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CMUCOK COKPALLEHWNI

B HacToswen MHCTPYKUUN NCNONb3YHKTCA cneayroume CoKkpaeHna m ob6o3HaveHus:

BMY - BUpPYC NanuiaoMbl YenoBeka
BO3 - BcemmnpHasa OpraHunsauunsa 3a4paBooOXpaHeHns
CIN - Cervical Intraepithelial Neoplasia

AIN - Anal Intraepithelial Neoplasia

PLLM - paK WenKn MaTku

nyp - NnoaiMMepasHaga uenHasa peakums

nnc - nabopaTtopHas MHdOpMaLMOoHHas cmMcTema
nB - UHTepdepupytoLne BELLLECTBA

OHK - Ae3okcnpunboHykenHoBas KMCioTa

BK - BHYTPEHHUN KOHTPOJ1b

K+ - MOJIOXKUTENbHbIA KOHTPONbHbIM 06pasel

K- - OTpuUaTeNbHbIN KOHTPObHBIA 0bpasey,
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BBEOAEHMUE
ManunnoMaBupycHas MHMEKLNS YpOreHMTasbHOro TpakTa — OfHa M3 Haubonee 4acTo

BCTpe4darLWmnxcsa nHheKunn, nepeaarLmxcsi NpeMMyLLECTBEHHO NOJIOBbIM NyTeM, Bo36yamTenem
KOTOpOW sBNAeTCcs BMpyC nanunombl 4yenoBeka (BMY). MN3BectHo 6onee 100 TmMnos BIMY,
rnoapobHo onncaHo okono 80, n3 HUX 6onee 30 NnopaxatlT 3NUTENUIA YPOreHUTalbHOro TpakTa,
roe Hanbonee 4yyBCTBUTENIbHA 30HA TpaHCchOpMaLMKM LLENKM MAaTKU M aHOreHUTanbHo obnacTu.
Bupyc obnagaeTr TpONHOCTbIO K aNUTeNuasbHbIM KieTkaM denoBeka (Hanbonee 4yBCTBUTESbHA
30Ha TpaHchopMaunM LLUENKM MaTKKU), MOXET BbI3biBaTb A0OpOKadecTBeHHY nponudepaunto
TKaHen, a MoXeT 6bITb NPMUYNHONM HeonaacTUYeckon TpaHchopMaumm anuTenmsa — NpeapakoBoro
COCTOSIHUSI U, COOTBETCTBEHHO, pa3BMTUS paka. o cnocobHOCTM Bbi3blBaTb 3/10KAa4YeCTBEHHOE
rnepepoxaeHue anuTenus, nanuiioMaBuUpycCbl AenST Ha ABe rpynnbl — Bbicokoro (16, 18, 31,
33, 35, 39, 45, 51, 52, 56, 58, 59, 66, 68, 73, 82 Tunbl) n Huskoro (6, 11, 36, 42, 43, 44, 46,
47, 50 TunNbl) OHKOrMEHHOro pucka. HU3KOOHKOreHHble TUMbl  AaCCOUMMPOBAHbLI C
AobpokayecTBeHHOM Nponudepaumm KOXU U CIU3UCTbIX YPOreHUTabHOW, aHanbHOW obnacren,
pOTOBOW MONAOCTWU, FOpPTaHW, MPOSBASASCb B BUAE FEHUTaNbHbIX W BeHepuyeckux 60poaaBoK,
OCTPOKOHEYHbIX W 3K30MUTHbIX KOHAMIIOM. BbICOKOOHKOreHHble TUMbl AaCCOLMMPOBaHbI C
MJIOCKOKNETOUYHbIMU  WHTPasnNuMTenmManbHbiMKU MNOpaxeHunsaMu, Haumbonee 3nuMAeMUONOrMYECKU
3HAUYMMbIMN ABIAKOTCA HeornacTtmyeckas TpaHcdopmauusa weinkn matkm (CIN) u aHanbHOWM
obnactn (AIN). TNOCKOKNETOYHOMY aHaNbHOMY paKy, TakXe KaK W paKy LWenkn MaTKu,
npeawwecTBYOT MNpeapakoBble MOpPaXXeHUst 3NUTeNnanbHOM TKaHW. Hanuuue y  XeHWwuH
reHMTanbHbIX Heonaaswui NoBbIWAEeT PUCK Ppa3BUTMS aHanbHOro paka. B nocnegHume rogbl
3aboeBaeMoOCTb pakoM MPSMOM KUWKW M aHyca yBenuumBaeTcs Ha 1,7 % B roa, cocraBnsis
19,79 cnyyaes Ha 100 TbiC. HaceneHus, cMepTHOCTb — 11,56 cnydyaes Ha 100 TbiC. HaceneHus.
Ha cerogHsAWHWMN AeHb AoKasaHa CBA3b MexAay nepcucteHumen BINY BbICOKOrO OHKOFEHHOro
pucka ” pa3BUTUMEM paka LWenkn MaTku. 3abonesaemoctb PLLUM He uMeeT TeHAeHUMWM K
CHMXKEHMUIO, OCTaBasACb Ha BbICOKOM ypoBHe (21,27 cny4daes Ha 100 Tbic. HaceneHusa), B 8,44
cnydasax Ha 100 TbiC. HaceneHus ABASAACL NPUYNHON NeTanbHoro ucxoaa [1; 3; 5; 71].

Pak wenkn MaTKM - OAHO M3 HEMHOrMX 3/l10KadecCcTBeHHbIX 3aboneBaHun C
YCTAHOBMIEHHbLIM 3TUOSIOTMYECKUM (PaKTOpOM. BbICOKOOHKOreHHbIn BIMY MoxeT AnuTenbHO
nepcucTMpoBaTb B OpraHM3aMe >XeHLWWHbl, He Bbi3biBas PLLUM, noaToMy 0AHOro MH@UUMpPOBaHMS
anuTenuanbHbiX KAetok BIMMY He p[goctaTtouyHO AN pasBUTUS  PaKOBOro MNepepoXAeHus.
BO3MOXHO AAuTenbHoe, B TeyeHue AECATUNETUN, SlaTEHTHOEe TeyeHume nanuioMaBUpPYCHOWN
MHdekumn, 6e3 KINMHUYECKUX MposiBEHUN, Xapaktepusywuweeca 6eccuMnToMHbIM @ BIMY-
HOCUTENbCTBOM, BbIIB/ISEMOE TOJSIbKO C MOMOLLbIO MOJIEKYNSPHO-Bnonornyeckux Metogos. B
Bo3pacte no 30 net, B 80 % cny4dyaeB BMPYC MOXET CaMOMNpPOU3BOJSIbLHO 3/IMMUHUPOBATLCA U3
opraHusMa B TeyeHue 24 MecsueB U He UMEeTb KAWMHU4Yeckoro 3HadeHud. lNocne 35 net BIY
nepcuctmpyetr 6onee npogonmkutenoHoe BpeMsa. CKOpOCTb 3nMMMHauum BIMY 3aBucnt OT
MMMYHOPEaKTUBHOCTU KJIETOK OpraHm3Ma xo3sinHa. Takmm obpas3oMm, BbisBneHune BMY moxer
ABNATLCS (haKTOPOM pUCKa pasBUTUA HeomnmaacTuyeckon TpaHcdhopmaumm B byaywem, a MOXeT
6bITb MapKepoOM BbICOKON BEPOSATHOCTM Ha/M4Msl HeonIacTUYeCcKon TpaHchopMaunum B AaHHbIN

MOMeHT [2; 4; 9].
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OwnarHo3s PLUM ycTtaHaBnuBaeTCsa Ha OCHOBaHUM crieuMdUYUHbIX USMEHEHUI B KNETOYHbIX
CTPYKTYpax, BbISABJIEHHbIX LUTONOrM4YecKknMm mMeTtoaoM. OaHako mo psgy OH6BbEKTUBHbLIX MPUYUH
(BbICOKasi CTOMMOCTb, HexBaTKa Bpaden-uutonoros B PO 1 ap.) MeToa He MOXeET 6biTb LUMPOKO
BHeApPEeH B PYTUHHYI MpakTuKy. [103TOMYy UMUTONOrMYecKoe uccnefoBaHue uenecoobpasHo
MCcnonb3oBaTb B KayecTBe nMoATBepxXAawlwero TecTta nNpu MpPoBeAEHUW CKPUHWHIa C
MCNOSIb30BaHNEM MOJIEKYNSIPHO-FTEHEeTUYeCKnx wMmetoaos, B T.4. [IUP. BbisasneHue BIMY c
nomowbto Metoga MUP no3sonser oTHECTM BUMPYC-MO3UTUBHbLIX XXEHLWMH K rpynne BbICOKOro
puCKa pa3BUTUS Heonasmn. Takme NaumMeHTKU HYXAakTCa B uMTonormvyeckom obcnenoBaHum
AN Bblbopa TaKTMKM AdanbHenwero HabnwogeHus u, nNpm HeobxogmmocTu, nedenums. BIMY-
oTpuuaTenbHble MNaUMEHTKM MOryT He noABepraTtbCs UMTONOrNMYECKOMY CKPUHWHIY, T.e.
NPUMEHeHNe MONEeKYSPHO-TeHETUYECKNX MeToAO0B MCC/efOoBaHus MNO3BOJISET 3aMeHUTb
MOMNYNSLMOHHbBIA UMUTONOMMYECKNIA CKPUHWHI Ha CKPUHWMHI B rpynne pucka. Bo wusbexaHue
rmnepamarHocTMKM 1 noavnparMasum CKPUHMHIOBbIE MWCCNeAOoBaHMS C  WUCMNOSb30BaHUEM
MOJIEKYISAPHO-TEHETUYECKNX METOAOB AO/XHbl HauymMHatecsa C 30-neTHero Bo3pacta W
npoBOAUTLCA C MHTepBanoM B 5 net [2; 6; 8].

Y MyxumH BMY-nHdekums MoxeT Bbi3biBaTb HapylleHMEe nokKasaTesier NOABUMXHOCTU U
dparmeHTaunto OHK B cnepmaTtosomgax [10]. B 2016 rogy 6bina onybnukoBaHa HoBas
knaccudpumkauma BO3 paka nonoBoro uneHa. B 3tonm knaccumdpukauumm MNIOCKOKAETOYHbIe
KapuMHOMbI MOMIOBOIr0 YjieHa NoapasaenaioTcs Ha ONyxosu, CBsi3aHHble N He CBsA3aHHble ¢ BlY
[11]. FeHoTMNbI BbLICOKOrO pucka, Takume kak 16, 18, 31, 33, 45, 52 n 58, cpeau npouero,
NPeNMyLLECTBEHHO WHMUUMPYIOT Y4YaCTKU CAM3UCTOM 060M0YKM U CBSA3@Hbl C pPasBUTUEM
HEKOTOpbIX BMAOB paka MNOJ0BOr0 YjJeHa WM aHasbHOro KaHana y MyxuumH [12]. Mo AaHHbIM
MeTaaHanm3a u3 4199 cny4daes paka NOS0OBOro YjeHa OKO10 NMOSIOBUHbLI Cny4vaeB bbiin CBA3aHbl
¢ BMY-uHdekumen [13] u BlMY-TecTMpoBaHme K 3Kcnpeccumnm plé MMEKT NpPOrHoCTUYeckoe
3Ha4YeHue B HEKOTOPbIX cay4dasax, BlMNY-accoumMmnpoBaHHOro paka y My>xuuH [14].

MpucyTtcTtBne Bupyca BIMY B cnepme Habnwgaetca y MyX4YWMH C BOCManMTENbHbIMU
3aboneBaHnaMN npeacratenbHoM xenesbl [15]. Takxke nokasaHa ponb BlMY-uHdbekumn B
pasBUTUKM paka npeacraTenbHON xenesbl [16,17,18]. ObHapy»xeHue y My>X4nH BIMY-16 cnyxuTt
MapKepoM NOBbILLEHHOIrO pUcKa pas3BuTUS 3TOro Buaa paka [18].

Bupyc nanunnombl 4enoBeka TakKXe MOXeT obHapyXxuBaTbCd B MoO4Ye nMpwu
BOCManuTEesNbHbIX 3aboneBaHUSIX MOYUYEMNO/IOBOM CUCTEMbI Y XEHLWWUH U MyxuunH [19,20], npwu

OHKOMAaTONIOrMN LWENKM MaTKKN Y XeHLWMH [21] n pake npeacrtaTenbHON Xxenesbl y MyX4nH [19].
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HA3HAYEHME
HacToswas WMHCTpyKUMS pacnpocTpaHseTcs Ha Habop peareHTOB ANS BbISB/IEHMS,
TUNUPOBAHMUA W  KOJIMYECTBEHHOrO OMpeaeNnieHnss Bupyca ManuafioMbl 4YesoBeka

metogom MUP (HPV KBAHT), nanee no TekcTty — Habop peareHToB.

Habop peareHTOB npegHa3HadeH A/ BbIIB/IEHUS, TUMUPOBAHUS U KOJIMYECTBEHHOIO
onpeneneHna AHK Bupyca nanunnombel yenoseka HPV 6, 11, 16, 18, 26, 31, 33, 35,
39, 44, 45, 51, 52, 53, 56, 58, 59, 66, 68, 73, 82 B 6uonornyeckom MaTepuane
yenoseka (cockobbl 3nMuTenManbHbIX KAETOK, CEKPEeT MNpocTaTtbl, 39KYASAT, Moua,
6uonTtat) MeToAOM MOJIMMEPA3HON LUENMHOW peakuum C AeTeKuuen pe3ynbTaToB B

peXunMe peanbHOro BpeEMEHMU.

OYHKUMOHaNbHOE Ha3HayeHne MeauUMHCKOro maaenus: Nsaenne npeaHasHadyeHo Ans
ANarHoCTUKM in vitro (BbiSAB/IEHUS, TUMUPOBAHUSA U KONMYECTBEHHOro onpeaeneHus
OHK Bupyca nanunnomsbl Yenoseka HPV 6, 11, 16, 18, 26, 31, 33, 35, 39, 44, 45, 51,

52, 53, 56, 58, 59, 66, 68, 73, 82 B 6MonormyeckoM matepuase 4enoBeka).

MokasaHna K NpoBeAeHUD uccrefoBaHus: npodwunakTuiyeckmin  BrNY-CKpUHUHE
npegpaka W paka LWenknm MaTku, AUCNAHCEPHbIA MOHUTOPUHI nauueHToB C BIY-
nHdekumen, aumarHoctuka BlY-uHdpekunn npum  OHKONATONOMMW  LWIEWKU MaTKW,
NOMOBOro 4neHa, npeacTaTeNbHOW >Xenesbl, aHyca, ropTaHu, BOCHANUTENbHbIX

3aboneBaHMsIX MOYEMOSIOBOM CUCTEMbI Y XKEHLLMH U MY>KUMH.

anIMeHeHVIe MeANLMNHCKOIo n3pgennsa He 3aBUCUT oT nonynAaunNOHHbIX n

Aemorpadumyeckmx acnekToB. MpoTuBonokasaHuii K NpUMEHEHUIO HeT.

Habop MoxeT 6blTb WCNONb30BAaH B K/AMHUKO-AWMArHOCTUYECKUX nabopaTtopusax

MeANLUNHCKNX lepe}I(ﬂ,eHMVI n Haquo—Mccne,qosaTeanKoﬁ npakTuke.

MoTeHuManbHble NOMNb30BaTENN: KBANNMULMPOBAHHbIN NepcoHasn, o6ydYeHHbli MeTodaM
MONEKYNAPHON AMArHOCTUKM W npaBunaM paboTbl B KIANMHUKO-AMArHOCTUYECKOM

nabopartopumn.

MNpUMeHATbL HAabop peareHToB CTPOro Mo Ha3HAYEHWI0 COrNAacHO AaHHOW MHCTPYKLUUM MO

NPUMEHEHMIO.
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XAPAKTEPUCTUKA HABOPA

Habop peareHTOB BbiNyCKaeTcsi B CNeAyloWwmnx BapuaHTax UCNOTHEHUS U aCoBKMW:
HPV kBaHT-21, dacoBka S;
HPV kBaHT-21, dacoBka A;
HPV kBaHT-15, dacoBka S;

HPV kBaHT-4, dbacoBka S.

BapuaHTbl WUCMOSIHEHUS pas3nnMyaloTCss KoaM4YecTBOM rnokasarTesnen onpeagendeMblx

HabopoM peareHTOB:

HPV kBaHT-21 - npegHasHayeH AN BbIABNEHUS, TUMUPOBAHUS U KONNYECTBEHHOIO
onpeneneHna AHK Bupyca nanunnombel yenoseka HPV 6, 11, 16, 18, 26, 31, 33, 35,
39, 44, 45, 51, 52, 53, 56, 58, 59, 66, 68, 73, 82 reHOTMNOB.

HPV kBaHT-15 - npegHasHayeH A8 BbIABNE€HUSA, T[PYNMNOBOro TUMWUPOBAHUA W
KonunyectBeHHOro onpegenenna AHK supyca nanunnombel yenoseka HPV 6, 11, 16, 18,
31, 33, 35, 39, 45, 51, 52, 56, 58, 59, 68 reHoTMNOB.

HPV kBaHT-4 - npepHa3HayeH A9 BbIABEHUA, TUMUPOBAHUA W KONUYECTBEHHOIO

onpegenexHuns AHK Bupyca nanunnomel Yenoseka HPV 6, 11, 16, 18 reHOTUNOB.

2.1 CocTtas Habopa
2.1.1 HPV kBaHT-21
R1-P317-XA/4, dhacoeka A
HOMWHanNbHbIN
Konunuyectso
HanMeHOBaHME KOMMNOHEHTOB BHewHun Bna 06BbEM
npo6umpok
KOMMOHEHTa
Cmecn pns  amnnudukauumm | NMpospadHas ronybas wnu 2 cTpuna
no 120 mkn
Ctpum CBEeTJI0-p030Bas XWAKOCTb rno 8 npobupok
Mpo3pavHas  HecuseTHas
MupP-6ydep Crpum-K 2 npobupku no 600 mkn
XNAKOCTb
Mpo3pavHas  HecuseTHas
NMonumepasa TexHoTaq MAX 2 npobupku no 60 mMkn
BA3Kas XNAKOCTb
Mpo3pavHas  HecuseTHas
bydep onsa passeaeHuns AHK 4 npobumpkn rno 1,0 mn
XNAKOCTb
MonoXxuTenbHbIN Mpo3pavyHas  6ecuBeTHas
. 2 npobumpku no 100 mkn
KOHTPO/bHbIN 06pasel XKNOKOCTb
Ctpunbl no 8 npobumpok 10 wr.
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R1-P317-S3/5, dacoBka S

HoMunHanbHbIN

. Konnuecrso B
HanMeHOBaHMe KOMIMOHEHTOB BHewHunn Bua 06BbéM
npobupok
KOMMOHEHTa
Mpo3payHas 6ecuBeTHas
Cvmecn gna  amnaudukaumu, | unn ronybas XuakocTb, 24 ctpuna no 20
no MK
3aneyaTaHHble napaduHoM noa BOCKOO6pasHbIM 8 npobupok
6enbiM cnoem
Mpo3payHas 6ecuBeTHas
PactBop Tag-nonumepasbl MAX 4 npobumpkn rno 500 mkn
XKNOKOCTb
Mpo3payHas 6ecuBeTHas
MunHepanbHoe Macno BsI3Kas MacnsaHucTas 4 npobumpkn rno 1,0 mn
KNOKOCTb
MonoXuTenbHbIN KOHTPONbHbIN | Mpo3pavHas 6ecuBeTHas
1 npobupka 160 mkn
obpazeu XNAKOCTb
KpbIWwK® A4na ctpmnos 24 WwrT.

2.1.2 HPV kBaHT-15

R1-P316-S3/4, (hacoska S

HoMunHanbHbIN

. Konunyecrtso i
HanMeHoOBaHMe KOMMNOHEHTOB BHewHun Bna 06BbéM
npobupok
KOMMOHEHTa
Mpo3payvHas 6ecuBeTHas
Cmecn pgns  amnandwukaumn, | utam ronybas >KunakocTb, 24 cTtpuna no -0
no MK
3aneyaTaHHble napaduHoM nog BOCKOO6pasHbIM 8 npobupok
6enbiM cnoem
Mpo3payvHas 6ecuBeTHas
PactBop Taqg-nonumepasbl MAX 4 npobumpkn rno 500 mkn
XKNOKOCTb
Mpo3payvHas 6ecuBeTHas
MunHepanbHoe Macno BA3Kas MacnsgHucTas 4 npobupkun no 1,0 mn
XXNAKOCTb
MonoXuTenbHbIN KOHTPONbHbINM | Mpo3pavHas 6ecuBeTHas
1 npobupka 160 mkn
obpazeu XNAKOCTb
KpbIWKKY a8 CTpUnos 24 wr.
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2.1.3 HPV kBaHT-4
R1-P315-S3/4, chacoeka S
HoMWHanbHbIN
HanmeHoBaHue . Konnuyectso .
BHewHni Bnpg, 06BbEM
KOMIMOHEHTOB npobumpok
KOMMOHEHTa
Mpo3payHas ronybas
CMecb Ana aMmnandukaumu
XNOKOCTb, noa | 6 cTpunos no
HPV 6, 11, 3anevaTaHHas no 20 Mkn
BOCKOO6pasHbIM 6enbim 8 npobunpok
napaguHom
crnoem
Mpo3payHas b6ecuBeTHas
CMecb Ana aMmnandukaumu
XNOKOCTb, noa | 6 cTpunos no
HPV 16, 18, 3aneyataHHas no 20 Mkn
BOCKOO6pasHbIM rony6bim 8 npobupok
napaguHoM
crnoem
Mpo3payHas becuBeTHas
Cmecb ans amnandukaumu
XNOKOCTb, noa | 6 cTpunos no
KBM, 3anevyaTaHHas no 20 Mkn
BOCKOO6pasHbIM 6enbim 8 npobupok
napaguHoM
crnoem
Mpo3payHas becuBeTHas
PactBop Tag-nonumepassl 3 npobupku no 500 mkn
XNOKOCTb
Mpo3payHas becuBeTHas
MwnHepanbHoe Macno BA3Kas MacnaHucTas 3 npobupku no 1,0 mn
XNAKOCTb
MonoXutenbHbli Mpo3payHas becuBeTHas
. 1 npobupka 160 mkn
KOHTPO/bHbIN 0bpasel XNAKOCTb
KpbIlWKW Ang cTpunos 18 wr.
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2.2 Yncno aHannsnpyembix Npob buonormyeckoro Mmatepmnana
Habop peareHTOB npeaHa3sHadeH Ans 04HOPa3oBOro NMPMMEHEHUS N pacCcUnTaH:
. B BapuaHTe ucnosHeHnsa HPV kBaHT-21:

- B (acoBke A, Ha 48 onpegeneHun, BKOYAs MUCCNefOBaHUS MNOJIOXUTENbHbLIX U
oTpuuUaTeNbHbIX KOHTPObHbIX 06pa3LoB.
- B dacoBke S, Ha 24 onpeaeneHuns, BKJOYas WCCAEe4O0BaHUA TMONOXKUTENbHbLIX W

OTpUUATENbHbIX KOHTPOJIbHbIX 06pa3LoB.

o B BapuaHTe mcnosHeHmss HPV kBaHT-15 (dacoBka S) Ha 48 onpeneneHun, BKaK4as

ncecnenoBaHMa NONOXUTENbHbLIX U OTPULUATENTbHbIX KOHTPOJIbHbIX 06pa3LI,OB.

o B BapuaHTe ucrnonHeHus HPV kBaHT-4 (dacoBka S) Ha 48 onpeaeneHuii, BKAK4as

nccnenoBaHmsl NONOXUTENbHbBIX U OTPULATENbHbLIX KOHTPOJIbHbIX 06pa3LoB.
2.3 MpuHUMN gencrTeums

MeTop: [lonnMmepasHass uUenHas peakuMss C  AeTeKuuen pe3ynbTaToB B pexume
peanibHOro BpEMEHW; KauyeCTBEHHbIV U KOMNYECTBEHHbIA MY/IbTUMN/IEKCHbIN aHanus.

MpunHUuMN MeTOoAaa OCHOBaH Ha MWCNONAb30BaHWUM npouecca amnamdukaumm [OHK ¢
MOMOLLbIO MonmMMepasHon uenHon peakuum (MUP). Mpouecc amnandukauum 3akoyaeTcs B
MOBTOPSIOWMXCA UMUKIax TeMmnepaTypHoh gaeHatypaumu [OHK, omxura npaniMmepoB C
KOMMJIeMEHTAPHbIMM MOCAEeA0BaTENbHOCTAMU N NOCAeayloWwen AOCTporKe MNOMNHYKAEOTUAHbIX
uenen ¢ 3Tux npariMepos Tagq-nonmMmepason.

ONna noBblWEHUS 4YyBCTBUTENBHOCTM U CNEUUPUUYHOCTM peakumn npesycMoTpeHo
NpUMEHEHNe «ropsyero» crapTa, KOTopbl obecneumBaeTcsa AN cTaHAapTHON dacoBku Habopa
peareHToB MeTOAMKOM MPUIroTOBAEHUSA peakLMOHHOM CMeCu, COCTOsWEN M3 ABYX C/OEB,
pasgeneHHbIX Npocnorkon ns napaduHa, 4nsg aBToMaTM3MpoBaHHOM dacoBkn — moamdukaumen
nonumepasbl TexHoTaq MAX. Wcnonb3yemblh NoAXO0A WCKAKOYaeT Hecneunduyeckuin OoTXUr
npanmeposB Ha JHK-MuLWeEHM Npu HayasnbHOM nNporpese Npobupku.

B cMecu ana amnaundukaumm BeegeHbl [OHK-30HAbI, KaXAblh W3 KOTOPbIX HeECcET
dbnyopecueHTHYO MeTKy W racutenb dnayopecueHunn. [Npun obpasoBaHuu cneymduyHoro
npoaykta [OHK-30H4 pas3pywaercs, AenctBue racutens Ha PNyopecueHTHY  MeTKy
npekpawaeTcsi, 4To BeAET K BO3pacTaHMiO ypoBHs diyopecueHUnn, KOTOpPbIN (UKcmpyeTcs
AeTeKkTMpyowmnm amnandmkaTtopoM. Konnmyectso paspylleHHbIX 30HAO0B (@, crenoBaTesibHO, U
ypoBeHb nyopecueHUMn) BO3pacTaeT MpPOMNoOpLUMOHANbHO KOn4yectsy 06pa3oBaBLUNXCS
cneundunyeckmx aMnaMKoOHOB M N3MepPSIeTCSa Ha KaXaoM LUunkKse amnnmdukaunm.

B Habope, B cocTtaB cMmecen ana amnandukaumm pobasneH BHYTPEHHUI KOHTPOSb,
npegHasHadeHHbI ANns oueHKN 3 PeKTUBHOCTN NPOTEKAHUSA NOJMMEPA3HONM LLeNHOM peakumu.

OgHa u3 cMmecen npepHasHadeHa pansa amnandukaumm reHomHon [OHK uyenoeeka u
WUCMONb3YyeTCca ANS KOHTPOMA B3ATUSA KIIMHWMYECKOrOo MaTepuana M HOPMUPOBAHUSA KONM4YeCTBa
OHK HPV Ha konn4yecTBO KNETOK YyesioBeka B AaHHOM obpasue.

B coctaB [HK-30HAOB, MCMONb3ylWKUXCA ANS AeTeKumu NpoAyKTOB amnandukauum,

BK/ItOUEeHbl (iyopecueHTHble MeTkn Fam, Rox n Cy5. B coctaB JHK-30HA0B, NCNOMb3YIOWMNXCH
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ONs AeTekuMu  NpoAaykToB  amnaudukaumm  BHyTpeHHero  koHTpons  (BK), Bxoaut
dnyopecueHTHbIN kKpacuTenb Hex (Tabnuua 1).

Ncnonb3oBaHne HECKOSIbKMX (JIyOpeCUEeHTHbIX KpacuTenem no3BOJSeT COKpaTUTb
KONMYeCcTBO MpoBbMPOK, MOCKOSbKY MOSIBASIETCS BO3MOXHOCTb OAHOBPEMEHHO PEerncTpMpoBaTb
pe3yfibTaTbl Pa3HbIX peakuun aMnandukaumm, Nnpoxoasumx B ogqHon npobupke.

B onpeaeneHHbie Npobupkn Habopa B BapnaHTax ncrnonHenms HPV kBaHT-21 n HPV kBaHT-15
nobasneH onuroHykneotug c dayopecueHTHOM MeTkon Rox — «Mapkep». OH mcnonb3yeTtcs
npnbopoM KakK MapKep onpeaeneHus noJsIoXeHUs CcTpuna B TepMob/ioke AeTeKTUpylowero
amnindumkatopa. [ocne  npoxoxaeHus  amandukaumm  nporpamMmHoe  obecreyeHue
AeTeKkTupytowero amnaudukaTtopa CpaBHMBaeT 3aZaHHOe OonepaTtopoM  pacnosioXeHune
npobMpok C peanbHbIM MOSIOXEHMEM MapKepa, W, eCnnm HaxoAUT HecoBnaaeHue, TO
npeaynpexaaeTt onepatopa 06 3TOM HECOOTBETCTBUM.

NccnepoBaHme ¢ ucnonb3oBaHmeM Habopa peareHtoB HPV KBAHT coctouT u3 3Tanos

Bblaenennsa AHK (npobonoarotoska) n nposeaeHus MNLP B pexume peanbHOro BpeMeHMu.

Ona npoeeaeHuns TUP ¢ petekumen pesynbTaToB B peXuMME peasibHOro BpeMeHu
NCMONb3YIT AeTekTupylowme amnaudukatopbl (000 «HMO [AHK-TexHonorus»): ATnait!,

ATnpaiimM? n AT-96 co cneuunanbHbIM NPOrpaMMHbIM obecnedeHmnem.

! - tonbko mopenu 4S1; 4S2; 551; 5S2; 651; 6S2.
2 - Tonbko mMozenu 4M1; 4M3; 4M6; 5M1; 5M3; 5M6; 6M1; 6M3; 6M6.
14



" [IHK-TEXHONOT S

HPV KBAHT | MHcTpykums no npumeHenuio | 175-5 ot 13 anpens 2020

Tabnuua 1 - [lepedeHb nNokasaTenel, BbISABASEMbIX HAabOpOM, KaHanbl AETEKLNU

npoAyKTOB aMI'I}'IMCbMKaLI,MM M UBETOBAad KOAMPOBKa

HPV kBaHT-21

N2 npobupku B KaHanbl getekumu LiBeT cmecn /
cTpune Fam Hex Rox Cy5 napapuHa*
1 HPV 31 BK HPV 35 HPV 16 Fony6omn / Benbiii
2 HPV 52 BK HPV 33 HPV 68
3 HPV 45 BK HPV 82 HPV 51 BecwBeTHbIH uau
4 HPV 6 BK HPV 44 HPV 11
CBeT/o-
5 HPV 18 BK HPV 39 HPV 58 .
poO30BbIN**/
6 HPV 66 BK HPV 26 HPV 53
benbin
7 HPV 59 BK HPV 56 HPV 73
8 KBM BK Mapkep OTCYTCTBYET

* MapadurH NpUCyTCTBYET TONLKO B Npobupkax Co cMecbtio AN amnamdunkaunm dacoskm S

** - nnsa HabopoB B hacoBke A

HPV kBaHT-15

N® npobupkn B KaHarnbl getekumun LiBeT cmecun /
cTpune Fam Hex Rox Cy5 napaduHa
HPV 16, 31,
1,5 33, 35, 52, BK OTCYTCTBYET HPV 56 Fony6on / benbin
58
HPV 18, 39,
2,6 BK OTCYyTCTBYeET HPV 6, 11
45, 59
becuBeTHbIN /
3,7 HPV 51 BK Mapkep HPV 68 Benblit
4,8 KBM BK OTCYTCTBYET OTCYTCTBYET
HPV kBaHT-4
Cmecb ans KaHanbl getekunun LiBeT cmecn /
aMmnandpmkaymm Fam Hex Rox Cy5 napaduHa
HPV 6,11 HPV 6 BK OTCYTCTBYET HPV 11 Fony6on / Benbiii
becuBeTHbIn /
HPV 16,18 HPV 18 BK OTCyTCTBYET HPV 16
Fony6on
BecuBeTHbIN /
KBM KBM BK OTCYTCTBYET OTCYTCTBYET .
Benbin
2.4 Bpemsa nposeaeHuns aHanmsa (¢ y4étom npobonoarotoBkn) — oT 2,5 yacos.
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3 AHAJINTUYECKUE XAPAKTEPUCTUKN HABOPA

3.1 AHanuTuyeckas cneundunyHoOCTb aHanm3a

B obpa3suax nccnegyemoro Matepuana, cogepxawmx AHK Boigsnsgemoro reHotuna HPV,
BO BpeMsl nMpoBeAeHuMs aMmnamdukaunmm nporpamMMHoe obecneveHuve [eTeKTUpyoWwero
amnnmdumkaTopa GUKCUPYET MNONOXUTEsNbHbIE pe3ynbTaTbl ANa cneumduyecknx nNpoayKToB Mo
3asBNE€HHbIM KaHanaM getekumun.

B obpasuax uccnegyemoro matepumana, He cogepxawmx OHK BbisBASeMOro reHotuna
HPV, npu npoBegeHun amnamdukaumm nporpamMMHoe obecrneyeHne AeTEKTUPYIOLLEro
amnnmdumkaTopa dUKCMpyeT oTpuuaTesbHble pe3yfbTaTbl AN crneumduyecknx npoayKToB Mo
3asBNEHHbIM KaHanaM getekumn.

B obpa3uax wuccneayemoro MaTtepuana, B KOTOPOM MPUCYTCTBYeT reHoMHas [OHK
yenogeka, npu nposeaeHMn amnandukaumm rnporpamMmHoe obecneyvyeHue [eTeKTUpYLLero
amnnndgukatopa GUKCUPYET NONOXUTENbHbIN pe3ynbTaT B COOTBETCTBYHOLLEN Npobupke.

B obpa3uax 6uonorndyeckoro maTtepuana, B KOTOPOM OTCYTCTBYeT reHomHas [OHK
yenogeka, npu nposeaeHMn amnandukaumm rnporpamMmHoe obecneveHue [eTeKTUpYLLero
amnnudukaTopa GUKCUpyeT oTpuuaTesbHbIA pe3ynbTaT B COOTBETCTBYOLWEN npobupke.

MokasaHo OTCYyTCTBME Hecneundbuyecknx NONOXUTENbHbIX pe3ynbLTaToB
amnnndukaumm npu Hanuumm B obpasue AHK cneayownx 6aktepuii n Bupycos: Ureaplasma
urealyticum, Ureaplasma parvum, Gardnerella vaginalis, Mycoplasma genitalium, Mycoplasma
hominis, Chlamydia trachomatis, Candida albicans, Streptococcus sp., Staphylococcus sp.,
Lactobacillus spp., EBV, HHV6, HHV8, HSV1, HSV2, VZV.

3.2 Mpenen obHapyxeHus:

Mpeoen o6HapyxeHus ana reHotunoB HPV coctaBnser 5 «konmn [AHK Ha
aMnnnduKaLumoHHylo npobupky (10° konuit/mn npenapata [AHK). [lpesen o6HapyXeHus
yCTaHOB/IEH NMYTEM aHanusa CepUIHbIX pa3BeAeHuit N1abopaTopHbIX KOHTPOJIbHbIX 06pa3uoBs
(JIKO).

Mpeoen  obHapyxeHusa  3aBucuT OT BMaa  bBuomatepmana, WCNONb3yeMOro
koMmnnekTa/Habopa peareHToB Aand BbigenenHns [AOHK w©n  koHeyHoro o6béma antoumn
(pa3BeaeHuns) BblaenerHon AHK.

Mpumep: MNpepen obHapyxennsa ana Habopa cocrasnset 600 konwuii/obpasey npu BbigeneHnn OHK u3
obpasua komnnektamu/Habopamm [MPOBA-HK-MKOC, MPOBA-IC-MJIOC, MPOBA-MY (06béM 3ntoumn
300 mkn).

3.3 JnarHoctuyeckne xapakTepucTuku

KonunyectBo o6pasuos (n) — 191;
JnarHocrtmnyeckas 4yBCTBUTENbHOCTb cocTtasnseT (95% AN) - 99,3% (96,7; 100%);

OnarHoctuueckas cneumduyHocTb coctaBnset (95% AN) - 99,9% (99,8; 99,9%).

16


https://ru.wikipedia.org/wiki/%D0%93%D0%B5%D0%BC%D0%BE%D1%84%D0%B8%D0%BB%D1%8C%D0%BD%D0%B0%D1%8F_%D0%BF%D0%B0%D0%BB%D0%BE%D1%87%D0%BA%D0%B0

" [IHK-TEXHONOT S

HPV KBAHT | MHcTpykums no npumeHenuio | 175-5 ot 13 anpens 2020

4 MEPbI MPEAOCTOPOXXHOCTHU
O6uwure TpeboBaHUsa H6e3onacHOCTM K HabopaM peareHToB ANs AMArHOCTUKK in vitro B

cootBeTcTBUMU € TOCT ISO 14971-2011.

Pabota pomkHa npoBoauTbCA B nlabopaTopun, BbIMOMHAOWENA  MOJIEKYASPHO-
6uonornueckue (MUP) nccnenoBaHnsa KNMHWYECKOro MaTepmana ¢ cobnogeHMeM MeToANYEeCcKmX
ykasaHun MY 1.3.2569-09, caHuTapHo-anuaemmonormdeckux npasmn CI 1.3.2322-08 u
TpeboBanuii NOCT P 52905-07.

Nccnenyemble o6pasubl paccMaTpMBaloTCA KakK NoTeHUManbHO-0OnacHbIE.

K paboTte c HabopoMm peareHTOB AOMyCKaeTCcs TOMIbKO MepcoHan, obydeHHbIi MeToaam
MOJIEKYJISPHOM ANArHOCTMKWN U nMpaBuiamM paboTbl B KIIMHUKO-ANArHOCTMYECKON fabopaTopun.

Mpun pabote c Habopom cneayeTr HageBaTb OAHOpa30Bbie rMepyaTkm 6e3 Tanbka
(HeonyApeHHbIE).

Ncnonb3oBaTh TONIbKO HOBblE HAKOHEYHUKK U MPOBUpKHN.

MpuroToBaeHMe peakUMOHHOM cMecn cneayetT nposoanTb B MNMLP-60kcax.

Otan MNUP B peanbHOM BpeMeHW crneayeT MpoBOAUTb B TMOMELWEHUN, CHABXEHHOM
KOMMJIEKTaMM MoJslyaBTOMaTUYeCKMX WM aBTOMATM4YeCKMX A[03aTOpOB, XanaTaMn M MpPoOYMMM
NPUHAAIEXHOCTAMM.

Bce nabopaTtopHoe obopyaoBaHue, B TOM 4ucie A03aTopbl, WTaTuBbl, NabopaTopHas
nocypa, xanatbl, rosioBHble ybopbl 1 Np., @ TakXe pacTBOPbl peareHTOB AO/MKHbl 6bITb CTPOro
CTauMoHapHbIMW. 3anpeLlaeTcsa X nepeMeLleHme n3 og4HOro NoMeLLeHns B gpyroe.

[o3aTopbl AO/MKHBI 6bITb COOTBETCTBYOWMM 06pa3oM noBepeHbl (B akKpeanTOBaHHbIX
nabopatopusx) n npoMapKMpoBaHbl.

MoBepxHOCTN paboumx CTOMOB, a TakKXe MNOMeWeHun, B KOTopbiX nposoautcs [MLP,
cneayet obss3aTenbHO, A0 W nocne nposeaeHus paboT, obnyyaTb 6akTepuumaHbIMU
obnydatenamun B TedeHmne 30 MUHYT.

Ncnonb3oBaHHble 04HOPa30Bble NMPUHAANEXHOCTU (MPOBUPKU, HAKOHEYHUKWN) AOSXKHbI

cbpacbiBaTbCsa B crieumanbHbll KOHTERHEp.

BHUMAHME! Ypanatb otxoabl ¢ npoayktamu lMUP HeobxoAMMO TONbKO B 3aKpbiTOM Buae. He

AOMYyCKaeTcsa OTKpbIBaTb NpobupkM nocne amnangukauunm.

Bce noBepxHocTM B nabopatopuun (paboume ctonbl, wWTaTuBbl, obopyaoBaHue U ap.)
eXefHeBHO NoABepralT BNaxHoMW Yybopke C MpUMEHEHUEM Ae3UHOULUPYIOLWUX/MOKLUX
CpeAcTB, pernaMeHTUpPOBaHHbLIX CaHUTapHbiMM npasunamu CI 1.3.2322-08.

Mpn ncnonb3oBaHMK Habopa B KAMHUKO-AMArHocTuyeckor nabopatopum obpasytoTcs
oTXoAbl knaccos A n b, KoTopble KIacCUULMPYOTCS U YTUIU3UPYIOTCS B COOTBETCTBUMU C
TpeboBaHmaMu CaHlnH 2.1.7.2790-10.
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OnacHble KOMMOHEHTHI B Ha60pe peareHToB

" [IHK-TEXHONOT S

KoMmnoHeHT Habopa

BapunaHT ncnonHeHus

HPV kBaHT-21 HPV kBaHT-15 HPV kBaHT-4
PacoBka A

Cmecn ansa  amnnudukaunm HeT onacHbIx ) )
Ctpum BellecTB

HeT onacHbIX
MnupP-6ydep Crpum-K BellecTs - -
Monumepasa TexHoTaq MAX Het onacHbix - -

BELLECTB

HeT onacHbIX

Bydep ana passeaeHus AHK BewWwecTs - -

MonoXxutenbHbl
KOHTPONbHbIN 06pa3sey

A3upg HaTpuA
meHee 0,1%

®dacoBka S

CMecn pnsa  amnnmdukaumm,
3anevyaTtaHHble napaguHoM

HeT onacHbIX
Bel,ecTs

HeT onacHbiX
BELLECTB

Cmecb ans amnaudukaymm
HPV 6, 11, 3ane4daTaHHas
napadnHoOM

HeT onacHbIX
BeLlecTB

Cmecb ans amnaudukaymm
HPV 16, 18, 3anedaTaHHas

HeT onacHbIX

BelecTB
napadnHoOM =
CMecb ana aMmnaudukaymu

A ¢ 4 HeT onacHbIX
KBM, 3anevyaTtaHHasd - -

BelWecTB

napadnHoOM
PactBop Tag-nonumepassbl HeT onacHbIX HeT onacHbIX )
MAX BeLecTs BELLECTB

PactBop Tag-nonumepasbl

HeT onacHbIX

BELLECTB
HeT onacHbIX HeT onacHbIX HeT onacHbIX
MuHepanbHOe Macsno
BeLLecTB BellecTB BellecTB

MonoXxuntenbHbl
KOHTPONbHbIN obpasel

A3ua HaTpuAa
meHee 0,1%

A3una HaTpuAa
meHee 0,1%

A3ua HaTpua
meHee 0,1%

B coctaB Habopa BXOASAT peareHTbl, KOTOPble COAEepXaT a3nA HaTPUA — KOHCEPBAHT, B
KoHUeHTpauun meHee 0,1 %, 4To sBnsieTca 6e3onacHbIM ANS KOHEYHOro nosib3oBartens.

Mpn ncnonb3oBaHMKM MO HasHa4YeHUIo N cobo4eHNI0 Mep NPeAOCTOPOXHOCTU, KOHTAKT
C OpraHuM3MOM 4yenoBeKa WCKA4YeH. [pu aBapuMHbIX CUTyauMsaX BO3MOXHO criefytollee:
pasgpa)keHne KOXWU WU CAM3ncTtor 060104KM a3 y YyBCTBUTENbHbIX UL, alsieprmyeckas
peakuus. MNpn KOHTaKTe MNPOMbITb MOpa)XeHHoe MeCTO BOAOM M 06paTuUTbCA 3a MeAULMHCKOWM
MOMOLLbIO.

He ponyckaeTtca ucnosnb3oBaTb Habop peareHToB:

— MNPV HapyLWEeHUN YCNOBUN TPAHCMOPTUPOBAHUSA U XPaHEHUS ;

— MNPV HECOOTBETCTBMU BHELLHEro BMaa peareHToB, YKa3aHHOro B nacnopte K Habopy;

— NPV HapYyLWEHUN BHYTPEHHEN YNaKOBKN KOMMNOHEHTOB Habopa;

— MO UCTte4yeHnn Cpoka rogHocCTHu.

MpuMmeyaHne - Habop peareHTOB He COQEPXUT MaTeEpPUasioB BUONOIMYECKOro MNPOUCXOXAEHUS,
BELLECTB B KOHLUEHTpauuMsx, obnagatownmx KaHUEepOreHHbIM, MyTareHHbIM AeACTBMEM, @ TaKXe BIIUSIOLWNX
Ha pPenpoAyKTMBHYL (yHKUMIO yenoBeka. [lpyM MCNONb30BaHWM MO HasHa4yeHWIO U cobnaeHun Mep

NpeAoCTOPOXHOCTU ABNAETCA 6€30MNacHbIM,
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5 OBOPYAOBAHWUE N MATEPWUAIJDbI

" [IHK-TEXHONOT S

Mpu pabote c HabopoM peareHtoB HPV KBAHT Tpebyetcs cneaytouwee obopyanoBaHue,

peareHTbl N pacxoaHble MaTeEpPUaAlbl:

O6opyaoBaHUe, peareHTbl U pacxoAHble MaTtepuansl

BapwuaHT pacosku

S A
MUP-60kc na aa
aMnIndumKaTop AETEKTUPYIOLWNIA Aaa aa
aosuvpytoulee ycrponcrso ATcTpum HeT aa
repMeTmsmpytollee ycTponctso ATnak HeT aa
XONOAMNBHUK UM XONOAWAbHAA Kamepa aa Aaa
MOpO3Uu/ibHas Kamepa HeT aa
MUKpOLEHTpUdyra-sopTeKkc Aaa Aa
ueHTpudyra ansg mukponnaHwet MUP 384 nyHku HeT aa
[03aTopbl  MeXaHW4YeCcKMe WM  IMEeKTPOHHble MNepeMeHHOro obbéma
OAHOKaHanbHble, MNO3BOJAKOWMNE OTOMpPaATb 06BLEMLI Xumakoctn ot 2,0 ao na HeT
20 Mkn, ot 10 go 100 mkn
[03aTopbl  MexXxaHW4YeCcKne WM  IMEeKTPOHHble MNepeMeHHOro obbéma
OAHOKaHasbHble, Mno3sonswwme otbmpaTtb 06bEMBLI Xxmakoctm oT 20 ao HeT aa
200 Mkn
OAHOpa30Bble HAKOHEYHWKM C GUAbTpOM AS9 NosiyaBTOMaTUYECKUX aa HeT
noszaTtopos, cBoboaHbie oT PHKa3z n [JHKa3, o6bémom ot 1,0 go 20 mMKkn, OT
1,0 no 200 mkn, ot 100 go 1000 Mkn
OAHOpa30Bble HAKOHEeYHUKM C GUAbTPOM AN9 NosiyaBTOMaTUYECKUX aa aa
no3artopoB, ceBoboaHble oT PHKas u [HKa3, o6bvémom ot 1,0 ao 200 mkn,
oT 100 go 1000 Mkn
MukponaaHweTt MUP -384 nyHku HeT aa
noiMepHasa TepMorieHKa And  3anauBaHuva  MukponnaHwet  TUP HeT ha
384 nyHku
OAHOpa30Bbie NepyaTKn MeamumHckne, 6e3 Tanbka, TEKCTYPUpOBaHHbIE Aaa Aa
WwTaTMB «paboyee MecTo» AN CTPUNOBAHHbLIX MPO6MPOK 06bLEMOM 0,2 Mn Aa Aa
€MKOCTb AN cbpoca MCnosb30BaHHbIX HAKOHEYHUKOB, NPO6MPOK M ApPYrmX aa aa
pacxogHbIX MaTepuanoB

MpubopHoe obecneueHune
Ona npoeeaeHus TIUP wucnonb3yT amnnudukaTopbl AeTekTupylowue: ATnanT,

OTnpanm, OT-96 (000 «HMNO [AHK-TexHonorus»); Bepcus nNporpaMMHoro obecnevyeHuss He

Hmxe 7.3.5.84; ini dann c napametpamu aHanmsa «HPV_quant.ini».
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6 AHAJINBUPYEMbIE OBPA3Lbl

6.1 MaTepuanbl Ang nccnegoBaHums

B kauectBe 6uonornyeckoro martepuana WCMonb3ylT 6uonornyecknii Martepuan
yenoBeKa: COCKobbl anMTeNnanbHbIX KNEeTOK, CEKPET NpoCTaThl, 39KyNaT, Mo4ya, buonTar.

[ns nony4yeHus KOPPEKTHbIX pe3y/bTaTOB MMEET 3HauyeHMe KayecTBO B3ATUS obpa3ua
6uomMaTepunana A4ss UCCNEeAOBaHWUS, €ro XpaHeHue, TPaHCNOPTMPOBaHWE W MNpeaBapuTesbHas

obpaboTka.

MpuMmeuyaHne - B3aTMe, npeaBapuTenbHyl 06paboTKy, XpaHeHWe W MepeBo3Ky, nepeaavy
nccneayeMoro Matepuana B ApyrvMe opraHu3aumy OCyLUEeCTBASAT COMMacHO MHCTPYKTUBHO-METOANYECKUM
[OKYMEHTaM, pEernaMeHTUpyoLWnM BbINOSIHEHUE WCCNeA0oBaHWUA B COOTBETCTBMM C TpeboBaHUSMU
MY 1.3.2569-09 n CIM 1.3.2322-08.

UHTepdepupyrouime sewiecrsa

Hannune wHrnéutopos [MUP B o6pa3ue 6uonornyeckoro martepuasa MOXeET ObiTb
MPUYMHON COMHUTENbHbLIX (HeomnpeaenéHHbiX) pe3ynbTaTtoB. [Npu3HakoM mHrubuposaHusa [MLUP
SABNSEeTCS  OAHOBpeMeHHoe  OTCcyTCcTBMe  amnandukKaumMm  BHYTPEHHEero  KOHTpoas w
cneumduyeckoro npoaykra (cm. nn. 2.3, 9.5).

K wnHrmbmtopam T[LUP, WCTOYHMKOM KOTOPbIX MOXET aBNsATbCca obpasey [AHK, no
pesynbTaTtaM aHanusa puckoB W nposeaeHna HUOKP oTHeceHbl cnegywuwme BewecTsa:
remornobuH, npucytcreytowmn B obpasue AHK B pe3synbTtate HeMosHOrO yAaneHus B Xoae
Bbigenenms [OHK wn3 o6pa3ua O6Guomatepmana coaepxkallero rMpuMECb KpoOBWU, a TaKxke
M30MpPONMAOBbLIA CNUPT W MeTuiaueTaTt, npucyTcTByouwme B obpasue [AHK B pesynbrtaTe
HEeMNoNIHOro yaasieHMs NPOMbIBOYHbIX pacTBOpPOB B xoAe NpobonoaroToBKy.

MakcuManbHble KOHUEeHTpauun uHTepdepmpylowmx BewecTs, MNpu KOTOPbIX He
Habnoganocb BAMSAHME Ha amnandukaumio nabopaTOpHOro KOHTPOJSIbBHOrO obpasua wu
BHYTPEHHEro KOHTPONS COCTaBnalT: remornobuH — 0,35 mMr/mn obpasua AHK, nsonponmnoBbli
cnmpT - 100 mkn/mn obpasua AHK, meTunauetat - 100 mkn/mn obpasua AHK.

Mpumecn, copepxawmecs B obpasue 6uoMaTtepuana, nNpaKTUYECKU MOMHOCTbIO
yaanswoTcs B xoae sblgenenna OAHK. Onsa cHUuxeHus konmyectsa nHrnbutopos MLP Heob6xoanmo
cobnogate npasuia B3ATUS Buonormdeckoro Mmatepumana. pu nogo3peHMnM Ha Hanuvume B
obpasue 6onbworo konuyectsa WHrMbutopos [LUP pekoMeHayeTcsa BblibupaTb MeTOAbl
Bblgenenms [OHK, no3sonswowme MakcMMmanbHO yAanuTb MHrmbutopbl MUP u3 obpasua, He

peKkoMeHAYyeTCs UCMOob30BaTb 3KCNpecc-MeToabl BblaeneHuns AHK.
6.2 B3saTtne obpa3uoB cockoboB anuTeNmasnbHbIX KNETOK

B3saTtne cockoboB npoBOAUTCS CTEPUSIbHbIM OA4HOPA30BbIM 30HAOM B MJACTUKOBbIE
npobupkn ob6vémomM 1,5 mMn ¢ TpaHCNOPTHOW Cpeaol, npeAgHa3HAYeHHOW Npou3BoAMTENEeM ANs
TpaHCNOPTMPOBaHUSA U  XpaHeHuss obpasuosB 6uonornyeckoro Martepumana gna [MLUP-

nccnenoBaHum,
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6.2.1 O6wwne TpeboBaHusn

Ons nony4yeHUs KOPPEKTHbIX pe3ynbTaToB 60/blIOe 3HaYeHMEe UMEET KauecTBO B3ATUS
obpasua 6uomaTtepmana ANA  UCCNEeAOBaHWUS, €ro XpaHeHwe, TpPaHCNopTUPOBKA U
npeaBaputenbHas obpaboTka.

WUccnepnoBaHne w™etoaom TP oTHocuTca K MpsMbiIM  MeToAaM nabopaTopHOro
nccnenoBaHUs, No3ToMy B3STUE 6MONIOrMYEcKoro Matepuana HeobxoAMMo NpPoOBOAMTL M3 MecTa

Jlokanunsaummn nHgeKuMoHHOro npouecca.
6.2.2 Matepuan ans nccnegoBaHumn

PeweHne o BbibOpe MecTa B3STMS MaTtepuana AN UCCNeAOBaHMS Ha HalMuue Bupyca
nanuiioMbl 4YenoBeKa MpUHMMaeT Jevyalnidi Bpay Ha OCHOBaHMM COBOKYMHOCTM Xasnob
naunmeHTa U KJIMHUYECKOM KapTUHbI.

XeHLWMm Hbl HakaHyHe 06cneaoBaHMs He AO/KHbI MPOBOANTL TYaneT NOJSIOBbIX OPraHoB U
CnpuHUEBaHMe.

Ona nonyyeHuss 06bEKTMBHOro pe3yfabTata HeobxoanmMmo, uTobbl Knccnegyembin
MaTepuan cogepxkan BO3MOXHO 60/bllee KOJMYECTBO 3MUTENMAlNbHbIX K/IETOK U MUHUMAsbHOe
KOJIMYEeCTBO CAM3M UM TMNpuMecu KpoBu. HenpaBunbHoe B3sITUE MOXeT TMpPUBECTU K
HEBO3MOXHOCTM MOJTYYEHMUS AOCTOBEPHOro pesynbrata W, BCNeACTBME 3TOro, Heob6xoamMMoCTu
NMOBTOPHOIo B34ATUA 6M0MaTepV|ana.

6.2.3 OcobeHHOCTM B3ATUS MaTepuana U3 ypeTpbl:

— COCKOb BbINOAHAKT CTEPUbHBIM O4HOPA30BbIM 30HA0M;

- nepen B3aATMEM 6uoMaTtepmana nauMeHTy peKoOMeHAYeTCs BO34epXaTbCd OT
Mo4YencrnyckaHmsa B TedeHune 1,5-2 yacos;

— HEernocpeaCTBEHHO nepea B3ATMEM buoMmaTepuana Heobxogmmo obpaboTtaTtb
Hapy>XHoe OTBepCTMEe ypeTpbl TaMMOHOM, KOTOPbIM MOXHO CMOYUTb CTEPWSIbHbIM
dun3nonornyecknum pacTBopom;

- B YypeTpy 30HA4 BBOAMTCA Ha raybuHy 1,0-1,5cM, 3areM OCTOpPOXHbIMU

BpallaTesibHbIMN ABUMXXEHUSIMU MPOABUIaeTCs K Hapy>XHOMY OTBEpPCTUIO YpPeTPbI.
6.2.4 OcobeHHOCTM B3ATUS MaTepuana U3 Bnaranmuwia

— MaTepuan JosmxeH 6biTb B3AT 40 NPOBeAEeHNA MaHyalbHOro UccnenoBaHus;
— 3epkano nepea MaHUNynsauUMENn MOXHO CMOYUTbL rops4ven BOAOW, MNpPUMEHeHue
aHTUCeNTMKOB AN 06paboTKn 3epKasia NpOTUBOMNOKA3aHO;

— cockob 6epyT ¢ 3ag4Heb60KOBOro cBOA4A BAaraauLla.

6.2.5 OcobeHHOCTU B3ATUSA MaTepuana M3 Bnlarajavula C UCNOoJ/Ib3BOBAHUEM YCTpOVICTBa Aansa

camocTosiTenibHOro 3abopa npo6.
— B3aTne maTtepuana npoBOAST B COOTBETCTBUM C MHCTPYKLUMEN K YCTPOUCTBY.
6.2.6 OcobeHHOCTM B3ATUS MaTepuasna M3 LepBMKanbHOIro KaHana:

— nepepj B3aTMEM MaTepumana HeobxoAMMO yAannTb BaTHbIM TaMMNOHOM CAU3b M 3aTeM
obpaboTaTthb WelrKy MaTKn cTepuiibHbIM HGU3MON0MMUYECKNM PacTBOPOM;
— 30HA4 BBOAAT B LEepBUKasbHbIA KaHan Ha rnybuHy 0,5-1,5 cm;

— Npun n3Bae4v4eHnn 3o4H4a HeobXxo4MMO UCKOUYNTL ero KacaHme CTeHOK Biaranuuia.
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6.2.7

6.2.8

6.2.9
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OcobeHHOCTH B3STUA MaTepmana C WeNKn MaTKu:

MaTepuan 6epétcs 0 NpoBeAeHMs MaHyasibHOro UCCre0BaHus;

nepeg B3STUMEM MaTepuana HeobxogMMO yaanuTb BaTHbIM  TaMMOHOM  C/U3b,
BOCMNANNTENbHbIM 3KCCyAaT WM KpoBb (€CNn OHU eCTb);

hanee HeobxoAMMO aKKypaTHO COCKOBAUTb 3KCHONMATUBHDLINA KIETOYHbIA MaTepuan
M MOBEPXHOCTHbIN 3NUTENUIA U3 BNarajauillHOMK NopuMKn LIENKM MATKKU, 061acTu 30HbI
TpaHchopMauum n/unn ULepBUKaNbHOrO KaHasna, ecnm coeauHeHue MHOroC/0MHOro

MAOCKOro n npnaMaTn4ecKoro anntennda CMEWEHO B Ll,epBMKaﬂbeIﬁ KaHarn.

Mopsaok B3sTMS COCKOBHOro matepumana B NpobupkKy C TPaHCMOPTHOMN Cpeaoi:

OTKPOWTE KpbILWKY NpobupKku;

C MOMOLLb OAHOPA30BOr0 30HAA CAefahTe COCKOG 3anUuTeNManbHbIX K/IETOK U3
COOTBETCTBYHOLWEro 6muotona (Bnaranuwe, ypetpa, LepBUKasbHbIA KaHan, aHanbHOe
OTBEpCTME, poToraoTka);

rnepeHecute 30H4 C 6uomaTepmanom B nNpobuMpKy C TPaHCMOPTHOW Cpeaon W
TWaTenbHO nponosiowmTe ero, nsberast pasbpbiarmBaHnsl XXMAKOCTU;

M3BJIEKNTE 30HA4 W3 pacTBOpa, NpMXuMas ero K CTeHKe Npobupkn, M yaanute
M36bITOK >XWAKOCTM C 30HAA O CTeHKkM npobupkn. Wcnonb3oBaHHbIA 30HA
YyTUNU3NpYHnTE;

NJOTHO 3aKPONTE KpbIWKY NPOBMPKM U MpOMapKupymiTe.

Oco6eHHOCTM NOSyYEeHUs CekpeTa NpeacTaTesibHON Xenesbl

nepes B3ATMEM CeKpeTa NpoCTaTbl PEKOMEHAYETCS MOJSIOBOE BO3AEPXKAHME B TeYeHue
Tpex CyTOK A0 uccnenoBaHus;

HenocpeacTBEHHO rMepen B3STMEM CeKpeTa MnpocTaTbl rOIOBKY MOMOBOr0O UYsieHa
o6pabaTbiBalOT CTEPWM/IbHLIM BaTHbIM TaMMOHOM, CMOYEHHbIM (U3NOSIOrNYECKUM
pacTBOpPOM;

CEKpEeT MpocTaTbl cobupaloT nocsie npeaBapuUTeNlbHOro Macca)a npocTaTbl 4yepes
npsMy0  KUWKY. Maccax  npoBoAMT  Bpay, MNOCPeACTBOM  3HEPrUYHOro
HaZaB/IMBAIOLWEro ABMXXEHUS OT OCHOBaHWUSA K BepXyLlKe xenesbl. [locne OKOHYaHuS
Maccaxa BbIAENMBLUMIACSA MPOCTAaTUYECKNIA CcekpeT B Buae cBO6OAHO CTeKalowen
kannm (0,15-1,0 mn) cobupaldoT B OAHOPA30BYI CYXYyk CTEPWUIIbHYIO Npobupky
06BHEMOM 2 MJT UM KOHTelHep 06bEMoM o 60 mi;

€MKOCTb C CEKPETOM MpPOCTaTbl FEPMETUYHO 3aKPbIBAOT KPbILIKOM U MapKUPYHOT.

BHUMAHME! Tlpy nogo3peHMM Ha OCTpblA MNPOCTAaTUT BbINOAHATb Maccax npocTaThl

KaTeropmyecku sanpeuieHo!
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6.2.10 OcobeHHOCTM NoNy4YeHns 39KynaTa

- nepeg cbopoM 3sKkynaTa (CEMEHHOW  XXWMAKOCTM) peKoMeHAYeTCs MnosioBoe
BO34epXXaHue B TedeHne Tpex CyTOK A0 UCCNefoBaHus;

— nepen cbopoM 3sKynsTa MNaUMEHT MOYMTCA B TyasleTe, MOJIHOCTbD OMOPOXKHASA
MOYEBOMN MY3bIpb;

— MOC/IE MOYEUCMYCKaHMUS MNauMeHT [O/KEH TWaTeSlbHO BbIMbITb PYKM C MbIJIOM U
MPOBECTU TyaneT Hapy>XHbIX NOOBbIX OPraHOB C MbIJIOM U BOAOW. [0N0OBKY MOSIOBOro
uysieHa W KpalHIoK NNoTb HEOH6XOAMMO BbICYLUMTb CTEPUIBHON CcandgeTKown.

— 38KYyNnSAT nofsydatoT nyTeM Mactypbaumm m cobupaloT B CTEPWUSIbHbIM KOHTEWHep
06bEMoM go 60 mn;

— EMKOCTb C 35KYyNSATOM repMETUYHO 3aKpbIBAKT KPbILLKOM U MAapKUpPYIOT.

6.2.11 Moua

— ANS aHanm3a oTbupatloT NMepByl MOPUNID YTPEHHEN MOYM B KOSIMYECTBE He MeHblue
20 - 30 mn. OT60p MOYM MpPOBOASAT B CMeUMaIbHYK CYXYH CTEPU/IbHbIA EMKOCTb
06béMoM o 60 MN, CHabXEeHHY repMeTMYHO 3aBUHUMBAIOLWENCSA KPbILLKOM

— nocne cb6opa MO4YM KOHTENHEpP MNNOTHO 3aKpbIBAOT MU MapKUPYIOT

6.2.12 bwuoncunHblh MaTepuan

— 6uoncuirHbin  MaTepuan (6buonTaT) nNoOMewarT B CTEepUSibHYO nNpobupky co
CTepunbHbIM  (dU3pacTBOpoM unnm Bogon (He 6Gonee 0,5 Mn) wam B nycTyro
CTEPUIbHYO NpobUpKy;

— EMKOCTb C 6MONTaToOM repMETUYHO 3aKpbIBAKOT KPbIWKOW U MAapKUPYIOT.
6.3 TpaHCcnopTMpoBKa U XpaHeHue uccneayemoix obpasuos

O6pa3ubl 40 Havana uccnegoBaHUMs XpaHUTb Npu TemnepaTtype oT 2 °C go 8 °C He
6onee 24 yacos®. B cnyyae HEBO3MOXHOCTM [OCTaBKM MaTepuana B NabopaTopuio B TeUYeHMe
CYTOK [OMyCKaeTCs OAHOKpaTHOe 3aMopa)XuBaHuMe MaTepuana. 3aMOPOXEHHbIA MaTepuan

XPpaHUTb Npu TemnepaTtype oT MnHyc 18 °C go MuHyc 22 °C He 6onee ogHOro mecsua.

3 - nNpu ncnonb3oBaHMKM TPAHCMOPTHON Cpefbl CPOK XpaHeHWs 06pasLoB yCTaHaBIMBAETCS B COOTBETCTBUM
C MHCTPYKUWEN K MCMOb3yeMOM TPaHCMOPTHOW cpeae.
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6.4

6.4.1

6.4.2
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MoaroToBka (KJ'IMHMLIECKOFO) Matepuana and nccnenoBaHus

MoaroTtoBka MaTepuana M3 Braranuuia, B34ATOro C MCNOJSIb30BaHUEM YCTDOVICTBa ansa

camocTtosaATenbHoro 3abopa npob:

nobasbTe B nNpobupky (MM Apyryrd EMKOCTb, YKasaHHYH B WHCTPyKUMM K
YCTPOMCTBY AN CaMOCTOSATeNbHOro 3abopa npob (panee «npobupka»)), B KOTOPOW
HaxoAMTCA HaKOHeYyHuK ycTtponcTtea, 500 w™Mkn duanonormyeckoro pacreopa,
3aKpoKTe Npobupky;

BCTPSAXHUTE NpobupkKy B TeyeHue 15 ¢ Ha MukpoueHTpudyre-sopTeKkce;
MHKYbupyliTe NpobupKy B TeyeHme 3-5 MUHYT NMpuM KOMHATHOM TeMnepaTtype;
ueHTpudyrnpymnte npobmupky B TeyeHue 1-3 € Ha MUKpPOUEHTPUdyre-BopTeKCE;
M3BJIEKMTE HAKOHEYHUK YyCTpoKCTBa 13 npobupkn n BoibpockbTe;

rnepeHecuTe coaepxumoe rnpobupkm B YMCTYO0 Npobupky obvemom 1,5 mn;
ueHTpudyrnpymnte npobmupky npu 16 000 x g B TedyeHue 10 MuH;

yAanuTte HaaoCaAO4YHYK >XWMAKOCTb, OCTaBuB B Npobupke npumepHo 100 MKn

(ocagok+xunagkas ppakuyms).

MoaroTtoBka Mouun

nepeHecute 1,0 Mn MaTtepmana M3 KOHTEMHepa B MJIACTUKOBY NMpobupky o6bEMoM
1,5 mn;

ueHTpudyrmpymte npobupky npm 16 000 x g B TedyeHne 10 MUH;

Hanbonee NOMHO yaannTe HaA0CaAO0UYHYIO XUAKOCTb;

nobasbTe K ocagky 1,0 MA PM3NOAOrMYECKOro pacTBopa CTepUSIbHOrO;
ueHTpudyrmpyinte npobupky npu 16 000 x g B TedyeHue 10 MuH;

yAanute HaAoCafO4YHYHO >XWAKOCTb, OCTaBuB B npobupke npuMepHo 100 Mkn

(ocapok+xunakas ppakumns).
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7 NMPOBEAEHUE AHAJIU3A

7.1 Boigenenne OHK 13 6buonormyeckoro matepmana

BoigenenHne [OHK npoBoasT B COOTBETCTBUM C WMHCTPYKUMENW K MUCMOSIb3yEMOMY
KOMMJIeKTy peareHToB. KoHTposb kauecTtBa BbigeneHHon [OHK ocywectensaetcsa B xoge MNUP ¢
MOMOLLbIO CUCTEMbI BHYTpPEeHHero koHTpons (BK).

Ona BbligeneHns OHK pekomeHayeTcss MCMNosib30BaTb KOMMJIEKTbl/HAabopbl peareHToB
MPOBA-HK-MOC, MPOBA-IC-MtOC, MPOBA-MY (OO0 «HMO AHK-TexHonorus», 000 «AHK-
TexHonorma TC», Poccus) wnu  apyrue  KoMnnaekTbl/Habopbl peareHToB, UMeowWwue
perucTpauMoHHble  yAOCTOBEPEHUS MEeAMUMHCKOro usgenmss W npegHasHavyeHHble  Ans
Bblaenenms [OHK wn3 cooTBeTCTBYHOWMX BUAOB OuoMaTepuana C UeNb MNOCNeayoLwero

nccnegosanHmna metogom MLUP.

BHUMAHME! HesaBucuMo OT MCMonb3yemMoro kKomnnekta/Habopa pna sbigeneduma OHK w3
6uonornyeckoro Martepuasa OAHOBPEMEHHO HeobxoAMMO NOoAroTOBUTb  OTpULLATESbHbIN
KOHTPOJSIbHbIM 06pa3el, npoweawmnin Bce aTanbl npobonoaroToBkun. B kayecTtBe oTpuuaTenbHOro
KOHTpO/NIbHOro obpasua peKkoMeHAYyeTCs MCNOoNb30BaTb (MU3NOIOMMUYECKUn pacTBop, B 06bEMe,

YKa3aHHOM B MHCTPYKLUUWN K KOMMNNeKkTy/Habopy peareHToB Ans BblageneHmsa AHK.
7.2 MoaroToBka v NpoBeAeHME NONMMEPA3HOM LENHOMN peakunm

BHUMAHME! lNpwn npoBeaeHnn BCeX NOCNeAyWMX AENCTBUI cnenyeT niberatb BO34ENCTBUS

NMPSAMbIX CO/THEYHbIX JIydeln Ha NpobupKn co cMechbio AN amnnmdukaunm!

7.2.1 HPV kBaHT-4

7.2.1.1 TpoMapkupynTe no ogHoOW npobupke U3 CTPUMNOB CO CMECsSIMW An9 amnnudukaumu,
3anevyataHHbiMM napaduHom (HPV 6,11; HPV 16,18; KBM) ana kaxaoro
aHanusupyemoro obpasua, OoTpuuaTenbHOro KOHTponbHOro obpasua (K-) wu

NOMOXUTENBbHOIO KOHTPONbHOro obpasua (K+).
MpumeyvaHune — Ana HPV kBaHT-4 0O4MH CTPUN paccyMTaH Ha nccnegosaHne BOCbMu 06pasuoB.

Mpumep: HeobxoaumMo npoaHanum3auMpoBaTb JABa o6pasua. [ns 3TOr0 HYXHO NpOMapKMpoBaTtb

12 npobupok B Tpex cTpunax — WecTb Ans uccnenyemblx 06pasuoB 1 no Tpu ans «K—» n «K+».

7.2.1.2 [danee BbINOAHUTE MYHKTbI 7.2.3 - 7.2.11.

7.2.2 HPV kBaHT-21

7.2.2.1 TlpoMapkupynTe no OAHOMY CTpMMNy C 3anedaTaHHbIMM nNapaduMHOM CMecaMU Ans
amnnmdukaunmm ong Kaxaoro unccneayemoro obpasua, oTpuuaTeslbHOr0 KOHTPOJSIbHOMO

obpasua (K-) 1 NnoNoXnTenbHOro KOHTponbHoOro obpasua (K+).
MpunmeuvaHune - [Onsa HPV kBaHT-21 oaAWH CTpuM paccumTaH Ha uccregoBaHue ogHoro obpasua.

Mpumep: Heobxoaumo npoaHanmsnpoBaTtb ABa obpasua. s 3TOro Hy>HO nNpoMapkuMpoBaTtb 4 cTpuna -

ABa Ans uccnenyembix 06pasuos, oavH anst «K-» n oanH ans «K+».

7.2.2.2 [lanee BbIMNOJIHUTE MYHKTbI 7.2.3 — 7.2.11.

7.2.3  BcTpaxHuTe npobupky ¢ pactBopoM Taqg-nonuMmepasbl (and HPV kBaHT-15 1 HPV kBaHT-
21 - c pactBopoM Tag-nonumepasbl MAX) B TeueHue 3-5 C U uUeHTpudyrmpymte B

TedyeHune 1-3 ¢ Ha MUKpOLEHTpUdyre-BopTeEKCE.
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7.2.4 [obaBbTe B Kaxayt npobupky, He noepexaas cnon napaduHa, no 10 mMkn pacrtsopa
Tag-nonumepasbl (ansa HPV kBaHT-15 n HPV kBaHT-21 - pactBopa Tag-nonuMmepasbl
MAX).

7.2.5 [dobaBbTe B Kaxayw npobupkKy no oaHON Kanne MMHepanbHoOro macna (okosno 20 Mkn).
3aKpoliTe KpbIWKW CTPUMOB.

7.2.6  BcTpsxHuTe npobupku ¢ npenapatoMm AHK, nonoxmntenbHbIM KOHTPOJbHbIM 06pa3uoM un
oTpuUaTesibHbIM KOHTPOJIbHbIM 06pasuom B TeyeHme 3-5cC m ueHTpudyrmpymnte B

TeyeHue 1-3 ¢ Ha MMKpoueHTpudyre-BopTeKCeE.

BHUMAHME! [lpn uncnonb3oBaHuu pna BblgeneHnsa AHK komnnekta peareHToB [MPOBA-IC-
MJIKOC HeobxoamMo nocne BCTpsIXUBaHUSA LeHTpudyrmposaTb Npobupkmn ¢ npenapatom AHK npwu
16 000 x g B TeyeHMe OAHOM MUWHYTbl ANs ocaxaeHuss copbeHTa. B cnyyae ecnm nocne
BblAENIEHMS HaAoCaAo4YHasl XMAKOCTb, cofepxalwlas BblaeneHHyto [OHK, 6blna nepeHeceHa B
HOBblE MPOBMPKU, LEHTPUDYrMpoBaHNE NPON3BOAUTCS B TedeHme 3-5 ¢ Ha MUKpoueHTpudyre-

BOpTEKCE.

BHMUMAHME! [1na npenoTepalleHns KOHTaMMHaUUM cneayeT nepen BHeceHneM OHK oTkpbiBaTh
KPbIWKY TOJIbKO TOro CTpuUmna, B KOTOPbIN 6yAeT BHOCUTLCS AaHHbI obpa3el, M 3akpbiBaTb ee
rnepen BHeceHueMm cnegytouwero. [penapatel AHK cnegyeT BHOCUTb HaKOHEYHUKaMM C

dunbTpom.

7.2.7 BHecuTe B COOTBETCTBYHOLLME MPOMapKUpOBaAHHbIE MPOBUPKKM CTpuna, He noBpexaas
cnon napaduHa, no 5,0 Mkn BbligeneHHOro M3 obpasua npenapata AHK. B npobupku
«K-», «K+» IHK He BHOCUTCSH.

7.2.8 BHecuTe B CTpuMnoBaHHble Npobupku, NpoMapkupoBaHHble «K-», He noBpexaas Cnou
napaduHa, no 5,0 MKN oTpuuaTenbHOr0 KOHTpOSIbHOrO obpa3sua, npoweawero 3Tan
Bblagenenusa AHK (cM. n. 7.1).

7.2.9 BHecuTe B CTpuUMoBaHHbIE NMpObUPKK, NpOMapKUpoBaHHble «K+», He noBpexaas Cron
napaduHa, no 5,0 MKN MNONOXUTENBbHOrO KOHTPOJSIbHOIO o6pa3sua.

7.2.10 UeHTpudyrupymnTte CTpunbl HA MUKPOLIEHTpUdyre-sopTekce B TeueHue 1-3 c.

7.2.11 YcraHoBuTe cTpunbl B 6N0K pgeTekTupylwero amnnmdukaTtopa. 3anycrturte
nporpammHoe obecneyeHne RealTime_PCR B pexume «Pabota ¢ npubopom».
3arpy3uTte dann «HPV_quant.ini». [JobaBbTe B MPOTOKO/ST COOTBETCTBYHLIME TECTHI,
YKaXuTe KONM4eCcTBO W unaeHTudukatopbl o06pasuoB, OTMETbTE pacnosoXeHne
npobupok Ha MaTpuue TepMob/10Ka B COOTBETCTBMW C UX YCTAaHOBKOM (CM. Mm. 7.2.12) n

nposeauTe MLP.

MpumeyaHne - TMporpamma aMmnandukauumn ans tecta «HPV KBaHT-15» oTivMyaeTcs oT nporpammbl

amnnndukaummn ana tectoB «HPV kBaHT-4» n «HPV kBaHT-21».

7.2.12 Tlpwn Bbl6ope TectoB «HPV kBaHT-4» N «HPV KkBaHT-21» B OKHe «3amnycK MporpamMmMmbi
amnnundukaunmm» gokHa otobpaxaTbCa nporpamma, npuseaeHHas B Tabnuue 2. Mpu
Bblbope Tecta «HPV kBaHT-15» B OKHe «3anyck nporpaMmMmbl amMnanduKkaunm» AOXKHa

oTobpaxaTbCcs nporpamMmma, npueegéHHasa B Tabnuue 3.
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Tabnuuya 2 - MNporpamMa amnnandukaumm ana tectoB «HPV kBaHT-4» n «HPV kBaHT-
21»
Pexxum
Ne 6noka | TemnepaTtypa,°C MWH C Yucno umkioB OnNTUYECKUX Twn 6noka
M3MEepEHUN
80,0 0 30
1 94,0 1 30 1 Huien
94,0 0 30
2 64,0 0 15 > v Liien
94,0 0 10
3 64,0 0 15 45 v Liien
4 94,0 | 0 | 5 | 1 | | Unkn
5 10,0 | | | XpaHenune | | XpaHeHue
Tabnuuya 3 - lMNporpamma amnandukaumm anga tecta «HPV kBaHT-15»
Pexnm
N¢ 6noka | Temnepatypa,°C MUH C Yncno umknos ONTUYECKUX Tun 6noka
M3MEepEHUN
80,0 0 30
1 94,0 1 30 ! Huicn
94,0 0 30
2 60,0 0 15 > Y Hiien
94,0 0 10
3 60,0 0 15 45 v Liien
4 94,0 | o | 5 | 1 | | LUukn
5 10,0 | | | XpaHehue | | XpaHeHue

TecTnbl

npousBoauTeneMm Habopa peareHToB.

(ini dannbl) gna npubopos ATnpanm, ATnant n AT-96 npenoctaBnsitoTcs
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7.3

7.3.1

7.3.1.1
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MoarotoBka n nposeaeHue MLP. ®acoBka A

HPV «kBaHT-21 (BapuaHT C npeaBapuUTENbHOM MOArOTOBKON peareHTOB PYyYHbIM
A03npoBaHMeM — «ba3oBbli cCNoCo6 NOCTaHOBKU»)
BctpsxHute npobupkn c MUP-6ydepom Ctpum-K n nonumepasoin TexHoTag MAX B

TeueHue 3-5 ¢ U UeHTpudyrupyiite B Te4eHne 1-3 ¢ Ha MUKPOLEHTPUdYre-BOpTEKCE.

BHUMAHME! MNonumepasy TexHoTaq MAX HeobxoamMO BbIHMMaTb M3 MOPO3W/bHOW KaMepbl

HenocpeacTBeHHO nepes McnoJib30BaHMUEM.

7.3.1.2

7.3.1.3

MpurotoBbTe cmecb [UP-6ydepa Ctpum-K mn nonumepasbl TexHoTaq MAX. BHecuTe B
npobupky c TMNLUP-6ydepom Crpum-K Becb 06bEM oOaHOW NpobUpKKM C mnonmmepason
TexHoTag MAX, T1.e. 600 mkn T[MUP-6ydepa Crpum-K nawoc 60 Mka nonmmepassbl
TexHoTaq MAX:

— npu npoBeaeHnn 48 onpefeneHnn eANMHOBPEMEHHO (BapuaHT MOCTaHOBKM
«MukponnaHwet 384 nyHKu») HeobxoamMo Mcnonb3oBaTb ABe npobupku c TMUP-
6ydepom Ctpum-K 1 gBe npobupku ¢ nonuMepason TexHoTaq MAX;

— npu nposeaeHun 24 onpeaeneHVA eAuHOBPEMeHHO (BapuaHT MOCTaHOBKM
«MonoBnHa MukponnaHwera 384 nyHKu») HeobxoAMMO MCNOAbL30BaTb OAHY
npobupky c¢ T[UP-6ydepom Ctpum-K 1 ogHy npobupky C mnonmmepason
TexHoTaq MAX.

BcTpsaxHute npobupky co cMecbto MNLUP-6ydepa Ctpum-K n nonuMepasbl TexHoTag MAX

B TeueHue 3-5 ¢ n ueHTpudyrmpymte B TedyeHme 1-3 ¢ Ha MUKpoLUeHTpudyre-BopTekce.

BHUMAHME! Cwmecb [UP-6ydepa Ctpum-K un nonumepasbl TexHoTaqg MAX Heobxoanmmo

roOTOBUTb HEMNOCPEACTBEHHO Nepea NCnosib30BaHUNEM.

7.3.1.4

7.3.1.5
7.3.1.6

7.3.1.7

7.3.1.8

7.3.1.9

AKKypaTHO, 6e3 obpa3oBaHMa BO34YLWHbIX MNy3blpei, BHecuTe B BOCEMb MNpobMPOK
nyctoro ctpuna no 140 mkn cmecu MNUP-6ydepa CtpuM-K n nonmMmepasbl TexHoTaq
MAX npu noctaHoBke 48 onpeaeneHnit eguMHOBpPeMeHHO (BapuaHT MOCTaHOBKMU
«MukponnaHwet 384 nyHkum»), wuanm no 75 mkn cmecn TMUP-6ydepa Crpum-K wu
nonumepasbl TexHoTaq MAX npu noctaHoBke 24 onpefeneHun eauHOBPEMEHHO
(BapuaHT noctaHoBKKU «lonoBUHA MUKponiaHweTa 384 nyHKu»).

LUeHTpudyrmnpyinTe cTpmn B TedeHne 1-3 ¢ Ha MukpoueHTpudyre-sopTeKkce.
MpoMapkupyiTe wWecTb NyCcTbiX CTPUNOB, W3 cocTaBa Habopa, npu nNoCTaHOBKe
48 onpeneneHnii eaAMHOBpPeMEHHO (BapuaHT nNoOCTaHoBKM «MukponnaHweTt 384
NYHKW>»), WAW TPU NYCTbIX CTpUna npu noctaHoBke 24 onpeaeneHus eaAnHOBPEMEHHO
(BapmaHT nocTaHoBKWN «[MofoBUHa MUKponnaHweTa 384 nNyHKu»).

BcTpsxHute npobupkm c 6ydepom pansa passegeHns [AHK B TeueHnme 3-5c wu
LeHTpudyrupynTe B TedeHume 1-3 ¢ Ha MUKpouUeHTpudyre-BopTeKce.

BHecuTe B Kaxaykt npobupky npoMapKMpoBaHHbIX cTpunoB no 60 mMkn 6ydepa ans
passeaneHunsa OHK.

BcTpaxHuTe npobupku C  nonydveHHbiMM npenapatamMm  OHK, nNonoXuUTENbHbIM
KOHTPO/IbHbIM 06pa3LOM U OTpuUATENbHbIM KOHTPONbHLIM 06pasuoM B TeyeHune 3-5cu

LeHTpndyrupyinTe B TedeHme 1-3 ¢ Ha MUKPOLIEHTpUdYre-BopTeKCe.
28



HPV KBAHT | MHcTpykums no npumeHenuio | 175-5 ot 13 anpens 2020

" [IHK-TEXHONOT S

BHMUMAHME! [lpn uncnonb3oBaHuu ansa BblaeneHns OHK komnnekta peareHToB [MPOBA-IC-

NJIIOC HeobxoanMo nocne BCTPAXMBaHUSA LeHTpudyrmposaTtb Npobupkn ¢ npenapatom AHK npu

16 000

X g B Te€YeHwue OAHOM MUHYTbI AnA OCaXAeHUA cop6eHTa. B cnydyae ecnun nocne

BblAeNeHNa HaAocaAovyHas XUAKOCTb, coaepiauwas BbiageneHHyw AOHK, 6bina nepeHeceHa B

HOBble NMPO6MPKU, LEHTPUGYrMpoBaHME NPOM3BOAUTCSA B TeYeHMe 3-5 ¢ Ha MUKpoLeHTpudyre-

BOpTEKCE.

7.3.1.10

AkKypaTHO, 6e3 ob6pa3oBaHMS BO34YLHbLIX My3blpel, BHECUTE B COOTBETCTBYHOLWME
npobupku ctpunos c bydepom ana passegeHns AOHK no 24 mkn npenapata OHK
nccneayembix 06pasuoB, OTPULATENBHONO KOHTPOJIbHOTO obpasua M NOSIOXKUTENIbHOIO

KOHTponbHOro obpasua.

BHUMAHME! Bo wu3bexaHme KOHTaMMHAUMKM peKoMeHAyeTcs BHOCUTb npenapartbl OHK un

MONIOXUTENbHbIA KOHTPObHbIM 06pa3el, HaKOHEYHUKaMN C PUIbTPOM.

7.3.1.11

LleHTpndyrnpynTte cTtpunbl co cmecamm ang amnandumkaumm Ctpum B TeyeHmne 1-3 € Ha

MUKpOLEeHTpudyre-sopTeKkce.

MpunmeuyaHune - T[lpn noctaHoBke «MukponnaHweT 384 nyHKU» HEO6XoAMMO UEeHTpudyrnposaTb ABa

cTpvna co cMecsiMM ansa amnnmdukaumm CTpuM, npu noctaHoske «MonoBMHa MUKponaaHweTa 384 NyHKu»

— OAMH CTpMN CO cMecsaMU ansa amnnmdukaunm CTpum.

7.3.1.12

7.3.1.13

7.3.1.14

7.3.1.15

7.3.1.16
7.3.1.17
7.3.1.18

YcTaHOBUTE CTpUNbI CO cMecamMu ans amnamdukaumm CTpuMm, CcTpunbl co cMecbto MUP-
6ydepa Ctpum-K n nonumepasbl TexHoTaq MAX, c pasBeaeHHbiMM o6pa3uamn, «K-» n
«K+», a Takxke nyctble cTpunbl U MukponnaHwet MUP 384 nyHkm Ha pabouumin cton
ATcTpum.

OTKkpoliTe CTpunbl CO cMecbio Ansa amnnudukaumm CTpUM, akKypaTHO CHSB 3aLUTHYHO
NJIEHKY WKW OTKPbIB KPbIWKW, U NpoBeauTe [03MPOBaHMe KOMMOHEHTOB COrM/1acHoO
PYKOBOACTBY MO 3KCAAyaTaumu.

NMoMecTuTe akkypaTHO, He BCTpaAxuBas MukponnaHwet MUP 384 nyHKn B nNOANOXKY
repMeTmsuMpylowlero  ycrponctea [ATnak nocne 3aBeplieHus nporpammbl  Ha
aosupyroulem yctponcree ATcTpum.

MpoBeanTe npoueaypy 3anedaTbiBaHUa MukponnaHweT MUP 384 nyHKU TepMOonieHKomn
COrfacHoO MHCTpyKumun K npnbopy ATnak.

UeHTpudyrmnpyinte mukponnanwet MNMUP 384 nyHku npu 500 x g B TedeHune 30 c.
Momectute MukponnaHwet MUP 384 nyHku B AgeTekTUpyowmn amnandukaTop.
3anyctnte nporpamMmHoe obecnedyeHne RealTime_PCR B pexume <«Pabota ¢
npnéopom». lNpu nepsoMm nposegeHuun MLP 3arpy3mte dann «HPV_quant.ini». TMpu
nocneaywwmx nocrtaHoBkax Bblbepute «MynbTuTecT», AobaBbTe B MPOTOKONA TecT
«HPV_kBaHT-21», ykaxuTte naeHtudukaTopbl 06pasLoB, B TOM YMCNE MNONOXUTEBHOIO
N OTpMLUATENbLHOro KOHTPOsbHbIX 06pa3uos, u nposeaute MLUP. MNpu Bbi6Ope TecToB B
OKHe <«3anyck nporpamMMmbl amnavdukauum» [A0/MKHA oTobpaxaTbCsa mnporpamMma,

npuBeaeHHas B Tabnuue 4.
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Tabnuuya 4 - MNporpamMMa amnandukaumMm Ona AETEKTUPYIOLWEro amnaudukartopa

OTnpanm
Pexxnm
N¢ 6noka | TemnepaTtypa,°C MUH C Yncno umknos OMTUYECKNX Tun 6noka
N3MEpPEHUN
80,0 0 05
1 94,0 0 05 15 Huien
2 94,0 5 00 1 Uukn
94,0 0 30
3 64,0 0 15 > Y Liien
94,0 0 10
4 64,0 0 15 45 Y Liien
5 | 94,0 | o | 5 | 1 | | Lkn
6 | 10,0 | | | XpaHeHune | | XpaHeHune

7.3.2 HPV kBaHT-21 (BapuaHT C npeaBapuUTenbHOW NOArOTOBKOMW peareHTOB Ha A03UpPYIOLWEM
ycTtporctee ATcTpuM — «UHTEerpMpoBaHHbI cnocob NoCTaHOBKU»)

7.3.2.1 BctpsixHute npobupku c MUP-6ydepom Crpum-K, bydepom ana passeseHus AHK u
nonmmepason TexHoTaq MAX B TedeHue 3-5 ¢ n yeHTpudyrmpymTte B TeyeHme 1-3 C Ha
MUKpoUeHTpudyre-soptekce. [na nposeaeHus 48 onpeneneHnin eanHOBPEMEHHO
(BapuaHT noctaHoBkM «MwukponnaHweT 384 AYHKW») UCMOSb3YeTCAa ABE Npobupkn c
MupP-6ydepom Ctpum-K, 4vetbipe npobupku c bydepom ansa passegeHusa OHK mn ase
npobupkn ¢ nonuMmepasonn TexHoTaq MAX. [Onga npoBedeHusa 24 onpeaeneHumn
eANHOBPEMEHHO (BapuaHT nocTaHoBkM «[lonoBMHa MukponnaHweTa 384 NyHKU»)
ncrionb3yertcss ogHa npobupka c MUP-6ydepom Ctpum-K, aBe npobupkm c 6ydepom
ans passegenns OAHK n ogHa npobupka ¢ nonuMepason TexHoTaq MAX.

BHUMAHME! lNonumepasy TexHoTag MAX Heob6xoaMMO BblHMMaTb M3 MOPO3WUJ/IbHOW KaMepbl

HenocpeaCcTBEHHO Nepen UCNOoNb30BaHUEM.

7.3.2.2 UeHTpudyrupynTte ctpunbl co cmecamm ansd amnamdbdukaumm CTpum B TedeHue 1-3 € Ha

MUKpOLEHTpUdyre-sopTeKkce.

MpumeyaHne - Tlpu noctaHoBke «MukponnaHweT 384 nyHku» HeobxoanMo LeHTpudyrposaTb ABa
cTpuna co cMecamu ans amnandukaumm CTpum, Npu noctaHoBke «lonoBvHa MukponnaHweTa 384 AyHKu»

— OAMH CTpUN co cMecaMu ansa aMmnandukaumm CTpum.

7.3.2.3 BcTpsaxHuTe npobupkm C noaydyeHHbiMM npenapatamMu  OHK, nonoxutenbHbiM
KOHTPOJIbHbIM 06pa3uLoM M oTpuuaTenbHbiM KOHTPOSIbHbIM 06pa3uoM B TedeHne 3-5cun

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

BHUMAHME! Tpn ucnonb3oBaHuu anga sblgenenma OHK komnnekta peareHToB [MPOBA-TC-
MNJIIOC HeobxoanMO nocne BCTPAXMBaHUA LeHTpudyrmposaTtb Npobupkn ¢ npenapatom AHK npwu
16 000 x g B TeyeHWe oOOHOM MUHYTbl AN ocaxpeHuss copbeHTa. B cnydae ecnm nocne
BblAeNeHMsl HafZoCafZo4vyHas XWAOKOCTb, copepxawas BblaeneHHyto [HK, 6biina nepeHeceHa B
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HOBble NMPO6MPKU, LEHTPUGYrMpoBaHME NPOM3BOAUTCA B TeYeHMe 3-5 ¢ Ha MUKpoLeHTpudyre-

BOpTEKCE.

7.3.2.4

7.3.2.5

7.3.2.6

7.3.2.7

7.3.2.8

7.3.2.9

7.3.2.10
7.3.2.11

8.2

8.3

YctaHoBuUTE nNpobupkm Ha paboumit cton ATcTpum B wTatmB ans obpasuos AHK B
COOTBETCTBUU C nNpoTokosoM JINC.

YcTtaHoBMUTE CTpunbl CO cMecamum ans amnnumdukaumm CtpuMm, npobupkm c [MLP-
6ydepom Ctpum-K, 6ydepom ans passeaeHmnsa OHK v nonumepason TexHoTaq MAX, a
TakxKe nycrble cTpunbl u MukponaaHwet MUP 384 nyHkun Ha pabouwnii cton ATCTpumM.
OTKpoiTe CTpMnbl CO CMecbio aAna amnamdukaunm CTpuMM, akKypaTHO CHSAB 3alUUTHYHO
NJeHKY WAW OTKPbIB KPbIWKKW, U NpoBeauTe [03MpPOBaHMe KOMMOHEHTOB COI/1acHO
PYKOBOACTBY MO 3KCMAyaTaumu.

MoMecTUTe akKypaTHO, He BCTpsaAxmBas MukponnaHwet lMUP 384 nyHkM B nNoaoXKy
repMeTmMsMpylowero ycrponctea [Tnak nocne 3aBeplieHnss nporpaMmbl  Ha
[o3upytoweM yctpoincrese OTcTpum.

MpoBeanTe npoueaypy 3anedaTbiBaHUA MukponsaHweT MUP 384 nyHKn TepMOnieHKomn
COrNlacHO MHCTPYKUMK K Npmnbopy ATnak.

LenTpndyrnpynte mukponnanwet MUP 384 nyHkn npu 500 x g B TeyeHme 30 c.
MomecTtute MukponnaHwert MUP 384 nyHkn B geTekTpytowmin amnamdukaTtop.
3anyctute nporpamMmHoe obecnedeHne RealTime_PCR B pexume <«Pabota ¢
npunbopom». Tlpu nepsoM nposeaeHun TIUP 3arpysute ddann «HPV_quant.ini».
3anonHMTEe MNPOTOKON COFNACHO MHCTpyKumm K JINC*. TMpu BbIGOpE TECTOB B OKHE
«3anyck  nporpamMmbl  aMnaundukauun»  AokHa — otobpaxkatbCca  nporpamma,

npueBegeHHas B Tabnuue 4.

PEFTNCTPALNA PE3SYJIbTATOB AMINJIMOUKALIUA
Peructpaumsa pesynbtatos [ILUP ocywecTtBnderca aBTOMaTU4YeCKM C  MNOMOLLLIO

nporpamMMHoro o6ecrneyeHusi, NOCTaBASAEMOro C aMMINdUKaTopoM AETEKTUPYIOLLMM.

Ha rpacdwuke 6yner otobpaxeHa 3aBUCUMMOCTb (pnlyopecueHuMn OT HOMepa uukna Ans
Kaxxaon npobupku B Tepmobrioke. B Tabnuue cnpaBa 6yaeT nokasaH naeHTudukaTop
obpasua, Ha3zBaHWe nccnengoBaHns, MHANMKaAToOpHbIN umkn (Cp), pe3ynbTaT No KaXxaoMmy

nccnegoBaHutlo (OTHOCUTENbHbLIN, abCOMIOTHBLIN U KQYECTBEHHbIN aHann3bl).

Mo pe3ynbTaTaM aHann3a MOXHO copMMpoBaTb M pacnevyaTaTb OTYET.

4 NabopaTopHas nHdopmaumoHHas cuctema (JIUC).
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9 YYET PE3Y/IbTATOB MNUP
9.1 YY&T U UWHTepnpeTauna pe3ynbTaToB peakuun OCYLLEeCcTB/ASeTCa aBTOMaTUuecku c

MOMOLLbID  MporpammHoro obecneyeHusi, MOCTaABASEMOrO C  aMNAMMUMKaATOPOM

OEeTEKTUPYIOLWMNM.,

9.2 Mocne npoxoxaeHnss amnandukKaumMm nporpamMmHoe obecrnevyeHMe CpaBHMBaeT
3alaHHOe oMnepaTopOM pacrnosioXeHue npobupoK C peanbHbIM MOJSIOXEHUEM MapKepa
(dbnyopecueHTHOM MeTkM Rox), M, ecnn HaxoauT HecoBnadeHue, TO MnpeaynpexaaeT
onepatopa 06 3ToM. OnepaTtopy cneayetr nubo pacnonoXuTb AaHHble W3 KaXaomn
oTAeNbHON nNpobupKM B COOTBETCTBYHOLWEM MOpsSiAKE BpPY4YHYl, nMbo NOBTOPWUTb
nccnenosaHme AaHHOro obpasua, NpaBuMIbHO Pacrnofioxus Npobupku B Tepmobnoke.

9.3 B pesynbTatax aHanm3a HeobXO0AMMO YuUTbIBATb 3HAUYEHUA KOHTPOSS B3ATUS
maTepuana (KBM). 3HaueHne KBM MeHblUe 4YeTbIpEX criegyeT MHTEpPNpeTMpoBaTb Kak
HefOCTaTO4YHOe KONM4ecTBO MaTepumana. B aTom cnydyae TpebyeTca MoOBTOpHOe B3sATUE
KJIMHMYECKOro matepuana.

9.4 Mpu Hanuuum B uccnegyemom obpasuye AHK oaHoro m3 TMnNoB BMpyca NanuioMbl
yenoseka, BbisBNsieMbix Habopom HPV KBAHT, B cTpoke C Ha3BaHMEM 3TOro Tuna
BUpyca B rpage «A6c.» (abconoTHbIM TUN aHanm3a) 6yaeT ykas3aHo abcontTHoe
KOMYecTBO (CTeneHb AECATMYHOro norapmdma KoHueHTpaumu, konuin OHK HPV Ha
obpaseu) AaHHOro Tuna BMpyca B obpasue.

BHUMAHME! [lporpamMmmHoe obecnedyeHne MNO YMOAYaAHUIO (DUKCUPYET TOJSIbKO KAMHUYECKU

3HauUMMYI0 KOHLEeHTpauuio supyca (6onee 10° konuit JHK HPV Ha 10° kneTok yenoseka (npu

KOPPEKTHOM B3STUM MaTepuana)), KoTopas XapaKTepu3yeT BbICOKWMA YypPOBEHb WMHMEKLMU, YTO

MOXeT TnMpuMBEeCTM K pasBUTUIO Heorsiaamm Wenkn ™MaTtkn. [Ona obpa3uoB €  MeHbluen

KOHLeHTpaumen nporpaMma puKcMpyeT oTpmuaTenbHblil pe3ynbTaT. lNporpaMMHoe orpaHuyeHue

MO KOHLEHTpauum Bupyca MOXeT ObiTb CHATO NOSb30OBaTeNEM WM 3aMEeHeHO Ha gpyroe

3HayeHue n TMN aHanmsa.

B rpade «OTH.» (OTHOCUTENbHLIM TUN aHanusa) 6yaet ykasaHo konuyectso AHK
JaHHOro Tuna Bupyca B obpasue, HOPMMPOBAHHOE Ha KOJMYECTBO KJ/ETOK 4enoBeka B
nccneayemom obpasue. Mo yMonyaHuio HOpMUpOBaHME NpousBoanTcsa Ha 10° KneTok.
I'Ipwmeanme - Mo xenaHuto nonb30BaTeNb MOXET WU3MEHWUTb napamMeTp HOPMUPOBKMW. ,D,J'Iﬂ 3TOro
HEOGXOLI,VIMO HaXaTb KHOMKY <<I'Iapamepr| aHanmsa», B OTKpbIBWWEMCA OKHE HaXaTb KHOMKY
«[JononHUTeNnbHblE HaCTpOVIKM>>, Bbl6paTb 3aKnaaky «Pa3Hoe».

[JaHHble, MojslydeHHble C TMOMOLbI OTHOCUTENbHOIMO TWMNAa adHanusa, Mo3BOoASIT
oTCMiexmBaTb AWMHAMWUKY W3MEHEHUss BUPYCHOM HArpyskm B rMpouecce JedeHusl, a TaKxe
MpOBOAUTb CpaBHUTENbHbIA aHaIM3 KONMM4YeCcTBa BMpYyCca B pa3HbixX obpasuax.

Mo »>enaHuWio NoNb30BaTENS BO3MOXHO BbIYMUC/IEHME CYMMapHOMW Harpysku HPV.
PesynbTaT BblUMCNEHNS CyMMapHOW Harpy3skm HPV 6yaeTt npeacrasfieH B cneymaan3npoBaHHOM
OTuérTe.

B rpacde «Kau.» (KayecTBeHHbIN TWM aHanmMsa) B CNy4ae, eCcnm OH NpoBOAMUTCH,
YKa3blBaeTCs TOJIbKO Hannume nnm otcytcrene HK BbiaBaseMbix TUMOB BUpyca B obpasue.

9.5 B cnyyae otpuuaTtenbHoro pesynbtata Ha Hanuume OHK BbigaBnsgembix tTunos HPV u
oTpuuaTenbHOro pesynbTaTta amMnandukKaumMym BHYTPEHHEro KOHTpPO/AbHOro obpasua,
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nporpamma GUKCUPYET pe3ynbTaT Kak HeaoCTOBepHbln. B 3ToM cnyyae HeobxoauMo
NOBTOPUTb MCCregoBaHMe pgaHHoro obpasua. HepoctoBepHbIn pe3ynbTaT MoxeT 6biTb
CBSi3aH C MNpUCYTCTBMEM WHrMbmuTopoB B npenapate [AHK, nonydyeHHoM u3
bunonornyeckoro Matepuana; HeBepHbIM  BbINMOJIHEHMEM  TMPOTOKOAA  aHanm3a,
HecobnoaeHMeM TeMnepaTypHOro pexuMma aMmnandukaumm wm agp. B aTtoMm cnydae
Heobxoammo noBTopHO npoBecTtu MUP, nnbo BbiaeneHne OHK v noctanosky MUP agns
3TOro obpasua, NMbo B3ATUE KIMHMYECKOrOo MaTepumana y nauumeHTa (BbINOJHSAETCH
nocnenoBaTesibHO).

08 NONOXUTENbHbIX KOHTPOJIbHbIX 06pa3uoB nporpaMmma GUKCUpyeT MOSTOXUTENbHbIN
pesynbtat. [lpy  nonyvyeHMn  oTpuuaTenbHbiX  3HAYEHWA  pe3yfbTaTtbl  BCel
NOCTAaHOBOYHON CepuM CUMUTAOT HeaoCToBepHbiMW. B 3TOM cnydyae Tpebyetcs
MOBTOpPHAasA NOCTaHOBKa aMnindukaumm Bcen naptmm obpasuos.

Onsa oTpuuaTenbHbIX KOHTPOJSbHbIX 06pa3uoB nporpamma GuKCUpyeT oTpuuaTenbHbIl
pesynbtaTt. [pn  MNoAy4YeHMW  MNONOXWUTENbHbIX  3HAa4YeHUMWn  pe3ynbTaTbl  BCeEW
NOCTAaHOBOYHON CEepuMM CUYMTAOT He[OoCTOBEepHbiMM. B 3ToM cnyyae Heobxoammo

npoeegeHune cneunalbHbIX MGpOFIpVIFITMVI Ana yctpaHeHu4a BO3MOXHOW KOHTaMUHaLUWN.

TPAHCNOPTUPOBAHWUE, XPAHEHUE N SKCNNYATALUMUA
TpaHcnopTupoBaHue

TpaHcnopTupoBaHue Habopa OCyLWEeCTBAAT B TEPMOKOHTENHEPAX C X/af03/1eMeHTaMm
BCEMW BMAAMU KPbITOrO TpaHcropTa npu TemnepaTtype oT 2 °C po 25 °C He 6onee

5 cyTok.

JonyckaeTcs TpaHCnopTMpoBaHue nonuMmepasbl TexHoTaq MAX (HPV kBaHT-21,

¢dacoska A) npu TemnepaTtype oT 2 °C go 8 °C He 6onee 5 CyToOK.

Ha6opbl peareHTOB, TPaHCNOPTUPOBAHHblE C HApyLIEHWEM TEMMepaTypHOro pexuma,

NnpuMeEHEHNI0 He noanexar.

XpaHeHune

Bce kKoMMnoHeHTbl Habopa peareHToB, 3a WUCKAOYEeHMEM nonuMepasbl TexHoTaq MAX,
cnepyet XpaHuTb B XON0AUIbHUKE UM XONOAWIbHON KaMepe npu Temnepatype ot 2 °C

0o 8 °C B TeueHMe BCEro cpoka rogHocCTu.

Monumepasy TexHoTaq MAX cneayeT XpaHuUTb B  MOPO3WIbHOMW Kamepe npu
TemnepaTtype oT MuHyc 18 °C pgo MuHyc 22 °C B TeyeHWe BCEero cpoka roaHocTu

Habopa.

CMmecn ans amnnudukaumm, 3anedaTaHHble napadunHOM M CMecu Ans aMmnandukauum
CTpuM cnenyeTt XpaHUTb B XONOAMNBbHUKE MU XONOAUNBHOM KaMepe npu TemnepaTtype
oT 2 °C go 8 °C B 3alMUWEHHOM OT CBETa MecTe B Te4YeHMe BCero cpoka rogHocTwu

Habopa.
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Ha60pb| peareHToB, XpaHuBWKNECA C HapyweHuneMm pernaMeHTMpoBaHHOro peéexwuwMma,

NMPUMEHEHUIO HE NoAeXarT.

YKaszaHus no akcnayatauum

Habop p[o/kKeH NpUMEHSTbCS COMTacHO AENCTBYHOLWEN BEpCUUM  YTBEPXAEHHOM

MHCTPYKLMW MO NPUMEHEHMUIO.

Mocne BCKPbITUS YMaKOBKM KOMMOHEHTbl Habopa creayeT XpaHuTb Npu cneaylolmnx

ycnoBuax:

— KOMMOHeHTbl Habopa (3a wucknwuyeHmeMm nonuMepasbl TexHoTaq MAX) cnepyet
XPaHUTb B XOJ0AWIbHUKE UK XON04MIBHOM KaMepe npu TemnepaTtype ot 2 °C go 8
°C B TeueHne BCEro cpoka rogHocTu Habopa peareHToB;

— cMecu Ansa amnaudukaumu, 3aneyaTtaHHble napauUHOM M CMecu Ana amnnmdukaumm
CTpuMm, crnegyeT XpaHuTb B XONOAW/bHUKE WU XONOAWSIbHOM Kamepe npu
Temnepatype ot 2 °C go 8 °C B 3awWMWéEHHOM OT CBETa MeCcTe B TeYyeHue BCero
CpOKa rogHoCTn Habopa peareHToB;

— nonumepasy TexHoTag MAX cneayeTr XpaHWTb B MOPO3W/IbHOW KaMepe npwu
Temnepatype oT MMHYC 18 °C go MuHyc 22 °C B TeyeHWe BCero Cpoka roAHOCTH

Habopa peareHTOB.

Ona nonydeHus HaaéxHbIX pe3ynbTaToB HeobxoaMMoO  CcTporoe  cobnwoaeHue

WMHCTPYKLMWN MO NpMMeHeHuto Habopa.

YKA3AHMA NO YTUIIN3ALUUN

Mpu uncnonb3oBaHMM Habopa B KIAMHUMKO-AMArHocTMyeckon nabopatopuun obpasyrTcs
oTxoabl knaccos A n b, koTopble knaccudULMpyOTCS U YTUIM3NPYIOTCS B COOTBETCTBUMU
c TpeboBaHusaAMm CaHllunH 2.1.7.2790-10

Habopbl, npuweawmne B HENpUrogHoCTb, B TOM 4uC/le B CBS3M C UCTEYEHWEM CpoKa
rogHOCTM W HEeuCnosib3OBaHHble peaKTUBbl, OTHOCATCA K knaccy b wn noanexart
yTUIn3aumm B COOTBETCTBUMN C TpeboBaHuaMu CaHllnH 2.1.7.2790-10 n MY 1.3.2569-
09.

YnakoBka Habopa peareHToB (KOpo6KM, rpunnepbl) OTHOCUTCA K OoTxohaM knacca A u

YTUAU3NPYIOTCS C 6bITOBLIMM OTXO4aMMU.
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FAPAHTUN N3TOTOBUTENA
MpeanpuaTne-n3roToBUTENb rapaHTUpPYeT COOTBETCTBME Habopa TpeboBaHuUAM

TEXHUYECKNX YC/IOBUA Npu COBNOAEHUM YCOBUMWN TPAHCMOPTUPOBAHMS, XPaHEHUS U
aKcCnayaTauun, yCTaHOBNEHHbIX TEXHUYECKUMN YCITOBUSAMMU.

Cpok rogHocTM Habopa - 12 MecsaueB npu cobnogeHUM BCEX  YC/I0BUIA
TPAHCMOPTMPOBAHUS, XPaHEHNS W IKCMayaTaunm.

Ha6opb| peareHToB C UCTEKWWINM CPOKOM rogHOCTU NPUMEHEHUIO HE NoAnexart.

PEMOHT U TEXHUYECKOE OBC/NTY)XXUBAHMUE
Habop peareHTOB npeaHa3HauyeH A/ O4HOPA30BOro WCMOMb30BAHUSA U HE MOAJNEXUT

TEXHUYECKOMY 06CJ'IY)KMBaHVI}O N TEKYLWLEMY PEMOHTY.

14

CNMBOJIbl, UCMNOJIb3YEMBbIE NP MAPKNPOBKE HABOPA

MeanumHckoe wu3genve  Ans ObpaTtutecb K WHCTPYKUMM MO
ANArHOCTUKM in vitro NMPpUMEHeHuto

TemnepaTypHbI Anana3oH KaTanoXHbin HoMep

L=

KonnuyectBo TecToB Appec nsrotosutens

"

He ponyckaetcsa BO3aencTeue
COJIHEYHOIO CBETa

\..‘

loaeH oo

Cepus Habopa He cTtepunbHO

2.\ |ma|d|~|[3]

&[> |

[laTta u3rotoBneHus OAHOpa30BoOe UCMOMb30BaHNE
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15 NEPEYEHb NPUMEHAEMbIX HALLMOHAJIbHbIX CTAHOAPTOB
FOCT 2.105-95 O6wue TpeboBaHMS K TEKCTOBbLIM AOKYMEHTaM.
FOCT ISO 14971-2011 Uspenua MegumumHckue. lNpuMeHeHUe MeHeaXMeHTa pucka K
MeANUMHCKUM U3LENNAM.
FOCT P 15.309-98 Cucrtema pa3paboTkm M NOCTAHOBKW MpOAYKLMM Ha NMpou3BOACTBO.
McnbiTaHusa n npmémMKa BbiMyckaeMon npoayKunmn. OCHOBHbIE MOJSTOXEHMS.
MOCT P 51088-2013 MeauumHcKkue usgenus Ansg AWArHOCTUKM UH BUTPO. PeareHTsol,
Habopbl peareHTOB, TeCT-CUCTEMbl, KOHTPOJIbHble MaTepuasbl, NUTaTeNbHble cpeabl.
TpeboBaHna K n3genmsam n NoaaepXxKmseatollen 4oKyMeHTaumu.
MOCT P 51352-2013 MeauuunHcKuMe wusgenusa ans AMarHoCTUKWM UMH BUTPO. MeTonbl
NCMbITAHUNA.
FTOCT P 53022.3-2008 TpeboBaHMA K KadecTBy KAMHUYECKUX abopaTopHbIX
nccneposaHnin, Y.3. NMpaBuna OUEHKU KIMHUYECKON MHPOPMaATUBHOCTM flabopaTopHbIX
TecToB.
TOCT P NCO 18113-1-2015 MeagumuuHCKMe wusgenus Anasa AWArHoCTUKKM in  vitro.
WHdopMmaunsa, npepocrtasnsgeMas usrotosutenem (Mapkuposka). Yactb 1. TepMuHbI,
onpeaeneHunsa n obwme TpeboBaHms.
IOCT P NCO 18113-2-2015 MeagunuuHCKMe wusgenus Anasa AWArHoCTUKWM in  vitro.
NHdopMmaunsa, npepoctaBnsemMas wmsrotosutesnieM (Mapkuposka). YacTtb 2. PeareHTbl
AN ANMarHoCcTMKM in vitro ansa npodeccMoHanbHOro NpMMEHeHus.
FTOCT P UCO 23640-2015 MeaunumHckme mnspgenns ANs AWArHocTuku in vitro. OueHka
CTabUNbHOCTM peareHToB A5 AMarHOCTUKKM in vitro.
OCT P NCO 15223-1-2014 Wzpenus MepgnumHckne. CMMBOMbI, NMPUMEHSIEMblE MpU
MapKMpPOBaHMM Ha MeAMUMHCKUX wun3genusx, 3TUKETKax W B COMpOBOAWUTESIbHOM
AOKyMeHTauun. Y.1. OcHoBHble TpeboBaHus.
FOCT P 52905-2007 (MCO 15190:2003) Nabopatopum MeauuumHckune. TpeboBaHus
6e3onacHocTw.

I'IpMMeanme - YKasaHHble BbllWe CTaHOapThl 6binn ,Cl,ef/'ICTBerLLl,MMM Ha MOMEHT YTBEPXAEHUA

WHCTPYKLMM MO NMPUMEHEHN0. B fanbHelweM, Npu nosib30BaHMM LOKYMEHTOM, LienecoobpasHo NMpoBEpPUTb

OENCTBME CCbISTOYHbIX HOPMATUBHbIX [OOKYMEHTOB Ha TeKyu.LMVI MOMEHT. ECnn CCbiNoYHbIN AOKYMEHT

3aMeHéH uUnn nsMeHéH, To npun NnpuMeEHEHNN HaCToALWEero OKyMeHTa CneayeT noJib30BaTbCA 3aMEHEHHbIM

(M3MEHEHHbIM) AOKYMEHTOM.
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16 AQPEC ONnsA OBPALLEHUMA
Mpon3BoACcTBO HAabOPOB peareHToB UMeeT CePTUDULIMPOBAHHYIO CUCTEMY MEHEIXMEHTa

KayecTBa WU COOTBETCTBYET TpeboBaHUAM CTaHAapTa CUCTEM MeHea)XMeHTa kKadvectBa ISO 9001 B

obnactu paspaboTku, NnpomsBoacTBa M npogaxu IVD peareHTOB 1 NpnbOpOB AN MONEKYNSPHO-

reHeTU4YecKon ANMarHoCTukn n apyroro nabopatopHoro npumeHernus n EN ISO 13485 B obnactu

pa3paboTkn, npoum3BoacTBa W npogaxu IVD peareHtoB u npubopoB Ans MeauuUMHCKOMN

MOJIEKYNAPHO-rEHETUYECKOM AMArHOCTUKMU.

MpousBoautennb: O6WECTBO C OrpaHUYEHHON OTBETCTBEHHOCTbIO «Hay4yHO-MPOM3BOACTBEHHOE

obveanHeHmne [OHK-TexHonorus», OO0 «HMNO [AHK-TexHonorms» (O6wWecTBO C OrpaHUYeHHoOM

OTBETCTBEHHOCTbLH), Poccums.

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

Appec npousBogutensi: 000 «HMNO [AHK-TexHonorus», Poccus, 142281, MockoBckas 06n.,

r. MpoTeBuHo, yn. XXenesHogopoxHas, a. 20.

MecTto npousBoAacTBa:

1) 000 «HMO OHK-TexHonorms»: Poccus, 142281, MockoBckas 061. r. MpoTBuHO,
yn. XenesHogopoxxHas, 4. 20.

2) 000 «OHK-TexHonorusa TC»: Poccus, 117246, r. MockBa, HayuHbili npoesg, 4. 20, ctp.4.

Peknamaumn no BonpocaM KayectBa Habopa peareHtoB HPV KBAHT cnepgyetr HanpaBnsiTb no
agpecy: 000 «[OHK-TexHonorus», 117587, r. MockBa, Bapwasckoe wocce, a. 125 x, K.6.,
aTax 5, koM. 14, ten./dpakc +7 (495) 640-17-71, www.dna-technology.ru

Cny»x6a KITMEeHTCKON NOAAEPKKM:
8(800) 200-75-15 (3BoHOK no Poccum 6ecnnaTtHbIn),
+7(495) 640-16-93 (gna ctpaH CHI n 3apybexbs, 3BOHOK MAaTHbIN),

E-mail: hotline@dna-technology.ru

Homep 175-5
2020-04-13
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OHK-TexHonorus
117587, MockBa, Bapwasckoe ., 4.125%, kopn.6, aTtax 5, koM. 14
Ten./dakc +7 (495) 640-17-71
Cnyx6a KIMEHTCKON NOAAEPXKKN:
8-800-200-75-15 (ans Poccumn, 3BOHOK BecnnaTHbINn)
+7 (495) 640-16-93 (ansa crtpaH CHI 1 3apyb6exbsi, 3BOHOK MATHbIN)

E-mail: hotline@dna-technology.ru



