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BBEAEHME

XOpowo Mu3BEeCTHO, 4YTO WHMEKUMS OHKOreHHbIMW BMpyCaMuM NanUANOMbl 4enoBeka
BblCOKOro pucka (BM4Y-BP), nepepatowascs MosioBbIM MyTeEM, SBASETCS, KaK CUYMTAETCA Ha
CEerofHsLWHNM AEHb, MMaBHbIM 3TUOJOMMYECKMM (PaKTOPOM pas3BMTUSA paka wenku matku [1]. B
rnobanbHOM MacwTabe pak WeENKNn MaTkn SBNSAETCA YeTBepTbIM MO pacnpOCTPAaHEHHOCTU pakoM
Y OKEHLWMH: exerogHo peructpupyerca ©6onee 500 ThiCAY4 HOBbIX Cllyyaes [2].
Mepcuctupytowasa BMNY-nHdbekumna aenserca HeobxoanMbiM yCNOBUEM ANt MPOrpecCMpoBaHms B
CTOPOHY LEepBUKaNbHbIX BHYTPU3INUTENMaNbHbIX HOBOO6pa3oBaHMIA YPOBHSA 2/3 M paKa LUIenKun
maTkm [3 ].

TeMm He MeHee, nnwb B HebonbwoM uucne cnydaes BlMY-uHdekuns sasnsgeTcs
MepcUCUTUPYIOWEN 1 NporpeccupyeT A0 paka wernku matku [4]. B nogasnswowem yucne
cnyyaes BMY-mHdeKkumsa He Bbi3bIBAET WM Bbl3biBaeT YMEPEHHbIe LMUTONOrMYeckmne n3MeHeHus,
KOTOpble MOryT OCTaTbCs He3aMe4YeHHbIMWU U CaMOMNPOU3BOSIBHO BEPHYTbCS K HopMe [4]. XoTA
NpuU4YnHbI 3TOM BapuabenbHocTh BIMY-MHdekunm npoaonxKaT Ulydatbcs, 0bLenpurusHaHo, 4To
HECKOJIbKO KO(aKTOpPOB BaXHbl 4S9 Pa3BUTUS paKa LLENKN MAaTKKU Y XEHLNH, MHPULMPOBAHHBIX
BIM4Y-BP [3, 5]

B KkauyecTBe BO3MOXHbIX KOMAKTOPOB NepcucTMpoBaHus uHdekumn BIMY-BP npwu
KaHUeporeHese LWeENKN MaTKM npegnosiaraloT WU3MEeHEeHUs BaruvHasabHOro Mukpobmoma [6],
CBSA3aHHbIMU C 6aKkTepurasnbHbIM BarmMHO30M [7,8], pa3nnYHbIMU 6akTepusamm,
accouMMpOBaHHbIMK C pa3BUTUEM BaKTepuasbHOr0 BarMHo3a, TaKMMU KaK YC/I0BHOMATOrEHHbIe
Mukonnasmbel [9,10], a Takxe WHpeKuusaMu, nepegaBaeMbiMM MOSOBbIM MNyTEM TakuMMW Kak
Chlamydia trachomatis, Trichomonas vaginalis, Neisseria gonorrhoeae, Mycoplasma
genitalium [11-13] n BUY [14].

OnybnukoBaHbl AaHHble 0 cBA3W BlMMY-nHbekun ¢ pasBuTMEM WMHBA3MBHOIO paka
MONOBOro u4sieHa Yy MyxuumH [15], o cBsaA3m BMY ¢ yperputom [16] n uHpekuusamu,
nepegasaeMbiMu NMosioBbiM nyTem [17,18].

OnarHoctuka BIMY BbICOKOro OHKOrMEHHOro puUcKa MOXEeT 6biTb nNpsiMoi (onpegeneHune
OHK Bupyca MeTogaMu amMnamMPuUKMUMKM HYKIEUHOBbIX kucnot, MAHK) w”n KocBeHHOW -
onpeaeneHne UMMyHHOW peakuum vyenoseka Ha BMY - onpeaeneHne aHTUTEN K BUPYCY.

YyBcTBUTENLHOCTL U cneundumnyHocte MAHK BIMY npubnuxaetca k 100%, kak v ans
601bWNHCTBA APYrMX MHMDEKUNOHHbIX BO3byanTenen.

MpumeHeHne Habopa peareHToB Ans BbiserieHus OHK BupycoB nanumniombl yenoBeka
BbICOKOIO OHKOFeHHOr0 pucka MO3BONSIET CBOEBPEMEHHO BbISSBUTb BO3OyAUTENS M Ha3Ha4YUTb
JleyeHne, B TOM 4uCie M C UCNOMb30BaHMEM crneumdunuecknx npenapaTtoB. N3genve MoxeTr
MCNOMb30BaTbCA AN KOHTPOAS YCMNEeWHOCTU JiedeHUss MyTeM MNOBTOPHbIX WCCNefoBaHUM.
OTpuuaTtenbHblin  pe3ynbTaT WUCCNeAoBaHWS  MO3BOASIET  MWCK/OYUTL  NanuaJIOMaBUPYCHYHO

MHdeKUmMio Npu nposeaeHnn anddepeHumanbHON AMarHOCTUKKN 3abonesaHunii.
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1 HA3HAYEHMUE

1.1 HacTtosiwas MHCTpyKuUMS pacnpocTpaHseTcsa Ha Habop peareHToB ans BbigBneHums OHK
BMPYCOB NanwuaioMbl 4YesioBeKa BbICOKONO OHKOMeHHOro pucka MeToaoM MosiMMepasHomn
uenHon peakuum (BM4Y-redH-16/18) no TY 9398-008-46482062-2008.

1.2 Habop peareHToB npegHa3HadeH ans BbisBaeHus OHK BuMpycoB manuinoMmbl 4yesoBeka
BbICOKOIFO OHKOFeHHOro pucka 16-ro u 18-ro tunoB Metogom [LUP B 6uonornuyeckom
MaTepmane 4yesioBeka: COCKO6bl anuTeNManbHbIX KIETOK M3 YypOreHuTaslbHOro TpakTa,
Moua, CeKpeT NpocTaThbl, 3AKynaT, buonTar.

1.3 O@OyHKUMOHaNbHOE Ha3HayeHume: Habop npeaHasHayeH AN AMAarHOCTUKWM in  vitro
(BbiIsiBNneHne OHK BuMpycoOB nmanuinioMbl YenoBeKa BbICOKOrO OHKOFEHHOro pucka 16-ro um
18-ro Tnnos metogom MNLP B 6uonormyeckoMm matepuane 4yesioBeka).

1.4 T[lokasaHma K MNpOBEAEHUID  WUCCNeAOBaHWUSA:  CUMMTOMbl  UMHMEKLMOHHOro  WUau
BOCnanuTenbHOro 3aboneBaHWss MOYErNnONOBOM CUCTEMbI Y XEHWMH WU Y MYXUYUH,
KOHTPO/b Ne4YeHns NanuasioMaBnupyCcHON MHMEKUNN, CKPUHUHE paka WeNKU MaTKu.

1.5 NMpumeHeHne Habopa peareHTOB He 3aBUCUT OT MOMNYASAUMOHHbIX U AeMorpaduyeckmnx
acnekToB. [pOTUBONOKAa3aHUN K MPUMEHEHUIO HET.

1.6 Habop M™MoxeT O6bITb MWCNONb30BaH B KJAMHWUKO-AMArHOCTMYECKUX nabopaTtopuax
MEeANLIMHCKUX YUYPEXAEHNI N Hay4YHO-UCCAen0BaTeNbCKON NpaKTUKe.

1.7 [oTeHuManbHble NOMb30BaTENN: KBaNMN(PUUNPOBAHHbLIA NepcoHasn, oby4YyeHHbIt MeToAaM
MONEKYNSIPHOM  AMArHoCTMKM U npaBwiaM paboTbl B KIAMHWKO-AWMArHOCTUYECKOWN
nabopatopuu.

1.8 MpuMeHATb Habop peareHToOB CTPOro MO HAa3HaYEeHUKO COrflacHO AAaHHOW MHCTPYKUMKM NO

NPUMEHEHMUIO.

2 XAPAKTEPUCTUKA HABOPA

Habop peareHTtoB BMY-NEH-16/18 BbinyckaeTcsa B cneayowmX BapuaHTax UCNOJHEHUS:
Bupycbl nanunnombl yenoseka 16, 18 tunos (HPV 16,18), Bupyc nanunnombl 4yenoseka 16
Tmna (HPV 16), Bupyc nanunnombl vyenoseka 18 tuna (HPV 18) co cneagytowmmm cnocobamm
aetekumm amnamdunumposaHHon QHK:

—  MUP c petekumner B pexnme peanbHOro spemeHun (Mapkmpyetcs «Real-time»);
—  MUP c dnyopecueHTHOM aeTekumMen No KOHeYHOM Touke (MapkupyeTcs «Flash»);
—  MUP c petekumneir metogoM renb-anektpodopesa (Mapkupyetcs «Eph»).

BapuaHTbl MCNOMHEHUS pa3nM4YaloTCs B 3aBMCUMOCTWU OT BbIIBASEMON crieuyndunyeckon

OHK (Bupycbl nanuniomel 16-ro n/unmn 18-ro tmnoB) u cnocoba aetekuun pesynbtatos MNLP:
. «MUP c petekumen B pexmme peanbHOro BpeMeHW» — npegHasHayeH Ans getekuumu
pesynbtatos [UP BO BpemMa amnandukaumm C  MNOMOLWb  aMNINPUKATOPOB

AETEKTUPYHOLLNX;
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npegHasHadvyeH Ansa

petekummn pesynbtatos lNLUP nocne okoHYaHus amnandukaumm c ucrnosb3oBaHmem [MLP-

[AeTeKTopa;

e «[UP c geTtekuuein meToaom renb-anekTpodopesa» — npegHasHadyeH ans geTtekumm

pesynbTaTtoB [LUP nocne okoH4yaHus amnamdukaumm MeTonoM 3ekTpodopesa B

araposHoM rene.

2.1
2.1.1

CocTtaB Habopa

peanbHOro BPEMEH!.

Bupycbl nanunnomel yenoseka 16,18 tnnos (HPV 16,18). MNLUP c getekumen B pexunme

R1-P301-S3/9, cbacoBka S, cTpmribl

HoMunHanbHbIN

18

. Konuuectso .
HanmeHoBaHMe KOMMNOHEHTOB BHewHWn BMA 06BbEM
npobupok
KOMMOHEHTa
Cmecb ansa amnnmdukaumu,
3aneyaTtaHHas napacbuHoM. Mpo3payHaa 6ecuBeTHas XWAKOCTb, 12 ctpunos 10 20 MIT
Bupyc nannnnombl Yyenoseka noA BockoobpasHbiM 6enbiM cnoem no 8 npobupok
16 Tnna (HPV 16)
Cmecb ana amnamdukaumu,
3anevyaTaHHas napaduHoM. Mpo3payHasa 6ecuBeTHas XWAKOCTb, 12 cTpunos 16 20 MIT
Bupyc nannnnomsel Yyenoseka noa Bockoob6pasHbiM 6enbiM cnoem no 8 npo6upok
18 Tnna (HPV 18)
PactBop Tag-nonumepassl Mpo3payHasa 6ecuBeTHas XUAKOCTb 4 npobupku no 500 Mkn
Mpo3payHas becuseTHas BsA3Kas
MwuHepanbHoe Macno posp ! 4 npobupku no 1,0 mn
MacnsaHUCTas XXNUAKOCTb
MonoXuTenbHbIN
KOHTPOnNbHbI 06pasey HPV Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 MKkn
16
MonoxuTenbHbIN
KOHTPONbHbI 06pasey HPV Mpo3payHasa 6ecuBeTHas XUAKOCTb 1 npobupka 130 mkn

KpbIWwKk®n ang ctpunos

24 wr.
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R1-P301-23/9, dpacoBka S, npobupku

HoMMHanbHbIN

. Konnuectso .
HanMmeHoBaHMe KOMMNOHEHTOB BHewHWn BnAa 06BbEM
npobupok
KOMMOHEHTAa
Cmecb ana amnnmdbukaumu,
3anevyaTaHHas napaduHoMm. Mpo3payHas becuBeTHas XWMAKOCTb
pad posp H A ! 96 npobupok rno 20 mkn
Bupyc nanunnomsl Yyenoseka noa BOCkoo6pasHbiM 6enbiM crioem
16 Tnna (HPV 16)
Cmecb ana amnnmbukaumm,
3aneyaTaHHas napaduHoM. Mpo3payHas 6ecuBeTHas XmMAKOCTb
pac posp H A ! 96 npobupok rno 20 mkn
Bupyc nanunnomel Yyenoseka noa BOCkoo6pasHbiM 6enbiM crioem
16 Tmna (HPV 18)
PactBop Tag-nonnmepassl Mpo3payHas 6ecuBeTHas XUAKOCTb 4 npobupku no 500 mMkn
MNMpo3payHas 6becuseTHas BA3Kasd
MuHepanbHOe Macno posp H 4 npobunpku rno 1,0 mn
Mac/stHUCTast XUAKOCTb
MonoXuTenbHbIN
KOHTPONbHbI 06pasey HPV Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 MKkn
16
MonoxuTenbHbIN
KOHTPONbHbI 06pasey, HPV Mpo3payHasa 6ecuBeTHas XUAKOCTb 1 npobupka 130 mkn

18

2.1.2 Bwupycbl nanunnombel yenoseka 16, 18 Tunos (HPV 16, 18). MNUP c dnyopecueHTHON

AeTeKuMen no KOHEYHON Touke

E F1-P301-51/1, ¢pacoska S, npobupkm 0,5 mi

HoMunHanbHbIN

o Konuuectso .

HanmeHoBaHME KOMMNOHEHTOB BHewHun Bua MNPO6MPOK 06BbéM

KOMMOHEHTA
Cmecb ana amnnudukaumu,
3aneyaTaHHas napaguHoM. Mpo3payHasa 6ecuBeTHas XWAKOCTb, 100 Npo6upoK no 20 MKA
Bupyc nanunnomel yenoseka noA BockoobpasHbiM 6enbiM cnoem
16 Tvna (HPV 16)
Cmecb ana amnnmdukaumu,
3aneyaTaHHas napaguHoM. Mpo3payHasa 6ecuBeTHas XWAKOCTb, 100 Npo6upoK no 20 MKA
Bupyc nanunnombl yenoseka noA BoCckoobpasHbiM 6enbiM cnoem
16 Tvna (HPV 18)
PacteBop Tag-nonumepassl Mpo3payHasa 6ecuBeTHas XUAKOCTb 4 npobupku no 500 mMkn
MNUP-6ydep (doH) Mpo3payHasn 6ecuBeTHas XMAKOCTb 2 npobupkm 200 mkn

Mpo3pauHas 6ecuBeTHas BsA3Kas
MuHepanbHOe Macno posp > 4 npobupku rno 1,0 mn
Mac/siHUCTas XWAKOCTb

MonoXxuTenbHbIN
KOHTpPOJIbHbIN 06pasew, HPV Mpo3payHasa 6ecuBeTHas XUAKOCTb 1 npobupka 130 Mkn
16
MonoXuTtenbHbIN
KOHTpOJbHbIN 06pasey, HPV Mpo3payHasn 6ecuBeTHas XMAKOCTb 1 npobupka 130 Mkn

18
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F1-301-21/1, c¢acoBka S, npo6bupku 0,2 ml
HoMMHanbHbIN
. Konnuectso .
HanmeHoBaHMe KOMMNOHEHTOB BHewHun Bng 06bEéM
npobupok
KOMMOHEHTA
Cmecb ana amnnmbukaumm,
3aneyaTaHHas napaduHoM. Mpo3payHas 6ecuBeTHas XWAKOCTb, 100 Npo6upoK no 20 MK
Bupyc nanunnombl YyenoBeka noa BoCckoo6bpasHbiM 6enbiM cnoem
16 Tnna (HPV 16)
Cmecb ana amnnmbukaumm,
3anevyaTaHHas napaduHoOM. Mpo3payHas 6ecuBeTHas XWAKOCTb, 100 Npo6upoK no 20 MK
Bupyc nanunnomel YyenoBeka noa BOCkoo6pasHbiM 6enbiM crioem
16 Tvna (HPV 18)
PactBop Tag-nonnmMepassl Mpo3payHas 6ecuBeTHas XUAKOCTb 4 Npobunpku no 500 mkn
MLP-6ydep (¢oH) Mpo3payHas 6ecuBeTHas XUAKOCTb 2 npobupkm 200 mkn
MuHepanbHOe Macno fpospayHas  GecuseTHas  BA3Kas 4 npobunpku rno 1,0 mn
MacnstHUCTast XWAKOCTb
MonoXuTenbHbIN
KOHTPONbHbI 06pasen HPV Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 MKkn
16
MonoxuTenbHbIN
KOHTPONbHbI 06pasey HPV lMpo3payHasa 6ecuBeTHas XUAKOCTb 1 npobupka 130 mkn
18

2.1.3 Bwupycbl nanunnombl yenoseka 16, 18 tunos (HPV 16, 18). MNUP c aetekumen Metoaom

renb-anektpodopesa

E1-P301-50/1, hacoBka S
. Konnuectso HoMUHanbHbIN
HavmeHoBaHMe KOMMOHEHTOB BHewHun Bupg, -
npobupok 061bEM KOMMOHeHTa

Cmecb ana amnnamdukaumu,

Mpo3payHas XMAKOCTb MaJIMHOBOIo
3aneyaTaHHas napaduHoM.

uBeTa, nog BockoobpasHbIM 6esbiM 100 npobupok no 20 mkn
Bupyc nanunnomel Yenoseka cnoem
16 Tmna (HPV 16)
Cmecb ana amnnmdukaumm,

Mpo3payHas XMAKOCTb MasIMHOBOIo
3aneyaTaHHas napaduHoM.

uBeTa, noa BockoobpasHbiM 6enbiM 100 npobupok no 20 mkn
Bupyc nanunnomel yenoseka cnoem
16 Tnna (HPV 18)
PactBop Tag-nonnmMepassbl Mpo3payHasa 6ecuBeTHas XUAKOCTb 4 npobupku rno 500 mkn

MNpo3spauHas 6becuseTHas BA3Kasd
MunHepanbHoe Macno posp u 4 npobunpku no 1,0 mn

MacCnsaHUCTas XXUAKOCTb
MonoXuTtenbHbIN
KOHTpOJbHbIN 06pasey, HPV Mpo3payHasn 6ecuBeTHas XMAKOCTb 1 npobupka 130 Mkn
16
MonoXxuTenbHbIN
KOHTpPOJIbHbIN 06pasew, HPV Mpo3payHasa 6ecuBeTHas XUAKOCTb 1 npobupka 130 Mkn
18
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2.1.4 Bwupyc nanunnombl yenoseka 16 tuna (HPV 16). MNUP c getekumen B pexmMme peasbHOro

BPEMEHMU.

R1-P318-S3/9, cbacoBka S, cTpmribl

o Konnuectso HoMUHanbHbIN
HanmeHoBaHMe KOMMNOHEHTOB BHewHun Bng -
npobupok 06BEM KOMMNOHEHTa

Cmecb ana amnnmdbukaumu,
3aneyaTaHHas napaguHoM. Mpo3payHas 6ecuBeTHas XWAKOCTb, 12 ctpunos no 20 MKn
Bupyc nanunnomel Yenoseka noA BoCckoo6pa3HbiM 6enbiM cnoem no 8 npobupok
16 Tvna (HPV 16)
PacteBop Tag-nonnmepassl Mpo3payHas 6ecuBeTHas XUAKOCTb 2 npobupku no 500 mkn

Mpo3pauHasa 6ecuBeTHas BsA3Kas
MuHepanbHOe Macno posp ! 2 npobupkmn rno 1,0 mn

Mac/stHUCTas XuAKOCTb
MonoXxuTenbHbIN
KOHTpO/bHbIN 06pasen HPV Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 mkn
16
KpbIWwK® ang ctpunos 12 wr.

R1-P318-23/9, dpacoBka S, npo6upku

HanmeHoBaHMe KOMMNOHEHTOB

BHelwHun BunA

Konnyecrtso
npobumpok

HoMunHanbHbIN
06bEM KOMMOHEHTA

CMecb ans amnamdbukauum,
3aneyaTaHHas napaduHoM.

Mpo3pauyHasa 6ecuBeTHas XWAKOCTb,

96 npobupok no 20 mkn

Bupyc nannnnombl Yyenoseka noA BockoobpasHbiM 6enbiM cnoem
16 Tvna (HPV 16)
PactBop Tag-nonumepassl Mpo3payHas 6ecuBeTHas XUAKOCTb 2 npobupkmn rno 500 mkn
MwuHepanbHoe Macno fpospaunasn becusetHas — Bs3Kas 2 npobupku no 1,0 mn

MacistHUCTas XWAKOCTb
MonoXxuTenbHbIN
KOHTPONbHbIM 06pasey HPV Mpo3payHasa 6ecuBeTHas XUAKOCTb 1 npobupka 130 mkn
16

R1-P318-WA/9, bacoBka W
o Konuuectso HoMuHanbHbIN
HanmeHoBaHMe KOMMNOHEHTOB BHewHun Bna N
npobumpok 06bEM KOMMNOHEHTa

Cmecb ans amnnmdukaumu.

lMpo3payHas XXUAKOCTb oT
Bupyc nanmnnomel yenoseka 6ECLIBETHOMD 0 PO3OBOrO LBETa 2 npobupku no 1,0 mn
16 Tuna (HPV 16) P
PactBop Tag-nonnmepassbl Mpo3payHasa 6ecuBeTHas XUAKOCTb 2 npobupkmn rno 500 mkn
MwuHepanbHoe Macno fpospaunasn becusetHas  BA3Kas 2 npobupku no 1,0 mn

MacisIHUCTast XUAKOCTb
MapaduH Bockoobpa3Has macca 6enoro useta | 2 npobupku no 1,0 mn
MonoXxuTenbHbIN
KOHTPO/bHbIA 06pasen, HPV Mpo3payHasa 6ecuBeTHas XUAKOCTb 1 npobupka 130 MKkn

16
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R1-P318-UA/9, ¢bacoBka U

o Konnuectso HoMUHanbHbIN
HanmeHoBaHMe KOMMNOHEHTOB BHewHnn Bng N
npobumpok 06bEM KOMMNOHEHTa

Cmecb ana amnnmdbukaumu.

[Mpo3payHas XXUAKOCTb oT
Bupyc nanmnnomel Yenoseka BECLIBETHOIO 10 PO30BOIO LBETa 1 npobupka 600 Mkn
16 Tuna (HPV 16) P
Monumepasa TexHoTaq MAX fpospaunasn  becusetHas  BA3Kas 1 npobupka 30 Mkn

XKNAKOCTb
MnupP-6ydep Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 600 mMKkn
MonoXxuTenbHbIN
KOHTpO/bHbIN 06pasey HPV Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 mkn

16

2.1.5 Bwupyc nanunnomsbl yenoseka 18 tuna (HPV 18). MNUP c getekumnen B

BPEMEHMU.

pexunMe peasibHoro

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

. Konnuectso HoMUHanbHbIN
HavmeHoBaHMe KOMMOHEHTOB BHewHun Bupg, -
npobupok 061bEM KOMMOHeHTa

Cmecb ana amnamdbukaumu,
3aneyaTaHHas napaguHoM. lMpo3payHas 6ecuBeTHas XWAKOCTb, 12 ctpunos no 20 MKn
Bupyc nannnnomel 4yenoseka noa Bockoob6pasHbiM 6enbiM crnoem no 8 npo6upok
18 Tnna (HPV 18)
PactBop Tag-nonnmepassl Mpo3payHasa 6ecuBeTHas XUAKOCTb 2 npobupku rno 500 mMkn

Mpo3pauyHas 6GecuseTHas Bs3Kas
MwuHepanbHoe Macno posp ! 2 npobupku no 1,0 mn

MacnsaHUCTas XXNUAKOCTb
MonoXuTenbHbIN
KOHTPONbHbIM 06pasey, HPV Mpo3payHasa 6ecuBeTHas XUAKOCTb 1 npobupka 130 mkn
18
KpbIWKN gns cTpMnos 12 wr.

R1-P319-23/9, pacoBka S, npo6upku

HavmeHoBaHMe KOMMOHEHTOB

BHewHun Buna

KonnuyecTtso
npobupok

HoMunHanbHbIN
06BbEM KOMMOHEHTA

CMechb ans amMnandunkaumm,
3aneyataHHas napaduHoM.

Mpo3pauHasa 6ecuBeTHas XWAKOCTb,

96 npobupok rno 20 mkn
Bupyc nanunnomel Yenoseka rnoa BockoobpasHbiM 6enbiM crioem
18 Tnna (HPV 18)
PactBop Tag-nonnmMepassbl Mpo3payHasa 6ecuBeTHas XUAKOCTb 2 npobupkmn rno 500 mkn
MwuHepanbHoe Macno fpospaunas  becusetHas  BA3Kas 2 npobupku no 1,0 mn

MacCnsaHUCTas XXUAKOCTb

MonoXuTtenbHbIN
KOHTPO/bHbIA 06pasen, HPV Mpo3payHasa 6ecuBeTHas XUAKOCTb 1 npobupka 130 mkn

18
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R1-P319-WA/9, cbacoBka W
o Konnuectso HoMUHanbHbIN
HanmeHoBaHMe KOMMNOHEHTOB BHewHnn Bng -
npobumpok 06bEM KOMMNOHEHTa

CMmecb ana aMmnnmdburkaumm

[Mpo3payHas XXUAKOCTb oT
Bupyc nanmnnomel Yenoseka BECLIBETHOIO 10 PO30BOIO LBETa 2 npobunpkmn rno 1,0 mn
18 Tuna (HPV 18) P
PactBop Tag-nonnmepassl Mpo3payHas 6ecuBeTHasn XUAKOCTb 2 npobupku no 500 mkn
MuHepanbHOe Macno MpospauHas GecuseTHaa  BA3Kas 2 npobupkun rno 1,0 mn

Mac/stHUCTas XUAKOCTb
MapaduH BockoobpasHas mMacca 6enoro upeTta | 2 Npobupku no 1,0 mn
MoNOXUTENbHbIN
KOHTpPOJIbHbIN 06pa3en HPV Mpo3payHas 6ecuBeTHasn XUAKOCTb 1 npobupka 130 mkn
18

-P319-
R1-P319-UA/9, chacoBka U
. Konuyectso HoMWHanbHbIN
HavmeHoBaHMe KOMMOHEHTOB BHewHun Bupg, .
npobumpok 06bEM KOMMNOHEHTa

Cmecb ana aMmnnmdpukaumm

Mpo3payHas XXNAKOCTb oT
Bupyc nanunnnomsel Yyenoseka GECLIBETHOIO 10 PO0OBOT0 LBETA 1 npobupka 600 Mkn
18 Tuna (HPV 18) P
Monumepasa TexHoTaq MAX fpospaynas  becusetHast  BA3Kas 1 npobupka 30 Mkn

XKNAKOCTb
NuP-6ydep Mpo3payHas 6ecuseTHas >XUAKOCTb 1 npobupka 600 mMKn
MonoXxuTenbHbIN
KOHTPO/bHbIA 06paszely HPV Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 MKkn
18

2.2 KoAu4ecTtBO aHanmM3mpyembix npob

Habop peareHTOoB npegHa3HayeH Ans8 OAHOPA30BOr0 MPUMEHEeHWS W pacCyUnTaH Ha
96 onpegeneHnn ansa ucnonHenusa <«MLP c pgeTekumenn B pexume peasibHOr0 BpeMEHu» U
100 onpepnenennii ansa ncnonHenus «lMLUP c dnyopecueHTHON AeTeKUMeNn MO KOHEYHOW Touke»
n «MUP c pgetekumelr MeToAOM renb-anekTpodopesa», BK/KOYAs aHaim3 HeU3BECTHbIX
06pa3LoB, NOMOXUTENbHbIX KOHTPOJIbHbIX 06pa3L0oB M OTpULATENbHbIX KOHTPO/IbHbIX 06pa3LoB.

Habop peareHToB B ¢pacoBkax U m W paccumTtaH Ha npoBedeHue 96 onpeaeneHnii npu
YyCNoBMK NMOCTAHOBKM He MeHee 5 obpas3uoB B 04HOM mccnenosaHmm (3 HeM3BECTHbIX obpasua,
NOMOXMUTENbHbIN N OTpULUATENbHbIN KOHTPONbHblE 06pa3ubl).

2.3 MpuHuMn meToaa

Metoa: MonumepasHasa uenHas peakuums (MUP) c aetekumen pesynbTaToB: B pexume
peanbHOro BpeMeHu, C QyopecLeHTHOM aeTekumel NOo KOHEeYHOMW Touke, MeToAOM refb-
anekTpodopesa; KayeCTBEHHbIN aHanms.

MpuMHUMN MeToga OCHOBaAH Ha WUCNoOAb30OBaHUM npouecca amnnmdukaumm [OHK,
3aKoyalollerocs B MOBTOPSAKOWMXCA UMKNax TemnepaTtypHor AeHaTypaumu [AHK, omxura
MpaMMepoB C KOMMJIEMEeHTapHbIMW MOCAEeA0BaTENbHOCTAMN U MNOCNeAylowWwen LOCTPONKU
MOSIMHYKNEOTUAHbIX Lenen ¢ 3TMX npaMeposB Tag-nonmmepasomn.

Ons  noOBbIWEHMS 4YYBCTBUTENbHOCTM W CNeunduyHOCTM peakumu npeaycMoTpeHo

NpPUMEHEHME «ropsiyero» crapTta. Fopsaunit ctapT obecrieumBaeTcs METOAMKON MPUroTOBIEHUS
13

Perncrpanus MH B PocanpaBrangsope
www.nevacert.ru | info@nevacert.ru



" [IHK-TEXHONOrust

BMY-reH-16/18 | UHCTpYyKUMSA MO NPUMEHEHUIO | 451 ot 05 ceHT6psa 2019

peakUuMOHHOMN CMeCu, COCTOSILEN U3 ABYX CNOEB, pa3fesieHHbIX MPOC/ONKON 13 napadunHa nam
ncnonb3oBaHmsa Tag-nonmmepasbl 6N10KMpoBaHHOM aHTuTenamm. CTapT NOJMMEpasHOM LEenHOoMn
peakuum NpomncxoauT TOMIbKO MpU pacnsasieHnn napaduHa mnm TemnepaTypHOM Anccoumnaumm
KoMmnaekca Tag-noanMMepasbl M aHTUTEN, YTO UCKIOYAET Hecneumdmnyecknii OTKUr npanMmepos
Ha AHK-MuweHn npu HayanbHOM Nporpese NpobmMpKu.

B Habopax ucnonHeHus «[MLUP c getekumen B pexuMe peasibHOro epemeHu» mn «MUP ¢
dhNyopecueHTHON geTeKumen No KOHEYHOW TOYKE» B peaKUMOHHYI cMecb BBeaeHbl AHK-30HAbI,
KaXAbIN M3 KOTOPbIX COAEPXWUT (AyopecueHTHYI MeTKy W racutenb dnyopecueHumn. Mpu
obpazoBaHun cneundunyHoro npoaykrta [OHK-30oHg paspywaercsa, AeNCTBUME racuTenss Ha
dNyopecUeHTHYIO MEeTKy npekpalwiaercs, YTo BeAéT K BO3pacCTaHMIoO YPOBHS dryopecueHumu,
KOTOPbIN (PUKCUpyeTCcs cneymanbHbiMK npnbopamu.

KonnuyectBo paspylleHHbIX 30HAOB (@, cregoBaTesbHO, WU ypoBeHb dnyopecueHunmn)
yBennumBaeTcs NponopLmoHanbHO Konn4yectBy obpa3oBaBlIMXCS cneunduyecknx amnankoHoB.
YpoBeHb hriyopecueHUMn U3MEPSETCS Ha KaXaoM LuKie aMmnandukaumm B ucrnoaHenmmn «MUuP c
OETEKUNEN B PpEXWME peanibHOro BPEMEHW» WM NocC/Ae npoBeAeHUs amnandukaumn B
ncnonHeHun «MUP ¢ dnyopecuyeHTHON AeTeKuMeEN N0 KOHEYHON TOUKe>.

B coctaB cmecu ang amnavdukaumn BKKOUYEH BHYTPEHHWN KOHTponb (BK), koTopbin
npegHasHayeH ANs OUEeHKM KadecTBa NMPOXOXAEHMS NMOAMMEpas3HoOM LenHon peakuun. B cocTtas
OHK-30HO0B, MCNONb3YOLWNUXCA A8 AeTekuuu npoaykrta amnandukaumm uckomon [HK,
BKOUeHa ddnyopecueHTHas MeTka Fam. B coctas [OHK-30HA0B, wucCnonb3ywowuUxcs Ans4
AeTeKUuMM npoaykTa aMmnandukaumm BHYTPEHHEr0 KOHTPOSSA, BXOAUT NyOpeCcUeHTHbIN
Kpacutenb Hex. B Tabnuuax 1-4 npueeaeHbl KaHanbl AeTEKUUN NPOAYKTOB aMiamduKaumnm.

Tabnuuya 1 - Bupycbl nanunnombel Yyenoseka 16, 18 tunos (HPV 16, 18), cmecb ansa
amnnundgukaumm HPV 16: kaHanbl AeTEKUNM NPOAYKTOB aMnandukaumm

Fam Hex Rox Cy5 Cy5.5

HPV 16 BK - - -

Tabnuuya 2 - Bupycbl nanunaombel Yyenoseka 16, 18 tunos (HPV 16, 18), cmecb ans
amnnudukaumm HPV 18: kaHanbl geTeKkunn NpoAyKToB amMmnandukaumm

Fam Hex Rox Cy5 Cy5.5

HPV 18 BK - - -

Tabnuya 3 - Bupyc nanunnombl yenoseka 16 tuna (HPV 16): kaHanbl AeTekuum
npoaykToB amnaudukaumm

Fam

Hex

Rox

Cy5

Cy5.5

HPV 16

BK
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Tabnuuya 4 - Bupyc nanunnombl 4yenoseka 18 tuna (HPV 18): kaHanbl gerekuum
npoaykToB amnaudukaumm
Fam Hex Rox Cy5 Cy5.5

HPV 18 BK - - -

Ncnonb3oBaHne HECKOSIbKMX (JIyOpeCUEeHTHbIX KpacuTenem mno3BOJSEeT COKpaTUTb
KONMMYeCcTBO MpobMpOK, MNOCKONbKY MNO3BONSET OAHOBPEMEHHO PEerucTpupoBaTb pe3yfbTaThbl
pasHbIX peakumn amnandukaummn, Nnpoxoaawmx B ogHoM npobupke.

WccnepoBaHme C wucnosib3oBaHMEM Habopa peareHTtoB BIMY-NEH-16/18 coctout w3
cheaywuwmx satanos: BbiaeneHne AHK (npob6onoaroTtoBka), NMUP-amnandunkauma AHK, netekymsa
NpoAyKTOB amnnmdunkauunm.

Onsa npoBeaeHns rnup MCNONb3YIOT amnnmdukaTopsbl 7 amnnuduKaTopsbl
aetektupyowme. [na aHanusa npoayktos [UP wucnone3ytTt [MUP-petexkTopbl wnan MetoAa
anekTpodopesa B araposHoMm rene. [pu wucnonb3osBaHuu HabopoB wucnonHeHums <«MUP c
OEeTeKUMNEN B pexume peanbHoro spemeHu» atanol MNMUP-amnandpukaumn JHK n getekumn OHK

COBMELLEHDbI.

2.4 BpemMsa npoBegeHuss aHanmsa (Bkaw4vas npobonoaroToBKy) - OT ABYX 4acoB, B

3aBUCUMOCTU OT Ucnosib3yemMoro Habopa ans sbigenenms OHK.

3 AHAJINTUYECKUE XAPAKTEPUCTUKHN

3.1 AHanuTuyeckasa cneum@UYHOCTb aHasam3a

B ob6pa3uax 6uonornyeckoro maTtepumana u4enoseka, coaepxawmx [OHK Bupyca
nanunnombl 4yenoseka 16-ro u/wnmn 18-ro tunos, MNUP-aetekTop («MUP c dnyopecueHTHOM
OETEKUMEN MO KOHEYHOM Toudke») unu getektupyrowun amnnmdukaTtop («MUP ¢ getekuuven B
pexuMe peanbHOro BPEMEHW») AO/KHbI PermcTpMpoBaTh MOSIOXUTENbHbLIA pe3ybTaT Hanuuus
cneundunyeckoro npoaykra (dparment AHK Bupyca nanuniomel yenoseka 16-ro u/unu 18-ro
Tunos). MNMpu Mcnonb3oBaHMN MeToAda renb-anekTpodopesa («MUP c getekumen mMeToaoM renb-
anekTpodopesa»), AoHKHA 6biTb BUAHA MOJ0CA OpaHXeBO-KPacHOro LBeTa, COOTBETCTBYHOLAN
dparmMeHTy reHoma BMpyca nanuanoMbl 4yenoseka 16-ro Tuna pasmepoM 367 n.H. (nap
HYKNeoTUAO0B) U/unu dparMeHTy reHoma Bupyca nanuiaombl Yyenoseka 18-ro Tuna pasMepom
417 N.H. Ana cooTBeTCTByWOLWeEN cMecn ang amnamdbukaunn. Hanmume mnm oTcyTCTBME MOMOCHI,
COOTBETCTBYIOLLEN BHYTPEHHEMY KOHTpPOJIbHOMY o6pa3uy pasMepom 900 n.H., B 3TOM Cnyyae B
y4yeT He NpUHMMaIOT.

B obpasuax 6uonornyeckoro matepumana, He cogepxawmx AHK Bupyca nanunnomsl
yenoeeka 16-ro wn/wmnm 18-ro TMNOB, AeTekTupylownn amnnudukatop wnm [MNLUP-geTekTop
OO/DKHbI  perncTpupoBaTb OTpuuUaTenbHbIi pe3ynbTaT Hanuuus cneumduyeckoro npoaykTa
(dbparmenT OHK BuMpyca nanuanombl yenosBeka 16-ro n/mnm 18-ro TMNOB) U MNOSOXUTENbHbIN
pe3yfbTaT BHYTPEHHero KOoHTpons. Mpu ncnonb3oBaHMM MeToAa refb-3nekTpodopesa nosoca
OpaHXeBO-KpacHoOro uBeTta, cooTBeTcTByowas dparmeHty OHK Bupyca nanvnnoMbl YyenoBeka
16-ro Tuna pasMmepoMm 367 N.H. WX BUpyca ManuanoMel yenoseka 18-ro Tvna pasmepoM 417
n.H. ANa COOTBeTCTByWLWen cMecnm ana amnnudukaumm OTCYTCTBYET, a nonoca,
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COOTBETCTBYOLWAsA BHYTPEHHEMY KOHTpPOJibHOMY ob6pa3uy pasmepoM 900 n.H., Ao/mMKkHa 6bITb
OTYEeTIMBO BMUAHA.

MokasaHo OTCyTCTBME Hecneundmnyecknx NONOXMUTENbHbIX pe3ynbLTaToB
amnindumkaumm npm Hanmumn 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 [OHK uyenoseka B KOHUEHTpauumu

no 1,0x108 konuit/mMn obpasua.

3.2 [lpeaen obHapyxeHus:

3.2.1  Bwupyc nanunnombl Yenoseka 16 tuna (HPV 16):

10 konunm AHK Bupyca nanwunnoMmbl 4yenoBeka 16-ro Tvna Ha aMmandUKaUMOHHYIO
npobupky.

Mpegen o06HapyXeHMs  YCTaHOBMEH MNyTEM aHanM3a CEepUHbLIX pa3BeaeHui
nabopaTtopHoro KoHTponbHoro obpasua (JIKO). [Ansa kaxaoh KoHUEeHTpauuu 6bi710 NMpoBeaeHo

94 onpepeneHuns.

KoHueHTpauus JIKO, KonMUecTso KonunuectBo %
KOMWiA Ha aMNINGPUKALMOHHYHO NOBTOPOB MNONOXUTENbHbIX MOIOXUTENbHbIX
npobunpky pe3ynbLTaToB pe3ynbLTaToB

20 94 94 100
10 94 94 100
5 94 73 77,6
2 94 61 64,9
0 94 0 0

3.2.2 Bwupyc nanunnomsl Yyenoseka 18 tuna (HPV 18):

10 konun AHK Bupyca nanunanombl 4yesoBeka 18-ro Tuna Ha aMnaM@PUKALMOHHYIO

npobupky.

Mpenen  obHapyxeHus

YyCTaQHOB/EH

aHanmMsa CepuirHbIX  pa3BeAeHUi

nabopatopHoro KoHTponbHoro obpasua (JIKO). [Ana Kaxaon KOHUeHTpauunm 6bi10 npoBefeHo

94 onpepeneHuns.

KoHueHTpauus JIKO, KOnMUecTso KonunuectBo %
KOMWiA Ha aMNINPUKALMOHHYHO NOBTOPOB MOMOXUTENbHbIX MOOXUTENbHbIX
npobupky pe3ynbTaToB pe3yabTaToB

20 94 94 100
10 94 94 100
5 94 82 87,2
2 94 64 68,1
0 94 0 0

NMpumevaHne - MNpegen obHapyxeHnsa OHK B obpasue 3aBucuT oT MeToda npobonoarotoBku obpasua
N KoHeuyHoro o6béma BblgeneHHon AHK (06béma anoumn).

Hanpumep: T[peaen obHapyxeHusa 10 konumin [AHK Ha amnnmdukaunmoHHyo npobupky
COOTBETCTBYEeT CnefyrwmMm 3HayeHnsaMm koHueHTpauun OHK npun mncnonb3oBaHUM KOMMNAEKTOB
ONA BblAeneHus HyKIeunHoBbIX KncnoT npomssoactea OO0 «HIMO AHK-TexHonormusa»:
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KoMnnekTbl ANA BbifeNIeHUsS HYK/IEUMHOBbIX KUC/OT
NMPOBA-MY-
O6pazeu NPOBA-HK | MPOBA-TC PAMWA NPOBA-PANUA
(npwn anouumn
B 300 Mkn)
COCKob6 anuTenunanbHbIX
knetok B 500 wMkn
TPaHCNOPTHON cpeabl;
akynat B 500 wMkn
TPaHCNOPTHOM cpeabl; 100 konwnn 200 konumn 600 konumn 1000 konun
cekpeT npocratbl B 500 /obpaseu /obpaseu /obpazseu /obpaseu
MK TPaHCNOPTHOM
cpeabl;
Moya (Npu BblAeneHun
13 1,0 mn obpasua)

3.3 [narHoCTnyeckne XapakTepUCTUKN:

Konnuectso obpasuos (n) — 308.

[InarHocTuyeckme BapuaHTbl UCMOJTHEHUSA
XaDAKTEDUCTUKM Bupyc nanunnomel Yenoseka Bupyc nannnnombl yenoseka
pakTep 16 Tvna (HPV 16) 18 Tuna (HPV 18)
AdnarHoctmnyeckas o . o .
UYBCTBUTENLHOCTL (95% M) 97,3% (88,0; 99,9) 100% (90,7; 100)
OnarHoctnyeckas o . o ]
creundnuHocTb (95% M) 99,3% (98,0; 99,6) 99,6% (98,6; 99,6)

4 MEPbI MPEAOCTOPOXXHOCTH

Obwme TpeboBaHua 6eszonacHoCcTM K HabopaMm peareHToB ANA in Vvitro AVarHOCTUKU B
cootBeTcTBUM € TOCT ISO 14971-2011.

OpraHusaumnsa pabotbl T[LP-nabopatopuu, obopyaoBaHue wn Matepuanbl  LOSKHbI
cooTBeTCcTBOBaThb TpeboBaHusaMm NOCT P 52905-2007, meToan4deckux ykasaHum MY 1.3.2569-09
«OpraHusaumna paboTbl nabopaTtopuii, UCNOMAL3YIOWNX MeToAbl aMmnanduKaumm HYyKIEUHOBbIX
KWUCNoT, nNpu paboTe ¢ MaTepuanom, coagepxalimm MnuKkpoopraHusmbl I-IV rpynn natoreHHoCcTn»,
C cobngeHneM caHuTapHo-anuaeMunonorndyeckux npasun CIM1.3.2322-08 «be3onacHOCTb
paboTbl ¢ MukpoopraHmsamamm III-IV rpynn naTtoreHHocTn (onacHocTM) K BO3byauTensamu
rnapasuTapHbix 6onesHen».

Nccnepyemble obpa3ubl paccMaTpmMBaloTCa KakK MnoTeHumanbHoO-onacHble. Mpu paboTe C
HabopoM cnepyeT HageBaTb 04HOpPa30Bble NnepyaTky 6e3 Tanbka.

K pabote c HabopoM peareHTOB AOMNYCKaeTCH TO/bKO MepcoHasn, obyyeHHbl MeToaam
MONEeKYNApHON ANArHOCTUKU U nNpaBuaam paboTbl B KIMHUKO-AMArHocTuyeckon nabopatopumu.

Boigenenne [OHK cnegyetr npoBoauMTb B JaMUMHApHbIX WKadax C  BKJAKOYEHHbIM
NaMuHapHbIM noTokoM. [MogrotoBky kK [MUP ¢ wmncnonb3oBaHueM Habopa peareHTOB cneayet
nposoanTb B MLP-60kcax.

Bce nabopatopHoe obopyaoBaHue, B TOM 4uCne A03aTopbl, WTaTuBbl, nabopaTopHas
nocyaa, xanaTbl, FrofioBHble y6opbl M Np., @ TakXe pacTBOPbl peareHToB AO0/KHbI 6biTb CTPOro
CTauMoHapHbIMWU. 3anpeLllaeTcsa X NepeMeLleHme n3 og4HOro NoMeLLeHns B pyroe.

Jo3aTopbl A0NXKHbI 6bITb COOTBETCTBYIOLWMM 06pa3oM noBepeHbl (B akKpeAUTOBAHHbIX

nabopatopusix) n npoMapKmMpoBaHbl.
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Ypanate otxoabl € npogyktamm [UP HeobxoamMo TONbKO B 3aKpbiTOM Buae. He
AOMyCKaeTcsa OTKpbIBaTb Npobupkn nocne amnandukaumn 3a UCKAKYEeHMEM 3Tana nposeaeHuns
OETEeKUMM METOAOM refib-asieKTpodopesa, KOTopbIn NMpoBoasaT B 30He 4 (MY 1.3.2569-09).

Bce noeBepxHocTn B nabopatopum (paboume crtonbl, wTatuebl, obopygoBaHue wn Ap.)
eXegHeBHO roABepratoT BlaXHoW yb6opke C NpUMEHeHMEM Ae3nHOUUNPYIOLWKNX/MOOLWMX
CpeacTB, pernaMeHTUPOBaHHbIX CaHUTapHbIMK npasunamm CI 1.3.2322-08.

Mpu wncnonb3oBaHMn Habopa peareHToB B ucnosHeHun «MUP c getekuuen MeToa0M
renb-anektpodopesa» Ana npenoTBpalleHnss KOHTaMuHauum 3Tanbl BblgeneHums OHK, TILP w
AeTekunn cneayet npoBOAWTb B pasAenbHbiX MOMELLEeHMAX WMAWM TwaTelbHO M30/IMPOBaHHbIX
30Hax, CHabXXeHHbIX KOMMJeKTaMu noayaBTOMaTMYEeCKMX [A03aTOpOB, XanaTtaMu M MNpoYnMU
NPUHAAIEXHOCTAMM.

3anpewaercs CHMMATb KpbllWKYy C 3nekTpodopeTnyeckon Kamepbl, €eCcin  OHa
NOAKOYEHA K UCTOYHUKY MUTaAHUS.

Mpn paboTe C BKAKYEHHbIM TPAHCUNIIOMMHATOPOM HeobXxoaMMO MoJb30BaTbCs
3aLMUTHbIM 3KpPaHOM WK cheunanbHON 3aWMTHON MAaCKOMN.

Mpn wncnonb3oBaHMM Habopa B KAWMHWMKO-AMArHocTM4yeckon nabopaTtopum obpasyroTcs
oTxoabl knaccoB A n b, KoTopble KnacCUUUMPYOTCS U YTUIU3UPYHOTCS B COOTBETCTBUMU C
TpebosaHmammn CaHluH 2.1.7.2790-10.

He ponyckaeTtca ncnonb3osaTb Habop peareHToB:

— NPV HapyweHUn yCNoBUiA TPAHCNOPTUPOBAHMS N XpPaHEHUS;

— NPV HECOOTBETCTBUM BHELUHEro BUAa peareHToB, YKa3zaHHOro B nacnopTe K Habopy;

—  MpyW HapyWweHUn BHYTPEHHEN YNaKOBKN KOMMOHEHTOB Habopa;

— 10 UCTEYEHMUIO CpoKa rogHOCTU.
MpunmeuvaHne - Habop peareHTOB He cCOAEPXXMUT MaTepuanbl BMOMOrMYECKOro MNPOUCXOXAEHUS,
BeLlecTB, o6na,qarou.mx KaHUEPOreHHbIM, MyTareHHbIM ,D,eVICTBVIeM, a TaKxXe BAUAOLWNX Ha

pEenpOAYKTUBHYIO YHKLMIO denoBeka. [pu MCNoOMb30BaHUKM MO Has3HauyeHuo W cobnogeHun Mep

NpeaoCTOPOXHOCTU ABNAETCA 6€30MacHbIM.
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5 OBOPYAOBAHWUE U MATEPUAJIDbI

Mpn pabote <c Habopom peareHtoB [JIABMOIEH-YM TpebytoTca cneaywowme

o6opyaoBaHWe, peareHTbl U pacxoAHble MaTepuansbi:

O6opynoBaHue, peareHTbl U pacxogHble MaTepuanbl Real-time Flash Eph
MLP-60kC na na na
amMnamMdurKaTop AETEKTUMPYOLWNI na HeT HeT
AEeTeKTop NoJMMepasHOW LIeNHON peakumn gyopecLeHTHbIN HeT aa HeT
TepMocTaT nporpammupyembin ans MNLP-aHanusa HeT Aa Aa
TepMoCTaT TBEPAOTE/NbHbIN Mporpammupyembli ManorabaputHeli Ans 1

. aa HeT HeT
npobupok 06bEMOM 1,5 Mn
TepMoCTaT TBEPAOTENbHbIN MpPOrpaMMUpyeMblii ManorabapuTHbIn Ans
p pA porp py p it nat HeT HeT

npobmpok o6bémom 0,2 Mn
YCTPOMCTBO ANns anekTpodopesa HYKIENHOBbIX KUCAOT B arapo3HbIiX U

HeT HeT aa
aKpuIaMUAHbIX rensx

TpaHCUNMIOMUHATOP YAbTpaduroneTosBbin (payockon) HeT HeT aa
MUKpoOLEeHTpudyra-sopTeKkc na na na
XONOAWBbHUK 6bITOBOM C MOPO3U/IbHOM KaMepoWn na na aa
wTatmeB «paboyee MecTo» Ans NpobUpok na na aa

[03aTOpbl  MexaHWYeCKMe WM  32/EeKTPOHHble OAHOKaHajlbHble C
nepemMeHHbIM 06bEMOM, nossonsowmne otémpaTte 06bLEM xumakoctm 0,5- Aa aa Aa
10 mMkn, 2,0-20 mMkn, 20-200 Mk, 100-1000 mkn

OAHOPa30Bble HAKOHEYHUKW C (PUALTPOM ANA MNOoSyaBTOMaTUYECKMX

posartopos, ceBoboaHblie oT PHKa3 n AHKas, 06bémom 20 mkn, 200 mkn, na aa na
1000 MK~
npobmpkn MukpoueHTpudyxHble 06bEMOM 1,5 MA C KpbiKaMm na na na
npobmpkn aMmnanukKaunoHHble 06bLEMOM 0,2 MA C KpblLKaMm na HeT HeT
konb6a mepHasi, BMecTuMocTbio 1000 Mn HeT HeT na
BOAa AUCTUNIMPOBaHHas na za aa
OAHOpas30Bble NepyaTkn MeauunHckue, 6e3 Tanbka, TEKCTYPUPOBAHHbIE na na na
peareHTbl NS AeTeKUMN HYKNEMHOBbLIX KUCNOT B arapo3HblX reasx

HeT HeT Aa
Mapkep ONVH aMnNAMdULMpPOBaHHbIX ¢dparmeHTOB
(pUC19 OHK/MspI) HeT HeT na
éMKOCTb Ans  cbpoca  MCMONb30BaHHbIX  HAKOHEYHWUKOB,
npobmpoK n Apyrmux pacxoAHbiX MaTepnanos na aa na
Ae3nHduumpytouee cpeacTso

na aa aa
aosupyouee yctporicteso ATcTpum
repMeTusmpytoLlee yctporcteo ATnak
ueHTpudyra ans mmkponnaHwet MLP na’® HeT HeT
nonvMepHas TepMomnJeHKa AN 3anevyaTbiBaHWUs MUKPOMIaHLIeT
MnupP
MukponnaHwet MLUP (96 nyHok) na’ HeT HeT
MukponnaHwet MUP (384 nyHku) aa’ HeT HeT
'nns dacoskn W
2 pnsa dacosok U, W
3 ansa dacosok U, W € MCMO/b30BaHNEM aBTOMaTU3MPOBAHHOMO A031POBaHNS
4 ana dacoskn W ¢ UCNOMb30BaHMEM aBTOMATU3MPOBAHHOIO 103MPOBaHNs
5

Aans dacoeku U € MCNOJSIb30BaHMEM aBTOMaTU3MPOBAHHOIO A03MPOBaHUS
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MpubopHoe obecneueHune

ans npoeeaeHus nup NCMONb3YIT  amnandukaTopsl 7 amMnandmkaTopsbl
aetektupyrowme. na aHanmsa npoayktos [MUP wucnonb3ytoT [LUP-geTekTopbl unam MeTon
anekTpodopesa B arapo3HoMm rene. [pu wucnonb3oBaHuu HabopoB wcnonHenums <«MUP c
OETEKUMNEN B peXuMe peasibHoro BpemeHu» atansl MUP-amnandpukaummn OHK n getekumn OHK
COBMeLLEeHbl.

» TUP c peTekuuein B pexuMme peanbHOro BPEMEHM: aMMaMdUKaTOPbl AETeKTUpyoLme
OTnant, OTnpanm, OT-96 wnn [AT-322 (000 «HMO [OHK-TexHonorusi»); Bepcus
nporpamMMHoOro obecneuyerHnss He Hwxe 7.3.4.0' unm amnaundukartopbl iCycler iQ n iQ5
(Bio-Rad Laboratories), Rotor-Gene Q (QiaGen). Bo3M0OXHOCTb MCNOAb30BaHUSA APYIrMX
amMnandmkaTopoB HeobxoaAMMO YTOYHUTL Yy npeacrtaBuTenss kKomnaHum  «[HK-
TexHonormnsa».

» TUP c dnyopecueHTHON AeTekumei No KOHEYHOM TOUKe: TepMOoCTaT MporpaMMUpyeMbiii
ons npoeeaenus [UP aHanuMsa 4eTbipexkKaHanbHblM «Tepumk» WM aHaNOrM4YHbIN,
aetekTop dnyopecueHTHbIN «DKUH» unn «IxumH-4» (000 «HMO AHK-TexHonorus»).

» TUP c pgertekuvenn MeETOAOM refb-3neKTpodopesa: TepMocTaT MporpaMMuMpyeMbliin Ans
nposeaeHns TUP aHanusa dJeTblpexkaHanbHbil «Tepuuk» (OO0 «HMNO [OHK-

TexHoNormsa») nnu aHanornyHbIn.

6 AHAJINBUPYEMbBIE OBPA3Lbl

B kauvectBe 6MonorMyeckoro mMatepuana MCNosb3YHT COCKOObl 3nMUTeNnanbHbIX KAeToK
(13 yporeHuTanbHOro TpakTa), Mo4dy, CeKpeT NpocTaThbl, 3AKYNAT.

PeweHne o HeobxoaAuMMOCTM wuccnefoBaTb TY WX MHYKO JflOKanu3auuio MNpUHUMaeET
fleyauwmn Bpay Ha OCHOBAHMW COBOKYMHOCTU Xanob nauneHTa n KIMHUYECKON KapTUHbI.

NUccneposanme w™MetogoM TIUP oTHocuTCca K npsMbiIM - MeTogaM  nabopaTopHoOro
nccnegosaHus, NO3TOMYy B3aTME 6MONOrM4yeckoro matepuana HeobxoamMMo NpoBOAUTbL U3 MecTa
nokanusaumn MHPEeKUMoOHHOro npouecca.

Onsa nonyvyeHus KOPpPeKTHbIX pe3ynbTaTOB MMEET 3Ha4YeHWe KayecTBo B3ATUA obpasua
buomaTepnana Ana wvuccnefoBaHUs, ero XpaHeHue, TpaHCNOpTUpOBaHWE W npeaBapuTesbHas

obpaboTka.

6.1 NHTepdepupylowme BewecTsa

Hannune wHrmnbutopos TUP B o06pa3ue 6uonormyeckoro mMatepumana MoxeT O6biTb
NMPUYMHON COMHUTENbHbIX (HeonpeaenéHHbiX) pe3ynbTaTtoB. Npu3HakoM wuHrnébmposaHus [MLP
SBNSIeTCS  OAHOBpEeMeHHoe  OTCyTCTBMe  aMnandukKaumMm  BHYTPEHHEero  KOHTpons U
cneundpuyeckoro npoaykta (cm. 2.3, 9.1.1.4,9.2.1.4, 9.3.1.4, 9.1.2.3, 9.2.2.3, 9.3.2.3).

K uHrmbmtopam T[LUP, WCTOYHMKOM KOTOpPbIX MOXET aABNATbcsa ob6pasey AHK, no
pesynbTaTtaM aHanusa puckos U nposeneHms HWOKP oTHeceHbl cnepyouwme BewecTsa:

reMornobuH, npucyTcTeywwmin B obpasue AHK B pesynbTaTe HEMnofHOro yaaneHuss B xoae

1 - npousBoAMTENbL  pEeKOMeHAyeT CBOEBPEMEHHO O06HOBASTb  MporpaMMHoe  obecnedyeHwe  Ans
LeTeKkTUpylowWwmnx amMnimdukaTopoB. AKTyanbHyl Bepcutio MO MOXHO cKayaTb Ha caliTe KoMnaHwuu
«QHK-TexHonoruns»: https://www.dna-technology.ru/poequip/po-dlya-oborudovaniya
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Bblgenenms [OHK wn3 obpasua 6O6uomaTepmana cogepxkawero npuMecb KpoBM, a Takxke
M30MpOoNWMIIOBbLIA CAUMPT M MeTunauertaT, npucyTcTeywme B obpasue [AHK B pesynbraTe
HEeMNo/IHOro yAasieHMs NPOMbIBOYHbIX pacTBOPOB B xoAe NpobonoaroToBKMy.

MakcuManbHble KOHLUEeHTpaumu WHTepdepupyrowmx BewecTB, MNpu KOTOPbIX He
Habnganocb BAMSHME Ha aMmnandukaumio nabopaTOpHOro KOHTPO/AbHOro obpasua u
BHYTPEHHEro KOHTpPOJIbHOro obpa3sua cocraBnswT: remornobmH - 0,35 mr/mn obpasua AHK,
nsonponwuiosbii cnupT — 100 mkn/mn obpasua AHK, metnnauyertat - 100 mki/mn obpasua AHK.

KpoMe TOro, noTeHUManbHO OKa3blBaTb BAUSAHME Ha pe3ynbTaTtbl [UP cnocobHbl
coaepxawmnecs B obpasue 6mMomaTepmana nybpukaHTbl M MeCTHble NNIEKAapCTBEHHbIE NpenapaThl.
Mpumecn, copepxawmeca B obpasue buomatepuana, NpakTUYECKM MNOMHOCTbIO YAANATCA B
xoge BblgeneHns [OHK, ogHako Aans npeaoTBpalleHUs yKa3aHHbIX Bewects B ob6paseu
6buomaTepnana M MMHMMM3ALUMM PUCKOB crieayeT cobniogatb npasuaa MNOAFOTOBKU K B3SATUIO
éunonormyeckoro matepmana, a Takxke npasuna B3aTmsa 6uonornyeckoro matepmana (CM. NyHKTbI
OcobeHHOCTN B3ATMSA  YypoOreHuTasbHbiX CcockoboB, OcobeHHOCTM B3ATUA MaTepuana wu3
Bnaranuwa, OcobeHHOCTU B3ATMSA MaTepuana u3 ypetpbl, OcobeHHOCTN B3ATUS MaTepuana m3
uepBuKanbHOro kaHana). lMpu noao3peHMM Ha Hanuume B obpasue 60/bLIOro KOIM4YecTBa
nHrnébutopos MNUP (BU3yanbHO pasinymMmMon NpMMecn KpoBu) pekomeHayeTcsa BblbupaTb Habopbl
ansa  BblgeneHns OHK, nossonsiouwme MakcMMmanbHO yAanuTb uHrbutopsel MNUP mn3 obpasua,
(HanpuMep OCHOBaHHble Ha COpBEHTHbIX MeToAMKax), He pEeKOMeHAYEeTCs WCMonb30BaTb
aKcnpecc-metoabl BbiaeneHnsa JHK.

6.2 OCO06eHHOCTU B3ATUA YpOreHuTanbHbIX COCKO60B

XKeHLWwmnHbl HakaHyHe obcnenoBaHms He AO/KHbI NPOBOAUTL TyasieT MOSIOBbIX OPraHoB U
cnpuHueBaHune. [na nonyvyeHnss o6beKTUBHOMO pesdynbTtaTta HeobxoamMmo, 4Ttobbl nccnesyembli
MaTepuan coaepxas BO3MOXHO 6osibliee KONMYECTBO aNUTeNuanbHblX KAETOK U MUHUManbHoOEe
KOMMYeCTBO C/IM3N N NpuMecn KpoBu. HenpaBunbHoe B3ATMe 6MoMaTepmnana MOXET NpMBECTU K
HeAOCTOBEepHOMY pe3ynbTaTy W, BCNeACTBME 3TOro, HeobxoAMMOCTM MOBTOPHOMo B3SATUS

éunomaTepuana.

6.2.1 Ocob6eHHOCTU B3ATUA MaTepuana U3 Bnaranuiia

MaTepuan poskeH 6biTb B3AT A0 MpPOBEAEHUsT MaHyanbHOro mMccnefoBaHus. 3epkano
nepes MaHuUNynsuMen MOXHO CMOYUTb ropsivyel BOAOW, NpPUMEHEeHMe aHTUCEeNTUKOB AN
06paboTkn 3epkana npotmsonokasaHo. Cockob 6epyT c 3agHebokoBOro csoga Bnaranumwa. Y
OEeBOYeK B3sTME MaTepuasna npou3BOASAT CO CAM3UCTOM 060s10uKM npeaasepus Bnaranuviula, a B

OTAENIbHbLIX CNy4dYadaX — U3 3aAHEro CeoAa BJiarajulla 4Yepes ruMeHa’sibHble KoJsibLa.

6.2.2 0OcobeHHOCTM B3aTUA MaTepuasna u3 ypeTpsbl

MNepes B3ATMEeM 6uoMaTepuana nauMeHTY peKoMeHAyeTCcs  BOo34epXaTbCs  OT
MoYyencnyckaHus B TeyeHue 1,5-2 vyacos.

HenocpeacteeHHO nepen B3sTueM 6uomaTepuana Heobxoammo obpaboTaTtb HapyxHoe
OTBEpPCTME YpEeTpbl TAaMMOHOM, KOTOPbIA MOXHO CMOYUTb CTEPWUIbHBLIM (U3NONOTNYECKUM

pacTBOPOM.
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Mpy HanMuMmM rHOMHbIX BblaeneHnn cockob pekomeHpyeTcss 6paTb yepe3 15-20 MUHYT
nocne MOYeucrnycKaHus, nNpuM OTCYTCTBUU BbIAENEHUIN HEOH6XOAMMO MPOBECTM MacCaXx ypeTpbl C
noMoOLLbIO 30HAA ANs B3STUS GuomaTepuana. B ypeTpy y XeHLWMH 30H4 BBOAUTCS Ha MybuHY

1,0-1,5 cm, y peten matepuan Ansl uccnepoBaHuss 6epyT TOMbLKO C HApPyXHOro OTBEPCTUSA

ypeTpbl.

6.2.3 0OcobeHHOCTU B3ATUA MaTepuasa U3 LepBuUKalbHOIO KaHana:

Mepen B3ATMEM MaTepumana HeobXxoAMMO yaanuTb BaTHbIM TaMMNOHOM CNM3b W 3aTeM
obpaboTaTtb LWeNKy MaTKM CTePUbHbIM (U3MOSOTMYECKMM pacTBOPOM. 30HA BBOAAT B
LepBuKaabHbIM KaHan Ha rnybuny 0,5-1,5 cM. MNMpu nsenedyeHnmn 3oHaa Heo6XoANMMO MOMHOCTbLIO
WCK/OUNTb ero KacaHue CTEeHOK Bnaranauuia.

6.3 CockobHoe oTaenseMoe 3NUTENMaabHbIX K/IETOK M3  YPOreHWTaslbHOro TpakTa
(uepBuKanbHOrO0 KaHana, Bfaranuuwa, YypeTpbl), NpPAMOA  KWULWKW, POTOIMOTKM,
KOHBIOHKTMBbI rnasa, KoXu
OrpaHnmuyeHme MeTofa - MeCTHOe TMpUMEHEeHMe JieKapCTBEeHHbIX npenapatos, Y3U

BarMHalbHbIM AAaTYMKOM MeHee 4yeM 3a 24 vaca A0 uccnenosaHmsa (AN B3ATUA COCKOBGHOro

OTAENSAEMOro U3 yporeHMTanbHOro Tpakra).

B3saTne Matepmana ocCywecTBASKOT C NOMOLWbIO cneunanbHbIX CTEPUSIbHbIX O4HOPA30BbIX
MHCTPYMEHTOB — YpPOreHuTasbHbIX 30HAOB, UWTOLWETOK MAM TaMMNOHOB, B 3aBMCMMOCTM OT
MCTOYHMKA KIMHMYECKOro MaTtepuasna, coracHoO yCTaHOBAIEHHOW npoueaype.

B3ATne cockoboB NpoBOAUTCS:

— B nnactukosble npobupkn obvéMoM 1,5 Mn, B KOTOpble npeaBapuTenbHO BHECEHO

300-500 MK m3nonormyeckoro pacteopa CTepuibHOro;

— B Npobupkn C TpaHCNOPTHOMW Cpeaon, npefHasHadeHHOW npousBoauTeneMm Ans
TPaAHCMOPTMPOBaHMUSA M XpaHeHus obpasuoB 6uonormMyeckoro Martepuana Ans

MUP-nccnepoBaHunin;

- B npobupkm c peaktmeoM <«[POBA-PAMNO» (npoussoantens OO0 <«HMNO [OHK-

TexHonorms»).

BHUMAHME! <«lPOBA-PAMNMWO» He pekomeHayeTca ans BbigeneHms OHK un3 cockobos wu3
YPOreHUTanbHOro TpakTa y My>X4uH.

Mopsaaok B3aTuNA:

OTKpoiTe KpbIWKY NMpobupku.

2. TepeHecute 30HA C 6uomaTepuanoM B MpobUpKy C GU3MONOrMYECKUM PaCTBOPOM,
TpaHCNOpTHOM cpefon wmnu peaktueoMm <«MPOBA-PAMWO», n TwaTtenbHO nponofowuTe
ero, wusberaa pasbpbi3rMBaHMa XUAKOCTU. 3aTeM W3BAeKUTe 30H4 M3 pacTBopa,
npuxmmas ero K CTeHKe npobupku, OTOXKMUTE M36bITOK XWAKOCTW, yAanuTe 30HA WU
BblbpocbTe. [pu HeobxoAuMMOCTM B3ATUS 6buoMmaTepuana W3 HeCKOosbkuX 6MoTonoB
NnoOBTOpUTE Mpoueaypy, Kaxablii pa3 3abupas MaTtepuan HOBbIM 30HAOM B HOBYIO

npobupky.

22

Perncrpanus MH B PocanpaBrangsope
www.nevacert.ru | info@nevacert.ru



BMY-reH-16/18 | UHCTpYyKUMSA MO NPUMEHEHUIO | 451 ot 05 ceHT6psa 2019 4 "HK-TEXHonor"ﬂ

3. TINOTHO 3aKpolTe KPpbIWKY Npobupku, NMpoMapKnpymTe npobumpky.

BHUMAHME! [onyckaeTca XxpaHeHue obpa3uoB npu Temnepatype oT 2 °C go 8 °C He
6onee 24 vacos.

MpepobpaboTky, NpobonoaroToOBKY M XpaHEeHMEe MmaTepuasna NpoBOAAT B COOTBETCTBUMU C
MHCTPYKUMEN K Komnnekty/Habopy peareHToB ans Bbigenenns [OHK un3 6uonormyeckoro
MaTepwuana.

4. TMpwu B39TUM cockob6oB B NpobMpKK C PU3NOAOrMUYECKMM pacTBOPOM WM TPaHCMOPTHOWN
cpepon nepen BbigeneHnem [OHK komnnektamm <«[MPOBA-ITC» wnn  «MNPOBA-HK»
BbINOJSIHUTE NMpeaobpaboTky:

4.1 NMpobupky, coaepxawyl  aHalau3upyemblii  MaTepuan, ueHTpudyrmpynte npwu
13 000 o6/MnH B TeyeHne 10 MMH Npmn KOMHATHOW TemnepaType oT 18 °C go 25 °C.
MpumeuvaHune - Ncnonbsynte ueHTpudyry ans npobupok ob6vémom 1,5 mn ¢ RCF He Hmxe 13 000 x g,

Hanpumep, ueHTpudyry HERAEUS picol7 (17 000 x g unm 13 000 06/MuH).

4.2 Ypanute HagoCagO4vYHYK XMAKOCTb, OCTaBuB B npobupke npumepHo 50 mkn (ocagok +
xunakas dpakumsa) npu UCNosb30BaHUM ANA BblAeneHns KoMmniekta peareHtos [MPOBA-
NC wan 100 mkn (ocapok + xkumakasa dpaxkumsa) npu UCNOMb30BaHWU A1 BblAENEHUS
koMmnnekTa peareHTtos NPOBA-HK. MNMpobupkn NAOTHO 3aKpbITb KpbIWKaMU.

MonyyeHHbIM MaTepuan rotos Ans sbiaeneHmna OHK.

Mpn B3aTMM cockoboB B npobupkn c peaktmeoM «IMPOBA-PAMNO» AONOAHUTENBHON

npenobpaboTkn He TpebyeTcsa, MaTepman rotos An4 BblaeneHuns AHK.

6.4 MepBas nopums yTpeHHen Mo4n

MepBytlo MopuMiO YTPEHHEN MO4YM B KavecTBe 6MONOrMYeckoro matepuana MCNOob3yioT
MpuM OCTPOM BOCMANIMTENIbHOM MpPOLEeCCe HMXHUX OTAENO0B MOYernosioBOro TpakTa B CBSA3U C
BblpaXeHHOM 60/1e3HEHHOCTbBIO B3SATUS COCKOBa anuTenmasnbHbiX KNETOK.

Ona aHanusa oTbupaloT NepByl MNOpUMIO YTPEHHEW Mouu B Konudvectse 10-15 mn.
Bo3MOXHO uccnegoBaHme NepBon MOpLUM MOYM, MONYYEHHOW Yepes3 aBa U bonee yacosB nocne
npeALlecTBYHOLWEro Mo4YemcnyCckaHus.

OT60p MOUYM NPOBOASAT B CNeELMaNbHYIO CYXYH CTEPWUIIbHYI0 éMKOCTb 06bEMoM o 60 M,
CHabXXEHHYIO0 repMeTUYHO 3aBMHUYNBAIOLLENCSA KPbILLKOWN.

Mocne c6opa MOUYM KOHTEMHEP MNNOTHO 3aKpbIBAKOT U MAapKUPYIOT.

6.5 Cekpet npoctaTbl (NpeacraTenbHOM Xxenesbl)

lMepen B3ATMEM ceKpeTa MpocTaTbl PEKOMEHAYETCS MNOJSIOBOE BO3AEpXKaHWe B TeveHune
Tpex CyTOK A0 UccnenoBaHus.

Mepen B3STUEM CeKpeTa NpocTaTbl MOJIOBKY MOSIOBOro YneHa obpabaTbiBatloT CTEPUIIbHBIM
BaTHbIM TA@MMNOHOM, CMOYE€HHbIM C|Z)VI3VIOJ'IOFVIHeCKVIM pacCTBOpPOM.

Cekpetr npoctaTbl cobupaloT nocne npeaBapuTENbHOro Maccaxa npocTatbl 4epes
npsaMyl0 KUWKY. Maccax npoBogMT Bpad, NOCpeACTBOM 3SHEPrvyHoro HagasaumBatlowWero

ABMXXEHNA OT OCHOBaHUA K BEPXYLUKE XeENE3bl.
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lMocne OKOHYaHMSA Maccaxa BbIAEMBLUMIACA MNPOCTaTUYECKUN ceKkpeT B Buae cBo60AHO
crekaowen kanam (0,15-1,0 mn) cobupatoT B O4HOPA30BYH CYXYH CTEPWUIbHYIO MNpobMpKy
06bEMOM 2 M UK KOHTenHep o6béMoOM Ao 60 M.

EMKOCTb C CEKpPEeTOM MpOCTaThl FEPMETUYHO 3aKPbIBAIOT KPbILWKOW M MapKUpPYIOT.
BHUMAHME! T[lpy nopgo3peHuMm Ha OCTPblA NpPOCTAaTUT BbIMOMHATL MaccaX MpocTaThl

KaTteropmyecku sanpeweHo!!!

6.6 Dakynar

Mepen cbopom asikynsaTa (CEMEHHOM XUAKOCTU) PEKOMEHAYETCS MOSI0OBOE BO3AEpXKaHNE B
TeyeHue Tpex CyTOK A0 uccnenosaHus.

Mepen cb6opoM 3sKyNATa NauMEHT MOUYUTCA B TyasieTe, NOMHOCTLIO OMOPOXHAS MOYEBOM
ny3bIpb.

MNMocne MoyencnyckaHus naumMeHT AO/KEH TWaTebHO BbIMbITb PYKW C MbIIOM U NPOBECTU
TyaneT Hapy>XHbIX MOMOBbIX OPraHOB C MbIIOM U BOAOW. [0N0BKY MOSOBOro Yj€Ha U KpawmHIo
Na0Tb HEOHXOAMMO BbICYLUNTb CTEPUIBHON CandeTKON.

DAKyNAT nony4varT nyTem mactypbauum n cobupatoT B CTEPUIbHbBIN KOHTEHEP 06BEMOM
Ao 60 mn.

EMKOCTb C 39KyN1IiTOM FrepMETMYHO 3aKPbIBAOT KPbILWKOWA M MapKUpYIOT.

6.7 BuonTaThl

BuonTaTbl TKaHelk noMecTMTe B MJACTUKOBYH Mpobupky o6vémom 1,5mMn c
TPaHCMOPTHON cpefoKn, npeAgHasHa4YeHHOMW Mpou3BoAUTENEeM A9 TPaHCNOPTUPOBAHUA W
XpaHeHus obpasuos 6uonoruyeckoro ™atepuana ana [UP-uccneposaHunii. [pobupky

TWaTeNbHO 3aKpounTe.

6.8 TpaHcnopTupoBaHUe U XpaHeHWe uccnegyemolx 0bpasLos

JonyckaeTcs xpaHeHue obpa3uos npu Temnepatype oT 2 °C o 8 °C He 6onee 24 yacos.
B cnyyae HEBO3MOXHOCTWM AOCTaBKM MaTepmana B fabopaToputo B TedeHMe CyTOK AOonycKaeTcs
OAHOKpaTHOe 3aMopaxmBaHue MmaTepuana. [onyckaeTcs XpaHeHWe 3aMOpPOXEeHHOro mMaTtepuana

npu TemnepaTtype oT MuHyc 18 °C go MmHyc 22 °C B TeyeHUe ogHOro mecsaua.
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7 NMPOBEAEHUE AHAJIN3A

7.1 Boigenenmne JHK 13 6buonormyeckoro matepmana

Boigenenmne JHK npoBoaaT B COOTBETCTBMU C MHCTPYKUMEN K UCMOSIb3YEMOMY KOMMJIEKTY
peareHToB. PekomeHAylOTCs KoMMnekTbl ans BbigeneHuns AHK u3 6buonormyeckoro matepuana:
MPOBA-HK, MPOBA-TC, MPOBA-PANNA, MNMPOBA-MY-PAMNA. He pekoMeHAyeTCA MCNOJSIb30BaTb
KoMmiekT peareHTtoB [MPOBA-PAMWL npu Bbigenenmn OHK n3 cockoboB M3 yporeHuTasibHOro
TpaKTa MY>XU4MH.
BHMUMAHME! HeszaBucMmMo OT KUCNOAb3yeMOro KoMmnnekta pAansa  sblaenedunsa [OJHK  u3
buonornyeckoro MaTtepuana OAHOBPEMEHHO HeobxoaMMO MNOArOTOBUTb  OTPUUATENbHbIN
KOHTPOJIbHbIN 0bpa3el, npoweawnn BCce atanbl NpobonoarotoBkn. B KayecTse oTpuuUaTesIbHOro
KOHTpPOJSIbHOro obpa3ua peKoMeHAYeTCs WUCMosib30BaTb (U3MONONMYECKnii pactBop B 06béme,

yKa3aHHOM B MHCTPYKLUMM K KOMIMJIEKTY peareHToB Ans BbiaeneHunsa AHK.

7.2 MoarotoBka un npoeeaeHue MLUP. ®acoBka S, Ang Kaxaon cMmecu ana amnandukaunm
BHUMAHME! lpu npoeBeaeHun BCcex Nocneayowmx AeENCTBUN cneayet maberatb BO34eNCTBUS
NMPSAMbIX CO/THEYHbIX JIydeln Ha NpobUpKnM co CMechbio AN amnnmdukaunm!

7.2.1 TpoMapkupynTe Heobxoammoe KOIMYEeCTBO MpobUMpOK CO CMecbio Ans amnaundukauum,
3anevyaTtaHHoW napaduHOM: Ana  uccneayembix ob6pasuos, ANA  MNONOXWUTENBHOrO
KOHTpOnbHOro o6bpasua (K+) »n oTpuuatenbHOro KOHTposbHOro obpasua (K-). lMpu
NCNoNb30BaHNM Habopa peareHToB B ucrnonHeHun «MNLUP ¢ dnyopecueHTHON aeTekunen no
KOHEYHOM TOouKe» MPOMapKUpyMTe AOMOMHUTENbHO ABe Npobupkn «®OH» ansg KOHTpons

¢doHa ayopecueHunn.

Mpumep: Heobxoaumo npoaHanusmposaTtb 4 obpa3sua. [Ans 3Toro HeobxoaMMo:

—  «[UP c petekumnen B pexunme peanbHOro speMmeHmn», «lMLP c getekunen mMetoaoMm refb-
anekTpodopesa»: npomapkuposaTb 4 npobupkm ana wuccnegyemblx 06pasuoB, OAHY
npobupky ans «K-» 1 ogHy npobupky ansa «K+». Obuwee Kkonn4yectso npobupok — 6.

-  «MUP c dnyopecueHTHON pgeTekuuer Mo KOHEYHOM TOYKe»: NpoOMaApKMpOBaTb
4 npobupkun ana uccneayembix o6pa3yoB, oaHy Npobupky ans «K-», ogHy npobupky ans
«K+», nBe npobupkn «®OH». Obliee KonMM4ecTso npobupok — 8.

BHUMAHME! lNpn ncnonb3oBaHnn ana nposegenuns MNUP npnbopa Rotor-Gene Q MapKkupoBKy

cneayeT HaHOCUTb TOJIbKO Ha KPbIWKKU NI BEPXHIOK TPETb CTEHKU I'Ip06l/IpOK!

7.2.2 BcTpsaAxHuTe npobupky ¢ pactBopoM Tag-nonumepasbl B TedyeHuMe 3-5¢C M

LEHTpUdYrnpyinTe B TeUeHne 1-3 ¢ Ha MUKPOLIEHTPpUYre-BopTEKCE.

7.2.3 [obaBbTe BO BCe nMpoMapkupoBaHHble npobupku (kKpome npobupok «®OH»), He
noepexaas cnon napadwuHa, no 10 Mkn pactBopa Tag-nonuMmepasbl. B npobupkuy,

npomMmapkmpoBaHHble «®OH», gobasbTe no 10 mkn MUP-6ydepa (¢doH).

BHUMAHME! Tpwn ncnonb3oBaHun ansa nposegeHus MNLUP npnbopa Rotor-Gene Q MmHepanbHoe

Macsio B NpobupKu He BHOCUTCS!
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7.2.4 [obaBbTe B Kaxayt npobupky (npyn HeobxognMoOCTU) MO OAHOM Kanje MUHEepPasibHOro

macna (okono 20 Mkn). 3akponTe NJIOTHO NPobMpKMU.

7.2.5 BcrpaxHute npobupkm ¢ npenapatoMm [OHK, MONOXUTENbHbIM  KOHTPOJIbHbBIM
obpasuom (K+) u oTpuuatenbHbIM KOHTpOJsbHbIM o6pa3uom (K-) B TedyeHme 3-5cC mu

ueHTpudyrnpyinte B TedeHne 1-3 ¢ Ha MMKpoOLUEHTpuUdyre-BopTekce.

BHUMAHME! [1na npenoTepalleHns KOHTaMMHaUnnM cnenyet nepen sHeceHuem [IHK oTKpbiBaTb
KPbILWKK TOJSIbKO TeX Npobupok, B KOTopble 6yaeT BHOCUTLCA AaHHbLIA 0bpasel, 1 3aKpbiBaTb WX,
nepen BHeceHneMm cnepywowero. [Mpenapatbl AHK cnegyeT BHOCUTbL HaKOHEYHUMKaMU C

dbunbTpoM.

7.2.6 BHecuTe B COOTBETCTBYHOLWME TMPOMApPKUpPOBaHHble NpobuMpKM, He noBpexaas CAon
napaduHa, 5,0 Mk BblgeneHHoro ns obpasua npenapata AHK (kpome npobupok «K-»,
«K+», «OOH»).

7.2.7 BHecuTe B npobupKy, NpOMapkKuMpoBaHHYK <«K-», He nosBpexaas c/on napaduHa,
5,0 MKN oTpuuaTenbHOro KOHTpPOsibHOro obpasua, npoweawero atan BbligeneHns OHK
(cm.7.1).

7.2.8 BHecuTe B npobupky, npoMapkmpoBaHHyl «K+», He noBpexaas cnoi napadwuHa,

5,0 MK/ NONOXUTENbHOIO KOHTPOSIbHOIrO 06pasua.

7.2.9 BHecute B nNpobupku, npomMapkupoBaHHble <«®OH», 5,0 Mkn OTpMUATENbHOrO

KOoHTponbHoro obpasua, npoweawero atan soigenedns AHK (cm. 7.1).

MpnmeyvaHwne - FoToBble HOPMMPOBOYHbIE npobupkn «OOH» pgonyckaeTcsas MCNOAb30BaTbhb

MHOIOKPaTHO MpM Kaxaol aeTekuuu pesynbtaToB MUP c peakuMoHHbIMM NPO6MPKaMU U3 TOMN e cepuu

Habopa peareHToB. HOpMMpPOBOYHbIE MPOBGMPKN XpaHUTb NMpu TemnepaType oT 2 °C go 8 °C B Te4yeHue

OAHOr0 Mecsiua B TeMHOM MecTte. [pu npoBeaeHun petekumu npobupkuM AOMKHbI MMETb KOMHATHYH
Temnepatypy oT 18 °C go 25 °C, ansa atoro, 3a OAWH 4Yac A0 MPOBEAEHUs AETeKuMKn, Ux Heobxoammo

AOCTaTb U3 XonoauJibHUKaA.

7.2.10 UeHTpudyrnupynte Bce npobupku B TeueHne 3-5 ¢ Ha MUKpOLEHTpUdyre-BopTeKce.

7.2.11 YctaHoBuUTE BCe Npobupkn B TepMoCTaT NporpamMMmupyemsiii unn B 610k amnandukatopa
n npoeeaute TMLUP B pexume, npuBeAeHHOM Ans amMnanduKaTopoB C aKTUBHbIM
peryanpoBaHmneM, € yyeTom obbéMa peakUMOHHOM cMecu, paBHOro 35 Mkn. lMporpammbl

amnnundukaumm ana dacoskm S npuseaeHbl B Tabnnuax A.1-A.6 (MpunoxeHne A).

MpumeuvaHune - TlpoaykTbl aMmnanduKaumm MOXHO XpaHuTb nMpu Temnepatype oT 2 °C go 8 °C B

TeyeHne o4HOro Mecsiua unu npu Temnepatype oT MuHyc 18 °C go MuHyc 22 °C B TedeHmne 12 mMecsaues.
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7.3 MoarotoBka un npoeegeHue MLP. ®acoska W, ansa Kaxaon cmecu ans amnandukaumm

BHUMAHME! lNpwn npoBegeHnn BCeX Nocnenywwmx AeNCcTBuin cnenyeTt niberatb BO34ENCTBUS

MPSAMbIX COTHEYHbIX Ny4Yelr Ha NpobupKu Co cMecbto Ana amnandukaymm!

7.3.1 TllpomMapkupyinTte HeobxogmMoe KOJIMYECTBO YUCTbIX aMMIN@PUKALMOHHBbIX Npobupok
obbémom 0,2 Mn: ans wmccneayemblx 06pasuoB, AN MNOMOXUTENIBHOIO0 KOHTPOSIbHOMO

obpasua (K+) n oTpuuatenbHOro KoOHTponbHoro obpasua (K-).

Mpumep: Heobxoammo npoaHanusaupoBaTb 4 o6pasua. [Ana  310ro0  Heobxoammo
npoMapkmpoBaTb 4 Npobupkn ana mnccnepyembix ob6pasuos, oAHY Npobupky ana «K-» M ogHy

npobupky ans «K+». Obwee konmyecTso npobupok — 6.

BHUMAHME! lNpu ncnonb3oBanmu ansa npoeeaeHuns MNUP npmnbopa Rotor-Gene Q MapKupoBKY

crnenyeT HaHOCUTb TOJSIbKO Ha KPbILWKM WU BEPXHIOK TPETb CTEHKM NPO6MpPOK!

7.3.2 BcTpsAxHUTe npobupky €O CMecbld Ana amnavdukaumm B TedeHue 3-5c¢c wu

LeHTpUdyrmpymTe B TeyeHue 1-3 ¢ Ha MUKpOLEHTpUdyre-sopTeKce.

7.3.3 BHecuTe B KaxAayl MpOMapKUpOBaHHYK npobupky no 20 Mkn cMmecu Ans

amMnandmkaummn.

7.3.4 [obaBbTe B KaxAayl MpoOMapKUpoBaHHYK npobupky no oaHowm kanne (okono 20 mkn)

npeasapuTenbHO pacnnaBaeHHOro napaduHa. 3akponTte NpobUpKn KpblKaMu.

BHUMAHME! T[lapaduH pomxeH ObiTb npeaBapuTenlbHO pacnfaBfieH Ha TBepAOTEsSIbHOM
TepMmoctate npu Temnepatype 80 °C B TeyeHue 10 MuHYT. [pobupKy C pacniaBfe€HHbIM
napapuHOM peKkoMeHAYyeTCA nepea npuMeHeHueM ueHTpudyruposaTb B TeueHue 1-3 C Ha

MUKpOLLEHTpU@dyre-sopTeKce.

7.3.5 UeHTpudyrunpynte npobupkun B TeyeHmne 3-5 c Ha MUkpoueHTpudyre-soprTekce.

7.3.6 [lomecTtuTte Npobupkm B TBEPAOTE/IbHbLIN TEPMOCTAT U WHKYOUpPYHTE nNpu TemnepaTtype

80 °C B TeueHne 5 MUHYT.

7.3.7 [lepeHecuTte npobupkmn B WTAaTUB "pabouyee MecTo", He HAKJIOHSAS N HE NepeBopaymBas u
MHKYbUMpYITe NpM KOMHaTHOM TemnepaType oT 18 °C po 25 °C A0 NOSHOro 3acTbiBaHUSA

napaduHa (06bI4HO 5 MUHYT).

7.3.8 BcTpsaAxHuTe nNpobupky C pactBopoM Tag-nonumepasbl B TedyeHuMe 3-5¢C #u

LEHTpUdYrnpyinTe B TeueHne 1-3 ¢ Ha MUKPOLIEHTPUYre-BopTEKCE.

7.3.9 BHecuTe BO BCe NpOMapKMpoBaHHble NMpobupkKu, He noBpexaas cnok napaduHa, no

10 Mkn pacTtBopa Tag-nonmmepassbl.

BHUMAHME! [Npn ncnonb3soBaHun ans nposeaenmns MNLP npubopa Rotor-Gene Q MuMHepanbHoe

Macno B Nnpobupkn He BHOCUTCS!

7.3.10 fJobaBbTe B Kaxayt npobupky (npy HeobxognMOCTU) MO OAHOM Karje MUHepasibHOro
macna (okono 20 MK). 3akpoiTe NJI0OTHO NPOBbUpKMU.
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7.3.11 BctpaxHute npobupkn ¢ npenapatoMm [AOHK, MONOXMWUTENbHbIM  KOHTPOJIbHbIM
obpasuom (K+) u oTpuuatenbHbIM KOHTpOsibHbIM o6bpa3uom (K-) B TedyeHme 3-5c mu

ueHTpudyrnpyinte B TedeHne 1-3 ¢ Ha MMKpoOLUEHTpuUdyre-BopTekce.

BHUMAHME! [1na npenoTepalleHns KOHTaMUHaUUmM cneayet nepen BHeceHneMm JHK oTkpbiBaTh
KPbILWKK TOJSIbKO TeX Npobupok, B KOTOopble 6yaeT BHOCUTbLCA AaHHbIN obpasel, U 3aKpbiBaTb UX,
nepen BHeceHueMm cnepywowero. [lpenapatel AHK cnegyeT BHOCUTbL HaKOHEYHUMKaMU C

dunbTpoMm.

7.3.12 BHecnTe B COOTBETCTBYHOLWME TMPOMapKMpoBaHHble Mpobupkn, He noBpexaas Cnon
napaduHa, 5,0 Mk BblgeneHHoro ns obpasua npenapata AHK (kpome npobupok «K-»,
«K+»).

7.3.13 BHecute B npobupky, NpoMapkKmpoBaHHyK <«K-», He noBpexaas cnon napaduHa,
5,0 MKN oTpuuaTenbHOro KOHTpPoOsibHOro obpasua, npowegwero stan BblaeneHns OHK
(cm.7.1).

7.3.14 BHecute B npobupky, npoMapkmpoBaHHy «K+», He noBpexpaas crion napaduHa,

5,0 MK NONOXNUTENBHOIO KOHTPONLHOrO obpasua.
7.3.15 UeHTpudyrupynte Bce npobupkm B TeueHne 3-5 ¢ Ha MUKpOLEHTpUdYyre-BopTeKCE.

7.3.16 YcTtaHoBuTE BCe Npobupkun B 610K AeTekTupyrowero amnandmkatopa n nposeaute MLP ¢
yyeToM 06béMa peakuMOHHOM cMecu, paBHoro 35 Mkn. lMporpammbl amnaudukaumn ang

dacoskn W npuseaeHsl B Tabnuuax A.1-A.4 (MpunoxeHue A).

7.4 MoarotoBka u nposegeHune TILUP. ®acoBka W, C WUCNoONAb3OBaHMEM [03UPYHOLLEro

ycTponctea ATcTpum

BHUMAHME! lpn npoBeaeHnn Bcex nocnenyowmx encTemin cnenyet nsberaTb BO34eNCTBUS

NPSAMbIX CO/THEYHbIX Iy4elr Ha NpobuUpKn co CMechbio AN aMmnangukaunm!

7.4.1 BcTpaxHuTe npobupky CcO cMecbio Ana amindukaumm B TedeHue 3-5c¢c wm

LeHTpudyrnpymnTe B TedeHne 1-3 ¢ Ha MMKpOLEHTpUdyre-BopTekce.

7.4.2 BcTpsaAxHuTe nNpobupky C pactBopoM Tag-nonumepasbl B TedyeHuMe 3-5¢C #u

LEHTpUdYrnpyinTe B TeUeHne 1-3 ¢ Ha MUKPOLIEHTPpUdYre-BopTEKCE.

7.4.3 BcTpsaAxHuTe npobumpkm ¢ npenapatom  [OHK, NOMOXWTENbHbIM  KOHTPOJbHbIM
obpasuom (K+) 1 oTpmuaTtenbHbiM KOHTpPOSibHbIM 06pa3suyom (K-) B TeyeHume 3-5¢C u

LEHTpUdYrnpyinTe B TeUeHne 1-3 ¢ Ha MUKPOLIEHTpUYre-BopTEKCE.

7.4.4 YctaHoBuTe nNpobuMpkM CO cMecbio Ans amnnmdukaumm, pacTBopoM Tag-nonvMmepassbl,
napauMHOM, MWHepanbHbIM MacioM, C npenapatamm [OHK, NONOXWUTENbHbIM
KOHTPO/SIbHbIM 06pa3LoM W OTpuuaTesNbHbIM KOHTPOAbHbIM 06pasuoM, a Tak Xxe
MukponnaHwetr ana MUP Ha paboumn cron ATcTpuM WM nposBeanTe [A03MpOBaHue

KOMMOHEHTOB COIMNacHO pyKOBOACTBY MO aKCnayaTaunn.
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7.4.5 TlloMecTuTe akKKypaTHO, He BCTPSAXMBAA MMUKPOMIAHLWET B MNOASIOXKKY repMeTusmpytowero
ycTporictBa [Tnak nocne 3aBeplleHMs mnporpaMMbl Ha A03MpYHOWeEM YCTPOMUCTBe

OTcTpum.

7.4.6 [llpoBeamTe npoueaypy 3arnedyaTblBAHMSA MUKPOMJIQHWET TEPMOMAEHKON COrnacHo

MHCTPYKUMKU K npmbopy ATnak.
7.4.7 UeHnTpudyrupynte mmukponsaHwet npu 1000 06/mMuH B TeueHnune 30 c.

7.4.8 YcrtaHoBuTE MMKporaaHweT B 610K geTekTmpytowero amnandukatopa n nposeagute MLUP
C yyeToM Ob6bEéMa peakuMoHHOM cmecu, paBHoro 35 Mkn. lMporpamMmmbl amMmnandukaumm

ons dacoskn W npusegeHbl B Tabnuuyax A.1-A.4 (MpunoxeHne A).
7.5 Moarotoeka u nposeaeHune MUP. ®acoska U, gnsa kaxaon cmecn ansg amnandumkaumm

BHUMAHME! lNpwn npoBeaeHnn BCexX NoCnenywWmx AENCTBMI cnenyeT niberaTtb BO34AENCTBUS

NPSAMbIX CONTHEYHbIX Jlydeit Ha NPOo6MpPKU CO CMEChio Ana aMnandukaumm!

7.5.1 Tlpomapkupyinte HeobxoAMMOEe KOMMYECTBO UUCTbIX aMnanduUKaumoHHbIX Mpobupok
obbémom 0,2 Mn: ana wmccneayemblXx 06pasuoB, ANS MNONOXUTENbHOrO0 KOHTPOSbHOrO

obpa3sua (K+) 1 oTpuuaTenbHOro KoHTponbHoro obpasua (K-).

Mpumep: Heobxoanmo npoaHanusmposaTb 4 obpasua. [Ona 3T0oro  HeobxoauMmo
npoMapkmpoBatb 4 Npobupkn Ana uccrneayembolx o6pasuoB, oAHY Npobupky ansa «K-» n ogHy

npobupky ansa «K+». Obwee konmyecTso Npobupok — 6.

BHUMAHME! lNpn ncnonb3oBaHun ana nposeaeHus MNUP npunbopa Rotor-Gene Q MapkupoBKy

crnepyeT HaHOCUTb TOJSIbKO Ha KPbILWKM WU BEPXHIOK TPETb CTEHKM NPO6MpPOK!

7.5.2 BcTpsaAxHUTEe npobupky C€O cCMecbld Ana amnaudukaumm B TedeHue 3-5c¢c wu

LeHTpUdyrmpyinTe B TedeHue 1-3 ¢ Ha MUKpOLEHTpUdyre-sopTeKkce.

7.5.3 BHecnte B Kaxayl NpoMapKMpoOBaHHYy npobupky no 6,0 Mkn cMecu Aans

amMnandukauummn.

7.5.4 BcrpsaxHute npobupkun c MNUP-6ydepom n nonnmepason TexHoTaq MAX B TeueHune 3-5 ¢

N ueHTpudyrmpyitTe B TedyeHme 1-3 ¢ Ha MUKpPOLEeHTpudyre-BopTeKkce.
MpumevaHne - MNMonumepasy TexHoTaq MAX pgoctaBaTb U3 MOPO3WSIbHON KaMepbl HEMOCPEACTBEHHO
nepes UCnosib30BaHNEM.
7.5.5 TlpuroTtosbTe cMech lNLP-6ydepa ¢ nonumepason TexHoTaq MAX. [ns aToro cMewanTe B
oTAenbHON npobupke:
e 6,0 x (N+1) mkn MNMUP-6ydepa;
e 0,3 x(N+1) mkn nonumMepasbl TexHoTaq MAX,
roe N — Konm4yecTBo NMPOMapKMpPOBaHHbIX MPOBUPOK C YUETOM «K-», «K+>»,

Mpumep: Heobxogmmo npoaHanmampoBaTb 4 obpasua, «K-», «K+»,
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MpoMapKnpoBaHHbIX Npobupok - 6.

Heobxogumo npurotoButb cMmecb [UP-6ydepa un nonumepasbl TexHoTaq MAX ans

7 (6+1) npobupok, T.e. 42 mkn MUP-6ydepa + 2,1 Mk nonnMmepasbl TexHoTaq MAX.

7.5.6 BcrpaxHute npobupky co cmecbto [UP-6ydepa c nonmmepason TexHoTaq MAX B

TeyeHue 3-5 ¢ n ueHTpudyrnpynTe B TedeHne 1-3 ¢ Ha MUKpoOLUEeHTpudyre-BopTekce.

MpnmeyaHune - Cwmecb [MUP-6bydepa u nonumepasbl TexHoTaq MAX HeobxogMmMo TrOTOBUTb

HENnocpeaCTBEHHO nepen Ncnosib3oBaHUEM.

7.5.7 [obaBbTe B Npobupkn co cMecblo ans amnnudukaumm no 6,0 mkn cmecu MLUP-6ydepa un

nonumepasbl TexHoTaqg MAX. 3akpoliTe NNOTHO NPOBUPKMU.

MpumeuyaHune - MNMocne nobasneHns cmecu MNLP-6ydepa n nonumepasbl TexHoTaq MAX B npobupku co

CMecblo ansa amnandumkaumm Heo6xoaAnMMO B TEYEHME ABYX 4YacoB BbINONAHUTL 7.5.8 - 7.5.13

7.5.8 BcTpsaxHute npobupku ¢ npenapatom  OHK, NOAOXWTENbHbIM  KOHTPOJIbHbIM
obpasuomM (K+) u oTpuuaTtenbHbIM KOHTPOJSbHbIM obpa3uoMm (K-) B TeueHume 3-5¢ u

LeHTpUdyrmpymTe B TeyeHne 1-3 ¢ Ha MUKpOLEHTpUdyre-sopTeKce.

BHMUMAHME! [1na npenoTepalleHns KOHTaMUHaUUM cneayet nepen BHeceHnem OHK oTKkpbiBaTbh
KPbILWKK TOJSIbKO TeX Npobupok, B KOTOpble 6yaeT BHOCUTLCA AaHHbLIN 0bpasel, 1 3aKpbiBaTb UX,
rnepen BHeceHueMm cnepytwowero. [Mpenapatbl AHK cneayeT BHOCUTb HaKOHEYHUMKaMU C

dunbTpoMm.

7.5.9 BHecuTe B COOTBETCTBYIOLIME MPOMAPKMPOBaHHblE Npobupkn 6,0 MK BblAENEHHOMO U3

obpasua npenaparta AHK (kpome npobupok «K-», «K+»).

7.5.10 BHecnte B npobupky, npomMapkumpoBaHHyl «K-», 6,0 MkA oTpuUaTenbHOro

KOHTponbHoro obpasua, npoweawero atan BblgeneHuns AHK (cm.7.1).

7.5.11 BHecute B npobupky, npoMapkuMpoBaHHYyl «K+» 6,0 MKN  MOSIOXUTENbHOrO

KOHTpoNnbHOro obpasua.
7.5.12 UeHTpudyrunpynTte Bce Nnpobupkn B TedeHne 3-5 ¢ Ha MMKpOoLEHTpUdyre-BopTeKce.

7.5.13 YcTtaHoBuUTE BCe Npobupku B 610K AeTeKTUpyrowero amnandmkatopa n nposeaute MLP ¢
yyeToM o6béMa peakuMOHHOM cMecu, paBHoro 18 mkn. Mporpammbl amnaudukaumn ans

dacoskn U npuseaeHsl B Tabnunuax b6.1-6.4 (MpunoxeHune bB).

7.6 MoarotoBka wn nposeneHue T[ILUP. ®acoBka U, C ucCNonb3oBaHMEM [03UPYHOLLErO

ycTponcTea ATcTpum

BHUMAHME! lNpwn npoBeaeHnn BCeX Nocnenyowmx AencTBmin cnenyet nsberatb BO34eNCTBUSA

NPSAMbIX CO/THEYHbIX ydelr Ha Npobupkn co cMecbio Ang amnnmdukaunm!

7.6.1 BcTpsaAxHMTE npobupky C€O cCMecbld Ana amnaudukaumm B TedeHue 3-5c¢c wu

LeHTpudyrmpyinTe B TedeHue 1-3 ¢ Ha MUKpOLEHTpUdyre-sopTeKkce.

7.6.2 BcrpsaxHute npobupkun c MUP-6ydepom n nonnmepason TexHoTaq MAX B TeueHume 3-5 ¢

N UeHTpudyrnpynte B TeyeHme 1-3 ¢ Ha MMKpoUeHTpudyre-BopTeKCe.
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MpunmeuvaHune - Monumepasy TexHoTaq MAX poctaBaTb M3 MOPO3WJIbHOM KaMepbl HEMOCPEACTBEHHO

nepeg ncnoib3oBaHMeEM.

7.6.3 Cnegys ykasaHusaMm MO pgo3umpylowero ycrtponcrtesa ATcTpuMm, B oTAenbHOM npobupke

npurotosbTe cMech MNLUP-6ydepa c nonumepason TexHoTaq MAX.

7.6.4 BcTpaxHuTe npobupky B TedeHume 3-5C m ueHTpudyrmpymte B TeuyeHue 1-3 C Ha

MUKpoUeHTpudyre-sopTekce.

7.6.5 BcrpaxHute npobupkm ¢ npenapatoM [OHK, NOMOXWUTENbHbIM  KOHTPOJSIbHbLIM
obpasuom (K+) 1 oTpmuaTtenbHbIM KOHTpPOSibHbIM 06pa3uyom (K-) B TeyeHume 3-5c u

LeHTpUdyrupyiTe B Te4eHne 1-3 ¢ Ha MUKPOLEHTPpUdYre-BOpTEKCE.

7.6.6 YctaHoBuTE npobupkm co cMecbio aAnsa amnnundukaumm, co cMmecbto [1LUP-6ydepa u
nonuMmepasbl TexHoTaq MAX, c npenapatamm [OHK, NONOXWUTENbHbIM KOHTPOJIbHbIM
06pa3uoM 1 oTpuuaTenbHbIM KOHTPOJIbHLIM 06pa3uoM, a Takxe MukponnaHwet ansa MupP
Ha pabouun cton AOTcTpyuM W npoBeaAnTe [03MPOBAHME KOMMOHEHTOB COM1acHO

PYKOBOACTBY MO 3KCMyaTauuu.

7.6.7 TloMecTUTe akKypaTHO, He BCTPAXMBAs MUKPOMMAHLLET B MOANOXKY FrepMETU3NPYIOLLEro
yctpoiictea [Tnak nocne 3aBeplleHMss MporpaMMbl Ha JAO3UPYHOLLEM YCTpoOWcTBe

OTctpum.

7.6.8 TllpoBeante npoueaypy 3anevyaTbiBaHWUA MWUKPOMAAHLIET TEepMOM/IEHKOW COrflacHo

WHCTpYKuMn K npmbopy ATnak.
7.6.9 UeHTpudyrupynte mukponnaHwet npu 1000 06/MuH B TeueHnme 30 c.

7.6.10 YcTaHoBMTE MUKpOMNaHWeT B 610K AeTekTmpylowero amnandukatopa n npoeeaute MLUP
C yyeToM 0b6bEMa peakLMOHHOM cMecu, paBHoro 18 mkn. MNporpammbl amnnmdukaumm

ans dacoskun U npuseaeHbl B Tabnuuax b.1-6.4 (MpunoxeHne b).

8 PETMCTPALUMSA PE3Y/IbTATOB AMIVINOUKALIUN

8.1 Perncrtpaumns pesynbtatoB amnnudukaumm ¢ ncnonblosaHmem MNLP-geTekTopa
Mocne npoxoxaeHus peakumu amnnmdukaumm npobupku nomectute B lMUP-getekTop,
odopMUTE MPOTOKOA W MpPOBEeAUTE PperncTtpaumio pesysbTaToB B COOTBETCTBMU C
WHCTpyKumern Kk npubopy (NoporoBble 3HA4YeHUMs AN cneunduyeckoro npoaykKTa

coctaBnstoT 1,75-2,10, ans BHyTpeHHero KoHTpons - 2,50).

8.2 Perucrpauuss pe3ynbTaToB aMnaMdukauumm C  UCMNONb3OBaHMEM  OETEKTUPYIOLWMX
amnnmdnkaTopos
Perncrpauus curHana gpnyopecueHumMm npoBognTcs NnpnbopoM aBToMaTU4eCcku BO BpeMs
amnandukaummn. OdopmieHMe npoTokoAa W aHanmM3 pe3yabTaTOB MNpPoOBOAMTCS B

COOTBETCTBUWN C MHCTpPYyKUMEN K npubopy.

8.3 Peructpauusi pesynbTaToB aMnanduKaLmMm ¢ UCNosib30BaHMEM refib-anekTpodopesa
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8.3.1 Mo OKOHYaHMM peakuumm amandukKaunmm pesynbTaTbl aHAAU3MPYOT  METOAOM
rOPU30HTANbHOIO resfb-3neKTpodopesa B COOTBETCTBUM C MHCTPYKUMEN K KOMMAEKTY
peareHToB As4 getekumm npoaykrtos MUP meTogom renb-anektpodopesa.

8.3.2 OTKponTE KPpbIWKK NPOBUPOK C MpoAyKTamMu amnamndukaunm mn npokosmte B napaduHe
OTBEpCTME AMaMETPOM NpuMepHO 2-3 MM C MNOMOWbK CTajibHOWM MNpoBonoku. [llocne
npoKanbiBaHMUS KaXaolr npobupku MNpoBOAOKY MNPOMbITb B €MKOCTM C BOAOMPOBOAHOM
BOAOMN.

8.3.3 BHecuTe ocTOopoXHO 7,0 MK NpPOAYKTOB aMmindukaunm U3 Kaxaon amnindukaunoHHoOM
NpobmnpKkn B COOTBETCTBYHOLLYIO JIYHKY arapo3Horo rens nog 6ydepHbii pacTeop.

8.3.4 YcTaHOBWUTE KPbILWKY KaMepbl 414 anekTpodopesa n NoAKIUNTE UCTOYHUK NMOCTOSHHOIO
Toka. dnektpodopes npoBoasaT npu HanpsxeHun 20 BonbT/cM B TeyeHue 10 muH (npum
wupnHe kamepbl 10 cM, HanpsbkeHue, yCTaHaB/iMBaeMoe B WCTOYHMKE MOCTOSHHOIO
ToKa, A0KHO 6bITb NpnbnnsnTensHo pasHo 200 B).

8.3.5 OTKAKUMTE WUCTOYHMK MOCTOSHHOIO TOKa MNOCNe OKOHYaHWA 3nekTpodopesa, CHUMUTE
KPbILWKY C KaMepbl.

8.3.6 BblHbTEe NMAACTUHY C arapo3HblM refieM U3 Kamepbl A58 3nekTpodopesa, CHUMUTE refb C
NNacTUHbI, NOALENNB ero C Kpasl, 1 NOMEeCTUTE Ha 3KpaH TPaHCUATIOMUHATOPA.

8.3.7 HapeHbTe 3aWMTHYHO MacKy WM  YCTaHOBMUTE  3alUMTHbIM  3KpaH, BKKO4YUTE
TPAHCUNIOMUHATOP W NpoaHanu3npyinTe  NoNyYeHHble  pe3ynbTaThl.  [poaykT
amnnndnKaunmm BUAEH B ybTpadmoneToBoM ceeTe (A/MHa BOMAHbI 254 HM unin 310 HM) B

BUAE CBeTALWENCS Noaochl KpaCHO-OpaHXeBOro LBETa.

9 YYET PE3YJ/IbTATOB PEAKLIUA
9.1 Bupycbl nanuniomel yenoeeka 16, 18 tunos (HPV 16, 18).

9.1.1 YdyeT pe3ynbTatoB peakunmn cC nomowbio T[LP-geTekTOpa wNM [AeTeKkTUpYHoLero

amnnudmkaTopa

9.1.1.1 YueT M WUHTepnpeTauus pe3ynbTaToB peakuuMu OCYLeCTBMSEeTCS aBTOMAaTU4YecKu C
noMoublo rMnporpaMMHoro obecrnedeHus, noctaBnsiemoro c [UP-geTekTtopoM wnm

AETEKTUPYHOLUMM aMNINbUKATOPOM.

9.1.1.2 B 6uonornyeckux obpasuax, cogepxawmx OHK Bupyca nanwunnombl yenoseka 16-ro

n/vnun 18-ro Tnna:

e nporpamma [LP-getektopa GUKCUMPYET MNOMOXUTENbHbIM pe3ynbTaT. Pe3ynbTaTt
amnnmdumKaumm BHYTPEHHEero KOHTPOsbHOro obpasua B 3TOM cC/fiydae B y4yeT He
npuHUMaeTcs;

e JeTeKTUpYyLWnii amMnandukaTtop perucTpupyet 3KCNOHEeHUMWalbHbIA POCT YPOBHS
dnyopecueHunn ana cneymduyeckoro npoaykta. PesynbtaT aMmnamdukauunm

BHYTPEHHEro KOHTPOJIbHOro obpasua B 3TOM c/lyyae B y4eT He NMpuHMMaeTcs.
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9.1.1.3 B 6uonormyeckmx obpasuax, He cogepxawmx HuU OHK Bupyca nanmnnombl 4yenoBeka

16-ro Tvna, Hn OHK Bupyca nanunaoMbel yenoseka 18-ro tmna:

e nporpamMMa [LP-netekTtopa npu MOJIOXKUTENIBHOM pe3ynbTaTe aMnaMbukauum
BHYTPEHHEro KOHTPOJIbHOro ob6pa3sua GUKCUpyeT oTpULLIATENbHbIN pe3ynbTarT;

e [NETEKTMPYIOLWMUIA aMnIndUKaTop PErUCTPUPYET SKCMOHEHLMANbHbIA POCT YpPOBHS
¢bnyopecueHuUunmn BHYTpPEHHEro KOHTPOJIbHOIO obpasua n oTCyTCTBME

3KCMNOHEHUWMAaNbHOIo pocCTta KpMBOﬁ ans CI'IeLl,MCbMLIeCKOFO npoAayKTa.

9.1.1.4 Pe3ynbTaT OLUEHMBAETCA KaK HEOCTOBEPHbLIN B C/lyyae:

e OTpUUATENbLHOro pesynbTata Ha Hanmume uenesor [OHK wn oTpuuaTtenbHoro
pesynbTaTa aMmindmKaumum BHyYTPEHHEro KOHTposibHOro obpasua (MuUP-getekTop).

e OTCYTCTBUSA 3KCMOHEHUMAIbHOro pocTta YPOBHA dnyopecueHunn ans
cneuymduryeckoro npoaykta W ANA  BHYTPEHHEro KOHTponbHOro obpasua
(netekTupywmn  amMnamdukaTop). IOTO MOXET ObiTb BbI3BAHO MNPUCYTCTBUEM
uHrnbmutopos B npenapate [AHK, nony4YeHHOM U133 KAWMHWYECKOro MaTepwana;
HEBEPHbIM BbINO/IHEHWEM MPOTOKOSA aHanusa, HecobnwaeHneMm TemnepaTypHOro
pexuMma amnnudukaumm wu ap. B 3ToM cnydae Tpebyetca numbo noBTOpHas
noctaHoBka ammandukaumm npenapata [OHK, nnbo noBTopHOe BblaeneHue

npenapata AHK, nnbo noBTopHoe B3ATME KIMHMYECKOro MaTepunana.

9.1.1.5 Mporpamma MMLUP-pgeTekTOopa ¢GUKCUpPYET COMHUTENbHbIM pe3ynbTaT B Clyyae, ecnu
3HayeHue aAna cneumduyeckoro npoaykKTa nonagaeT B 30HY HeonpeaeneHHOCTU
pe3ynbTtaToB (pe3ynbTaT amnamdukaumm BHYTPEHHEro KOHTpPOsbHOro obpasua B
yyeT He npuHuMmaeTcsa). B 3ToM cnydyae HeobxoAuMMO MOBTOPUTbL MUCCAefOBaHMeE

AaHHoro obpasua (cM. 9.1.1.4).

9.1.1.6 Mpun rnosly4yeHmnm MOSIOXNTENbHOIO pesynbTaTa (NUP-petekToOp) unm
3KCMOHEHUMANbLHOro pocrta dnyopecueHunm (AeTekTupylowmin amnnmdukaTop) ans
cneumdunyeckoro npoaykta B OTpUUATE/IbHOM KOHTPOJIbHOM ob6pasue <«K-»
pe3ynbTaTbl BCEN TMOCTAaHOBOYHOM cepum OpakylT. B 3ToM cryyae Heobxoammo
nposeaeHue cneunanbHbIX MeponpusaTui ans yCTpaHeHus BO3MOXHOM

KOHTaMMUHaLUUu.
9.1.2 YueT pe3ynbTaToB peakumnn C NoMoLLblo renb-anekTpodopesa

9.1.2.1 B nonoxutenbHbiXx obpasuax AoMKHblI ObiTb BMAHBLI MOSIOCHI OpaHXXeBO-KPACHOro
useta Ha ypoBHe MoJsiocskl MOSIOXNTENBbHOIO KOHTPOJIbHOI0 obpasua,
cooTBeTcTBYlOWMe dparmeHTy [AHK Bupyca nanunnombl 4enoBeka 16-ro Tuna
pasMmepoM 367 n.H. u/unu ¢pparmeHty HK Bupyca nanmniombel Yyenoseka 18-ro tuna
pasMmepoM 417 n.H., AN COOTBETCTBYOWEN cMecn ans amnamdbunkaumm. Hanmume nnm
OTCYTCTBME MNOJSOChl, COOTBETCTBYIOLWEN BHYTPEHHEMY KOHTpPOSbHOMY obpasuy

pa3mepoM 900 n.H., B 3TOM CcNy4dae B y4eT He NPUHUMAIOT.

9.1.2.2 B oTpuuaTenbHbix obpa3uax, B TOM 4YuC/e B OTpMUaTE/IbHOM KOHTPOAbLHOM obpasue,

CBETALLMECS MOSIOChI OpaHXEeBO-KPAaCHOro uBeTta, cooTBeTcTBytowme dparmenTty OHK
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BMpYyCa NanwuJioMbl 4yenoBeka 16-ro Tuna pasmepoMm 367 n.H. n dparmeHty OHK
BMpYyCa nanuiaoMbl Yyenoseka 18-ro tmna pasmepom 417 n.H., 4719 COOTBETCTBYIOLEN
cMecn ansa aMmnandukaumm A0SKHbI OTCYTCTBOBaTb, @ MNOJs0Ca, COOTBETCTBYHOLAsN
BHYTPEHHEMY KOHTpPO/bHOMY 06pa3uy pasmepom 900 n.H., Ao/KHA 6bITb OTYETAMBO

BUAHa.

9.1.2.3 B cnyuae otcytcTtBus B nccnegyemoMm obpasue nosiocbl OpaHXeBO-KpPacCHOro LBETa,
cooTBeTCcTBYlOWEN dparmeHTty [AHK Bupyca nanumniombl 4yenoseka 16-ro Tuna
pa3mepoM 367 n.H. n dparmeHty OHK Bupyca nanuasiombl 4yenoseka 18-ro Tuna
pasmepoM 417 nN.H.,, WU OTCYTCTBMS NOJSIOCbl OpPaHXEeBO-KpPaCHOro LBETa,
COOTBETCTBYHOLLEN BHYTPEHHEMY KOHTpPO/AbHOMY o06pa3uy pasmepom 900 n.H.,
pe3yfbTaT CYMTAOT HEeAOCTOBEepHbIM. DTO MOXeT 6biTb BbI3BAHO MPUCYTCTBUEM
MHrMbmtopos B npenapate [AHK, nonyyeHHOM U3 KAMHWYECKOro MaTepuana;
HEeBEepHbIM BbINOJIHEHWEM TMPOTOKONA aHanu3a, HecobnwoaeHueMm TemnepaTypHOro
pexumMma amnandukaumum wn ap. B 3ToM cnydae Tpebyetca nnbo noBTopHas
noctaHoeka amnaudukaumm npenapata [AHK, nnbo noBTOpHOE BblaeneHue

npenapata AHK, nnbo noBTopHOE B3ATME KJIMHMYECKOr0 MaTepunana.

9.1.2.4 B cnyyae Hanuuus Nonockl, cooTBeTcTBYOWen dparmeHTy AHK Bupyca nanunnomel
yenoseka 16-ro Tuna pasMmepoM 367 n.H. unu dparmMeHty AHK Bupyca nanuanombl
yenoseka 18-ro Tuna pasMepom 417 n.H., B OTpMUATENbHOM KOHTPOJIbHOM obpasue
(K-) n4nnga cooTBeTcTBYOWEN cMecu And  aMnandukauum  pesynbTaTbl  BCeN
MNOCTAHOBOYHOW CepUM CUYMTAIOT HeAOoCTOoBEPHbIMM. B 3TOM cnydae Heobxoammo
npoeeaeHue cneuvanbHbIX MeponpuaTUi ans yCTpaHeHus BO3MOXHOM

KOHTaMuHauuu.
9.2 Bupyc nanunnombl yenoseka 16 tuna (HPV 16)

9.2.1 YueT pe3ynbratoB peakumm c nomowbto [ILUP-geTekTopa WM AETEKTUPYIOLLEro

amnnudmkaTopa

9.2.1.1 YueT M WUHTepnpeTauuss pe3ynbTaToB peakuuMnu OCYLeCTBMSEeTCS aBTOMAaTU4YecKu C
nMoMoubld MporpaMMHoro obecnedeHusi, noctasnsgemoro c [UP-petektopom wnin

AETEKTUPYIOLUMM aMNINbUKATOPOM.

9.2.1.2 B 6uonornyeckux obpasuax, cogepxawmx OHK Bupyca nanwunnombl yenoseka 16-ro

TnnNa:

e nporpamma [lLP-getektopa GUKCUMPYET MNOMOXKUTENbHbIM pe3ynbTaT. Pe3ynbTaTt
amnnmdumKaumm BHYTPEHHEero KOHTPOsibHOro obpasua B 3TOM C/fiydae B y4yeT He
npuHUMaeTcs;

e JeTeKTUpYyWnii amMnandukaTtop perucTpupyet 3KCNOHEeHUMWasNbHbIA POCT YPOBHS
dnyopecueHunn ana cneuymduyeckoro npoaykra. PesynbTaTt amnnmdukaumu

BHYTPEHHENO0 KOHTPOJ/IbHOIo o6pa3ua B 3TOM C/ly4ae B YYET HE NMPUHNMAETCA.

9.2.1.3 B 6uonornyecknx obpasuax, He cogepxawmnx AHK Bupyca nanunnombl yenoseka 16-ro

TMna:
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e nporpamma [LP-geTektopa npuv MNONOXWUTENbHOM pe3yabTaTe aMnandukaumm
BHYTPEHHEro KOHTpPOJsibHOro obpasua pukcupyeTt oTpmuaTesibHbIN pe3ybTaT;

e [JeTeKTMpYylWwmnii amnindukaTop perncTtpupyeTr 3KCNOHEHUWaNbHbIA POCT YPOBHS
dnyopecueHunmn BHYTPEHHero KOHTPOJIbHOIO obpasua 7 OTCyTCTBME

3KCMOHEHLMaNbHOro pocTa KpMBOMN Ana cneumndunyeckoro npoaykra.

9.2.1.4 Pe3ynbTaT OUEHMBAETCA KaK HELOCTOBEPHLIN B C/yyae:

e OTpMUATENBHOrO pe3ynbTaTa Ha Hanuuue OHK Bupyca nanunaomel yenoBeka 16-ro
TMNa u oTpuuaTeNnbHOro pe3ynbTaTa amnandukauum BHYTPEHHEro KOHTPOJbHOMO
obpasua (MLP-pgeTekTOp).

e OTCYTCTBUSA 3KCMOHEHUMNANbHOro pocTa YPOBHS dnyopecueHunu ans
cneumdmryeckoro nNpoAykta M AN BHYTPEHHEro KOHTPONbHOro obpasua
(netexkTupyowmn  amnandukatop). 3TO MOXeT O6biTb BbI3BAHO MPUCYTCTBUEM
nHrubutopoe B npenapate [AHK, nonyyeHHOM W3 KJAMHMYECKOro MaTepuana;
HEBEPHbIM BbINO/IHEHMEM MPOTOKONAA aHanusa, HecobnwaeHnem TemrnepaTypHOro
pexuma amnandukaumm wm ap. B 3ToM cnyuyae Tpebyetrcs nmbo noBTOpHas
nocTtaHoBka amnnandukaumm npenapata [AHK, nmbo noBTOpHOEe BblaeneHue

npenapaTta AHK, nnbo noBTOpHOE B3ATUE K/IMHMYECKOro MaTtepuana.

9.2.1.5 Mporpamma TMLUP-getektopa (UKCMPYET COMHWUTESNbHbIM pe3ynbTaT B Cly4dae, ecnu
3HavyeHMe Ansa cneuumduyeckoro npoaykKTa nornajaeTr B 30HY HeonpeaeneHHOCTU
pe3ynbTtaToB (pe3ynbTaT aMnanduKaunum BHYTPEHHEro KOHTPOSbHOrO obpasua B y4er
He npuHMMaeTcd). B aToM cnydae HeobxoAMMO MOBTOPUTL MCCNeAOBaHWE AaHHOro
obpasua (cm.9.2.1.4).

9.2.1.6 Mpu rnoslyyeHmnm MOSIOXNTENbHOIro pesy/fbTaTta (NUP-petekTOp) nnm
3KCMOHEHUWANbHOro pocTta dnyopecueHumn (OeTekTupyowmn amnandukaTop) Ans
cneumduyeckoro Npogykra B oTpuuaTesibHOM KOHTPOSIbHOM obpasue «K-» pesynbTatbl
BCEN MNOCTAaHOBOYHOM cepun 6pakywT. B 3ToM cnydyae HeobxoaumMo npoBeneHue

cneunanbHbIX MEPONPUATUIA AN YCTPAHEHUS BO3MOXHOW KOHTaMMHaumu.
9.3 Bupyc nanunnomsl yenoseka 18 tuna (HPV 18)

9.3.1 YuyerT pe3ynbratoB peakumm ¢ nomowbto [ILUP-peTekTOopa wAuM AeTeKTUpYyroLwero

amnnudmnkaTopa

9.3.1.1 YyeT n uHTeprpeTaums pe3ynbTaToOB peakuunm OCYLLEeCTB/SAETCH aBTOMaTU4YeCKn C
noMoLlblo mnporpammHoro obecnedeHus, noctasnsiemoro c [UP-geTektopoM wnam

LEeTEeKTUPYHOLWUM aMNIndrUKaTopoM.

9.3.1.2 B 6uonornyecknx obpasuax, copgepxawmnx OHK Bupyca nanunnombl yenoseka 18-ro

ThnNa:

e nporpamMma [LP-getekTopa (UKCMpPYEeT MONIOXKMUTENbHbIN pe3ynbTaT. PesynbtaT
amMnaInduKaumMm BHYTPEHHEro KOHTPOJSIbHOro o6pasua B 3TOM C/lyyae B Yy4yeT He

NMPUHNMaAETCA,
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e [JeTeKTMpYylWwnii amnnndukaTop perncrpupyeTr 3KCNOHEHUWalbHbIA POCT YPOBHS
dnyopecueHumn pgns  cneuymduyeckoro npogykrta. Pe3synbtat amnnmndukauum

BHYTPEHHEro KOHTpoJibHOro o6pasua B 3TOM C/lyyae B y4YeT He NMpUHMMAETCS.

9.3.1.3 B 6uonornyeckmnx obpasuax, He cogepxawmx AHK Bupyca nanunnombel yenoseka 18-ro

THnNa.

e nporpamMMa [LP-netekTtopa npu MOJIOXKUTENBHOM pe3ynbTaTe aMnaMbukauum
BHYTPEHHEro KOHTPOJIbHOro ob6pasua GUKCUpyeT OoTpULLIATENbHbIN pe3ynbTaT;

e [ETEKTMPYIOLWMUIA aMnIndUKaTop PErUCTPUPYET SKCMOHEHLMANbHbIA POCT YpPOBHS
¢bnyopecueHuUunmn BHYTPEHHEro KOHTPOJIbHOIO obpasua n oTCyTCTBME

3KCMNOHEHUWMAaNbHOIro pocCTta KDMBOVI Aans CI'IEU,MCDMLIGCKOFO npoAayKTa.

9.3.1.4 Pe3ynbTaT OUEHMBAETCA KaK HELOCTOBEPHLIN B C/y4ae:

e OTpuUaTeNibHOro pesynbTata Ha Hanuuymne OHK Bupyca nanunnombl YenoBeka 18-ro
TMNa v oTpuuaTenbHOro pesynbTata amnaMduKaumm BHYTPEHHEro KOHTPOJIbHOro
obpasua (MNuP-getekTop).

e OTCYTCTBUSA 3KCMOHEHUNANbHOro pocTa YPOBHS dnyopecueHUuUmn ang
cneundunyeckoro npoaykta W ANA  BHYTPEHHEro KOHTpOSbHOro obpasua
(pnetexkTupyowmn amMnandukatop). ITO MOXeT ObiTb BbI3BAHO MPUCYTCTBMEM
nHrnémtopos B npenapate [AHK, nony4eHHOM W3 KAMHMYECKOro MaTepuana;
HEBEPHbLIM BbIMNO/IHEHWEM MPOTOKOMA aHanusa, HecobnwaeHneM TemrnepaTypHOro
pexuma amnnudbdukaumm wn ap. B 3ToM cnydae Tpebyetca nubo nosTopHas
noctaHoBka amnnmdukaumm npenapata [AHK, nmbo nosTopHOe BbigeneHune

npenapata AHK, nnbo noBTopHOE B3ATME KIMHUYECKOro MaTepuana.

9.3.1.5 TlporpammMa [lUP-getekTOopa PUKCUPYET COMHUTENbHbIA pe3ynbTaT B Cflyyae, ecnu
3HayeHue Ana cneunduyeckoro npoaykTa nonagaeT B 30HY HeonpeaeneHHOCTU
pe3ynbTaToB (pe3ynbTaT amnandukaumMnm BHYTPEHHEro KOHTposbHOro obpasua B
yyeT He npuHUMaeTcs). B 3ToM cnyyae HeobxoaMMO MOBTOpUTL UCCNefOBaHWe

AaHHoro obpasua (cm. 9.3.1.4).

9.3.1.6 Mpwn noslydyeHunm MOSIOXNTENbHOIro pe3ynbTaTa (NUP-petekTOp) nnm
3KCMOHEHUMANbHOro pocTta dayopecueHunn (AeTeKTupylownin amnandukaTop) anas
cneunduryeckoro npoaykrta B OTPULATENbHOM KOHTpPOJIbHOM o6pa3ue «K-»
pe3ynbTaTbl BCEA MNOCTAHOBOYHOW cepun O6pakytoT. B 3ToM cnydae Heobxoammo
nposeaeHne  crneumasnbHbIX MepOonpuUATUiA ans yCTpaHeHus BO3MOXHOM

KOHTaMUHaLUUN.
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10 TPAHCNMOPTUPOBAHUE, XPAHEHUE N SKCIJTYATALUA

10.1 TpaHcnopTMpoBaHue
10.1.1 TpaHcnopTMpoBaHue Habopa peareHTOB OCYLIECTB/SAIT B TEPMOKOHTENHepax C
xnagosnemMeHTamm BCEMM BuUAaMW KPbITOrO0 TpaHCnopTa npu TemnepaType,

COOTBETCTBYHOLLEN YCNIOBMSM XPaHEHUSI KOMIMOHEHTOB, BXOASILLMX B COCTaB Habopa.

10.1.2 JonyckaeTca TpaHCnopTupoBaHue nosmMmepasbl TexHoTaq MAX (dacoska U) npu

TemnepaTtype oT 2 °C go 8 °C He 6onee 5 cyTok.

10.1.3 Habopbl peareHToB, TPaHCMOPTUPOBAHHbIE C HapyweHUEeM TeMrepaTypHOro

pexuma, NPpMMEeHEeHWI0 He noanexar.
10.2 XpaHeHue

10.2.1 KoMmrnoHeHTbl Habopa peareHToB, 3a UCKJIlOYEHUEM MonnMmepasbl TexHoTaq MAX, cneayeTt
XPaHUTb B XOJI0AUJIbHUKE WU XON0AWIbHOM KaMepe npu TemMnepaTtype oT 2 °C no 8 °C B

TEYEHNE BCEro Cpoka roaHocCTu.

10.2.2 Nonumepasy TexHoTaq MAX crnepyeT XxpaHUTb B MOPO3UJIbHOM KaMepe npu Temnepartype

OT MUHycC 18 °C no MuHyc 22 °C B TeueHne BCero cpoka rogHocTn Habopa.

10.2.3 CMecb ang amnamdpukaumm m cMecb Ana amnandukaumu, 3anedaTtaHHylo napadguHoM,
cnepyeT XpaHuTb B XON0AMNBHUKE UKW XONOAWAbHOW KaMepe npu Temnepatype ot 2 °C

00 8 °C B 3alUMLLEHHOM OT CBETa MecTe B Te4eHue BCero cpoka rogHocTtm Habopa.

10.2.4 Habopbl peareHTOB, XpaHMBLUMECHA C HapyLleHWeM pernaMeHTUpPOBaHHOrO pexuMa, a

TaKXe C UCTEKLIUM CPOKOM roAHOCTU, MPUMEHEHUIO HE noanexar.
10.3 YkasaHusa no skcnnyataumu

10.3.1 Habop p[o/mkeH MNpPUMEHATbCS COrflacHO  AEenCTBYHOLWEN BepCcuMn  YyTBEPXAEHHOM

WHCTPYKLMN MO NMPUMEHEHWIO.

10.3.2 Nocne BCKpbITUA YNAaKOBKWM KOMMNOHEHTbl Habopa cneayet XpaHuTb Npu CneayroLlmx

YyCNoBUSAX:

- KOMMOHeHTbl Habopa cnepyeT XpaHUTb B XONOAUJIbHUKE WMAW XON0AWMIbHOW Kamepe npu
TemnepaType oT 2 °C go 8 °C B TeueHuMe BCero cpoka rogHocTn Habopa;

- CMecb Ansa amnamdukauumm M cmecb Ansa amnaumdukaumu, 3anedvyaTtaHHyr napaduHoM,
cnenyeTt XpaHuUTb B XON04AUNbHUKE WAN XONOAWIbHOM Kamepe npu TemnepaTtype ot 2 °C
Ao 8 °C B 3aWMLWEHHOM OT CBETa MecTe B TeyeHMe BCero Cpoka rogHoctTn Habopa;

- nonumepasy TexHoTaq MAX cnepyeT XpaHUTb B MOPO3W/IbHOM KaMepe npu TemnepaType

OoT MMHYC 18 °C go MmHyc 22 °C B TedeHne BCero cpoka rogHocTn Habopa.
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11 YKA3AHUA MO YTUITN3ALUUN

11.1 [lpn wncnonb3oBaHum Habopa B KIMHUKO-AMArHocTudeckon nabopatopum obpasyrTcs
oTX0Abl Knaccos A u B, KoTopble KNaccMUUNPYIOTCA U YTUIU3UPYIOTCS B COOTBETCTBUMU
c TpeboBaHmamMmn CaHlnH 2.1.7.2790-10 «CaHuTapHO-3anunaemMmmoniornyeckne tpebosaHms

K 06pau.|,eano C MeANLUNHCKNUMU OTXO4aMU>.

11.2 Habopbl, npuwegwmne B HENPUrogHOCTb, B TOM 4uC/le, B CBA3M C UCTEYEHMEM CpOKa
roAHOCTM W HEUCNONb30BaHHble peakTMBbl, OTHOCATCA K Knaccy b w noanexart

yTuansaumm B cOoTBeTCcTBMM € TpeboBanmsamm CaHluH 2.1.7.2790-10 n MY 1.3.2569-09.

11.3 VYnakoBka Habopa peareHtoB (KOpobKKW, rpunnepbl) MocCAe WCNOJb30BaHUA Mo
Ha3Ha4eHM, OTHOCUTCS K OTX0A4aM Knacca A U YTUIM3NPYETCS C BbITOBbIMM OTXOAAMMU.
12 FAPAHTUN N3FOTOBUTENA

12.1 [peanpusatne-msaroToBuTeNb  rapaHTUpPyeT  COOTBeTCTBME  Habopa  TpeboBaHuaM
TEXHUYECKNX YCI0BUW MNpu cobnogeHnn yCnoBuUM TPaHCNOPTUPOBAHUA, XPaHEHUSA W

NnpUMEHEHNA, YCTAHOB/TIEHHbIX TEXHNYECKNMUN YCITOBUAMMU.

12.2 Cpok rogHoctm Habopa - 12 MecdueB npu cobnogeHUM BCEX  YC/I0BUMN

TPaHCNOPTMPOBAHMUS, XpPaHEHUS! U SKCNyaTaumu.

13 PEMOHT N TEXHUYECKOE OBC/TY>KXUBAHME

Habop peareHToB nNpeaHasHayeH A7 OAHOPA30BOro WCMO/b30BaHUSA U He MOAJSEXMUT

TEXHUYECKOMY 06C/TYXKUBAHUIO U TEKYLLEMY PEMOHTY.

14 CNMBOJIbl, UCNOJIb3YEMBbIE NP MAPKNPOBKE HABOPA

IVD Tonbko Ans in vitro AMarHocTUKM (W‘” [aTa npousBoacTBa

_,l/ TemnepaTypHbIli Ananas3oH I::E] ﬁgﬁﬁg):g;mwgﬁpymwo no
W KonunyecTtBo onpeaeneHuni REF KaTanoxHbii HoOMep

g loaeH ao d Aapec npounssoauTens
F | Feporyecaercr someicrane
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BMY-reH-16/18 | UHCTpYyKUMSA MO NPUMEHEHUIO
15 NMEPEYEHb NPUMEHSAEMbIX HALUNWOHAJIbHbLIX CTAHAAPTOB

FOCT 2.105-95 O6wue TpeboBaHMS K TEKCTOBbLIM AOKYMEHTaM.

FOCT ISO 14971-2011 N3penunsa MeaunumHckme. [pUMEHEeHne MeHea)XMeHTa pucka K
MeAMLUVHCKUM U34eNnNSM.

FOCT P 15.309-98 Cucrtema pa3paboTkm M MNOCTAHOBKWM MPOAYKUMW Ha NPOU3BOACTBO.
McnbiTaHusa n npmémMKa BbiMycKkaeMon npoayKunmn. OCHOBHbIE MOJSTOXEHMS.

FOCT P 51088-2013 MeanumHckne wmnsgenua onsg AUArHOCTUKM WH BUTPO. PeareHThbl,
Habopbl peareHTOB, TECT-CMCTEMbl, KOHTPOJIbHble MaTepuasnbl, MNuUTaTe/bHble cpeabl.
TpeboBaHus K n3genusam U NoAAepXuBatoLlen JOKyMeHTaumu.

FOCT P 51352-2013 MeanumHckne wusgenns And AWMArHOCTUKWM WMH  BUTPoO. MeTtoabl
NCNbITaHUNA.

FOCT P 53022.3-2008 TpeboBaHus K KauecTBy KIIMHUYECKKNX nabopaTopHbIX
nccnepgosaHnin. Y.3. lMpaBuna OUEHKU KIMHUYECKON MHQOPMaTUBHOCTM NabopaTopHbIX
TeCcToB.

FOCT P NCO 18113-1-2015 MeamumHckmMe wmsgenusa  OA8  AMArHOCTMKM  in  vitro.
WHdopMaunsa, npepocrtasnseMas u3rotosuteneMm (Mapkuposka). Yacte 1. TepMUHbI,
onpeaeneHnsa n obwme TpeboBaHms.

FOCT P NCO 18113-2-2015 MeanumHckMe wmsgenusa  Ans AMArHOCTUKKM  in  vitro.
NHdopMaunsa, npepoctasnsemas msrotosmteneMm (Mapkumposka). Hactb 2. PeareHTbl Ans
AVarHocTuku in vitro ansa npodeccnoHanbHOro NpuUMeHeHus.

FOCT P NCO 23640-2015 N3penna MeauUMHCKME ANs AnmarHoctukm in vitro. OueHka
CTabUNbHOCTW peareHToB A5 AMAarHOCTUKK in vitro.

FOCT P NCO 15223-1-2014 N3penua MeauuuHckme. CUMBOMbI, MNPUMEHSEMbIE MpU
MapKuUpoBaHUM Ha MEAULMHCKUX Uu3Jenuax, 3STUKeTKaXx W B  COMpOBOANTENbHOM
AOKyMeHTauun. Y.1. OcHoBHble TpeboBaHus.

FOCT P 52905-2007 (MCO 15190:2003) JlabopaTopumn MeANLUMHCKME. TpeboBaHus

6e30macHoCTH.

MpumeyaHuMe - YkasaHHble Bbllle CTaHAapTbl OblNM AENCTBYIOWMMW Ha MOMEHT YTBEPXAEHUS
WHCTPYKLMM MO NMpUMEHeHWto. B ganbHelweM, Npyu Nosb30BaHUM OKYMEHTOM, Lienecoobpa3Ho NpoBepuUTb
[EeACTBME CCbITIOYHbIX HOPMATMBHbIX AOKYMEHTOB Ha TeKyLWM MOMeHT. Ecnu cCbINOYHbI AOKYMEHT
3aMeHEH WU U3MeHEH, TO NpW MPUMEHEHUN HaCTOosILLEero AOKyMeHTa C/eAyeT Mosib30BaTbCsl 3aMeHEHHbIM

(M3MEHEHHbIM) AOKYMEHTOM.
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BMY-reH-16/18 | UHCTpYyKUMSA MO NPUMEHEHUIO | 451 ot 05 ceHT6psa 2019
16 AAQPEC ANSA OBPALLEHMA

MpounseoacTeo HaboOpoB peareHTOB UMeeT cepTUMULMPOBAHHYKD CUCTEMY MEHeAXMEeHTa
KayecTBa M COOTBETCTBYET TpeboBaHMAM CcTaHAapTa CUCTEM MeHeaXXMeHTa KadyectBa ISO 9001 B
obnactn paspaboTku, npomssoacTea u npogaxwu IVD peareHTtoB n NnpnboposB aAnst MEANLMHCKOWN
MOJIEKY/IADHO-TEHETUYECKON AMArHOCTUKM W1 Apyroro n1abopaTtopHOro MpuvMEHeHuUs MU
EN ISO 13485 B obnactn paspaboTku, npom3BoacTBa u npogaxu IVD peareHtoB u npmbopos
ANs MeANUNHCKON MOSIEKYISPHO-FEHETUYECKON ANarHOCTUKM.

MpounssoguTenn: O6WECTBO C OrpaHUYEHHOM OTBETCTBEHHOCTbIO «HayuHo-IMpomnsBoacTBEHHOE

O6beamHenne AHK-TexHonorus», OO0 «HMNO AHK-TexHonorus» (O6wecTBO C OrpaHMYEHHOWN

OTBETCTBEHHOCTbIO), Poccus.

agpec: 142281, MockoBckas 06:., r. NpoTBMHO, yn. XenesHogopoxHas, 4. 20.

MecTto npousBoAacTBa:

1) OO0 «HMNO [AOHK-TexHonorus»: Poccusa, 142281, Mockosckasi 06n.  r. [poTBUHO,
yn. XenesHonopoxHas, 4. 20.

2) OO0 «[OHK-TexHonorus TC»: Poccusa, 117246, r. MockBa, Hay4Hbil npoesg, 4. 20, ctp.4.

PeknamaumMm no BonpocaMm KayecTtBa Habopa peareHtoB BIMY-TEH-16/18 cneayet
HanpaBnATb no agpecy: OO0 «AHK-TexHonorus», 117587, r. Mocksa, BaplwaBckoe Locce,
a. 125 x, k.6., aTax 5, koMH.14, Ten./dakc +7 (495) 640-17-71, www.dna-technology.ru
Cnyx6a KNIMEHTCKOW NMOAAEPXKKN:
8-800-200-75-15 (3BoHOK 1o Poccmu 6ecnnaTHbiln),
+7(495) 640-16-93 (pnsa ctpaH CHI 1 3apyb6exbs, 3BOHOK MAaTHbIN),

E-mail: hotline@dna-technology.ru

Homep: 451
2019-09-05
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MpunoxeHue A

MUP c netekumen B pexnme peanbHOro BpeMeHun, dacoskn S, W

Tabnunua A.1 - T[porpamma amnaudukaumm ans
OETEKTUPYOWNX amnandgukatopos «ATnpanm», «OTnant»,
«OT-96», «AT-322»

Ne Temnepatypa, Yncno ST Tvn
MWH C ONTUYECKUX
6noka °C LIMKII0B o 6noka
n3mMepeHmnun
80 0 30
! 94 1 | 30 ! Hukn
94 0 30
2 64 0 | 15 > v Hukn
94 0 10
3 64 o [15] ¥ v Hukn
4 ] 94 [ o] 5 1 ] [ Uukn
5 10 XpaHe XpaHe
Hune Hune
V - PEXUM ONTUYECKUX U3MEPEHUI
Tabnunua A.2 - [TlporpaMmma amnaubukauum  Ans
npmbopa Rotor-Gene Q
N2 TemneopaTypa, EPERE), € Konn4yecTso LUUKI0B
/Cycling < /Hold /Cycle Repeats
/Temperature Time, s
. 80 deg 60 .
Cycling 94 deg %0 1 time
. 94 deg 30 .
Cycling 2 57 deg v 15 5 times
94 deg 10
Cycling 3 45 times
57 deg v 15

V - PEXUM  ONTUYECKMX WM3MEPEHWN, YCTAHOBUTb W3MEpEHWE
¢nyopecueHumn (Acquiring) no kaHanam Green (Fam) u Yellow
(Hex) npu 57 °C.

MUP c dnyopecueHTHOM AeTEKUMEN NO KOHEYHOM
Touke, hacoska S

Tabnunua A.5 - T[porpamma amnaudukaummn Ans
aMnanduUKaTopoB C aKTUBHbLIM peryanpoBaHueMm (Hanpumep,
Tepumk). Bpemsi B ckobkax ykaszaHo Ans aMnavdukaTtopos
6e3 aKkTMBHOro peryimpoBaHus

Bpems Konunyectso
Ne n.n. | TemnepaTtypa, °C v c . —
1 94,0 1 00 1
2 94,0 0 05 (50) 5
67,0 0 15 (50)
94,0 0 01 (50) 40
67,0 0 15 (50)
4 10,0 XpaHeHune
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Tabnunua A.3 - T[porpamma amnaudukaumm ans
amnnmdpukaTtopa iCycler iQ
. PCR/Melt
Cycle | Repeats | Step Dwell Time Setf,’g'"t' Data
Acquisition
MporpamMMa Anst CYUUTbIBAHWUS AUHAMUYECKUX PaKTOPOB NYHOK
dynamicwf.tmo.
1 1
1 1 min 80,0
2 1 min 30 sec 94,0
2 5
1 30 sec 94,0
2 45 sec 64,0
3 2
1 30 sec 80,0 Real Time
MporpamMma amnamdmKaummn
4 45
1 10 sec 94,0
2 45 sec 64,0 Real Time
5 10,0 storage
Tabnunua A.4 - T[porpamma amnaudbukaumn ans
amnnundpukaTopa iCycler iQ5
. PCR/Melt
Cycle | Repeats | Step Dwell Time Setopgmt, Data
Acquisition
1 1
1 1 min 80,0
2 1 min 30 sec 94,0
2 5
1 30 sec 94,0
2 45 sec 64,0
3 45
1 10 sec 94,0
2 45 sec 64,0 Real Time
4 10,0 storage

MUP c petekumen MeETOAOM renb-anekTpodopesa,
¢dacoeka S

Tabnmua A.6 - T[lporpamma aMnaudukaumm Ans
aMnanduKaTopoB C aKTUBHbLIM perynupoBaHuem (Hanpumep,
Tepumk). Bpems B ckobkax ykasaHO Ans amnamdukaTopos
6e3 aKTMBHOroO peryampoBaHus

Bpems Konunyectso
N° n.n. Temnepartypa, °C Ve c . —
1 94,0 1 30 1
94,0 0 20 (50)
2 67,0 0 05 (50) 5
72,0 0 05 (50)
94,0 0 05 (50)
3 67,0 0 05 (50) 40
72,0 0 05 (50)
4 10,0 XpaHeHune
41
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MpunoxeHue b
MUP c aetekumen B pexnme peasnbHOro spemenun, dacoska U

Ta6bnwunua B.1 - T[lporpamma aMnaudukaumm Ans Tabnunua bBb.3 - T[porpamma amnaubukauun ans
OETEKTUPYOWNX amnandgukatopos «ATnpanm», «OTnant», amnnmdpukaTtopa iCycler iQ
«OT-96», «OAT-322»
Pexmm PCR/Melt
Ne TemnepaTypa,| SLeT® onTm Tun Cycle Repeats Step D?”e” S Data
i MUH [¢ LUMKII0 €CKUX Time °C .
6noka C B MamMep 6noka Acquisition
eHumn I'IporpaMMa ANA CHNTbIBAHNA ANHAMUYECKUX CbaKTOpOB NYHOK
80 0 5 dynamicwf.tmo.
1 o4 0 5 15 Lmkn 1 1
1 1 min 80,0
2 94 [ 5 | oo | 1 Ly 2 S5min | 94,0
2 5
94 0 30 1 30 sec 94,0
3 64 0 15 5 7 Lnkn . . 2 45sec | 64,0
94 0 10 1 30 sec 80,0 Real Time
4 45 Linkn
64 0 15 Vv MporpamMMa aMnandukaumm
4 45
5 | 94 [ o [ 5 [ 1 ] [ Uukn 1 10sec | 94,0
2 45 sec 64,0 Real Time
6 10 XpaHe XpaHe 5 10,0 storage
Hune Hune
V- PEXMUM ONTUYECKUX U3MEPEHUI
T nw 6.4 - Tlporpamm MnaMdukaunmm ans
Ta6bnuua b.2 - lMporpamma amnavdukauum ans ab ua . _po pamma a Pukay A
amnnundukaTopa iCycler iQ5
npmbopa Rotor-Gene Q
. PCR/Melt
TemnepaTypa Bpe c Cycle Repeats Step I‘Ij'imrfe” Setp;(()jmt Data
NO P el Konnyectso LMKI0B ! Acquisition
. °C /Hold
/Cycling /Temperature Time., s /Cycle Repeats 1 1
4 7 1 1 min 80,0
2 5 min 94,0
Cycling 80 deg 60 1 time 2 5
94 deg 300
94 d 30 1 30 sec 94,0
Cycling 2 = 5 times 2 45 sec 64,0
57 deg Vv 15 3 a5 t
) 94 deg 10 ) 1 10 sec 94,0
Cyeling 3 57 deg Vv 15 45 times 2 45 sec 64,0 Real Time
4 10,0 storage
V- pexuM ONTUUYECKUX MW3MEpPEHWil, YCTaHOBWUTb W3MepeHue
¢nyopecueHumn (Acquiring) no kaHanam Green (Fam) u Yellow
(Hex) npu 57 °C.
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OHK-TexHonorus
117587, MockBa, Bapwasckoe ., 4.125%, kopn.6, aTax 5, KoMH.14
Ten./dakc +7 (495) 640-17-71
Cny»x6a KJIMEHTCKON NOAAEPXKKN:
8-800-200-75-15 (ans Poccun, 3BOHOK BecnnaTHbIN),
+7 (495) 640-16-93 (ansa ctpaH CHI v 3apy6exbs, 3BOHOK MAaTHbIN).
E-mail: hotline@dna-technology.ru
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