTeNb rapaHTupyet COOTBETCTBUE Habopa peareHToB
TpeboBaHMAM TEXHUYECKUX YCIOBUI Npu CO6M04EHUN YCNO0BUA TPAHCNOPTUPOBAHUS, XpaHeHus

M aKCcnlyatTaunn, yCtaHoOBJIEHHbIX TEXHUYECKNUMU YCNTOBUAMN.

12.2 Cpok rogHocTn Habopa peareHToB - 12 MecsueB npu cobniaeHMn BCeX YCA0BUMN

TPAHCMOPTUPOBAHUS, XPAHEHUS M 3KCMyaTauum.

13 PEMOHT U TEXHUYECKOE OBCJ1Y)KXUBAHME

Ha6op peareHTOB npeaHasHayeH AN OAHOKPATHONO MPUMEHEHUS U He MNoANEXMUT

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

MeAuUMHCKOE Usaenune Ans ANarHoCcTUKK in vitro
,ﬂ/ TeMnepaTypHbliA AMana3oH
W CoaepXXMMOro A0CTaToOYHO ANS NPOBEAEHUS <nN> TECTOB

K

Mcnonb3oBaTb A0

-
H
-

Koa naptum (cepun)

[aTta narotoBneHus

O6paTVITer K MHCTPYKUMN NO NPUMEHEHUIO NN
K MHCTPYKUMN NO NPUMEHEHUIO B 2JTEKTPOHHOM BUNAE

= |

HomMep no kaTtanory

d M3roToBuTENb
ZR He nonyckaTb BO3AECTBUSI COMTHEYHOMO CBETa

. HecTepunbHoO
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15 MEPEYEHb NPUMEHAEMbIX HALIMOHAJIbHbIX CTAHAAPTOB

FOCT ISO 14971-2021 W3penuna MeamumHckue. [lpuMeHeHMe  MeHeaXMeHTa pucka K
MeAVLMHCKUM n3aenunam

FOCT 15.309-98 Cucrtema pa3paboTku M MOCTaHOBKM NPOAYKUMM Ha Npom3BoAcTBO. NcnbiTaHus
W NpuveMkKa BbiNyckaeMon npoaykumm. OCHOBHbIE MOJSIOXEHUS

FOCT P 2.105-2019 EauHasa cucTteMa KOHCTPYKTOpCKoM gokymeHTaumm (ECKA). O6uwwue
TpeboBaHUSA K TEKCTOBbIM JOKYMEHTaM

FOCT P 15.013-2016 Cucrema pa3paboTkm 1 NOCTaHOBKKM MpoayKLMn Ha npoussoacTteso (CPIM).
MeauvunHckue nsgenms

FOCT P 51088-2013 MeguuunHCKMe usgenus ons ANArHOoCTMKUM WMH BUTPO. PeareHTbl, Habopbl
peareHTOB, TeCT-CUCTEMbl, KOHTPOJIbHble MaTepuasnbl, NuTaTenbHble cpeabl. TpeboBaHus K
n3genvsaM n noaaepXxuBarollent OKYMeHTaunm

FOCT P 51352-2013 MeanumHckme nsgenus aasa AMarHoCTMKM MH BUTpo. MeToabl UCMbITaHUN
FOCT P NCO 15190-2023 NNabopaTtopun MmeanumnHckume. TpebosaHusa 6e3onacHoOCTH

FOCT P NCO 15223-1-2023 W3genuna MeauumHckue. CUMMBONMbI, NpUMeEHsieMble A8 nepeaayvu
nHdopmMauum, npeaoctasnaemMon nsrotosmtenem. Hacte 1. OcHoBHble TpeboBaHMS

FOCT P MCO 18113-1-2015 MeguumHckue wmsgenus Ans AnarHoctukum in vitro. UHdopmauus,
npenoctasnsemas marotosuteneMm (Mapkuposka). Yactb 1. TepMuHbl, onpeaeneHus u obwme
TpeboBaHus

FOCT P MCO 18113-2-2015 MeguumHckue wmspgenus Ans AnarHoctukum in vitro. UHdopmauus,
npeaocTaBnsemMas nsrotosuteneMm (MapkmpoBka). YacTb 2. PeareHTbl Ans AMarHOCTUKM in vitro
Ansa NnpodeccMoHanbHOro NpUMeHeHus

FOCT P NCO 23640-2015 WU3pgenna MegnmumHCKMEe ANs  AMArHOCTUKKM  in vitro. OueHka
CTabunbHOCTN peareHToB AN ANArHOCTMKM in vitro

FOCT P 53022.3-2008 TpeboBaHus K Ka4decTBY KAMHUYECKMX slabopaTopHbIX WCCneaoBaHWUMn,

Y.3. MpaBuna oUEeHKN KIMHUYECKON MH(MOPMATUBHOCTM NabopaTopHbIX TECTOB.

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

(M3MEHEHHbIM) AOKYMEHTOM.
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16 ALOPEC ONAA OBPALLEHUA

Mpon3eoacTBO HAbOPOB peareHTOB nMeeT CepTUDULNPOBAHHY CUCTEMY MEHEeAXMEHTa
KayecTBa U COOTBETCTBYET TpeboBaHUAM CTaHAapTa CUCTEM MeHeAXMeHTa kadectsa ISO 9001
B obnactu pa3spaboTku, nponssoacTBa n npoaaxu IVD peareHToB 1 NpMbopoB Ans MONEKYSPHO-
reHeTUYeCcKoM AMarHoCTUKWM K Apyroro nabopatopHoro npuMmeHeHuns u ISO 13485 B obnacrtu
pa3paboTkn, npomssoacTBa W npogaxu IVD peareHToB ¥ npubopoB Ana MeanLMHCKOM

MOﬂeKynﬂpHO-FEHeTMHeCKOVI ANarHoCTukKu.

MpounsBoautenn: O6WECTBO C OrpaHMYEHHOW OTBETCTBEHHOCTb «[HK-TexHonorms TC»,
(000 «OHK-TexHonormns TC»), Poccus.

Appec npoussoguTtensa: 117246, Poccus, r. MockBa, npoe3a HayuHbin, 4. 20, ctpoeHue 4.

MecTto npou3sBoAacTBa:
- 000 «[OHK-TexHonormna TC», 117246, Poccus, r. MockBa, npoe3g HayuHbiin, 4. 20, ctpoeHue 4.
- 000 «HMNO OHK-TexHonorusa», 142281, Poccusa, Mockosckas obnactb, r. [1poTBMHO,

yn. XenesHogopoxHas, a. 3.

Mo BompocaM, Kacawwumcs kavectBa Habopa peareHToB, crnegyeT obpalwaTtbcs B
CNyX6y KIMEHTCKOMN NoAAEPXKKM.
Cnyx6a KNMEHTCKOM NOAAEPKKN:
8(800) 200-75-15 (ansa Poccuun, 3BOHOK 6ecnnaTHbIi),
+7(495) 640-16-93 (ons ctpaH CHI n 3apybexbsl, 3BOHOK MaTHbIN),
E-mail: hotline@dna-technology.ru

www.dna-technology.ru

Homep 451-4
2025-02-20
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MpunoxeHune A

MapamMeTpbl TECTa, KOTOPble HE06XOAMMO BHECTU B NporpamMMHoe obecneueHue
AeTekTUpyrowunx amnandukartopoB «ATnpanm», «ATnant»
npyv ncnosnb3oBaHnMun Habopa pearentos BMY-reH-16/18
B ¢pacoBke S

1) Konnuectso npobupok B Tecte - 1;
2) O6béM peakumoHHOM cmecn — 35 MKn;

3) B okHe «[lporpamma amMnandukaunmn» BBECTU creayolimMe napaMeTpbl:

Pe>xum
Ne Yucno
TemnepaTtypa, °C MUWH C ONTUYECKNX Tun 6noka
6510ka LIMKJIOB .
n3MepeHun
80 0 30
1 1 Lnkn
94 1 30
94 0 30
2 5 Lnkn
64 0 15 v
94 0 10
3 45 Lnkn
64 0 15 %
4 94 0 5 1 Lnkn
5 251 XpaHeHune XpaHeHune
V - peXuM ONTUUYECKUX U3MEPEHNA
4) BHecTu cneaytowme napamMeTpbl KaHanoB AeTeKUnn:
Fam Hex Rox Cy5 Cy 5.5
HPV 16 wnn HPV 18 BK - - -

1 - nonyckaeTcsa xpaHeHue npu Temnepatype 10 °C
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Mpuno>xeHue b

MapamMeTpbl TECTA, KOTOPbIe HE06XOAMMO BHECTU B NporpamMMHoe obecneueHue
AeTekTUpyrowunx amnandukartopoB «ATnpanm», «ATnant»
npyv ncnosnb3soBaHMun Habopa pearentos BMY-reH-16/18
B ¢pacoBke U

1) Konnuectso npobupok B Tecte - 1;
2) O6béM peakUMOHHOM cMecn — 18 MK;

3) B okHe «[lporpamma amMnandukaummn» BBECTU creayolimMe napaMeTpbl:

Pe>xum
Ne Yucno
Temnepartypa, °C MWH C ONTUYECKUX Tun 6noka
6510Kka LIMKJIOB .
n3MepeHunmn
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 Unkn
64 0 15 \
5 94 0 5 1 Unkn
6 251 XpaHeHue XpaHeHue
V - PEXUM ONTUYECKUX U3MEPEHWI
4) BHecTn cnegyrouwme napamMeTpbl KaHan0B AeTeKUUN:
Fam Hex Rox Cy 5 Cy 5.5
HPV 16 unu HPV 18 BK - - -

1 - nonyckaeTcsa xpaHeHue npu Temnepatype 10 °C
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OHK-TexHonorus
117587, Poccud, r. MockBa,
BH. Tep. . MyHUUMNanbHbI OKpyr YepTaHoBo CeBepHoe,
w. Bapwasckoe, a. 125X, k. 5, atax 1, nom. 12
Ten./dakc +7 (495) 640-17-71
Cnyx6a KNMeHTCKOM NoAAEpXKKU:
8-800-200-75-15 (ana Poccumn, 3BOHOK 6ecnnaTHbInN)
+7 (495) 640-16-93 (ansa crtpaH CHIr 1 3apybexbs, 3BOHOK MaTHbIN)
E-mail: hotline@dna-technology.ru
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