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BBEOEHWUE

XOpoLWwo WM3BECTHO, 4YTO MWHMEKUMS OHKOreHHbIMM BUpyCaMW nNanuiioMbl YesioBeka
Bblcokoro pucka (BM4Y-BP), nepepatowlasica MNoMoOBbIM MNyTEM, SBASETCS, KaK CYMTAETCs Ha
CerofHsIHUA AeHb, FaBHbIM 3TUONOrMYeckMM GakToOpoM pasBUTUA paka Wwenkun matkm [1].
B rnobanbHoM MacwTabe pak LWerkky MaTKn SBNSeTCs YeTBepTbIM N0 pacnpoCTPaHEHHOCTU pakoM
Y XEeHLMH: exerogHo peructpupyetcsa 6onee 500 Tbicad HOBbIX cny4daes [2]. MepcucTupytowas
BMNY-uHdekuna asnaerca HeobXOAUMbIM YCIOBUEM AfiS MPOrpeccMpoBaHns B CTOPOHY
LepBUKanbHbIX BHYTPUINUTENNANbHbBIX HOBOOOpa3oBaHWn YpoBHSA 2/3 1 paka wenkun matkm [3].

TeM He MeHee, nnwb B HebonbwoM uucne cnaydyaeB BlMY-uHdbekuns sasnseTcs
NepCUCUTUPYIOLLLEN M NPOrpeccupyeT A0 paka LWenku Matku [4]. B nogaBnsawoLWeM yucne cny4vyaes
BMNY-nHdekuna He BbI3bIBAET MU BbI3bIBAET YMEPEHHbIE LUTONOMMYECKNE N3MEHEHUS, KOTOpbIE
MOryT OCTaTbCS HE3aMe4YeHHbIMU M CaMOMPOU3BOJSIbHO BEPHYTbCS K HOpMe [4]. XOTa NpUYUHbI
3Tol BapuabenbHoCTM BMY-nHdbekumn npoaomKalT M3ydaTbCs, o6LWenpu3HaHo, YTO HECKOTbKO
KOMaKTOPOB BaXKHbI A/l PA3BUTUSA paKa LUENKU MaTKU Y XEHLUMH, MHPUUMpOoBaHHbIX BMY-BP [3,
5]

B kauectBe BO3MOXHbIX KO(aKTopoB nepcuctnpoBaHmna wuHdgekumn BMY-BP npu
KaHLeporeHese LWENKN MaTKuM MpeanonaraloT U3MeHEeHMs BarmHaabHoro Mukpobuoma [6],
CBSI3aHHbIMK C 6akTepunanbHbIM BarmMHo3oM [7,8], pa3nnyHbiMn 6akTepmMaMn, acCoLMMPOBAHHbBIMU
C pa3BuTneM HakTepuanbHOro BarmHo3a, TakMMM KakK yCNoBHOMATOreHHble Mmkonnasmel [9,10],
a Takxe MHdekunsamu, nepegasaemMbiMM NMONOBbIM NyTeM TakmMmu kak Chlamydia trachomatis,
Trichomonas vaginalis, Neisseria gonorrhoeae, Mycoplasma genitalium [11-13] n BU4 [14].

OnybnukoBaHbl AaHHble 0 cBSA3W BlMMY-nHdbekumn c pasBUTUMEM WHBA3MBHOIO paka
MONOBOro0 YaeHa y My>X4unH [15], o cBa3u BINMY ¢ ypeTputoM [16] U nHpeKkunsamMun, nepegaBaeMbiMm
nonosbiM nytem [17,18].

OnarnocTtmka BINMY BbICOKOro OHKOreHHOro pucka MoxeT 6biTb npsiMon (onpegeneHne AHK
BMpYyCa MeToZamMu aMnAMPUKNLUNMN HYKNENHOBLIX KncnoT, MAHK) n KOCBEHHOMW - onpegeneHue
MMMYHHOW peakuuun yenoseka Ha BIY - onpeaeneHmne aHTUTEN K BUPYCY.

YHyBCTBUTENBHOCTb M cneumdunyHocte MAHK BIMY npubnuxaetca Kk 100%, kak u gns
60MbWNHCTBA APYrNX MHMEKLMOHHbBIX BO36yanTenen.

NMpumeHeHne Habopa peareHToB Ans BbisBaeHns OHK BuMpycoB nanuaiombl 4esioBeka
BbICOKOrO OHKOFEeHHOr0 pucKa MO3BOSISET CBOEBPEMEHHO BbISiBUTb BO36yauTens M HasHauuTb
neyeHne, B TOM 4ucCie M C MUCNOMb30BaHMEM creumdunyecknx npenapaTtos. Nsgenve moxeT
NCNOMAb30BaTbCA A9 KOHTPONS YCNEWHOCTU JfledyeHnUs nyTeM TMOBTOPHbIX WCCef0BaHUN.
OTpuuaTenbHbIi  pe3ynbTaT WUCCAefoBaHUs MO3BOMASET  WCKAKYUTb  NanuasioMaBUPYCHYIO

MHDEKUMIO Npu NpoBeaeHnn gnddepeHunanbHON ANarHOCTMKK 3aboneBaHni.
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HA3HAYEHUE

1.1 Hacrosiwasa MHCTpyKuus pacrnpocTpaHseTcss Ha Habop peareHToB ans BbissBneHus AHK
BUPYCOB ManuaioMbl YenoBeKa BbICOKOrO OHKOreHHOro puvcka MeTOAOM MOoSiMMepasHow
uenHou peakumun (BM4Y-reH-16/18) no TY 9398-008-46482062-2008.

1.2 Habop peareHTOB npeaHasHadeH Ans BbigBneHus AHK BMpycoB nanuanoMbl YyesnoBeka
BbICOKOrO OHKOreHHoro pucka 16-ro v 18-ro tunos metogom [LP B 6uonormyeckom
MaTepuane 4YenoBeKa: COCKOObl aMNUTENMNANbHbLIX KIETOK W3 YypOreHUTasibHOro TpakTa,
MO4a, CEKpeT NpocTaThl, 39KynaT, 6uonTar.

1.3 OyHKUMOHaNbHOE Ha3HadeHue: Habop npeaHasHavyeH Ans AWMArHOCTUKW in  Vitro
(BbisiBneHne OHK BMpycoB NanuinoMbl YesioBeKa BbICOKOrO OHKOrMeHHOro pucka 16-ro u
18-ro Tvnos metonom MLUP B 6Monornyeckom matepuane 4yenoBeka).

1.4 [okasaHus K TMpPOBEAEHUIO  WUCCNefoBaHUA:  CUMNTOMbl  MHMEKLUMOHHOro MU
BOCManuTenbHOro 3abonesaHmns MOYENONI0BOM CUCTEMbI Y XXEHLUMH U Y MYXUYUH, KOHTPOSb
nevyeHus NanuanoMaBUpyCHON MHMDEKLMN, CKPUHUHE paKa LWenKn MaTKU.

1.5 [puMmeHeHne Habopa peareHTOB He 3aBUCUT OT MNOMYASUMOHHBLIX U AeMorpaduyecknx
acnekToB. [MpOTMBOMNOKa3aHMN K MPUMEHEHUIO HET.

1.6 Habop mMoxeT OblTb WCNONb30BAH B  KAMHUKO-AMArHOCTMYECKUX nabopaTopusx
MeAVLMHCKUX YUPEXAEHNN N HAYYHO-UCCIeA0BaTeNbCKON NpaKTuKe.

1.7 [oTeHumanbHble Mosb3oBaTeNun: KBanMdUUMPOBaHHbLIA nepcoHasn, obyyeHHbIn MeToAaM
MONEKYNSApHOW AMArHOCTUKWM W npaBunaMm paboTbl B KIAWMHWUKO-AWArHOCTUYECKOM
nabopaTopuu.

1.8 T[lpuMeHATb Habop peareHTOB CTPOro MO Ha3HAYEHWIO COMTacHO AaHHOM MHCTPYKLUMK MO

NPUMEHEHWIO.

2 XAPAKTEPUCTUKA HABOPA

Habop peareHToB BIMY-F'EH-16/18 BbinyckaeTcs B CNeAyrOLWMX BapuaHTax WUCMOSIHEHUS:
Bupychbl nanunnomel Yenoseka 16, 18 tunos (HPV 16,18), Bupyc nanuasiomsl yenoseka 16 tnna
(HPV 16), Bupyc nanunnombl Yenoseka 18 tnna (HPV 18) co cnegyowmmm cnocobammn getekumm
amnandununposaHHon JHK:

— TUP c gpeTtekuunen B pexunme peanbHOro spemeHn (Mapkmpyetcs «Real-time»);
— TMUP c dpnyopecueHTHON geTekUuMen no KoHeyHon Touke (Mapkupyetcs «Flash»);

— MUP c getekuunen metogom renb-anektpodopesa (Mapkupyetca «Eph»).
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BapuaHTbl UCMOMHEHUS Pa3/INYAlOTCA B 3aBUCMMOCTU OT BbISIBNSEMOM crneumduyeckon

OHK (Bupycbl nanunnomsel 16-ro n/unm 18-ro Tunos) n cnocoba aetekumm pesynstartos MNLP:
e «[UP c petekuuen B pexmMme peanbHOro BpeMEHU» - MnpefHasHaydyeH AN AeTeKuuu
pesynbtatoBs [UP BO BpemMsa amnaudukauMm C nNoMowblo  amnandunkaTopos

NETEKTUPYIOLLMX;

e  «[LP c dnyopecuUeHTHOM AeTEKLMEN MO KOHEYHOW TOYKE» — NpeAHasHayeH ansa aAeTeKunm

pe3ynbTaTtos MNLP nocne okoHuyaHmnsa amnnudukaumm ¢ ncnonb3osaHuem lMLP-getekTopa;

e  «[LUP c neTekumein METOOAOM refb-3nekTpodopesa» — NpefiHasHadeH ans AeTekuum
pe3synbtatoB [LIP nocne okoHYaHus amMnandukaunmm MeToAoM 3neKTpodopesa B

arapo3HoM rene.

2.1 CocraB Habopa
2.1.1 Bwupycbl nanunnombl Yyenoeeka 16,18 tunos (HPV 16,18). MNUP c pgetekumnein B pexumme

peanbHOro BpeEMEHMN.

R1-P301-S3/9, chacoeka S, CTpUnbi
KoNMYecTso HoMUHanbHbIN
HanmMeHoBaHME KOMMNOHEHTOB BHewHW BUA, 06BEM
npobupok
KOMMOHEHTA

Cmecb gna amnamndukaumm,
3aneyaTtaHHasa napaduHOM. Mpo3payHas becuBeTHas XWAKOCTb, 12 ctpunos no 20 MK
Bupyc nanunnomel yenoseka noa BoCckoobpasHbiM 6esbiM coem no 8 npobupok
16 Tmna (HPV 16)
Cmecb ans amnnmdukauum,
3aneyaTtaHHasa napaduHOM. Mpo3payHas becuBeTHas XWAKOCTb, 12 ctpunos no 20 MK
Bupyc nanunnomel yenoseka noa BOCckoobpasHbiM 6esbiM cnoem no 8 npobupok
18 tnna (HPV 18)
Pacteop Tag-nonumepasbl Mpo3payHas 6ecuseTHas XWAKOCTb 4 npobupkn no 500 mMkn

Mpo3payHas becuseTHas BA3Kas
MwuHepanbHoe Macno posp - 4 npobupkmn no 1,0 mn

MacnsiHUCTas XUAKOCTb
MonoXMTENbHbIN KOHTPObHBIN Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 mkn
obpasey HPV 16
MoNoOXUTENbHbIA KOHTPOJIbHbIN

Mpo3payHas 6ecuseTHas XWAKOCTb 1 npobupka 130 Mkn
obpasey HPV 18 po3p H A P P
KpbIWKKN ansg cTpmnos 24 wr.
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R1-P301-23/9, cpbacoBka S, npo6bupku

HoMunHanbHbIM

o Konunuectso s
HanmMeHOBaHMe KOMMNOHEHTOB BHewHun Bng 06BbEM
npobupok
KOMIMOHEHTA
Cmecb gna amnamdukaumm,
3anevyaTaHHasa napaguHoM. Mpo3payHas 6ecuBeTHas XWAKOCTb
pad po3p 4 A ! 96 npobupok no 20 MKn
Bupyc nanunnombl Yenoeeka noa BockoobpasHbiM 6enbiM cnoem
16 Tmna (HPV 16)
Cmecb gna amnnmdukaumn,
3anevyaTtaHHasa napaguHoM. Mpo3payHas 6ecuBeTHas XWAKOCTb
pad po3p 4 A ! 96 npobupok no 20 MKn
Bupyc nanunnomel yenoBeka noa BockoobpasHbiM 6enbiM cnoem
18 Tmna (HPV 18)
PactBop Tag-nonumMepasbl Mpo3payHas becuBeTHas XWAKOCTb 4 npobupkun no 500 mkn
M YHas BETHasl BA3Kasd
MwuHepanbHoe Macno pospauHas 6ecuserHa 3ka 4 npobupkun no 1,0 mn
MacistHUCTas XUAKOCTb
MONOXNTENbHLIA KOHTPONbHIiA Mpo3payHas becuBeTHas XWAKOCTb 1 npobupka 130 mkn
obpasey HPV 16 posp pobnp
MoNOXWUTENbHbIA KOHTPOJ1bHbIN
P Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 Mmkn

obpasey HPV 18

2.1.2 Bwupycbl nanunniombl yenoseka 16, 18 tunos (HPV 16, 18). MNUP c dnyopecueHTHOM

AeTeKkumein no KoHeyYHom Touke

F1-P301-51/1, ¢pacoBka S, npobupkmu 0,5 ml

HoMWHanbHbIN

. Konunuectso .
HavMeHOBaHMeE KOMMNOHEHTOB BHewHnn BuA NPO6UPOK 06bEM
KOMMOHeHTa
Cmecb ans amnnmdukauum,
3anevyataHHas napadguHOM. Mpo3payHas 6ecuBeTHas XUAKOCTb,
100 npobupok no 20 MKn
Bupyc nanunnomel Yenoseka noa BOCkoobpasHbiM 6esbiM cioem P P
16 Tmna (HPV 16)
Cmecb ans amnnmdukaumm,
3ane4yaTtaHHas napaduHOM. Mpo3payHas 6ecuBeTHas XUAKOCTb,
100 npobupok no 20 Mkn
Bupyc nanunnomel yenoseka noa BockoobpasHbiM 6enbiM cnoem P P
18 tnna (HPV 18)
PactBop Tag-nonnmepassbl lMpo3payHas 6ecuBeTHas XUAKOCTb 4 npobupkmn rno 500 mkn
MNuUP-6ydep (doH) Mpo3payHasn 6ecuBeTHas XUAKOCTb 2 npobupkm 200 mkn
Mpo3payHas becuseTHas BA3Kas
MuHepanbHoe Macno posp - 4 npobupkmn rno 1,0 mn
MacnsiHUCTas XUAKOCTb
MonOXHUTENEHBI KOHTPONLHLIN Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 mkn
obpaseuy HPV 16
MoNOXUTENbHbIA KOHTPOJIbHbIN
lMpo3payHas 6ecuBeTHas XUOKOCTb 1 npobupka 130 mkn

obpazey HPV 18
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F1-P301-21/1, ¢pacoBka S, npobupkm 0,2 ml

HoMunHanbHbIM

o Konunuectso s
HanmeHOBaHMe KOMMNOHEHTOB BHewHun Bng NDO6UDOK 06BbEM
pobup KOMIMOHEHTA

Cmecb gna amnamdukaumm,
3anevataHHas napadguHoOM. Mpo3payHas 6ecuBeTHas XWAKOCTb, 100 NPOBUDOK o 20 MK
Bupyc nanunnombl Yenoeeka noa BockoobpasHbiM 6enbiM cnoem P P
16 Tmna (HPV 16)
Cmecb gna amnnmdukaumn,
3anevyataHHas napadguHoM. Mpo3payHas becuBeTHas XWAKOCTb, 100 NPOBUDOK o 20 MK
Bupyc nanunnomel yenoBeka noa BockoobpasHbiM 6enbiM cnoem pobup
18 Tmna (HPV 18)
PactBop Tag-nonumMepasbl Mpo3payHas 6ecuBeTHas XWAKOCTb 4 npobupkun rno 500 mMkn
NUP-6ydep (doH) Mpo3payHas becuBeTHas XWAKOCTb 2 npobupkmn 200 Mkn

Mpo3payHas becuBeTHas BsA3kas
MuH NIbHOE M 4n UPKKN no 1,0 mn

€pasbHOE Maco MacCistHUCTas XUAKOCTb pobup 01,0

MONOXMTENbHBIA KOHTPONBHbI Mpo3payHas 6ecuBeTHas XNAKOCTb 1 npobupka 130 Mmkn
obpasey HPV 16
MoNOXUTENBbHBIN KOHTPObHbIN

Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 Mmkn

obpasey HPV 18

2.1.3 Bwupycbkl nanunnombl Yyenoseka 16, 18 tunos (HPV 16, 18)

renb-anekTpodopesa

. MUP c petekunen mMetomom

E1-P301-50/1, cpacoBka S

HoMunHanbHbIN

. Konwnyectso .
HavMeHOBaHMeE KOMMNOHEHTOB BHewHnn BuA 06bEM
npobupok
KOMMOHeHTa

Cmecb ans amnnmdukauum,

Mpo3payHasa XMAKOCTb MasriMHOBOIo
3aneyaTtaHHas napaduHOM.

uBeTa, nog BockoobpasHbiM 6esbiM 100 npobupok rno 20 Mkn
Bupyc nanunnomel Yenoseka Cnoem
16 Tmna (HPV 16)
Cmecb ans amnnmdukaumm,

Mpo3payHas XMAKOCTb MasiMHOBOIo
3ane4yaTtaHHas napaduHOM.

uBeTa, nog BockoobpasHbiM 6esbiM 100 npobumpok rno 20 Mkn
Bupyc nanunnomel yenoseka Cnoem
18 tnna (HPV 18)
PactBop Tag-nonnmepassbi lMpo3payHas 6ecuBeTHas XUAKOCTb 4 npobupkmn rno 500 mkn

Mpo3payHas becuseTHas BA3Kas
MuHepanbHoe Macno posp - 4 npobupkmn rno 1,0 mn

MacnsiHUCTas XUAKOCTb
MonOXHUTENEHBI KOHTPONLHLIN lMpo3payHas 6ecuBeTHas XUOKOCTb 1 npobupka 130 mkn
obpaseuy HPV 16
MoNOXUTENbHbIA KOHTPOJIbHbIN

lMpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 Mkn

obpazey HPV 18
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2.1.4 Bwupyc nanunnomsl Yyenoseka 16 tuna (HPV 16). MUP c petekuunen B pexnme peanbHOro

BPEMEHMW.

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

HoMunHanbHbIM

. Konnuectso .
HanMeHOBaHMe KOMMOHEHTOB BHelwHWI BUA 06bEM
npobupok
KOMMOHEHTa
Cmecb gna amnnmdukaumm,
3anevyaTtaHHasa napaguHoM. Mpo3payHas becuBeTHas XWAKOCTb, 12 ctpunos o 20 MK
Bupyc nanunnombl Yenoeeka noa BockoobpasHbiM 6enbiM cnoem no 8 npobupok
16 Tmna (HPV 16)
Pacteop Tag-nonumepasbl Mpo3payHas 6ecuBeTHas XWAKOCTb 2 npobupkmn rno 500 mMkn
Mpo3payHas 6ecuBeTHas BA3Kas
MwuHepanbHoe Macno posp H 2 npobupku no 1,0 mn
MaCNsiHUCTas XWAKOCTb
MonoXuTenbHbl KOHTPOJIbHbIN
P Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 Mmkn

obpasey HPV 16

KpbIWwK® anga cTtpmnos

12 wr.

R1-P318-23/9, bacoBka S, Nnpo6bupku

HoMunHanbHbIM

. Konnuectso "
HanMeHOBaHME KOMMOHEHTOB BHewHnn Bng 061bEM
npobupok
KOMMOHEHTa
Cmecb gna amnamndukaumm,
3anevyaTaHHas napaguHoOM. Mpo3payHas becuBeTHas XWAKOCTb
pad posp H A ! 96 npobupok rno 20 Mkn
Bupyc nanunnomsl Yyenoseka noa BoCkoobpasHbiM 6esbiM crnoem
16 Tmna (HPV 16)
PactBop Tag-nonnmepasbl Mpo3payHas becuBeTHas XWAKOCTb 2 npobupkmn no 500 mkn
Mpo3payHas 6ecuBeTHas BsA3Kas
MwuHepanbHoe Macno posp - 2 npobupkmn no 1,0 mn
MacnsHMUCTasa XMUAKOCTb
MoNOXUTENbHbIA KOHTPOJIbHbIN
Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 Mkn
obpasey HPV 16 po3p H A P P
R1-P318-WA/9, chacoBka W
HoMuHanbHbIN
. Konwnyectso .
HavMeHOBaHMe KOMMOHEHTOB BHewHwn BuA 06BbéM
npobupok
KOMMNOHEHTa
Cmecb ans amnnmdukauum.
lMpo3payHas XXNMAKOCTb OT
Bupyc nanunnombel Yenoseka BECLIBETHOMO 10 PO30BOFO LIBETa 2 npobupkn rno 1,0 mn
16 Tmna (HPV 16)
PactBop Tag-nonnmepassbi lMpo3payHas 6ecuBeTHas XUAKOCTb 2 npobupkn rno 500 mkn
Mpo3payHas becuseTHas BA3Kas
MuHepanbHoe Macno posp - 2 npobupkn rno 1,0 mn
MacnsiHMCTasa XMUAKOCTb
MapadpuH Bockoobpa3sHasa macca 6enoro uBeTa 2 npobupkn rno 1,0 mn
MoNOXWUTENbHbIA KOHTPOJIbHbIN
P Mpo3payHas 6ecuseTHas XWAKOCTb 1 npobupka 130 mkn

obpazeuy HPV 16
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R1-P318-UA/9, chacoBka U
HoMWHanbHbIN
o Konnyectso s
HanmeHOBaHMe KOMMNOHEHTOB BHewHW Bua 06béM
npobupok
KOMIMOHEHTa

(B:Mer ana amnnmdukaumn. Mpo3payHast XMAKOCTb OT

Mpyc NanuisioMbl YesioBeka 6ECLIBETHOMO 10 PO30BOMO LIBETa 1 npobupka 600 MKkn
16 Tmna (HPV 16)

Mpo3payHasa 6ecuseTHas BA3Kas

Monumepasa TexHoTaq MAX KNAKOCTb 1 npobupka 30 Mkn
MNUP-6ydep Mpo3payHas becuBeTHas XWAKOCTb 1 npobupka 600 mMKkn
NONOKUTENLHEIA KOHTPONLHBIN Mpo3payHas becuBeTHasA XNAKOCTb 1 npobupka 130 MKn
obpaszey HPV 16 posp P P

2.1.5 Bwupyc nanunnombl yenoseka 18 tuna (HPV 18). MUP c petekuuneln B pexnme peanbHOro

BpPEMEHMN.

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

HoMuHanbHbIN
. Konnuectso .
HanMeHOBaHME KOMMOHEHTOB BHewHnn Bng 061LEM
npobupok
KOMMOHEHTA

Cmecb gna amnamndukaumm,
3ane4ataHHas napaduHoM. Mpo3payHas 6ecuBeTHas XUAKOCTb, 12 ctpvnos no 20 MK
Bupyc nanunnombl YenoBeka noa BockoobpasHbiM 6enbiM cnoem no 8 npobupok
18 Tmna (HPV 18)
PactBop Tag-nonnmMmepasbl Mpo3payHas becuBeTHas XWAKOCTb 2 npobupkmn no 500 mkn

Mpo3payHas 6ecuBeTHas BA3Kas
MwuHepanbHoe Macno posp L 2 npobupkmn no 1,0 mn

MacnsHUCTas XUAKOCTb
MoNOXUTENbHbIA KOHTPOJbHbIN

Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 mkn
obpasey HPV 18 po3p H A P P
KpbIWK®N ang ctpmnos 12 wr.

R1-P319-23/9, ¢bacoBka S, Nnpo6bupku

HoMunHanbHbIN
. Konunyectso ..
HanmeHoBaHMe KOMMNOHEHTOB BHewHWnn sua 06BLEM
npobupok
KOMIMOHEHTA
Cmecb ans amnnmdukaumm,
3ane4dyaTtaHHas napaduHOM. Mpo3payHas 6becuBeTHas XMAKOCTb
pad posp ! A ! 96 npobupok rno 20 Mkn
Bupyc nanunnombel Yenoseka rnoa BoCckoobpasHbIM 6enbiM Crioem
18 tnna (HPV 18)
PactBop Tag-nonnmepassbi lMpo3payHas 6ecuBeTHas XUAKOCTb 2 npobupkn rno 500 mkn
Mpo3payHas becuBeTHas BA3Kas
MuHepanbHoe Macno posp - 2 npobupkn rno 1,0 mn
MaC/SAHUCTaA XUAKOCTb
MoNOXUTENbHbIA KOHTPOJIbHbIN
Mpo3payHas becuBeTHas XUAKOCTb 1 npobupka 130 Mkn
o6pasel HPV 18 po3p H A pobup
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R1-P319-WA/9, cbacoska W
HoMWHanbHbIN
o Konnyectso s
HavmMeHOBaHMe KOMMOHEHTOB BHewHW Bua 06béM
npobupok
KOMMOHEHTa
Cmecb gna amnamdumkaumm Mpo3payHast XMAKOCTb OT
Bupyc nanunnomel Yenoseka 6eCLIBETHOO A0 PO3OBOTO LBETa 2 npobupkmn rno 1,0 mn
18 Tmna (HPV 18) P
PacTtBop Tag-nonumepasbl Mpo3payHas 6ecuBeTHas XUAKOCTb 2 npobupku no 500 mkn
MuHepanbHoe Macnio MpospadHas becuseTHas BA3kas 2 npobupku no 1,0 mn
MacnsHNCTasn XUAKOCTb
MapaduH Bockoobpa3Has macca 6enoro useTa 2 npobupkmn no 1,0 mn
MoNOXUTENbHBIN KOHTPObHbIN
o6pazel HPV 18 Mpo3payHas 6ecuBeTHas XNAKOCTb 1 npobupka 130 Mmkn
R1-P319-UA/9, cpacoBka U
HoMWHanbHbIN
. Konnuectso .
HanMeHoBaHMe KOMMNOHEHTOB BHewHun Bna 06BEM
npobupok
KOMMNOHEHTa
Cmecb gna aMmnandukaumm
lMpo3payHas XUAKOCTb OT
Bupyc nanunnomel yenoseka 6ECLIBETHOIO 40 POZOBOTG LBETA 1 npobupka 600 mkn
18 Tuna (HPV 18) P
Monumepasa TexHoTaq MAX Mpospaunas becuseTHas Bs3kas 1 npobupka 30 Mkn
XKNAKOCTb
MNuP-6ydep Mpo3payHas becuBeTHas XWAKOCTb 1 npobupka 600 mkn
MoNOXUTENIbHLIA KOHTPOMbHbIN Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 Mkn
obpaseu HPV 18 posp H A P P

2.2 KO/AM4YecTBO aHanM3nMpyeMbix Npob

Habop peareHTOB npegHasHayeH ANa OA4HOPA30BOro MPUMEHEHMS WM pacCyYMTaH Ha
96 onpegeneHnn ana ucnonHenums <«MUP c peTekunmen B pexumMme peasibHOro BpeMEeHU» U
100 onpepeneHnin ansa ncnonHenms «MLP ¢ dpnyopecueHTHON AeTeKuMen No KOHEYHOW ToUKe» n
«lMUP c getekumen mMetoaoM renb-anekTpodopesa», BKAKOYAsS aHalIn3 HeM3BeCTHbIX 06pa3Los,
NONOXUTENbHbIX KOHTPOSIbHbIX 06pa3LoB U oTpuuaTeNbHbIX KOHTPObHbIX 06pa3LoB.

Habop peareHToB B ¢hacoBkax U n W paccumtaH Ha nposeaeHune 96 onpeneneHuin npwu
YyC/I0BMW MOCTAaHOBKM He MeHee 5 obpa3uyoB B 0O4HOM uccnegosaHun (3 HenmsBeCcTHbIX obpasua,
MONOXUTENbHbLIA U OTPpULATESbHbLIA KOHTPOJIbHbIE 06pa3ubl).

2.3 [puHUMN MeToAa

MeTtoa: MonuMmepasHasa uenHas peakumsa (MUP) c getekumen pesynbTtaToB: B pexume
peanbHOro BpeMeHun, C (NyopecueHTHON AeTeKuMen Mo KOHEYHOM Touke, MeToAOM refb-
anekTpodopesa; Ka4YeCTBEHHbIN aHanm3.

MpuHuMn MeToda OCHOBaH Ha WCMOMb30BaHMM npouecca amnandukaummn OHK,
3aKJ/I0YaoLWErocss B MOBTOPSOWMXCA UMKAaAX TemnepatypHon pgeHatypaummn [OHK, oTxura
MpamMepoB C KOMIUJIEMEHTAPHLIMW MOCNEA0BATE/IbHOCTAMU U NOCNeAyWwen AOCTPONKK
MONIMHYK/TEOTUAHbLIX LIENeENn C 3TUX npanMeposB Tagq-nonmmepason.

Ona  nosbleHns 4YyBCTBUTENbHOCTM U cneunduyHOCTM peakuum npeaycMoTpeHo

NPUMEHEHNE «rops4vero» crapTta. Fopsaunit ctapt obecrneunBaeTcss METOAUKOWN MPUroTOBEHUS
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peakLMOHHON CMecu, COCTOSALWEN U3 ABYX COEB, pa3fefieHHbIX NPOCNOMKON U3 napaduHa nnu
ncnonb3oBaHua Tag-nonuMMmepasbl 6/10KMpOBaHHON aHTUTenamum. CTapT NofMMepasHoM LenHoMn
peakumn NpoucxoauT TONbKO MPWU pacnnasneHuu napaduHa uan TemnepaTypHOM Auccoumvannm
KoMniiekca Tag-nonMMepasbl M aHTUTEN, YTO UCKOYAeT Hecneunduyeckmin OmKUr nparMepos
Ha AHK-MuwWeHW npu HavanbHOM Nporpese Npobupku.

B Habopax mcnonHeHusa «lMLP c petekumen B pexume peanbHOro BpemeHu» u «MUP ¢
dnyopecueHTHON AeTeKumen No KOHEYHOM TOYKE» B peaKUMOHHY cMeCb BBeAaeHbl AHK-30HAbI,
KaXAablA U3 KOTOPbIX COAEPXMUT (NyopecueHTHY MeTKy W racutenb dnyopecueHuumn. Mpu
obpasoBaHun cneuyndunyHoro npoaykra [AHK-3oHA paspywaercsa, AeWCTBUME racuTens Ha
dyopecuUeHTHY0 MeTKy MnpekpallaeTcs, 4YTo BeA&T K BO3pacTaHW YpPOBHS dayopecueHumu,
KOTOPbIN pUKCUMpyeTcs cneumanbHbiMU npubopamu.

KonnyectBo pa3spylleHHbIX 30HA0B (@, cnepoBaTeflbHO, U ypoBeHb dnyopecueHuumn)
YBE/IMUYMBAETCS NPONOPLMOHANbHO KOINMYeCTBY o6pa3oBaBlInXca cneumduruyecknx aMnankoHOB.
YpoBeHb riyopecLeHUMn N3MePSeTCa Ha KaXKA0M LukKne amnangukaumm B ncnonHeHnm «MUP c
JeTeKuMen B pexuMe peanbHOro BpEMEHW» WM Nocne npoBeaeHus amnandukaumn B
ncnonHenun «MUP c dnyopecueHTHON aeTekUMER N0 KOHEYHOM TOYKE> .

B coctaB cMecu pns amMnamduKauum BKIKOYEH BHYTPEHHUMA KOHTpoab (BK), koTopbIn
npeAHasHayeH AN OLUEHKW KaydecTBa NpPOXOXAEeHWs MonMMepasHOoM LienHOM peakuun. B coctas
OHK-30HA0B, MCMNONb3ylWKUXCa AN AeTeKUMn npoaykta amnandwukaumm wuckomon [AHK,
BkAtoUeHa dnyopecueHTHas Mmetka Fam. B coctaB IHK-30HA0B, MCNOAL3YIOLWNXCSA ANs AeTeKunmn
NpoAyKTa aMnNanduUKaLnum BHYTPEHHEr0 KOHTPONS, BXOAUT blyOpecLEeHTHbIM KpacuTens Hex. B

Tabnuuax 1-4 npuBeaeHbl KaHasbl AeTeKUMW NPoAYKTOB aMnandukaumnm.

Tabnuuya 1 - Bupycbl nanunnombl yenoseka 16, 18 tunos (HPV 16, 18), cMecb ans
amnnmdukaumm HPV 16: KaHanbl geTekumnn NpoaykTos aMmnandukaumm
Fam Hex Rox Cy5 Cy5.5

HPV 16 BK - - -

Tabnuuya 2 - Bupycbl nanunnombl yenoseka 16, 18 tunos (HPV 16, 18), cMecb ans
amnnndpukaumm HPV 18: kaHanbl geTtekumnm npoaykTos aMmnandukaumm
Fam Hex Rox Cy5 Cy5.5

HPV 18 BK - - -

Tabnunuya 3 - Bupyc nanunniombl 4denoBeka 16 tuna (HPV 16): kaHanbl geTekuuu
NpPoAYKTOB aMnamdmkaumm
Fam Hex Rox Cy5 Cy5.5

HPV 16 BK - - -

Tabnuuya 4 - Bupyc nanunnombl 4venoseka 18 tuna (HPV 18): kaHanbl getekumu
NpPoAYKTOB aMnamdmkaumm
Fam Hex Rox Cy5 Cy5.5

HPV 18 BK - - -
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Ncnonb3oBaHue Heckonbkux GyopecLueHTHbIX KpacuTenen no3BONASeT COoKpaTuUTb
KoNnmM4yectBo nNpobupoK, MOCKOMbKY MO3BOMSIET OAHOBPEMEHHO pPErnucTpupoBaTh pes3yfbTaTbl
pa3sHbIX peakuunr amnandukaumm, Npoxoaswmx B ogHoN npobupke.

NccnepoBaHme C wucnonb3oBaHMeM Habopa peareHtoB BIMY-NFEH-16/18 coctout w3
cneayrowmx atanos: BbigeneHue AHK (npobonoarotoska), MUP-amnangukaumsa AHK, aetekuus
NPOAYKTOB aMnandmkaumu.

Ons npoBeaeHus MUP ncnone3yoT aMnandukaTopbl U aMnanguKaTopbl AeTekTupyoLwme.
Onsa aHanusa npoayktos MUP wucnone3aytot [MUP-geTekTopbl MnAuM MeTon 3anekTpodopesa B
araposHom rene. lpu mncnonb3oBaHuM HabopoB ucnonHenus <«MLP c petekuuen B pexume

peanbHOro speMeHun» stansl MNUP-amnandumkaunm AHK n getekumm AHK coBMeLleHbl.

2.4 Bpema npoBeaeHMs aHanus3a (BKAYas MpobonoAroToBKy) - OT ABYX 4YacoB, B

3aBUCUMMOCTM OT MCMNOb3yeMoro Habopa ans sbiaeneHna OHK.

3 AHAJTUTNYHECKUE XAPAKTEPUCTUKHA

3.1 AHanuTmnyeckasa cneuymduUYHOCTb aHanmn3a

B o6pa3suax 6uonornyeckoro mMaTepuana u4enoseka, coaepxawmx [OHK Bupyca
nanunnombl 4yenoseka 16-ro u/mnn 18-ro tunos, MUP-getektop («MUP c dnyopecueHTHOM
AETeKUMeNn No KOHEeYHOW Touke») wuan aetektupylowmin amnandukatop («MUP c pnetekunen B
peXuMme peanbHOro BPEMEHU») AO/HKHbI PErMCTPMPOBATb MONIOXUTENbHbLIA pe3ynbTaT Hannuus
cneundunyeckoro npoagykra (dparmeHt OAHK Bupyca nanunniomsbl venoseka 16-ro n/vnm 18-ro
TMnoB). MNpn ncnonb3oBaHUM MeToAda refnb-anekTpodopesa («MLUP ¢ getekunen MeToaoM resb-
anekTpodopesa»), A0/HKHA ObiTb BMAHA NOSIOCa OpPaHXEBO-KPACHOro LiBeTa, COOTBETCTBYHOLLAsS
dparMeHTy reHomMa Bupyca nNanuanoMbl 4enoBeka 16-ro Tuvna pasmepoMm 367 n.H. (nap
HYK/eoTuaoB) u/vnn dparMeHTy reHoMa Bupyca nanuinoMbl Yyenoseka 18-ro tuna pasMepoMm
417 n.H. 4Na cOOTBETCTBYKOLWEN cMecn ansa amnandumkaummn. Hanmume mnam oTcyTCcTBME MOSOCHI,
COOTBETCTBYHOLLEN BHYTPEHHEMY KOHTPOJIbHOMY 0b6pa3uy pa3MepoM 900 n.H., B 3TOM CNy4yae B
y4yeT He NpuHMMaloT.

B obpasuax 6umonormyeckoro Mmatepuwana, He cogepxawux AHK Bupyca nanunnombi
yenoseka 16-ro n/mnun 18-ro TMnos, geTekTUpyowmii amnnmdukatTop nnm MUP-geTekTop A0SKHbI
perncTpnpoBaTb OTpuUaTENbHbIN pe3yabTaT Hannums crneundudeckoro npoaykrta (dparmeHT
OHK Bupyca nanunnombl yenoseka 16-ro n/mnm 18-ro TMNOB) WM MOSIOXUTENbHbLIA pe3ynbTaT
BHYTPEeHHero KoHTpons. MNpun 1ucnonb3oBaHUM MeToAda refnb-afnekTpodopesa nonoca opaHXeBo-
KpacHOro upeTa, cooTBeTcTBytowas dparmeHty AHK Bupyca nmanunanombel Yenoseka 16-ro tuna
pa3sMepoM 367 N.H. Wan BMpyca nanuiaaoMbl Yyenoseka 18-ro tmna pasmMepom 417 n.H. pn4
COOTBETCTBYIOWEN cMecu Ana amnaudukaumm OTCYTCTBYET, a MnoJjoca, COOTBETCTBYHOLWAN
BHYTPEHHEMY KOHTposibHOMY o6pa3uy pasmepoM 900 n.H., Ao/KHA 6bITb OTYETNMBO BUAHA.
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Moka3aHo OTCyTCTBME Hecneunduiecknx NonoXMUTENbHbIX pe3ynbLTaToB aMnandukaumm
npu Hanuuum B obpasue OHK 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 AOHK yenoBeka B KOHLEHTpaLuu

Ao 1,0x108 konuit/mn obpasua.

3.2 [lpenen obHapyxeHus:

3.2.1  Bwupyc nanunnombl Yyenoseka 16 tuna (HPV 16):

10 konun AOHK Bupyca nanunioMmbl 4yenoBeka 16-ro Tvna Ha aMnandUKaAUMOHHYIO
npobupky.

Mpeoen ob6HapyXeHUs yCTaHOBNEH MNYyTEM aHanmM3a CepuUiHbIX pa3BedeHui
nabopaTopHOro KoHTposibHoro obpasua (JIKO). Ansa Kaxaon KoHueHTpauum 6bino nposeaeHo 94

onpeaeneHus.
KoHueHTpauusa JIKO, Konnyectso o
KOMMA Ha aMNINMUKALNOHHYO Konnuectso MNONOXUTENbHbIX /o MONOXMTENbHbIX
NPOBUPKY MOBTOPOB DE3yNbTaTOoB 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 nanunnombl yenoseka 18 tuna (HPV 18):

10 konun [OHK Bupyca nanuaniombl 4yenoseka 18-ro TMna Ha aMnaM@UKaULUOHHYIO
npobupky.

Mpenen obHapy>XeHnsa yCTaHOB/EH NyTeM aHanu3a CEPUINHbLIX pa3BeaeHnin nabopaTopHoOro
KOHTposibHOro obpasua (JIKO). ns Kaxaoh KoHUeHTpauun 6b110 npoBeaeHo 94 onpeaeneHus.

KoHueHTpauus JIKO, Konwnyectso
o Konunuectso % NOMOXUTENbHbIX
KONMA Ha aMNAnbUKALNOHHYO MONOXUTENbHbIX
NOBTOPOB pe3ynbTaToB
npobunpky pe3ynbLTaToB
20 94 94 100
10 94 94 100
5 94 82 87,2
2 94 64 68,1
0 94 0 0

MpumeuaHwune - lMNMpeaen obHapyxennsa AHK B o6pa3sue 3aBucnt oT MeToaa npobonoarotoBku obpasua u
KoHe4yHoro o6béma BblaeneHHomn HK (o6béma antounn).

Hanpumep: [lpegen obHapyxeHus 10 konun AOHK Ha amMnamdukauymoHHY npobupky
COOTBETCTBYET C/ieflyoWmnM 3Ha4YeHNAM KoHUeHTpauun AHK npu ncnosib3o0BaHny KOMMIEKTOB A4
BblAeNeHns HYKNenHoBbIX kKMcnoT npomssoactea OO0 «HIMO AHK-TexHonorusa»:

16



BMY-rEH-16/18 | WUHCTpYKUMA MO NPUMEHEHUI0 | 451-2 ot 22 anpens 2024 4 ﬂHK-TEXHOﬂOI‘Mﬂ

KoMnnekTbl ANs BblAeNIeHUsA HYKJ/IEMHOBbIX KUCNOT

O6paseu NPOBA-HK | MPOBA-rc NPOBA-MY-PANUA NPOBA-

(npwn anouun B 300 Mkn) PANMUNA

COCKO6 anuTenmanbHbIX
knetok B 500 Mkn
TPaHCMNOPTHOW cpeabl;
2akynaT B 500 Mkn
TPAHCMOPTHOM Cpeabl; 100 konui 200 konumn 600 konui 1000 konumn
CeKpeT npocTaThbl /obpasel /obpasel /obpasel /obpasey
B 500 MKn
TPaHCMNOpPTHOW cpeabl;
mMo4a (Npw BblAENEHUMN
n3 1,0 mn obpasua)

3.3 [varHoCTuyeckue xapakTepUCTUKU:

Konnuecteo obpasuos (n) - 308.

BapuaHTbl UCNoONHEHUSA
OvarHocrtnyeckmne
XapaKTepUCTUKN Bupyc nanunnombl yenoseka Bupyc nanunnomel yenoseka 18
16 Tuna (HPV 16) Tnna (HPV 18)

OwnarHoctnyeckas o . o .
4yBCTBUTENLHOCTb (95% W) 97,3% (88,0; 99,9) 100% (90,7; 100)
[unarHocrnyeckas o . o .
creunduaHoCTb (95% M) 99,3% (98,0; 99,6) 99,6% (98,6; 99,6)

4 MEPbI NPEAOCTOPOXXHOCTHA

Obwmne TpeboBaHua 6e3omacHOCTM K HabopaM peareHToB Ans in Vvitro AWarHoCTUKKM B
cootBeTcTBMKU ¢ TOCT ISO 14971-2011.

Opranusauma pabotbl [LP-nabopatopun, obopyaoBaHne W MaTepuanbl AOJDKHbI
cooTBeTCcTBOBaTb TpeboBaHmsaM TOCT P 52905-2007, meToan4eckmx ykasaHuin MY 1.3.2569-09
«OpraHunsaums paboTbl nabopaTopuii, MUCMONb3YIOWKNUX METOAbl aMMIN@UKaAUUM HYKNENHOBbIX
KNcnoT, npu pabote Cc MatepuasnioM, CoaepXalnuM MMUKPOOpraHmMambl I-IV rpynn naTtoreHHoCTu»,
C cobnioaeHneM caHuTapHo-anuaemmonornyecknx npasmn CM 1.3.2322-08 «be3onacHocTb
paboTbl C MuKpoopraHusamamum III-IV rpynn naTtoreHHocTu (OonacHoOCTU) U BO36yauTensamu
napasunTapHbIX 6one3Hen».

Nccnepyemble obpasubl paccMaTpuBaloTCa Kak noTeHuuanbHo-onacHble. Mpu paboTe ¢
HabopoM cnenyet HageBaTb OAHOPA30Bble NepyaTku 6e3 Tanbka.

K pabote ¢ HabopoM peareHTOB AOMyCKaeTCs TOSIbKO nepcoHasn, 0by4yeHHbIn MeToaam
MONEKYIAPHOM ANArHOCTUKKN U NpaBunamM paboTbl B KIMHUKO-AMArHocTuyeckon nabopartopum.

Boiaenenne AHK cnegyet npoBoAMTb B JTaMUHAPHbLIX WKadax ¢ BKAYEHHbIM TaMUHAPHbIM
notokoMm. MNMoaroTtoBky K MLP ¢ ncnonb3oBaHnem Habopa peareHToB cneayeT nposoantb B MLP-
6okcax.

Bce nabopatopHoe obopyaoBaHuMe, B TOM 4MCie [03aTOpbl, WTaTuBbl, nabopatopHas
nocyaa, xanatbl, rofioBHble y6opbl M Np., @ TakXe pacTBOpPbl peareHToOB AO/MKHbl 6bITb CTPOro
CTauMoHapHbIMUK. 3anpeLwaeTca nx nepemMeLlleHne u3 ogHOro noMeLweHns B apyroe.

Jo3aTopbl A0/MKHbI 6bITb COOTBETCTBYHOLWMM 06pa3oM noBepeHbl (B aKKpeauTOBaHHbIX
nabopatopusx) n NpoMapKMpoOBaHbI.
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Ypanatb oTxodbl C npoayktamm [MLUP HeobxoAuMMO TONbKO B 3aKpbITOM BuUAE.
He ponyckaerca OTKpbiBaTb Npobupkyu nocne amnamdukaumm 3a MWCKIAKYeHMeM 3Tana
nposeAeHns JeTekunMM MeToAOoM renb-afiekTpodopesa, KOTOpbiin MNpPoBOASAT B 30He 4
(MY 1.3.2569-09).

Bce nosepxHocTu B nabopatopumn (paboume cronbl, WTaTuMBbl, obopyaoBaHue wn Ap.)
eXXegHeBHO noAaBepratoT BraXHOM yb6opke C MNpuMMEHEHMEM Ae3nH(UUMpYoWMX/MoLWmX
CpeAcCTB, pernaMeHTUpoOBaHHbIX caHUTapHbIiM1 npasunamu CI 1.3.2322-08.

Mpu ncnonb3oBaHuM Habopa peareHToB B ncnosHeHuun «MLP c geTekumMen MeToaoM refb-
anekTpodopesa» aAna npeaoTspalleHnsa KoHTaMuHaumm stanbl BoiaeneHuns AHK, MUP n getekuumn
cnefyet nNpoBoAUTb B pasfefbHblX MOMELWEHMAX WM TWaTeNnbHO W30/IMPOBaHHbIX 30HaX,
CHabXeHHbIX KOMMAEeKTaMM NoJiyaBTOMAaTUMUYECKUX  [03aTOpOoB, XanataMuM M NpoYUMMU
NPUHAANEXHOCTAMMN.

3anpewaeTcss CHMMaTb KPbIWKY C 3N1eKTPOodopeTMHECKON KaMepbl, €C/IN OHa NMoAK/toYeHa
K UCTOYHUKY NUTAHUS.

Mpun paboTe € BKIOUYEHHbIM TPAHCUIJTIOMMHATOPOM HEOOXOAMMO MONb30BaATbCA 3aALWUTHBIM
3KpPaHOM MK cneunasnbHOM 3alMTHOM MAaCKOM.

Mpu wncnonb3oBaHumM Habopa B KIMHUKO-AMArHoCTU4Yeckon nabopatopum o06pa3ytoTcs
oTxoabl knaccoB A n b, koTopble KnaccuduuupyroTca U YTUNM3MPYHOTCA B COOTBETCTBUM C
TpeboBaHuamm CanlnH 2.1.7.2790-10.

He ponyckaeTtcsa ncnosnb3oBaTtb Habop peareHTOB:

—  NpW HapyLWeHUN yCNOBUI TPAHCMOPTUPOBAHNSA U XpaHEHUS;

— NPV HECOOTBETCTBMWU BHELIHEro BMAa peareHTOB, YKa3aHHOro B nacrnoprte K Habopy;

— NPV HapyLWeHMUN BHYTPEHHEN YNaKOBKM KOMMOHEHTOB Habopa;

— N0 UCTEeYEHUID CpOoKa rogHOCTH.
MpnmMmeuaHmne - Habop peareHTOB He cOAEPXXMUT MaTepuanbl 6MONOrMYeckoro MNpPOUCXOXAEHMUS,
BeLwecTs, o6nap,aroumx KaHUepOreHHbIM, MyTareHHbIM AeVICTBVIeM, a TakKXxe BANAOLWNX Ha

penpoayKTUBHYIO GYHKUMIO denoBeka. [puM MCNOAb30BaHUKM MO Ha3Ha4YeHuo W cobioaeHun Mep

NpPeaoCTOPOXXHOCTU ABMSAETCA 6e30MacHbIM.
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5 OBOPYANOBAHUE U MATEPUAJIDbI

Mpn pabote ¢ Habopom peareHToB [JIABMOIEH-YIM TpebytoTcs cnegytowue

obopyZioBaHWE, peareHTbl U pacXoAHble MaTepuansbl:

O6opynoBaHue, peareHTbl U pacxogHble MaTepuasbl Real-time Flash Eph
MLP-60kc ha ha ha
amnandukaTop AeTEKTUPYIOLLNIA ha HeT HeT
AEeTeKTop NoSIMMepasHoM LenHou peakunm dnyopecueHTHbIN HeT aa HeT
TepMocTaT nporpamMmupyemsiin ans MNUP-aHanmsa HeT ha na
TepMoCTaT TBEPAOTENbHbIN NpOorpaMMupyembli ManorabapuTHbIN 1

- aa HeT HeT
Ansa npobupok 06vémom 1,5 mMn
TepMoCTaT TBEPAOTENbHbIN NpOorpaMMupyembli ManorabapuTHbIN 1

- aa HeT HeT
Ansa npobupok 06vémom 0,2 Mn
YCTPOMCTBO AN aneKkTpodopesa HYKIENHOBbIX KNCNOT B et et na
araposHbIX M akpuaaMuaHbIxX reasx
TpaHCUAOMUHATOP ynbTpaduroneToBblil (ryockon) HeT HeT aa
MUKpOLEHTpUdyra-BopTeKc Aaa Aaa aa
XONOAUNBbHWK BbITOBOM C MOPO3UJIBHOW KaMepom ha ha Aa
wTaTmeB «paboyee MecTo» Ans nNpobmpok aa Aha Aha

A03aTopbl MEXaHUYeCKUE UNKN 1IEKTPOHHbIE OAHOKaHaJIbHbIE C
rnepeMeHHbIM 06bEMOM, N03BONSAOLWNE OTOUPaTbL 06BLEM Aaa Aaa na
xunakoctn 0,5-10 mkn, 2,0-20 mkn, 20-200 mkn, 100-1000 Mkn
OZHOPa30Bble HAKOHEYHUKN C PUIBbTPOM ANS

rnoJlyaBToMaTUYeCKNX A03aTopoB, cBo6oaHble 0T PHKas un na na na
JHKa3, o6béMom 20 Mk, 200 Mk, 1000 mMkn

NpobupKN MUKpOLEHTPUDYXHble 06bEMOM 1,5 MN C KpbllWKaMmn na na na
npobupkn aMmnnmpukaunmoHHble 066E€mMomM 0,2 M/ C KpbILIKaMmn naz HeT HeT
Konba MepHas, BMecTumocTbio 1000 mn HeT HeT na
BOAA AUCTUNIMPOBaHHas ha ha Aa

oAHOpa30Bble NepyaTkyu MeanunHckme, 6e3 Tanbka,

Aaa aa aa
TEeKCTYpPMpPOBaHHbIE
peareHTbl ANs AeTeKUuMN HYKIEMHOBbIX KUCIOT B arapo3HbIX HeT HeT aa
rensax
MapKep A/IMH aMInM@UUNUPOBaHHbIX (bparMeHToB
(pUC19 OHK/MspI) HeT HeT aa
éMKOCTb ans cbpoca Ncnosib30BaHHbIX HAKOHEYHWKOB, a a a
npobMpoK M ApYrMX pacxoAHbIX MaTepuanos A A A
Ae3nHduumpyrowee cpeacrTso aa aa aa
nosuvpytoulee yctponcrteso ATcTpum
repMeTusnpytoiee ycTtpomcreo ATnak

a3 HeT HeT
ueHTpudyra ana mukponnaHuwert MNLUP A
nosivMepHas TepMonJeHKa Ans 3anedyaTbiBaHus
MUKponaaHwert MLP
MukponiaHwert MUP (96 nyHok) nat HeT HeT
MukponiaHwert MUP (384 nyHkn) na’ HeT HeT

L - pna dacoskn W

2 - ana dacosok U, W

3 - ans dacosok U, W € 1cronb30BaHMEM aBTOMaTU3NMPOBAHHOIO 03MPOBaHUS
4 - ana gacoBkn W C MCMOMb30BaHNEM aBTOMATM3UPOBaHHOIO 4031POBaHNS

5 - ans dacoBkm U ¢ NCNO/Ib30BaHWEM aBTOMATM3MPOBAHHOIO 103MPOBaHUS
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MpubopHoe obecneueHune

Ona npoBeaeHus MUP ncnonb3yoT aMnandukaTopbl U aMnanguKaTopbl AeTekTupyoLwme.
Ona aHanuza npoayktos [MUP wucnonb3ytoT [LP-geTekTopbl MnuM MeTon 3snekTpodopesa B
araposHom rene. MNpu ucnonb3oBaHum Habopos wucnonHeHust «MLP ¢ getekumen B pexunme
peanbHOro speMeHun» stansbl MNMUP-amnnndumkaunm AHK n getekumm OHK coBMeLleHbl.

» TUP c petekumelt B pexuMe peanbHOro BpeMeHW: aMnudukaTopbl AeTeKTUpylolme
OTnant, AOTnpanm, AOT-96 wnm AOT-322 (000 «HMNO [AOHK-TexHonorus»); Bepcus
NporpaMMHOro obecrneyeHuns He Huxe 7.3.4.01 unun amnandukartops iCycler iQ u iQ5 (Bio-
Rad Laboratories), Rotor-Gene Q (QiaGen). B03MOXHOCTb WCMOAb30BaHUSA APYrux
amnandukaTopoB HeobxXoAMMO YTOYHUTb Y nNpeacraBuTens KomnaHum  «AHK-
TexHonormnsa».

» TMUP c dnyopecueHTHOM AeTeKuuen No KOHEYHOW ToUKe: TEPMOCTAT MporpaMMmUpyeMblii
ana npoeeaeHusa [LUP aHanusa JeTbipexkaHanbHbIA «Tepumk» WM aHanorM4HbIN,
aetekTop dnyopecueHTHbIN «DKUH» nnn «hxuH-4» (000 «HMO OHK-TexHonorus»).

» TUP c geTekuuwei MeToAoOM renb-anekTpodopesa: TepMocTaT MporpamMMUpyeMbliii Ans
nposeaeHus MNLP aHanmsa 4veTbipexkaHanbHbii «Tepuuk» (000 «HMO AHK-TexHonorusa»)

MW aHaNOrUYHbIN.

6 AHAJIUSVUPYEMDIE OBPA3LibI

B kauecTBe 6MonorMyeckoro Mmatepumasna ncnosib3yT COCKOObI annTenmanbHbIX KNeTok (13
YPOreHUTasnibHOro Tpakra), Mo4y, CeKpeT NpoCcTaThl, IAKYAAT.

PeweHne 0 HEO6XOANMOCTM UCCEA0BATb TY UM MHYIO JIOKAAN3aLUI0 NPUHUMAET Nedallnii
BPay Ha OCHOBaHWM COBOKYMHOCTM Xasnob naumeHTa n KIMHUYECKON KapTUHbI.

NccnepgosaHne mMetogom TIUP  oTHocuTcs K nNpsiMbiIM  MeTodaM NnabopaTopHOro
nccnegoBaHus, NO3TOMy B3aTUE HBMonornmdyeckoro matepuana HeobxoamMmMo NpoBOAUTbL M3 MecTa
nokanusaumn MHQEeKLMOHHOro npouecca.

Ons nonyyeHMs KOPpPeKTHbIX pe3ys/bTaToB MMeeT 3HayeHMe KadyecTBO B3sATMSA obpasua
bnomaTepuana Ans UCCNenoBaHUs, ero XpaHeHue, TPaHCNOpTUpPOBaHWE W npeaBapuTesbHas

obpaboTka.

6.1 NHTepdepupytowme BewecTsa

Hannune wuHrmbutopos T[UP B o06pasue 6uonornyeckoro martepuana MOXeT ObITb
MPUYMHOM COMHUTENbHbIX (HeomnpeaenéHHbiX) pe3ynbTaTtoB. [Npu3HakoM uHrubuposaHusa [MLP
ABNseTcs  OAHOBPEMEeHHoe  OTCyTCTBME  aMmamduKauuMm  BHYTPEHHEero  KOHTPOnAs U
cneundunyeckoro npoaykra (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).

! - npousBoAMTENlb  pPEKOMEHAYET CBOEBPEMEHHO O06HOBASTb  MporpaMMHoe  obecrneyeHne  Ans
AeTekTupylowmx amnandukaTopos. AKTyanbHyo Bepcuto MO MOXHO ckavaTb Ha cauTe koMnaHum «AHK-
TexHonorua»: https://www.dna-technology.ru/poequip/po-dlya-oborudovaniya
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K wnHrmbutopam TLP, WCTOYHMKOM KOTOpPbIX MOXeT aBnsaTbCcad obpasey [AHK, no
pesynbTaTaM aHanusa puckos U nposesaeHns HUOKP oTHeceHbl crefyoume BellecTBa:
remornobuH, npucytcreyowmin B obpasue AHK B pe3ynbrate HEMoNHOro yaaneHus B Xxoae
BblaeneHms [OHK wn3 obpasua 6uomaTepuana cogepXxawero npuMecb KpOBWU, a TakKxe
M30MpoONWUIOBbIN CNUMPT W MeTunaueTaTt, npucyTcTeywwme B obpasue [AHK B pesynbTarte
HEeMNOJIHOro yaaneHuns NPOMbIBOYHbIX PacTBOPOB B xoAe NpobonoaroToBKy.

MakcuMManbHble  KOHUEHTpauunm  uHTepdepupyowmnx  BewecTs, Npu  KOTOPbIX
He Habnpanocb BAMSHME Ha amnandukaumio nabopaTopHOro KOHTpoNbHOro obpasua u
BHYTPEHHEro KOHTpOJIbHOro obpasua coctasnswT: remornobuH - 0,35 mr/mn obpasua AHK,
nsonponunosbin cnupt — 100 mkn/mn obpasua AHK, metunauerat — 100 mkn/mn obpasua AHK.

KpoMe TOro, noTeHUManbHO OKa3biBaTb BAUSHWME Ha pe3ynbTatbl [LUP cnocobHebl
cogepxawmecs B obpasue buomatepnana nybpukKaHTbl U MeCTHble SIEKapCTBEHHbIE NMpenapaTbl.
MpumMeck, conepxxawimecs B obpasue buomatepunana, NpakTUYECKN NOMHOCTbIO YAANSAKTCA B Xo4e
BblaeneHmsa OHK, ogHako onsa npenoTBpalleHns yKasaHHbIX BellecTB B obpasel, 6uomatepmana
N MUHMMWU3ALMW PUCKOB cneayet cobntogatb npaBuia NoAroTOBKU K B3STUIO 6MONOrMyeckoro
MaTepuana, a Takxe rnpasufia B3aTUSa bumonormdeckoro matepuana (cM. nyHkTbl OcobeHHOCTH
B3SATUA yporeHuTanbHblX cockoboB, OcobeHHOCTM B3ATUS MaTepuana W3 Bfaraauwa,
OcobeHHOCTM B3STMS MaTepuana 13 ypetpbl, OcobeHHOCTM B3ATUS MaTepuana 13 LepBuKasabHOro
kaHana). MNpun nogo3peHuUn Ha Hanuume B obpasue 6onbwoOro kKonuyecrsa uHrnbmtopos MMLP
(BM3yanbHO pas3nIMUMMON NMpUMMecu KpOBM) peKoMeHAyeTcCst BblbupaTb Habopbl An5 BblaeneHus
OHK, no3sonswowme MakcMManbHO yaanutb WHrmbutopbl MUP wn3 obpasua, (Hanpumep
OCHOBaHHble Ha COpPOEHTHbIX MeToAMKax), He PeKOMEeHAYEeTCS MCMNOJ/b30BaTb 3KCMpecc-MeToAbl
Bbiagenennsa AHK.

6.2 0OcobeHHOCTM B3SITUS YpOreHuTanbHbIX COCKO60OB

XKeHLWmnHbl HakaHyHe obcrefoBaHUs He AO/MKHbI MPOBOAUTL TyaseT NOA0BbIX OpraHoB U
cnpuHUeBaHue. nsa nonyyeHmst o06beKTUBHOIoO pel3ynbTata HeobxoanMmo, 4Tobbl nccneayembli
MaTepuan coaepxasa BO3MOXHO 6osibluee KOAMYECTBO 3NUTENNANbHbIX KNETOK U MUHUManbHOe
KOMMYeCTBO C/M3U U NpUMECH KpoBW. HenpaBuabHoe B3aTUe HuomaTepunana MOXeT NpUBECTU K
HEeLOCTOBEPHOMY pe3ynbTaTy W, BCAeACTBME 3TOro, HeobXxoAMMOCTM TMOBTOPHOro B3ATUS

6uomaTtepmana.

6.2.1 OcobeHHOCTM B3ATUSA MaTepuana U3 Bnaranuuwa

MaTtepmnan pomxeH 6biTb B3ST A0 MNPOBEAEHUS MaHyaslbHOro MccnenoBaHusl. 3epkarno
nepea MaHMNyNsUMEN MOXHO CMOUYUTb rOpsiYel BOAOW, MPUMEHEHWE AHTUCENTUKOB AN
o06paboTkm 3epkana npotmBornokasaHo. Cockob 6epyT c 3agHebOKOBOro cBoga Bnaranuuia.

Y AeBoYEeK B3SATME MaTepuana Npou3BOAAT CO CAM3UCTOM 060/0YKM MpeanBepus BRaranuuia,

a B OTAEJIbHbIX Cny4asax — U3 3a4HEro ceoda Bsarajinila 4epes rmMeHasibHble KoJibLa.
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6.2.2 0OcobeHHOCTU B34TMUSA MaTepuana u3 ypeTtpsbl

Mepen B3aTMeM 6uomaTepuana nauMeHTy peKoOMeHAyeTCcs  BO34epXaTbCsa  OT
MoyeucrnyckaHus B TedeHmne 1,5-2 vyacos.

HenocpeacreeHHO nepen B3sTueM 6umomaTtepmana Heobxoammo obpaboTaTb HapykHoe
OTBEPCTUE YypeTpbl TaMMOHOM, KOTOPbIA MOXHO CMOYUTb CTEPUSIbHBIM (HU3NONOrMYECKNM
pacTBOPOM.

Mpn HanuMuMn rHOMHbIX BblAeNeHun cockob pekomeHayeTcs 6paTb depe3 15-20 MUHYT
nocne MOYeuCnyCcKaHus, npu OTCYTCTBUM BblAENEHUN HEO6XOAMMO MPOBECTM MAcCCaX YpPeTpbl C
NOMOLLbLIO 30HAA AN5 B3aTUSA 6uoMaTepuana. B ypeTpy Yy XeHLWMH 30H4 BBOAUTCSA Ha raybuHy

1,0-1,5 cMm, y feTelt MaTepuan Ana UCCefoBaHns 6epyT TO/IbKO C HAPY>XHOro OTBEPCTUSA YPETPbI.

6.2.3 0OcobeHHOCTM B3ATUS MaTepuasa n3 LepBMKanbHOro KaHana:

Mepen B3ATMEM MaTepuana HeobxooMMO yAanuTb BaTHbIM TaMMOHOM CNM3b U 3aTeEM
obpaboTaTb WeNKy MaTKu CTepusibHbIM (U3MOJOrMYECKMM pPacTBOPOM. 30HA4 BBOAAT B
LepBMKanbHbIN KaHan Ha rnybuHy 0,5-1,5 cM. Mpun n3eBnevyeHnn 3oHAa He06XoaMMO MOMHOCTbIO
WCK/TIOUYUTb €ro KacaHue CTEHOK Braranuuia.

6.3 CockobHoe oTaenseMoe 3NUTENManbHbIX K/IETOK W3  YPOreHUTasbHOro TpakTa
(uepBuKanbHOro KaHana, Bfaranuwa, YpeTpbl), NPAMONA  KWULWKW, POTOrNOTKMU,
KOHBIOHKTUBbI rfa3a, Koxu
OrpaHnyeHue MeTofa - MECTHOE MpMMEHEHME NeKapCTBEHHbIX MnpenapaTtos, Y3U

BarnMHaabHbIM AATYMKOM MeHee 4yeM 3a 24 4yaca A0 uccnenoBaHus (ANs B3STUSA COCKOBHOro

OTAENSeMOro U3 YpOreHMUTabHOro TpakTa).

B3aTMe MaTepuana oCyLecTBSOT C MOMOLLbIO CrieuuanbHbIX CTEPUSIbHBLIX OAHOPA30BbIX
WHCTPYMEHTOB — YpPOreHuTasbHbIX 30HAOB, LUMTOLETOK WM TaMMNOHOB, B 3aBUCUMOCTU OT
WMCTOYHMKA KJIMHWMYECKOro MaTepuana, cornacHo yCTaHOBNEHHON npoueaype.

B3sTne cockoboB npoBoaANTCS:

— B NJIacTMKOBble Npobupkn o6béMom 1,5 Mn, B KOTOpble NpeaBapUTENIbHO BHECEHO 300-

500 MK PU3MONOrNMYecKoro pactesopa CTepUIbHOIO;

— B MpobuMpkM C TPaHCNOPTHOM Cpeaol, npeaHasHadeHHoW npous3BoAUTENEM Ans
TpaHCNOPTUPOBAHMSA N XpaHeHns obpa3uoB 6MONOrMyeckoro Matepmana ans MupP-

nccneaoBaHum;

- B npobupkn c¢ peaktmsom <«[POBA-PAMNO» (npoussogmtens OO0 «HIMO [AOHK-

TexHonornsa»).

BHUMAHME! «MPOBA-PAMNO» He pekomeHayeTcs ans BbigenenHmsa OHK wn3 cockoboB w3

YPOreHUTaNbHOro TPakTa y MyXUMH.
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Mopspok B3aTUSA:

OTKpoliTe KpbILWKY NpobupKu.

2. [lepeHecuTte 30HA C 6GuoMaTepmanoMm B NpobupkKy C GU3NOIOTMYECKUM PacTBOPOM,
TPaHCNOPTHON cpeaoi unun peaktusoM «MPOBA-PAMNA», n TwaTtenbHO NpononoLwuTe ero,
nsberas pasbpbI3rMBaHUS XUAKOCTU. 3aTEM U3BNEKUTE 30HA U3 pacTBOpa, NpMXuMas ero
K CTeHKe Npobupku, OTOXMUTE M3OBLITOK XWMAKOCTU, yaanuTe 30HA4 U BblbpocbTe. [Mpu
HeobxoaAnMOCTM B3aTUA BMoMaTepuana n3 HeckosbKnx 6MOTONOB NOBTOPUTE Npoueaypy,
KaxAablh pa3 3abvpas maTepman HOBbIM 30HAOM B HOBYO NPO6GMpPKY.

3. TINOTHO 3aKpounTe KpbilKY NPobUpKKN, NpoMapKUpymnTe Npobupky.

BHUMAHME! [onyckaeTtca xpaHeHune obpa3uos npu Temnepartype oT 2 °C go 8 °C He 6onee
24 yacos.

MpenobpaboTky, NpobonoAroToBKY M XpaHeHne mMatepuasna npoBOASAT B COOTBETCTBUU C
WHCTpYKUMen K kKomnnekTy/Habopy peareHToB Ans BbligeneHns [OHK w3 6uonornyeckoro
mMaTtepuana.

4. Tpwn B39TMKN COCKOBOB B MPOBGMPKN C PU3MONOrMYECKMM PACTBOPOM WMAM TPAHCMOPTHOWM
cpegon nepea BblgeneHnem [OHK komnnektamm  «[MPOBA-IC» wnn  «[MPOBA-HK»
BbINOSHUTE NpenobpaboTky:

4.1 Mpobupky, coAaepXxallylo aHalau3Mpyembliil  MaTepuan, UeHTpudyrupymte npwm
13 000 06/MuH B TedeHmne 10 MMH Npu KOMHaTHOM TemnepaType oT 18 °C go 25 °C.

MpnuMeyaHue - Mcnonb3yinTte ueHTpudyry ans npobupok o6vémom 1,5 mn ¢ RCF He Huxe 13 000 x g,
HanpuMep, ueHTpudyry HERAEUS picol7 (17 000 x g unaun 13 000 06/MuH).

4.2 YpannTte HapoCaao4yHYH XUAKOCTb, OCTaBMB B NMpobupke npumepHo 50 mMkn (ocagok +
Xuakas ppakumsa) Nnpu NCrnonb3oBaHUM Ans BblaeneHnsa komnnaekta peareHtos NMPOBA-TC
mnm 100 Mkn (ocagok + xuakas dpakuus) npu UCNonb3OBaHWM AN BblaeneHus
koMmnnekTa peareHToB [MTPOBA-HK. MpobnpKn NAOTHO 3aKpbiTb KPbIKaMM.

MonyyeHHbIM MaTepuan rotos Ansa sbigeneHna OAHK.
Mpu B3aTMK cockoboB B nNpobupkm c peaktmeom «IMPOBA-PAMNO» pononHUTENbHOM

npenobpaboTkn He TpebyeTcs, MaTepman rotos Ans BblaeneHns AHK.

6.4 [lepBas nopuns yTpeHHEN MOYHN

MepBYytO NOPLMIO YTPEHHEN MOUM B KavecTBe BMONormyeckoro Mmatepmarna ncnosib3yoT rnpu
OCTPOM BOCManMTeNbHOM Mpouecce HWXHUX OTAEeNI0B MOYenosioBOro TpakTta B CBA3M C
Bblpa)KeHHOM 601e3HEeHHOCTbI0 B3ATMUSA COCKoba annTennasnbHbIX KIeTOoK.

Ona aHanuza oTbupatoT nepByd NOPUMUIO YTPEeHHENn Mounm B Konmdyectee 10-15 mn.
Bo3MOXXHO mnccnegoBaHMe NMepBor NOpuMKM MOYM, MOJSTYYEHHOW 4yepe3 ABa u 6osiee 4yacoB nocne
npeaLwecTByoLEero MoYencnycKaHms.

OT60p MOYM NPOBOASAT B CMeuManbHY CyXYyH CTEepUSIbHY0 EMKOCTb 06bEMoM A0 60 M,
CHab>XEHHY0 repMeTUYHO 3aBMHYUYMBAOLWENCH KPbILLKOMN.

Mocne c6opa MOUYN KOHTENHEP MNIOTHO 3aKpbIBAlOT U MApKUPYIOT.
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6.5 Cekpet npocratbl (NpeacrtaTenbHON Xxenesbl)

Mepepn B3ATUEM CEKpPETa NPOCTaTbl PEKOMEHAYETCS MOS0BOE BO3AEPXKaHNE B TEHYEHUNE TpeX
CYTOK A0 UCCNefoBaHUs.

Mepen B3ATUEM CekpeTa NpOoCTaThbl FOSI0BKY MOSIOBOro YieHa obpabaTbiBaloT CTEPUNbHBLIM
BATHbIM TaMMNOHOM, CMOYEHHbIM (PU3MOOrMYECKUM PacTBOPOM.

CekpeT npocTaTbl cobmpaloT nocne npeaBapuTebHOrO0 Maccaxa npocTaTbl Yepes NpsMyto
KMWKY. Maccax npoBOAWT Bpay, MOCPeACTBOM 3HEPrnMYHOro HajaB/MBAalOWEro ABMXKEHUS OT
OCHOBaHMUS K BEpXYLLKe Xenesbl.

Mocne OKOHYaHMS Maccaxa BbIAENMBLUMINCSA MPOCTAaTUYECKUI cekpeT B Buae cBo6oaHO
ctekatowen kanam (0,15-1,0 Mn) cobupaloT B OAHOPA30BYIO CYXYK CTepusibHYt npobupky
06BHEMOM 2 M1 N KOHTenHep 06BbEMOM A0 60 M.

EMKOCTb C CEKPETOM MPOCTaThl FrEPMETUYHO 3aKPbIBAIOT KPbILLKOW M MapKUpPYIOT.
BHMUMAHME! T[lpv noAO3peHMM Ha OCTpbii NPOCTAaTUT BbINOJHATL MacCaX MpocTaThbl

KaTeropuyecku 3anpetleHo!!!

6.6 Dakynar

Mepen c6opoM askynaTa (CEMEHHOM XUAKOCTM) PEKOMEHAYETCS MO0OBOE BO34EpXaHue B
TeyeHue Tpex CYTOK A0 UCCNeaoBaHus.

Mepen c6opoM aakynaTa NaUMEHT MOUUTCH B TyaneTe, MOJIHOCTbIO OMOPOXHAS MOYEBOW
ny3blpb.

Mocne MovencnyckaHMs NauMeHT AO/DKEH TWATeNbHO BbIMbITb PYKW C MbIJIOM M MPOBECTH
TyaneT Hapy>XHbIX MOMOBbLIX OPraHOB C MbIIOM M BOAOM. [0/1I0BKY MOMIOBOr0 YsieHa U KpawmHIow
NA0Tb HEO6XOAMMO BbICYLUMTb CTEPUSIBHOM CandeTKoMn.

DAKYNAT NONy4YaloT NyTeM MacTypbaumm n cobupatoT B CTEPUIIbHBIN KOHTENHEP 06BEMOM
Ao 60 mn.

EMKOCTb C 29KYNSTOM FrepMEeTUYHO 3aKpPbIBaOT KPbILLIKON 1 MapKUpYIOT.

6.7 buonTaThbl
buonTaTbl TKaHEN NoMecTUTe B NIACTUKOBYIO Npobupky 06béMOM 1,5 Ma ¢ TpaHCnopTHOMN
cpenon, npegHasHa4vyeHHOM npou3BoAuTEeNEeM ANs TPaHCNOPTUPOBaHUSA M XpaHeHus obpasuos

6uonornyeckoro matepuana ans MNMUP-nccnegosannin. NMpobupky TwaTenbHO 3aKpounTe.

6.8 TpaHcnopTMpoBaHMe N XpaHeHUe nccrenyemolx obpasuos

JonyckaeTcs XxpaHeHue obpasuos npu Temnepatype ot 2 °C go 8 °C He 6onee 24 yacos.
B cnyyae HEBO3MOXHOCTM AOCTaBKM MaTepmana B NabopaTopuio B TEUEHME CYTOK AOMYCKaETCs
OLHOKpaTHOE 3aMopa)kMBaHMe Matepuarna. [JonyckaeTcs XpaHeHWe 3aMOpPOXEHHOro maTepuana

npu Temnepartype ot MuHyc 18 °C go MmnHyc 22 °C B TeyeHMe 04HOro Mecsua.
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7 NMPOBEAEHUE AHAJIN3A

7.1 Bolaenenne JHK n3 6uonornyeckoro matepmana

Boliaenenne OHK npoBoassT B COOTBETCTBMU C MHCTPYKLUMEN K MCMOSIb3YEMOMY KOMMNEKTY
peareHToB. PekoMeHAaylOTCS KOMMAeKkTbl Ans BbigeneHmss OHK u3 6buonornmyeckoro matepuana:
MPOBA-HK, MPOBA-I'C, NMPOBA-PAMNA, NMPOBA-MY-PAMNNA. He pekoMeHAyeTCA MCMNOb30BaTb
komniekT peareHToB MPOBA-PAMNA npu BbliageneHmn OHK 13 cockoboB M3 yporeHUTanbHOro
TpakKTa MY>X4UH.
BHMUMAHME! He3aBucMMO OT WUCMNOAb3yeMOro KoMmnnekta Aang BblgenedHna [OJHK u3
buonornyeckoro MaTtepuana OAHOBPEMEHHO HeOb6X0AMMO MOArOTOBWUTL  OTpULIATENbHbIN
KOHTPONbHbIN 0bpasel, nNpowealnii Bce aTanbl NpobonoAroToBKU. B KavecTBe oTpuLaTebHOro
KOHTPONbHOro obpasua peKkoMeHAYEeTCs MCNonb30BaTb U3MONOrMYecKkmin pactsop B o6béme,

YKa3aHHOM B MHCTPYKLUMU K KOMMEKTY peareHToB An4 sbiaeneHus OHK.

7.2 Moarotoska n nposeaeHune MLP. ®acoska S, Ang Kaxaon cMecu ans amnandukauum
BHUMAHME! lNpun npoBeaeHnn Bcex Nocneaylowmx AeNCcTBUiA cneayet niberatb BO34ENCTBUSA
NPSMbIX COJTHEYHbIX Nlydel Ha NpobupKN Co CMecbio AN amnangukaumm!

7.2.1 T[lpomapkupyite HeobxoamMoe KOJIMYEeCTBO MPOBUMPOK CO CMecbto Ans amnavdukaumu,
3ane4yaTaHHOM napaduHOM: ANna uccnegyembix 06pasuoB, ANS  MNONOXWUTENBbHOMo
KOHTpONbHOro obpasua (K+) mn oTpuuaTenbHOro KOHTpOsbHOro obpasua (K-). Mpu
MCnosib3oBaHMM Habopa peareHToB B ucnosHeHuun «lMUP ¢ ¢pnyopecueHTHOW aeTekumen no
KOHEYHOW TOYKe» NpOoMapKUpynTe AOMNONHUTENbHO ABEe Npobupkn «OOH» ansg KoHTpons

¢doHa pnyopecueHunn.

Mpumep: Heobxoammo npoaHanusnpoBaTb 4 obpasua. Ans aToro Heo6xoanMo:

—  «[UP c getekuuen B pexnme peanbHOro spemeHn», «lLUP ¢ getekumen MeToLoM resib-
anekTpodopesa»: npoMapkmpoBaTb 4 Npobupkn ans wmccnepgyembix o6pasuoB, 0OAHY
npobupky ansa «K-» n ogHy npobupky ans «K+». Obuwee konmyectso Nnpobupok — 6.

—  «[UP c dnyopecueHTHOM geTeKumen no KOHEYHON TOYKe»: MpoMapKnpoBaTb 4 npobupku
Ana nccnepyemblx 06pasuos, ogHy npobupky ana «K-», oaHy npobupky ana «K+», ase
npobupkn «®OH». ObLee kKonnyecTso nNpobupok — 8.

BHUMAHME! lNpn ncnonb3oBaHmn ansa nposegeHus MNUP npnbopa Rotor-Gene Q MapKkupoBKy

cnenyeT HaHOCUTb TOMIbKO Ha KPbILWKW MW BEPXHIOK TPETb CTEHKM Npo6uMpok!

7.2.2 BcTtpsaxHuTe npobupky ¢ pactBopoM Tag-nonumepasbl B TedeHme 3-5¢c w

LeHTpndyrnpyite B TeueHue 1-3 ¢ Ha MMKpoLEeHTpuUdyre-sopTeKkce.

7.2.3 [obaBbTe BO BCE€ MNpOMApKMpOBaHHbie nMpobupkn (kKpome npobupok «OOH»),
He noBpexaasa cnoi napaduHa, no 10 Mkn pactBopa Tag-nonmmepasbl. B npobupkn,

npoMapkmnpoBaHHble «®OH», nobaebTe no 10 mkn MUP-6ydepa (dpoH).

BHUMAHME! lNMpn ncnonb3oBaHum gnsa nposegeHus MNMUP npubopa Rotor-Gene Q MnHepanbHoe

Macno B Npobupkn He BHocuTcA!
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7.2.4 [dobasbTe B Kaxayt npobupky (Npu HEO6XOAMMOCTM) MO OAHOW Kanje MuUHepasbHOro

mMacna (okono 20 Mkn). 3akponTe NAOTHO NPOBUPKMU.

7.2.5 BctpaxHute npobupkm ¢ npenapatoM [AHK, NONOXWTENbHbIM  KOHTPOJSbHbIM
obpasuom (K+) n oTpuuaTtenbHbIM KOHTPONbHbIM ob6pa3uoM (K-) B TeueHne 3-5c¢C u

LeHTpUdyrmpyiTe B Te4eHMe 1-3 ¢ Ha MUKPOLEHTpUdYre-BopTeKCe.

BHUMAHME! [1nga npeaoTBpalleHnsa KOHTaMMHauuu cneayet nepep sHeceHneM [IHK oTKpbiBaTh
KPbILWKWN TOSIbKO TeX Npobupok, B KOTOopble 6yAEeT BHOCUTLCSA AaHHbIN obpasel, W 3aKkpbiBaTb UX,

nepepn BHeceHueM cnegytowero. NMpenapatbl AHK cneayeT BHOCUTb HAKOHEYHUKAMK C (PUIbTPOM.

7.2.6 BHecuTe B COOTBETCTBYHOLME MNPOMapPKMPOBaHHbIE MPOBUMPKK, He MoBpexaas Crow
napaduHa, 5,0 MKN BblaeneHHoro M3 obpasua npenapata AHK (kpome npobupok «K-»,
«K+>», «OOH»).

7.2.7 BHecuTe B Nnpobupky, NpoMapknpoBaHHyt «K-», He noBpexaasa cnov napadwuHa, 5,0 Mkn

oTpuLaTenbHOro KOHTPoNbLHOro obpasua, npowealwero atan eoigeneHmnsa AHK (cm.7.1).

7.2.8 BHecuTe B NpobupKy, NpoMapk1MpoBaHHyto «K+>», He noBpexaas cioi napaduHa, 5,0 mkn

MOMOXMUTENBHOMO KOHTPOJIbHOro 06pasua.

7.2.9 BHecuTte B npobupkn, npomapkumpoBaHHble «®OH», 5,0 Mkn oTpuuaTenbHOro

KOHTponbHOro obpasua, npoweawero atan sbigeneHna AHK (cm. 7.1).

MpnMeyaHue - [OTOBble HOPMUPOBOUYHbIE NPOBUpkM «®OH» aonyckaeTcs UCMob30BaTb MHOMOKPAaTHO

npu KaxaowW aetekumm pesynbtatoB [lMLUP c peakunoHHbIMM npobupkamMmn M3 TOoW xe cepuu Habopa

peareHToB. HOpMMpOBOYHbIE NPOBUPKN XpaHWUTb NMpu TemnepaTtype oT 2 °C go 8 °C B TeyeHMe OAHOro
Mecsiua B TeMHOM MecTe. Npu npoBeaeHnn AeTeKLMM NPOBUPKM AOSKHBI UMETb KOMHATHYIO TeMnepaTypy oT
18 °C po 25°C, pns 3TOro, 3a OAMH Yac A0 MNpoBeAeHUs AeTekuun, Mx HeobxoaMMO pocTaTh M3

XonoaunnbHUKa.

7.2.10 UeHTpndyrmpynte Bce npobupkun B TedeHmne 3-5 ¢ Ha MuUKpoueHTpudyre-sopTekce.

7.2.11 YcTaHoBMTe BCe NpobMpKM B TEPMOCTAT NpOrpaMMUpPYEMbIN Mnu B 6510k amnnudumkaTopa
n npoeeaute TMILUP B pexume, npuvBeaeHHOM AN aMnanUdUKaTopoB C aKTUBHbIM
perynmpoBaHueM, c yyetoM ob6bEMa peakuMOHHOM cMecu, paBHOro 35 Mk/. MporpamMmel

amnnndukaumm ans dacoskm S npuseneHsl B Tabnmuax A.1-A.6 (MpunoxeHue A).

MpumeuaHwune - MpoayKTbl aMNAnUdUKaLMM MOXHO XpaHUTb Npu TemnepaTtype ot 2 °C go 8 °C B TeueHue

oAHOro Mecsiua unu nNpu temnepatype ot MMHyc 18 °C go MmnHyc 22 °C B TeyeHune 12 mecsaues.
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7.3 Moarotoska un nposeaeHue MNLP. ®acoska W, ang Kaxaon cMmecn gna amnandukaumm

BHUMAHME! lNpun npoBeaeHnMn Bcex Nocaeayowmnx AencTBun crepyeT msberatb BO34enCcTBUS

NPSIMbIX CO/THEYHbIX ly4eil Ha NpobMpKM CO CMecblo ANns amnamdukaumm!

7.3.1 Tpomapkupylite HeobXxoaMMoe KOJIMYECTBO UUCTbIX aMmIN@UKaALMOHHbLIX NPO6MpPOK
o6béMoM 0,2 Mn: Ans uccnenyemblx 06pa3uoB, AN MOSOXKUTENbHONO KOHTPOSbHOIMO

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

Mpumep: Heobxoaumo npoaHanusupoBate 4 obpasua. [Ana 3Toro HeobxoanMo
npoMapknpoBaTb 4 Npobupkn aAns mccnepyemolx obpasyos, oaHy npobupky ana «K-» u oaHy

npobupky ansa «K+». Obuwee konnyectso npobmpok - 6.

BHMUMAHME! lMpun ncnonb3osaHuu ans npoeegeHus MUP npubopa Rotor-Gene Q MapKMpoBKYy

cneayeTt HaHOCUTb TOJIbKO Ha KPbIWKKN MU BEPXHIOK TPETb CTEHKA I'IpOﬁMpOK!

7.3.2 BcTpsixHuTe npobupky C€O CMecbld Ana  aMiandukauum B TedyeHne 3-5¢ wu

LeHTpudyrmpyiTe B TeyeHme 1-3 ¢ Ha MUKPOLLEHTpUdYre-BopTeKCe.
7.3.3 BHecuTe B Kaxayl NPpOMapKMpoBaHHY Npobupky no 20 MK cMecu Ana aMmnandukaumm.

7.3.4 [obaBbTe B KaxAayl MNpOMapKMpOBaHHYl Mpobupky no ogHon kanne (okono 20 mkn)

npeaBapuTeNbHO pacnsaBieHHoro napaduHa. 3aKkpolriTe NpobUpKM KpbILLKaMM.

BHUMAHME! [apacdunH pomkeH ObiTb NpeaBapuTenbHO pacniaBneH Ha TBepPAOTENIbHOM
TepMmocTtate npu Temnepatype 80 °C B TeyeHume 10 MMHYT. [Mpobupky C pacnnaBfieHHbIM
napacMHOM peKkoMeHAyeTCs nepen MnpuMeHeHMeM ueHTpudyrmposaTb B TedeHme 1-3 C Ha

MUKpOLEeHTpUdyre-sopTekce.

7.3.5 LUeHTpudyrmpyiite npobupkn B TedeHme 3-5 c Ha MUKpoLEHTpudyre-BopTeKce.

7.3.6 T[lomecTtute nNpobupku B TBEPAOTE/NbHbLIM TepMOCTaT U MHKYOUpPYyWTe Npu TemnepaType

80 °C B TeyeHue 5 MUHYT.

7.3.7 T[lepeHecuTe npobupkn B WTaTMB "paboyee MecTo", He HAKJIOHAS U He NepeBopaymBas 1
MHKYbMpynTE NpM KOMHATHOM TemnepaTtype oT 18 °C go 25 °C 4o nosiHOro 3acTbiBaHUS

napaduHa (06bIYHO 5 MUHYT).

7.3.8 BcTtpsaxHuTte npobupky € pactBopoM Tag-nonmmepasbl B TedeHme 3-5¢c w

LeHTpudyrnpyite B TeueHue 1-3 ¢ Ha MUKpoOLEHTpuUdyre-sopTekce.

7.3.9 BHecuTe BO BCe MPOMapKMpoBaHHbiE MNpobMpKM, He NoBpexaas cior napaduHa, no

10 Mkn pacteBopa Taqg-nonnMepassbl.

BHUMAHME! lNpn ncnonb3oBaHum gnsa nposegeHus MNMUP npubopa Rotor-Gene Q MnHepanbHoe

Macso B Npobupkn He BHocuTcs!

7.3.10 JobaBbTe B Kaxayr npobupky (npy HeobxoamMoCTM) MO OA4HOW Kanne MuHepanbHOro

mMacna (okoso 20 Mk). 3akponTe NAoOTHO Npobupku.
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7.3.11 BctpaxHute npobupkn ¢ npenapatoM [AHK, NONOXWTENbHbIM  KOHTPOSbHbIM
obpasuom (K+) mn oTpuuaTtenbHbIM KOHTPONbHbIM obpa3uoMm (K-) B TeueHne 3-5cC u

ueHTpudyrmpyinTe B TedeHme 1-3 ¢ Ha MUKpOoLUeHTpudyre-BopTeKce.

BHUMAHME! [1ng npenotepalleHns KOHTaMUHaUnm cneayet nepef BHeceHneM JHK oTkpbiBaThb
KPbILWKKW TONbKO TEX NpobUpPOoK, B KOTOpble 6yAEeT BHOCUTLCSA AaHHbIN obpasel, W 3aKkpbiBaTb UX,

nepepn BHeceHueM cneaytowero. Npenapatbl AHK cneayeT BHOCUTb HaKOHEYHUKAMK C pUAbTPOM.

7.3.12 BHecuTe B COOTBETCTBYHOLWME MNPOMapKMPOBaHHbIE MPO6UMPKK, He noBpexaas Crow
napacduHa, 5,0 Mkn BblaeneHHoro M3 obpasua npenapaTta AHK (kpoMe npobupok «K-»,
«K+»).

7.3.13 BHecuTe B NpobupKy, NpoMapknMpoBaHHyH «K-», He nospexaasa cnov napadwuHa, 5,0 Mkn

oTpuLaTenbHOro KOHTPOSIbHOro obpasua, npowealero atan ebigeneHns AHK (cM.7.1).

7.3.14 BHecuTe B NpobupKy, NpoMapKnpoBaHHyo «K+», He nospexaas cnoin napaduvHa, 5,0 mMkn

NONOXUTENbHOrO KOHTPO/bHOro obpasua.
7.3.15 UeHTpudyrmpyinTte BCce Nnpobupkn B TeueHme 3-5 ¢ Ha MUKpoLUeHTpudyre-BopTeKce.

7.3.16 YcTaHoBMTe BCce Npobupkn B 6510k aeTekTupyowero amnnmdmkaTtopa n nposeaute MLUP ¢
yyeToMm o6bEéMa peakUMOHHOM cMecu, paBHoro 35 Mmkn. MporpaMMbl amnnmdukaumm ans

dacoskn W npusegeHbl B Tabnuuax A.1-A.4 (MpunoxeHune A).

7.4 Moarotoeka wn nposegeHue TLP. ®acoeka W, C wcnonb3oBaHWeM [O3MPYHOLWLEro

ycTponctea ATcTpum

BHUMAHME! lNpu npoBeaeHnn BCeX Nocaeayowmnx AENCTBUNA crieayeT msberatb BO3AenNCTBUS

NPSIMbIX COMTHEYHbIX lydein Ha NpobMpKM CO CMechlo Ans amnambukaumm!

7.4.1 BcTpsaxHuUTe npobupky CO CMecbld Ans amnandukaumm B TedeHne 3-5c u

LeHTpndyrnpymte B TeyeHue 1-3 € Ha MMKpOLEHTpUdyre-sopTekce.

7.4.2 BcCTpsxHUTe npobupky C pactBopoM Tag-nonmMmepasbl B TedeHne 3-5c wu

LeHTpndyrnpymnte B TeyeHue 1-3 € Ha MUKpOLEHTpUdyre-sopTekce.

7.4.3 BcTtpsaxHuTte npobupkm ¢ npenapatoM  [OHK, NOAOXWUTENbHbIM  KOHTPOJbHbIM
o6pasuoM (K+) n oTpuuaTenbHbIM KOHTPOJsbHbIM o0bpa3uom (K-) B TeueHue 3-5c wu

LeHTpndyrnpyite B TeueHue 1-3 ¢ Ha MUKpoOLEHTpuUdyre-sopTeKkce.

7.4.4 YctaHOBUTE NpobUpKKM CO CMecbio ans amnandukauumm, pactsopoMm Tag-noaumepasbl,
napaduHoM, MMHepasbHbIM MacsioM, ¢ npenapatamm AHK, nonoxmntenbHbIM KOHTPOSbHbIM
06pa3uoM 1 oTpuuaTenbHbIM KOHTPOJSIbHbIM 06pa3LoM, a Takxke MuKponaaHweTt ans MLUP
Ha pabounnn cron [ATcTpuM U nposBeauTe [03MPOBaAHME KOMMOHEHTOB COrfacHo

PYKOBOZCTBY MO 3KCryaTauuu.

7.4.5 TloMecTuTe akKypaTHO, He BCTpAXUBAs MUKPOMJAHWET B MOAMOXKY repMeTU3NpYyroLWero

ycTponcTBa ATnak nocse 3aBepLlieHns NnporpaMmbl Ha A0O3UpyoweM ycTponcrtee ATCTpuM.
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7.4.6 TlpoBeauTe npoueaypy 3anedyaTbiBaHWS MUKpPOMAAHLWET TepMOMNNEHKON COrlacHo

WHCTpYKUMK K Npubopy ATnak.
7.4.7 UeHTpudyrupyinte mmkponnadwet npu 1000 o6/MuH B TeueHune 30 c.

7.4.8 YcTaHOBMTE MMKpoOMaHLWeT B 6/10K geTeKkTupytowero amnamdukaTopa u nposeaunte MLP
C yyeToMm 06béMa peakLMOHHOM cMecn, paBHoro 35 Mk. MNMporpamMMbl amnandbukaumm ans

dacoskn W npusegeHsl B Tabnuuax A.1-A.4 (MpunoxeHune A).
7.5 MoarotoBka n nposeaeHue MLP. ®acoska U, ansg kaxaon cmecu 4nsa aMmnamdukaumnm

BHUMAHME! lNpun npoBeaeHnn BCcexX Nocaeayowmnx AenCcTBuUn crepyeT msberatb BO3AencTBuS

NPSIMbIX COMTHEYHbIX lyYeil Ha NPobMpKM CO CMecblo ANns amnamdukaumm!

7.5.1 Tpomapkupylite Heob6XoaMMOe KOJIMYECTBO YUCTbIX aMMAN@UKALMOHHbLIX NPOo6UpPOK
o6bémMoM 0,2 MA: ANsS uccneayembix 06pasuoB, ANS NOMOXKUTENbHOrO KOHTPOJSIbHOIO

obpasua (K+) n oTpuuatenbsHOro KOHTponbHoro obpasua (K-).

Mpumep: Heobxoaumo npoaHanusnposatb 4 obpasua. [Ans 3Toro  HeobxoAuMMO
npoMapkupoBaTb 4 Npobupku ans uccneayembix o6pasLos, ogHy Npobupky ans «K-» u ogHy

npobupky ansa «K+». Obuwee konnyectso Nnpobupok - 6.

BHMUMAHME! lNMpun ucnonb3oBaHuu gns nposedeHus MUP npnbopa Rotor-Gene Q MapKupoBKy

cneayeT HaHOCUTb TOMbKO Ha KPbILWKM UKW BEPXHIOW TPETb CTEHKWN NMpobupok!

7.5.2 BcTpsaxHuUTe npobupky CO CMecbld Ans aMmiandukaumm B TedeHme 3-5¢C u

LeHTpudyrnpymte B TeyeHue 1-3 ¢ Ha MUKpOLEHTpUdyre-sopTekce.
7.5.3 BHecuTe B KaXkayto NpoMapKMpoBaHHYo Nnpobupky no 6,0 Mk cmecn ans amnandukaumn.

7.5.4 BctpsaxHuTe npobupku c MNLUP-6ydepoM n nonnmepason TexHoTaq MAX B TedeHune 3-5cu

LeHTpudyrnpymte B TeyeHue 1-3 ¢ Ha MUKpoOLEHTpuUdyre-sopTekce.
MpumeuvaHne - Monumepasy TexHoTag MAX gocrtaBaTb M3 MOPO3WIbLHOM KaMepbl HEMNOCPEACTBEHHO
nepej ncnosib3oBaHMEM.
7.5.5 TMpurotosbTe cMmech MLUP-6ydepa c nonnmepason TexHoTaq MAX. [Ins 3TOro cMmeLwlamnTte B
oTaensHon npobupke:
e 6,0 x (N+1) mkn NUP-6ydepa;
e 0,3 x (N+1) mkn nonumepasbl TexHoTaqg MAX,

roe N — KonnM4ecTBo NPOMapKUPOBAHHbIX MPOBUPOK C YHETOM «K-», «K+>»,
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Mpumep: Heobxoammo npoaHanusnposatb 4 obpasua, «K-», «K+».
MpoMapknpoBaHHbIX Npobupok — 6.

Heobxoaumo npurotoButb cMecb [UP-6ydepa v nonuMmepasbl TexHoTaq MAX ans

7 (6+1) npobupok, T.e. 42 mkn MNUP-6ydepa + 2,1 mkn nonumepasbl TexHoTaqg MAX.

7.5.6 BcTpsxHuTe npobupky co cmecbto MNLUP-6ydepa c nonnmepason TexHoTaq MAX B TedeHue

3-5 c ¥ ueHTpUdyrnupyiTe B TeyeHMe 1-3 C Ha MUKpoOLEHTpUdyre-BopTeKkce.

MpumeyaHmne - Cmecb [MUP-6ydepa un nonumepasbl TexHoTaq MAX HeobxoaMMO roTOBUTb

HenocpeaCcTBeHHO nepes ncnosib3oBaHUEM.

7.5.7 [OobaBbTe B Npobupkn co cMecbio Ansa amnamdukaunm no 6,0 mkn cMecu MLUP-6ydepa u

nonnmepasbl TexHoTaq MAX. 3akpoinTe NA0THO NPOBUpPKM.

MpunmeuaHue - MNocne pobasneHns cmecn MNLP-6ydepa n nonumepassl TexHoTag MAX B npobupkn co

CMechblo Ans amnambunkauum Heob6xoaAnMMo B TeYeHme ABYX 4acoB BbIMOAHUTL 7.5.8 - 7.5.13

7.5.8 BctpaxHute npobupkm ¢ npenapatoM [AHK, nNONOXWUTENbHbIM  KOHTPOJbHbIM
obpasuom (K+) n oTpuuaTenbHblM KOHTpPOAbHbIM o6pa3uoM (K-) B TeueHme 3-5c un

LeHTpUdyrmpyiTe B Te4eHMe 1-3 ¢ Ha MUKPOLEHTpUdYre-BopTeKCe.

BHMUMAHME! [1nga npenoTrBpalleHns KOHTaMMHaUnnM cnepyet nepes sHeceHuem [JHK oTKkpbiBaTb
KPbILWKWN TONbKO TEX MPOBbMPOK, B KOTOpPble ByAeT BHOCUTbLCSA AaHHbIA obpa3el, U 3aKpbiBaTb UX,

nepeg sHeceHneMm cneaytouwero. NMpenapatol AHK cnegyeT BHOCUTb HAaKOHEYHMKAMKN C PUALTPOM.

7.5.9 BHecuTe B COOTBETCTBYHOLWME MpOMapKupoBaHHble Npobupkn 6,0 MKA BbIAENEHHOrO U3

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

7.5.10 BHecuTe B NpobupKy, npoMapkMpoBaHHyto «K-», 6,0 MKJ1 OTPMUATENbHOIO KOHTPOJIbHOIO

obpasua, npoweawero stan Bblaenenns AHK (cm.7.1).

7.5.11 BHecuTe B NpobupkKy, NnpoMapkmpoBaHHyto «K+» 6,0 MK MONOXUTENBHOIO KOHTPO/IBHOIO

obpasua.
7.5.12 LUeHTpndyrmpynte Bce npobupkun B TedeHmne 3-5 ¢ Ha MUKpoueHTpudyre-sopTekce.

7.5.13 YcTtaHoBuTe Bce npobupkun B 6510K geTekTmpytowero amnamdunkartopa n nposegmte MLUP ¢
ydyeToM o6bEMa peakUMOHHOM cMecu, paBHOro 18 mki. MporpaMmbl amnamdukaumm ans

dacoskn U npusegeHbl B Tabnnuyax b.1-6.4 (MpunoxeHne b).

7.6 Moarotoeka W nposegeHune TLUP. ®acoBka U, C WCNonb3oBaHWEM [03MpPYIOLLEro

ycTpoictea ATcTpum

BHUMAHME! lNpun npoBeaeHnn Bcex Nocrenywowmx AENCTBUIA cneayet musberatb BO34ENCTBUS

MPSAMbIX COJTHEYHbIX Sly4eln Ha NpobupKkM Cco CMecbto Ans amnamdukauymm!

7.6.1 BcTpsaxHuTe npobupky coO cMecbid gns  amnavdumkaumm B TeyeHume 3-5c¢c m

ueHTpudyrmpymTe B TedeHme 1-3 ¢ Ha MUKpoLeHTpudyre-sopTekce.
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7.6.2 BctpsaxHute npobupku c MLUP-6ydepom 1 nonnmepason TexHoTaq MAX B TeueHue 3-5cu

ueHTpudyrmpyinTe B TedeHme 1-3 ¢ Ha MUKpoLUeHTpudyre-BopTeKce.

MpumeuyaHne - MNMonumepasy TexHoTaq MAX pocraBaTb U3 MOPO3WUSILHON KaMepbl HEMOCPEACTBEHHO

nepen ncnosib3oBaHMEM.

7.6.3 Cnenys ykasaHuam MO posupyloulero ycrpoiictsa ATcTpuM, B OTAENbHOW Npobupke

npurotoBbTe cMech MNLP-6ydepa c nonnmepasoin TexHoTaq MAX.

7.6.4 BcTpsaxHuTe npobupky B TedeHume 3-5c u ueHTpudyrnpymte B TedeHme 1-3 ¢ Ha

MUKpPOLIEHTPUdYre-BopTEKCE.

7.6.5 BctpaxHute npobupkm ¢ npenapatoM [OHK, NONOXUTENbHbIM  KOHTPOJSIbHbIM
obpasuom (K+) n oTpuuaTtenbHbIM KOHTPOAbHbIM obpa3uom (K-) B TeueHne 3-5cC u

LeHTpUdyrmpyiTe B Te4eHMe 1-3 ¢ Ha MUKPOLEHTpUdYre-BopTeKCe.

7.6.6 YcTtaHoBMTEe nNpobupKM CO cCMecbio ana amnandukaumm, co cmecbto TMLUP-6ydepa un
nonumepasbl TexHoTaq MAX, ¢ npenapatamu [AHK, nonoXutenbHbIM KOHTPOJIbHbLIM
06pa3uoM 1 oTpuuaTenbHbIM KOHTPOJIbHLIM 06pa3LoM, a Takxke MUKponaaHweT ans MUP
Ha pabounin cron [AOTcTpuM U npoBeauTe [03MPOBAHME KOMMOHEHTOB COrNacHo

PYKOBOACTBY MO 3KCryaTauuu.

7.6.7 TloMecTute dKKypaTHO, HE BCTpAXUBaAA MUKPOMJIQHLWIET B NOAJTOXKY FrEPMETU3NPYIOLLENO

ycTpoicTea [Tnak nocsne 3aBepLlueHns NporpaMmbl Ha A03upyloweM ycTtponcrtee OTCTpumM.

7.6.8 TlpoBeauTe npoueanypy 3aneyaTbiBaHMS MUKPOMJAHWET TEepMOMJIEHKON CornacHo

MHCTPpYKUMM K Nnpnbopy ATnak.
7.6.9 LUeHTpudyrmpyiite mmkponaaHwet npu 1000 06/MuH B TeueHne 30 c.

7.6.10 YcTaHOBUTE MMKponaaHweT B 6/10K AeTekTupytowero amnamdukaropa n nposegute INLP
C yyeToM 06bEMa peakUMOHHOM cMecu, paBHoro 18 Mki. MporpaMMbl amnnndukaumm ans

dacoskun U npuBeaeHbl B Tabnnuax b6.1-6.4 (Mpunoxenne b).

8 PEFTMCTPALUA PE3Y/IbTATOB AMINTJTUOPUKALIN

8.1 Perncrpaumnsa pesynbtatoB amnandukaumm ¢ ncnonbsosaHuem MNLUP-getekTopa
Mocne npoxoxaeHus peakumm amnnndukaumm npobupku nomectute B lMUP-getekTop,
odopMnTe MNpPOTOKON W MNpoBeauTe perncTpaumto pesynbTaTtoB B COOTBETCTBUM C
MHCTpyKUMen Kk npubopy (moporoBbie 3HadeHUs Ana cneuuduryeckoro npoaykra

coctasnsitoT 1,75-2,10, ansa BHyTpeHHero KoHTtpons — 2,50).

8.2 Peructpauusa pesynbtatoB amnavdukaumMm € WUCNOSb30BaHWEM  AeTeKTUPYHOLNX
aMnandunkaTopos
Perncrpaums curHana cdnyopecueHunm npoBoanTcs npubopoM aBTOMaTUYECKU BO BpeMs
amnandukaumum. OdopmneHme npoTokoaa WM aHanu3 pe3ysbTaToB MNpPOBOAUTCA B

COOTBETCTBMWU C MHCTPYyKUMEN K npnbopy.
8.3 Perncrpaums pesynbTaTtoB aMnamMduKaumm C UCNoNb30BaHNEM refb-anekTpodopesa
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8.3.1 o OKOHYaHMW peakuun amnandukauum pesynbTaTbl aHaANU3UPYKOT  MeToAO0M
rOPU3OHTANbHOro refb-anekTpodopesa B COOTBETCTBUM C MHCTPYKLMENA K KOMMEKTY
peareHToB Ansa Aetekuum npoaykTos MNLP MeToaoM renb-anektpodgopesa.

8.3.2 OTkpoiTe KpblilkK NMpobUpoK C NpoAyKTaMn amnandukaumm n npokonute B napaduHe
OTBEpPCTUE AMAMETPOM MNpPUMEPHO 2-3 MM C MOMOLWbLK CTanbHOM npoBonoku. ocne
NpoKanblBaHUS KaxAoh NpobMpKU MNPOBOJSIOKY MPOMbITb B EMKOCTM C BOAOMPOBOAHOW
BOJOM.

8.3.3 BHecuTe 0CTOPOXHO 7,0 MKN NPOAYKTOB aMnanduKaumMn u3 Kaxaon aMnandukaLmmoHHON
NpobUpKM B COOTBETCTBYIOLLYIO JIYHKY arapo3Horo rens noA 6ydepHbii pacTeop.

8.3.4 YcTaHOBUTe KpbIWKY KaMepbl Af5 3nekTpodopesa N NOAKIKYUTE MCTOYHMK NOCTOSIHHOIO
ToKa. dnekTpodopes NpoBoAAT nNpu HanpsbkeHun 20 BonbT/cM B TedeHne 10 MuH (Npu
WnpuHe Kamepbl 10 CM, Hanps>XeHne, yCTaHaBNMBaEMOE B UCTOUYHMKE MOCTOSHHOMO TOKa,
AO0MKHO 6bITb NpnbnuanTensHo pasHo 200 B).

8.3.5 OTKAUYMTE UCTOYHWK MOCTOSIHHOrO TOKa MNOC/le OKOH4YaHus anekTpodopesa, CHUMUTe
KPbILWKY C Kamepbl.

8.3.6 BbIHbTE MNACTUHY C arapo3HbiM refem M3 Kamepbl Ans anekrtpodopesa, CHUMUTE refb C
NaacTUHbI, NOALIENMB ero C Kpas, U NOMeCTUTE Ha aKpaH TpPaHCUAIOMUHaTopa.

8.3.7 HageHbTe 3alMTHYIO MacKy WM  yCTaHOBUTE  3alMTHbIN  3KpaH, BKKOUUTE
TPAHCUANIOMUHATOP M MpPOAHANM3UPyMWTe  NOJSyYEeHHble  pe3ynbTaTtbl.  [poaykT
amMnamdukaumm BuaeH B ynbtpadunonetosom ceete (AanHa BOAHbI 254 HM nnm 310 HM) B

BMAE CBETSALLENCsS Nosochl KpaCHO-OpaHXeBOro UBETa.

9 YYET PE3VYJ/IbTATOB PEAKLA
9.1 Bupycbl nanunnombl Yenoseka 16, 18 tTunos (HPV 16, 18).

9.1.1 YueT pe3ynbTatoB peakuum C nomowpbio T(ILUP-geTektopa WM AeTEeKTUpytowero

amnnndukatopa

9.1.1.1 YueT u” wWHTepnpeTauus pe3ynbTaToB peakuMnm OCYLLUeCTBASETCS aBTOMaTU4ecKu C
MnomoLLblo MnporpaMMHoro obecneyeHusi, nocrtasnsemoro c¢ [LUP-geTekTtopoM wau

AETEKTUPYOWNUM aMnINdUKaTOPOM.

9.1.1.2 B 6uonornyecknx obpasuax, cogepxawmx OHK Bupyca nanunniombl yenoseka 16-ro

n/mnu 18-ro Tmna:

e nporpamma [UP-getekTOopa UKCUMpyeT MONOXUTENbHbLIA pe3ynbTaT. PesynbrtaTt
amMnandukauum BHYTPEHHero KOHTpPoNbHOro obpasua B 3TOM Cllydae B ydeT
He NpuHUMaeTcs;

e [ETEKTUPYOLWMA aMNanNPUKaTop PEruMcTpupyeT 3KCNOHEHUManbHbIA POCT YPOBHS
dnyopecueHunn ansa cneuudunyeckoro npoaykrta. Pesynbtatr amnandukauymm

BHYTPEHHEro KOHTpoJibHOro o6pasua B 3TOM C/lyyae B YUYET He NMpUHUMaEeTCs.
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9.1.1.3 B 6uonornyeckmx obpasuax, He cogepxawmx HM JHK Bupyca nanunnombl Yyenoseka 16-ro

Tuna, H1 AHK Bupyca nanuniomsel Yenoseka 18-ro tuna:

e nporpamma [LP-geTtekTopa npu MNONOXUTENLHOM pe3ynbTate amnavdbukaumm
BHYTPEHHEro KOHTPOJIbHOro obpasua GpuKcMpyeT oTpuuaTenbHblli pe3ynbTtaT;

e [AEeTeKTUpPYWMNi aMnanduKaTop perncTtpmpyeT 3SKCMOHEHUMasNbHbIA POCT YpPOBHS
¢nyopecueHumm BHYTPEHHero KOHTPOJIbHOI O obpasua n oTCcyTCTBUE

3KCNOHEHUMaNIbHOIro pocCrta KpVIBOVI Aans CI'IeLJ,VI(bVI‘-IeCKOFO NpoAyKTa.

9.1.1.4 Pe3ynbTaT OUEHNBAETCA KaK HELOCTOBEPHbLIN B C/ly4yae:

e OTpUUATENbHOro pe3ynbTata Ha Hanuume uenesor [AHK u  oTpuuatenbHoro
pe3ynbTata aMmnamdurkKaunm BHyTpeHHEro KOHTposibHoro obpasua (MuUP-getekTop).

e OTCYTCTBMS 3KCNOHEHLMANbLHOro pocTa YPoBHS hyopecLeHunn ans cneumdunyeckoro
npoaykTa W ANnA  BHYTPEHHEro KOHTPONbHOro obpasua (AeTeKTUpyHoLWmii
amnandukaTop). 3TO MOXET 6bITb BbI3BaHO MPUCYTCTBMEM MHIMOMUTOPOB B Npenaparte
OHK, nonyyeHHOM 13 KIIMHMYECKOoro Matepuarsa; HeBepHbIM BbINOSIHEHWUEM NPOTOKONA
aHanusa, HecobnwaeHneM TemnepaTypHOro pexuma amnavdukauum m ap. B aTom
cnyyae Tpebyetca nmbo moBTOpHas MNoCTaHOBKa amnaudukaumm npenapata AHK,
nnbo noBTOpHOE BblaeneHue npenapata AHK, nnb6o noBTopHOE B3ATUE KIIMHUYECKOrO

maTepuana.

9.1.1.5 porpamma TlUP-geTekTopa pUKCUPYET COMHUTENbHbLIA pe3ynbTaT B Cly4dae, ecau
3HayeHne ans cneumduyeckoro nNpoAykKTa nonagaeTr B 30HY HeonpeaesieHHOCTU
pe3ynbTaToB (pe3ynbTaT aMnanduKaumum BHyTPEHHEro KOHTPObHOro obpasua B y4er
He npuHMMaeTcs). B aToM cnyyae Heob6xXxoAMMO MOBTOPUTHL MCCreAoBaHMe AaHHOro

obpasua (cm. 9.1.1.4).

9.1.1.6 Tpwu nony4deHumn MONOXUTENBHOro pesynbTaTa (NUP-petekTop) nnu
3KCMOHEeHUManbHoOro pocrta dnyopecueHunn (getekTupyrwwmin amnandukatop) 4Ans
cneundunyeckoro npoaykTa B  OTPMUATENbHOM  KOHTPOJIbLHOM  obpa3ue «K-»
pe3ynbTaTbl BCeEl MOCTAaHOBOYHOM cepun bpakytoT. B aToM cnydae Heobxoammo

npoBeAeHne cneumanbHbiX MEPONPUATUIA ANS YCTPAHEHWSI BO3MOXXHON KOHTaMMHaLNMN.
9.1.2 YyeT pe3ynbTaToB peakunn C NMoMOLLbIO refb-anekTpodopesa

9.1.2.1 B nonoxutenbHbiX obpasuax A0KHbI 6biTb BUAHbI MOSI0ChI OPaHXXEBO-KPACHOro LBETa
Ha YypOBHE MOA0Cbl MONOXUTENBHOIO KOHTPOJbHOro obpasua, COOTBETCTBYHOLLME
dparmeHTy AHK BMpyca nanunnombl Yyenoseka 16-ro tmna pasmepom 367 n.H. n/nnm
dparmeHTy OHK BUpyca nanunnomMbl Yyenoseka 18-ro Tuna pasmepom 417 n.H., Ans
COOTBETCTBYHOLWeEN cMecu ana amnanduvkaumn. Hanuume uam oTCyTCTBME MNOSOCHI,
COOTBETCTBYIOLLEN BHYTPEHHEMY KOHTPOJIbHOMY ob6pa3uy pa3mepom 900 n.H., B 3TOM

cnyyae B YYET He MPUHUMALOT.
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9.1.2.2 B oTpuuaTenbHbix obpasuax, B TOM 4yMcie B oTpuuUaTelbHOM KOHTPOAbHOM obpasue,
CBeTALWMECs MoJIOChbl OpaHXeBO-KPaCHOro LBeTa, COOTBETCTBYOWMNe dparmeHTy OHK
BMpYyCa nanunioMbl 4yenoeeka 16-ro Tuna pasmepoM 367 n.H. U dparmeHty AHK
BUpYyCa nanunnombl Yenoseka 18-ro Tuna pasmepoM 417 n.H., AN COOTBETCTBYOLLEN
cMecn Ans aMnnauMdukKauumM AOMKHbl OTCYTCTBOBATb, @ MOJl0Ca, COOTBETCTBYHOLLAN
BHYTPEHHEMY KOHTpOsibHOMY ob6pa3uy pasmepoM 900 n.H., A0/mMKHA 6bITb OTYETNMBO

BUAHA.

9.1.2.3 B cnyuae otcyTcTBMSA B mccneayemoM obpasue nosiocbl OpaHXeBO-KpacHOro LBeTa,
cooTBeTcTBYyloWweln dparmenty AHK Bupyca nanunnombl 4yenoseka 16-ro Tuna
pa3mepoM 367 n.H. u dparmeHty OHK Bupyca nanunnombl yenoseka 18-ro Tuna
pasmMepoM 417 n.H.,, W OTCYTCTBMA TMONOCbl  OpaHXEeBO-KpacHOro  LUBeTa,
COOTBETCTBYIOLEN BHYTPEHHEMY KOHTpPOSibHOMY o06pa3suy pasmepom 900 n.H.,
pe3ynbTaT CuYMTalOT HEeAOCTOBEPHbIM. DTO MOXET ObiTb BbI3BAHO MPUCYTCTBMEM
nHrnéutopos B npenapate [AHK, noaydYeHHOM W3 K/AWHWYECKOro MaTepuana;
HEBEPHbIM BbINOJIHEHMEM MPOTOKOMA aHanusa, HecobnwaeHueM TeMmnepaTypHOro
pexuma amnamdbukauum u ap. B aTtom cnyyae tpebyetca nmb6o noBTOpHas NOCTaHOBKa
amnndukauun npenapata AHK, nMbo noBTopHOe BblaeneHme npenapata AHK, nubo

NMOBTOPHOE B3ATUE K/IIMHNYECKOro Mmatepuasnia.

9.1.2.4 B cnyyae Hanmuus nonocbl, COOTBETCTBYHOWEN dparmMeHTy OHK BMpyca nannanomsl
yenoseka 16-ro tuna pasmepom 367 n.H. unu dparmenty OHK Bupyca nanmniombl
yenoseka 18-ro Tuna pa3mepom 417 n.H., B OTpMUATENbHOM KOHTPONLHOM obpasue
(K-) a4ana cooTBeTCTBYlOWEN cCMecn A8 aminndukaumm pesynbTaTtbl  BCeEN
NOCT@HOBOYHOW CEepuM CUUTAOT HEeAOCTOBEPHbIMWM. B 3TOM cnyyae Heob6xoaMMo

npoBeAeHne cneumanbHbiX MEPONPUATUI ANS YCTPAHEHUS BO3MOXXHON KOHTaMMHALNMN.
9.2 Bupyc nanunnombl yenoseka 16 tuna (HPV 16)

9.2.1 YueT pe3ynbTatoB peakuum C nomowpbio T(ILUP-geTektopa WM AeTeKTUpytowero

amnnudukatopa

9.2.1.1 YueT u wvHTepnpeTauns pe3ynbTaToB peakuMnm OCYLLUECTBASETCS aBTOMaTU4eCcKun C
MoOMOLLbIO MporpaMMHoOro obecneyeHusi, nocrtasasiemoro c¢ [LUP-geTekTtopoM wau

AETEeKTUPYOLWNUM aMnINdUKaTOPOM.

9.2.1.2 B 6uonornyecknx obpasuax, cogepxawmx OHK Bupyca nanunniombl yenoseka 16-ro

TnNa:

e nporpamma [UP-getekTOopa UKCUMpPYET MONOXUTENbHbLIA pe3ynbTaT. PesynbrtaTt
amMnandukaumum BHYTPEHHEro KOHTpPOSbHOrO obpa3ua B 3TOM C/lyyae B yuyeT
He NpuHUMaeTcs;

e [ETEKTUPYOLWMA aMNanNPUKaTop PEruMcTpupyeT 3KCNOHEHUManbHbIA POCT YPOBHS
dnyopecueHunn ang cneuudunyeckoro npoaykrta. Pesynbtar amnaudukaymm

BHYTPEHHEro KOHTpoJibHOro o6pasua B 3TOM C/lyyae B yYET He NMPUHUMaETCS.
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9.2.1.3 B 6uonormyeckmx obpasuax, He cogepxxawmnx JHK Bupyca nanunaombl YenoBeka 16-

ro Ttmna.

e nporpamma [LP-geTtekTopa npu MNONOXUTENLHOM pe3ynbTate amnavdbukaumm
BHYTPEHHEro KOHTPOJIbHOro obpasua pukcupyeT oTpuuaTenbHblli pe3ynbTaT;

e [AEeTeKTUpPYWMNi aMnanduKaTop perncTtpmpyeT 3SKCMOHEHUMasNbHbIA POCT YpPOBHS
¢nyopecueHumm BHYTPEHHero KOHTPOJIbHOI O obpasua n oTCcyTCTBUE

3KCNOHEHUMaNIbHOIro pocCrta KpVIBOVI Aans CI'IeLJ,VI(bVI‘-IeCKOFO NpoAyKTa.

9.2.1.4 Pe3ynbTaT OLEHNBAETCHA KaK HEJOCTOBEPHbIN B Crydae:

e oOTpuuUaTenbHOro pesysbTata Ha Hanuune OHK Bupyca nanunnombl yenoseka 16-ro
TMNa WM OTpuUUATENbHOro pesynbTaTa amMnan@uUKauum BHYTPEHHEro KOHTPOJIbHOMO
obpasua (MUP-getekTOp).

e OTCYTCTBMS 3KCNOHEHLMANbLHOro pocta YpoBHS dhayopecueHunm Ans cneunduyeckoro
npoayktTa W ANA  BHYTPEHHEro KOHTpPOSbHOro obpasua (AeTeKTUMpYyoLWwni
aMnandukaTop). OTo MOXeT 6bITb BbI3BaHO NPUCYTCTBMEM MHIMOUTOPOB B npenapaTte
OHK, nonyyeHHOM 13 KIIMHMYECKOro Matepuarsa; HeBEepHbIM BbINOSIHEHWUEM NPOTOKONA
aHanusa, HecobnwaeHneM TemnepaTypHOro pexuma amnnuvdbukauum v ap. B aTom
cnyyae Tpebyetca nubo moBTOpHas MNoCTaHOBKa amnaudukaumm npenapata OHK,
nnbo nosTOpHOE BblaeneHue npenapata AHK, nnbo noBTopHOE B3ATUE KIMHUYECKOrO

mMaTepuana.

9.2.1.5 Mporpamma TlUP-geTtekTopa GUKCUpPYeT COMHUTENbHbLIA pe3ynbTaT B Ciyyae, ecniu
3HayeHne pansa crneundnyeckoro MpoAyKTa nonagaeT B 30HY HeonpeaeneHHOCTU
pe3ynbTaToB (pe3ynbTaT aMnaMdurKaLnm BHYyTPEHHEro KOHTPOJIbHOro obpasua B y4eT He
npuHmMMaeTtcs). B aToM cnyyae Heo6xoaMMO NOBTOPUTL UCCrieA0oBaHMe agaHHOro obpasua
(cmM.9.2.1.4).

9.2.1.6 lpu nonyyeHun nonoxmntenbHoro pesynbtata (MUP-geTekTop) nnamn sKCnoHeHUuanbHOro
pocta dnyopecueHunn (oeTekTUpylowmnin amnamdukatop) aAn8 cneunduydeckoro
npoayktTa B OTpuUaTeNIbHOM KOHTPOJIbHOM obpa3ue «K-» pe3synbTaTbl BCek
NOCTaHOBOYHOM cepunmn B6paKkyloT. B 3TOM cnyyae Heo6xoaMMo npoBeaeHne cneumanbHbIX

MeponpuUATUA ANs yCTPaHEHUSI BO3MOXHOM KOHTaMUHaLWUK.
9.3 Bupyc nanunnombl yenoseka 18 tuna (HPV 18)

9.3.1 YueT pe3ynbTaTtoB peakumm C nomowbto [ILUP-peTtekTOopa wnmM aertekTMpytowero

amnnndukartopa

9.3.1.1 YueT M wuHTeprnpeTaumsa pesyabTaToB peakuun OCYLLECTBISETCS aBTOMaTUUYeCKU C
MOMOLLBbIO MpoOrpaMMHoro obecrieyeHusi, nocrtasasiemMoro c¢ [LP-geTtekTtopoM wau

AETEKTUPYOLWNUM aMnINdUKATOPOM.
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9.3.1.2 B 6uonornyeckmnx obpasuax, cogepxawmx AHK Bupyca nanuniombl 4yenoseka 18-ro

TnnNa:

e nporpamma T[lLP-getekTopa uKCMpyeT MONOXUTENbHbIM pe3ynbtat. PesynbTaT
amnnudukaumm BHYTPEHHEro KOHTpPOSIbHOro obpasua B 3TOM Cly4dyae B YyudeT
He NpuUHUMaeTCs;

e JeTeKTUPYHLWMN aMnNanguKaTop perncTpmpyeT 3KCNOHEeHUWasnbHbI POCT YPOBHS
dnyopecueHunmM Ana  cneumduyeckoro npoaykrta. Pesynbtat amnnudukaumm

BHYTPEHHEINO0 KOHTPOJIbHOIO 06pa3u,a B 3TOM CJly4a€ B YYET HE NMPpUHNMaAETCA.

9.3.1.3 B 6uonormyeckmnx obpasuax, He cogepxawmx AHK Bupyca nanumniombl 4denoBeka

18-ro Tnna:

e nporpamma [LIP-geTtekTopa npu MNONOXWUTENLHOM pe3ynbTate amnavdbukaumm
BHYTPEHHEro KOHTPOJIbHOro obpasua GuKCupyeT oTpuuaTenbHbIli pe3ynbTaT;

e [EeTeKTUpYoWMii amMmnandukaTop perncTtpupyeTr 3KCMOHEHUMAsNbHbIA POCT YpPOBHS
¢hnyopecueHumm BHYTPEHHero KOHTPOJIbHOI O obpasua n oTCcyTCTBUE

3KCNOHEHUMaNbHOIro pocCTta KpMBOI;I ana cneumcbmquKoro NpoAyKTa.

9.3.1.4 Pe3ynbTaT OLEHUBAETCHA KaK HEJOCTOBEPHbLIN B Cllyyae:

e OTpMLATENbHOrO pesysbTata Ha Hanumume OHK Bupyca nanwunnombel yenoseka 18-ro
TMNa WM OTpuUaTeNbHOro pesynbTaTta amMnNan@uKauum BHYTPEHHEr0 KOHTPOJSIbHOMO
obpasua (MUP-pgetekTOp).

e OTCYTCTBMS 3KCNOHEHLMaNbHOIO pocTa YpoBHS dhayopecueHumn A4 cneumpuyeckoro
npoayktTa W AN BHYTPEHHEro KOHTpOsibHOro obpasua (4eTeKTMpYHLWKni
amnandukaTop). 3TO0 MOXET 6bITb BbI3BaHO MPUCYTCTBMEM MHIMOMTOPOB B Npenaparte
OHK, nony4YyeHHOM M3 KNMHUYECKOro MaTepuana; HeBepHbIM BbIMOSIHEHMEM NPOTOKOMa
aHanusa, HecobnwaeHneM TeMnepaTypHOro pexuma amnnamdukaumm m ap. B atom
cnyyae Tpebyetca nmMbo mMoBTOpHas MOCTaHOBKa aMnandukauum npenapata AHK,
nnbo noBTOpHOE BblaeneHne npenapata AHK, nnbo noBTopHOE B3SITUE KJIMHUYECKOr0

MaTepuana.

9.3.1.5 Mporpamma TMLP-geTekTopa ¢UKCMPYyeT COMHUTENbHbLIN pe3ynbTaT B Cllyyae, ecnu
3HavyeHne Ans cneunduyeckoro npoaykta nonagaet B 30HY HeonpeaeneHHoOCTU
pe3ynbTaToB (pe3ynbtaTt aMnanduKkaunum BHYTPEHHEro KOHTpoabHOro obpasua B yyer
He NpuHMMaeTcs). B 3ToM cnyyae HeobXxoaMMO MOBTOPUTb MUCCeAoBaHWE AAHHOMO

obpasua (cM. 9.3.1.4).

9.3.1.6 Mpwn nosly4yeHmnm MOSIOXNTENBbHOIr0O pe3ynbTaTa (NUP-petekTOp) nnm
3KCMOHEHLUMANbHOro pocrta dnyopecueHunn (getekTupyrwwmin amnandukatop) aAns
cneumdunyeckoro npoaykrta B OTpuMUaTeNlbHOM  KOHTPO/SIbHOM obpa3sue «K-»
pe3ynbTaTbl BCEN MNOCTAHOBOYHOW cepum b6pakykT. B 3TOM cnyuyae Heobxoammo

npoBeAeHue cneunanbHbiX MEPONPUATUN ANS YCTPAaHEHUS BO3SMOXHON KOHTAaMUHAaLUK.

36



" [IHK-TEXHONOrUst

BMY-rEH-16/18 | WUHCTpYKUMA MO NPUMEHEHUI0 | 451-2 ot 22 anpens 2024

10 TPAHCNOPTUPOBAHME, XPAHEHUE N SKCINMJ1TYATALNUA

10.1 TpaHcnopTupoBaHue
10.1.1 TpaHcnopTupoBaHue Habopa peareHTOB OCYLECTBAAOT B TEpPMOKOHTEelHepax ¢
XnagosneMeHTaMm  BCEMM  BUAAMW  KpbITOro  TpaHcnopta npu  TeMmnepartype,

COOTBETCTBYIOLLI,GVI YCNoBUAM XpaHEHUA KOMMOHEHTOB, BXOAALWNMX B COCTaB Ha6opa.

10.1.2 JonyckaeTcs TpaHCNopTMpoBaHue nonmmepasbl TexHoTaq MAX (dacoska U) npwu

Temnepatype ot 2 °C go 8 °C He 6onee 5 cyTokK.

10.1.3 Habopbl peareHToB, TPAHCMOPTUPOBAHHbLIE C HAapyLIEHWEM TEMMEepPaTypHOro pexuma,

NPUMEHEHUIO He noanexar.
10.2 XpaHeHue

10.2.1 KomnoHeHTbl Habopa peareHToB, 3a UCKNOYEHMEM MonuMepasbl TexHoTaq MAX, cneayet
XPaHUTb B X0JI04UNBHUKE UM XON0AMNbHOM Kamepe npu TeMnepartype ot 2 °C go 8 °C B

TeyeHne BCero Cpoka rogHocCTu.

10.2.2 NonumMepasy TexHoTag MAX cnegyet XpaHUTb B MOpPO3M/IbLHOW KaMepe npu TemnepaType

OT MUHYC 18 °C o MmHyc 22 °C B TeueHWe BCero cpoka rogHocTu Habopa.

10.2.3 CMecb gns amMnaundukaumm n cmecb ana amnandukaumn, 3anedaTtaHHylo napaduHoM,
cnefyeTt XpaHUTb B XONOAUSIbHMKE UM XONOAWNbHOWM Kamepe npu Temnepartype ot 2 °C

Ao 8 °C B 3alUMWEHHOM OT CBETA MECTe B TEYEHME BCEro CpoKa roagHOCTU Habopa.

10.2.4 Habopbl peareHTOB, XpaHMBLUMECS C HApYLUEHUMEM pErlaMeHTUPOBAHHOIO pexuma, a

TaKXe C UCTEKLIMM CPOKOM FrOAHOCTU, MPUMEHEHUIO HE noanexar.
10.3 YkasaHusa no akcnayaTtauum

10.3.1 Habop AonkeH NPMMEHSTBLCS COrlacHO AeNCTBYHOWEN BEPCUN YTBEPXAEHHON MHCTPYKLUUN

no NpMMEHEHUNIO.

10.3.2 Nocne BCKpbITUA YyMaKOBKW KOMMOHEHTbl Habopa cnefgyetr XpaHUTb MpU Cleayowmx

YyCNoBuUsX:

- KOMMNOHeHTbl Habopa crneayeT XpaHuUTb B XONOAMSIbHUKE UM XONOAWSIBHOM Kamepe npwu
Temnepatype oT 2 °C go 8 °C B TeueHmne BCero cpoka rogHocTn Habopa;

- cMecb ans amnandukaumMm m cMecb Ana amnaudukauuu, 3anedaTaHHyto napaduHoM,
cnegyeT XpaHUTb B XONOAWIbHUKE MM XON0AUbHOM KaMepe npu TeMnepartype oT 2 °C
Ao 8 °C B 3aWMWEHHOM OT CBETa MecTe B TeYeHMe BCero cpoka roaHocTu Habopa;

- nonnmepasy TexHoTaq MAX cnenyeTt XxpaHuTb B MOPO3W/IbHOM KaMepe nNpu Temnepartype

OT MMHYC 18 °C o MnHyc 22 °C B TeueHue BCero cpoka rogHoctn Habopa.
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11 YKA3AHUA NO YTUWITIN3ALUUN

11.1 [pun wncnonb3oBaHun Habopa B KIMHMKO-AMArHOCTUYECKOW nabopaTopum obpasytoTcs
0TX0A4bl knaccoB A n b, KoTopble KnaccmduumpyoTca U yTUIN3NPYIOTCA B COOTBETCTBUMU C
TpebosaHnamu CanluH 2.1.7.2790-10 «CaHnTapHoO-3nmMaeMmonormiyeckne tpebosaHms K

06an.I,EHVIIO Cc MEONUNHCKNUMU OTXOO4aMN> .,

11.2 Habopsbl, npuwealwine B HENPUrOAHOCTb, B TOM 4YWCAe, B CBSA3M C MUCTEYEHMEM CpokKa
rogHOCTU N HEUCMNOJIb30BAHHbIE peaKTUBbl, OTHOCATCA K Kfnaccy b n nognexar ytunmsaumm
B COOTBeTCTBUM C TpeboBaHuamm CanluH 2.1.7.2790-10 n My 1.3.2569-09.

11.3 YnakoBka Habopa peareHToB (KOpO6KM, rpunmnepbl) MOCAe WCNOAb30BaHUSA MO

Ha3HaYyeHUo, OTHOCUTCHA K OTX04aM Knacca A N yTUNU3NpyeTcs C 6bITOBbIMM OTXOAAMM.

12 FAPAHTUN N3TOTOBUTENA

12.1 [peanpusiTue-usroToBMUTENb  rapaHTMpyeT  COOTBeTCTBME  Habopa  TpeboBaHUSAM
TEXHUYECKUX YCNOBUIA MNpU COBMIOAEHUN YCNOBWIA TPAHCMOPTUPOBAHUS, XPaAHEHUS W

npuMeHeHUnA, YCTaHOBNTEHHbIX TEXHNYECKNUMN YCITOBUAMN.

12.2 Cpok rogHoctTu Habopa - 12 MecsueB npu cobnwaeHUM BCEX  YCIOBUIA

TPaHCMOPTMPOBAHUS, XpPaHEHUSA M 3KCMyaTaumu.

13 PEMOHT N TEXHNYECKOE OBC/TY>)XUBAHUE

Habop peareHTOB npeaHa3HayeH Ans OA4HOPA30BOro WMCMOMb30BaHUA M He MNoANexXuT

TEXHUYECKOMY 06CNY)XMBAHUIO N TEKYLLEMY PEMOHTY.

14 CMBOJ1bl, NCMNOJIb3YEMbIE NP MAPKNPOBKE HABOPA

Tonbko Ans in vitro AMarHoCTuKu &]—, [aTa npousBoacTea

B
=)

o Conep>XuT MHCTPYKLMIO
J’ TemnepaTypHbIN AnanasoH E[ﬂ MO NPUMEHEHMIO
V KonuuecTBo onpeaeneHmii KaTanoxHblii HoMep
2 logeH oo “ Anpec npoussoaguTens

He ponyckaeTcs Bo3aeicTBne

Cepus Habopa Z
COJTHEYHOro CBETa

—
5
!
)

N
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15 NMEPEYEHb NPUMEHAEMbIX HALWMOHAJIbHbIX CTAHOAPTOB

FOCT 2.105-95 O6uwune TpeboBaHMS K TEKCTOBbIM JOKYMEHTaM.

FOCT ISO 14971-2011 Uspenua MeauuuHckue. [puMeHeHne MeHekKMeHTa pucka K
MeANLMHCKUM U34ennsam.

FOCT P 15.309-98 Cuctema pa3paboTkM M MOCTAHOBKM MPOAYKLUMW Ha MPOU3BOACTBO.
UcnbiTaHnsa 1 npuémka BbinyckaemMor npoaykumm. OCHOBHbIE MOIOXEHUS.

FOCT P 51088-2013 MeamumHckue wusgenua And AWMArHOCTUKM WH BUTPO. PeareHThl,
Habopbl peareHTOB, TeCT-CUCTEMbl, KOHTPOJIbHblE MaTepuanbl, NUTaTeflbHble Ccpeabl.
TpeboBaHUA K U3A4eNMSaM U NOAAEPXKUBAIOLWEN AOKYMEHTALMN.

FOCT P 51352-2013 MeauumHCKne wuspgenusa ans AMarHoCTUKM UWH  BUTPO. MeToabl
NCMbITAHUNA.

FOCT P 53022.3-2008 TpeboBaHus K KayecTBy KIMHUYECKnX  NnabopaTopHbIX
nccneposaHuii. Y.3. MNMpaBuna OUEHKU KIMHUYECKON MHMOPMATUBHOCTU S1abopaTopHbIX
TecToB.

FOCT P NCO 18113-1-2015 MeanuuHckmne  uspenua  ANS OMArHOCTUKKM  in  vitro.
WNHdopmMaumsa, npenoctasnsemas usrorosuteneMm (Mapkuposka). Yactb 1. TepMuHbl,
onpegeneHuns un obwune TpebosaHus.

FOCT P NCO 18113-2-2015 MeanuuHckme  uspenua  ANS OMArHOCTUKKM - in  vitro.
WHdopmMaumsa, npegoctaBnsemMas Msrotosmtenem (Mapkuposka). Yacte 2. PeareHTbl ang
AWArHocTuKK in vitro ansa npodeccmoHanbHOro NpUMeHeHus.

FOCT P NCO 23640-2015 Uzpgenusa MeguvumHCKME AN AMArHOCTUKKM in vitro. OueHka
CTabMNbHOCTM peareHToB AN AMarHOCTUKM in vitro.

FOCT P NCO 15223-1-2014 Uzpgenna MeanumHckue. CWUMBOMbI, MNpUMEHsieMble Mpu
MapKMpoBaHUM Ha MeAUUMHCKUX U34ennsax, 3STUKeTKaX W B COMNpOBOAUTENbHOM
AokyMeHTaumun. Y.1. OcHoBHble TpeboBaHUA.

FOCT P 52905-2007 (MCO 15190:2003) JlabopaTopum MeAULMHCKME. TpeboBaHus

6e3onacHocCTw.

MpuMeyaHne - YKasaHHble Bbllle CTaHAAPTbl 6blM  AEWCTBYIOWMMM Ha MOMEHT YTBEPXAEHUS
WMHCTPYKUUWN MO NPUMEHeHUIo. B ganbHenweM, npu nofb30BaHMM AOKYMEHTOM, Liefiecoobpa3Ho NpoBepuUTb
[AeCTBNE CCbINOYHbIX HOPMATUBHbIX AOKYMEHTOB Ha TEKYLUNA MOMEHT. ECIN CCbINIOUYHbIN JOKYMEHT 3aMeHEH
WAN U3MEHEH, TO MpM TMPUMEHEHUM HACTOSALIEro AOKYMEHTa CnelyeT MoMb30BaTbCA 3aMeHEHHbIM

(M3MEHEHHbIM) AOKYMEHTOM.
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MpunoxeHne A

MUP c peTtekuunen B pexmme peanbHOro BpeMmeHn, gacoskn S, W

Tabnnua A.1 - Tlporpamma aMmnaudukaumn ans Ta6bnuua A.3 - T[porpaMmMa amnaudukauum Ans
AeTekTupyrownx amnamdukaTopos «ATnparim», «ATnant», amnaundwmkatopa iCycler iQ
«OAT-96», «AT-322»
AT50>, <AT3 Setpoint FURIE
Cycle | Repeats | Step Dwell Time E ! Data
Pexum C C
Ne Temnepatypa, Yucno Tun Acquisition
6noka °C MUH C UMKNOB LILLE LD 6noka
M3MepeHMl71 I'IporpaMMa ANna CHUTbIBAHUA AMHAMUYECKUX CbaKTODOB JNIYHOK
dynamicwf.tmo.
1 gg (1) gg 1 Linkn 1 1
1 1 min 80,0
o4 ) 30 2 1 min 30 sec 94,0
2 64 0 15 5 ; Lnkn 2 5
1 30 sec 94,0
2 45 sec 64,0
3 23 8 12 45 v Lnkn 3 2
1 30 sec 80,0 Real Time
4 | 94 | 0 | 5 | 1 I | Lnkn MporpamMma amnnmdukaumnm
4 45
5 10! XpaHe XpaHe 1 10 sec 94,0
Hue Hue 2 45 sec 64,0 Real Time
V' - PeXuM ONTUUYECKUX U3MEPEHMI 5 10,0 storage
! - fonyckaeTcsi xpaHeHue npu TemnepaTtype 25 °C
Ta6bnuua A.2 - T[lporpaMma amnaudukauuu ans Tabnuua A . 4 - .I'IporpaMMa amnamdukaumm - Ans
npu6opa Rotor-Gene Q amnnmndukaTopa iCycler iQ5
Setpoint PCR/Melt
Konuyecreo Cycle | Repeats | Step Dwell Time EC 4 Data
Ne Temnepatypa, °C Bpems, C Acquisition
/Cyclin /Temperature /Hold Time, s CPLe o
yeling P ! /Cycle Repeats 1 1
1 1 min 80,0
_— 80 deg 60 Lt 2 1 min 30 sec 94,0
ycling 94 deg 20 time 2 5
) 94 deg 30 ) 1 30 sec 94,0
Cycling 2 57 deg vV 15 5 times 2 45 sec 64,0
3 45
94 deg 10
Cycling 3 45 times 1 10 sec 94,0
57 deg v 15 2 45 sec 64,0 Real Time
V - peXuUM  ONTUYECKUX W3MEPEeHWil, YCTaHOBWUTb W3MepeHue 4 10,0 storage
¢nyopecueHumn (Acquiring) no kaHanam Green (Fam) u Yellow
(Hex) npu 57 °C.
MUP ¢ dnyopecueHTHOW  peTekumen no nupP C aerekumnen METOAO0M renb-
KOHEeYHOW Touke, hacoBka S anekTpodopesa, pacoBka S
Tabnunmua A.5 - Tlporpamma amnnudukaumm ans Ta6bnuua A.6 - T[porpaMmMa amnandukauum Ans
aMnNIN@UKaTopoB C aKTUBHbIM perynvpoBaHueM (Hanpumep, aMnAnuKaTopoB C aKTUBHbLIM perynmpoBaHveM (Hanpumep,
Tepuunk). Bpemsi B ckobkax ykasaHo anst amnaMcpurkaTopos Tepumk). Bpems B ckobkax ykasaHO ANns aMnandukaTopos
6€e3 akTUBHOro peryaMpoBaHus 6e3 aKTMBHOro peryampoBaHus
Bpems Konunyecrtso Bpemsa Konunyectso
N n.m. TemnepaTtypa, °C o p LMKNOB N n.n. TemnepaTtypa, °C i pa UMKNOB
1 94,0 1 00 1 1 94,0 1 30 1
5 94,0 0 05 (50) < 94,0 0 20 (50)
67,0 0 15 (50) 2 67,0 0 05 (50) 5
3 94,0 0 01 (50) 40 72,0 0 05 (50)
67,0 0 15 (50) 94,0 0 05 (50)
4 10,0 XpaHeHue 3 67,0 0 05 (50) 40
72,0 0 05 (50)
4 10,0 XpaHeHue
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Mpunoxexne b
MUP c petekuunen B pexxnme peanbHOro speMeHun, gacoska U

Tabnunua bB.1 - TMporpaMmma amnavbwukaumn aAns Tabnuua B.3 - [Mporpamma amnaudukaumm Ans
AeTekTupyrownx amnamdukaTopos «ATnpanm», «ATnant», amnaundwmkatopa iCycler iQ
«OT- > «[1T-322»
AT-96», «[iT-322> ) PCR/Melt
Dwell Setpoint,
P Cycle | Repeats Step Time oC Data
Ne Yucno XM Tun Acquisition
eI TemnepaTypa, °C| MUH © - OMTUYECKMX GrerE
u U3MepeHuii MporpamMma ANs CYUTbIBAHUSA ANHAMMYECKMX PaKTOPOB NTyHOK
dynamicwf.tmo.
1 gg 8 : 15 Lnkn 1 1
1 1 min 80,0
2 5 min 94,0
2 94 | 5 Joo| 1 Lukn > 5
1 30 sec 94,0
94 0 30 2 45 sec 64,0
3 64 0 |15 > v Huicn 3 2
1 30 sec 80,0 Real Time
94 0 10
4 45 Lnkn MporpamMma amnnmdukaumnm
64 0 [15 v
4 45
1 10 sec 94,0
5 94 0 5 1 MKn L
| | | | I | 4 45 sec 64,0 Real Time
) XpareH XpaneH 5 10,0 storage
6 10
mne mne
V' - peXuM ONTUUYECKUX U3MEPEHMI
! - fonyckaeTtcsi xpaHeHue npu TemnepaTtype 25 °C
Tabnuua B.2 - [Mporpamma amniudukaumm Ans Tabnuuya b.4 - nMMporpamMa amnaudukaumm ans
npubopa Rotor-Gene Q amnandgukaTopa iCycler iQ5
. PCR/Melt
Dwell Setpoint,
Ne TeMnepaTypa, °C Bpems, ¢ Konunyecrso Cycle Repeats Step Time oC Dgt_a_
/Cycling /Temperature /Hold Time, s SILoe] Acquisition
! /Cycle Repeats 1 1
1 1 min 80,0
f 80 deg 60 : 2 5 min 94,0
Cycling 94 deg 300 1 time 5 S
. 94 deg 30 ! 1 30 sec 94,0
Cycling 2 5 times L
yeling 57 deg v 15 2 45 sec 64,0
94 deg 10 3 45
Cycling 3 45 times 1 10 sec 94,0
57 deg v 15 2 45 sec 64,0 Real Time
V - pexuM ONTUYECKMX W3MEpPEeHWii, YCTaHOBWUTb W3MepeHue 4 10,0 storage
dnyopecueHumn (Acquiring) no kaHanam Green (Fam) u Yellow
(Hex) npu 57 °C
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