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CMUCOK COKPALLEHUI

B HacToswen MHCTPYKUUN NCNONb3YKTCA cneayroume CoKkpaleHna m ob6o3HaveHus:

BMY - BUpPYC NanuiaoMbl YenoBeka
BO3 - BcemmnpHasa OpraHunsauunsa 34paBooOXpaHEeHns
CIN - Cervical Intraepithelial Neoplasia

AIN - Anal Intraepithelial Neoplasia

PLLM - paK WenKn MaTku

nyp - noaMMepasHaga uenHasa peakums

nnc - nabopaTtopHas MHdopMaLMOoHHas cmMcTema
nB - UHTepdepupyloLne BELLLECTBA

OHK - Ae3okcnpunboHykenHoBas KMCIoTa

BK - BHYTPEHHUN KOHTPOJ1b

K+ - MOJIOXKUTENbHbIA KOHTPONbHbIM 06pasel

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

BCTpeYdarLlWmnxcsa nHheKunin, nepesaoLmxcs npemMMyLLeCTBEHHO NOOBbLIM NyTeM, Bo3byanuTenem
KOTOpOW sABNAeTCcs BMpYyC nanuanombl 4yenoBeka (BMY). MN3BecTtHo 6onee 100 TmMnos BIMY,
rnoapobHo onncaHo okono 80, n3 HMX 6onee 30 NnopaxatlT 3NUTENUNIA YPOreHUTalbHOro TpakTa,
roe Hanbonee 4yyBCTBUTENIbHA 30HA TpaHCchOpMaLMKM LLENKM MAaTKU M aHOreHuTanbHoM obnacTu.
Bupyc obnagaer TpONHOCTbIO K aNuUTeNuasbHbIM KieTkaM denoBeka (Hanbonee 4yBCTBUTESbHA
30Ha TpaHcdhopMaunM LLUEeNKM MaTKKU), MOXET BbI3biBaTb A0OpOKadecTBeHHY nponmdepaunto
TKaHen, a MoXeT 6bITb MPUUYNHONM HeomnaacTUYeckon TpaHchopMaumm anuTenmsa — NpeapakoBoro
COCTOSIHUSI M, COOTBETCTBEHHO, pa3BMTUS paka. o cnocobHOCTM Bbi3biBaTb 3/10KAQYeCTBEHHOE
rnepepoxaeHue anuTenns, 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. HM3KOOHKOreHHble TUMbl  AaCCOUMMPOBAHbLI C
nobpokayecTBeHHOM Nponudepaumm KOXN U CIU3UCTbIX YPOreHUTabHOW, aHanbHOW obnacren,
pOTOBOW MONAOCTWU, FOpPTaHW, MPOSABASASACH B BUAE FEHUTaNbHbIX W BeHepuyeckux 60poaaBoK,
OCTPOKOHEYHbIX W 3K30MUTHbIX KOHAMIIOM. BbICOKOOHKOreHHble TUMbl ACCOLMMPOBaHbI C
MJIOCKOKNETOYHbIMMU  WHTPasnNuMTenManbHbiMKU MNOpaxeHunsaMu, Haumbonee 3nNMAEMUONOrMYECKU
3HaUYMMbIMN ABIAKOTCA HeonaacTtmyeckas TpaHcdopmauusa weinknm matkm (CIN) mu aHanbHOWM
obnactn (AIN). TNOCKOKIETOYHOMY aHallbHOMY paKy, TakXe KaK W paKy LWenkn MaTKu,
npeawwecTBYOT MNpeapakoBble MOpPaXKeHUs 3NUTeNnanbHOM TKaHW. Hanuuue vy  XeHWwuH
reHMTanbHbiX Heonaaswui NoBbIAeT PUCK Ppa3BUTUMSA aHanbHOro paka. B nocnegHue rogbl
3aboeBaeMoOCTb pakoM MpPSIMOM 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 Mexay nepcucteHumen BINY BbICOKOFO OHKOFEHHOro
pucka u pa3BUTUMEM paka LWenkn MaTku. 3abonesaemoctb PLLUM He uMeeT TeHAeHUMUM K
CHUXKEHMUIO, OCTaBasiCb Ha BbICOKOM ypoBHe (21,27 cny4daes Ha 100 Tbic. HaceneHusa), B 8,44
cnydasax Ha 100 TbiC. HaceneHus ABASAACbL NPUYNHON NeTanbHoro ucxoaa [1; 3; 5; 71].

Pak wenkn MaTKM - OAHO W3 HEMHOrMX 3/l10KadecCcTBeHHbIX 3aboneBaHun C
YCTaHOBMIEHHbLIM 3TUOMIOTNMYECKUM (PaKTOpOM. BbICOKOOHKOreHHbIn BIMY MoxeT AnuTenbHO
NnepcucTMpoBaTb B OpraHmM3aMe XXeHLWHbl, He Bbi3biBas PLLUM, noaToMy O0AHOMo MHGUUMpPOBaHMS
anuTenuanbHbiX KAetok BIMY He p[goctaTtouyHO AN pasBUMTUS  PaKOBOro MNepepoXAeHus.
BO3MOXHO AAuTenbHoe, B TeYeHue AEeCATUNETUN, SlaTEeHTHOEe TeyeHume nanuaaoMaBUpPYyCHOWN
MHdekumn, 6e3 KINMHUYECKUX MposiBeHUN, XapakTepusywouweeca 6eccuMnToMHbIM BIMY-
HOCUTENbCTBOM, BbIIBISEMOE TOJSIbKO C MOMOLUbIO MOJIEKYNSPHO-Bnonornyecknx Metogos. B
Bo3pacte no 30 net, B 80 % cny4vyaeB BMPYC MOXET CaMOMNpPOU3BOSIbLHO 3/IMMUHUPOBATLCA U3
opraHusMa B TeyeHue 24 MecsueB U He UMEeTb KAMHU4Yeckoro 3HadeHuda. lNocne 35 net BIY
nepcuctmpyetr 6onee npogomkutenoHoe BpeMsa. CKOpOCTb 3nMMMHauum BIMY 3aBucut OT
MMMYHOPEaKTUBHOCTU KJIETOK OpraHmaMa xo3sinHa. Takmm obpas3oMm, BbisBneHune BMY moxer
ABNATbCS (haKTOPOM pUCKa pasBMTUSA HeomnmaacTuyeckon TpaHcdhopmauum B byaywem, a MOXeT
6bITb MapKepoOM BbICOKON BEPOSATHOCTM Ha/M4Msl HeonaacTUYeCcKon TpaHchpopMaunum B AaHHbIN

MOMeHT [2; 4; 9].
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OnarHo3s PLUM ycTtaHaBnuBaeTCs Ha OCHOBaHUW crieuMdUYHbIX USMEHEHUIN B KIETOYHbIX
CTPYKTYpax, BbISABJIEHHbIX LMTONOrMYecKnM MeTonoM. OfHako mo psay O06BbEKTUBHbLIX MPUYUH
(BbICOKasi CTOMMOCTb, HexBaTKa Bpaden-uutonoros B PO 1 ap.) MeTon He MOXeET 6biTb LUMPOKO
BHEeApPEeH B PYTUHHYI MpakTuKy. [103TOMY UMUTONOrMYEcKoe uccnefoBaHue uenecoobpasHo
MCNonab30BaTb B KayecTBe nMoATBepxXAalwlwero TecTta nNpu MpoBEeAEHUW CKPUHWHIa C
MCNOSIb30BaHNEM MOJIEKYNSIPHO-TEHEeTUYeCKnx wMetoaos, B T.4. [IUP. BbisasneHue BIMY c
nomowbto Metoga MUP no3sonsetr oTHECTM BUMPYC-MO3UTUBHbLIX XEHLWMH K rpynne BbICOKOro
puCKa pa3BUTMSA Heonsasmn. Takme NaumMeHTKU HyXAakTCs B uMToaormvyeckom obcnenoBaHum
AN Bblbopa TaKTMKM AdanbHenwero HabnwogeHums u, nNpm HeobxogmmocTn, nedenums. BIMY-
oTpuuaTenbHble MNauUMEHTKM MOryT He noABepraTtbCs UMTONONMYECKOMY CKPUHWHIY, T.e.
NPUMEHEeHNEe MONEeKYSPHO-TeHETUYECKNX MeToAO0B MCC/efOoBaHus MNO3BOMISIET 3aMeHUTb
MOMNYNSLMOHHbBIA UMUTONOMMUYECKNIA CKPUHWHI Ha CKPUHWMHE B rpynne pucka. Bo wusbexaHue
rmnepamarHocTMKM 1 noavnparMasum CKPUHMHIOBbIE MWCCNeAOoBaHMS C  WUCMNOSb30BaHWEM
MOJIEKYIIPHO-TEHETUUYECKNX METOAOB AO0/XHbl HauymHatecsa C 30-neTHero Bo3pacta W
npoBOAUTLCA C MHTepBanoM B 5 net [2; 6; 8].

Y MyxumH BMY-nHdekumsa MoxeT Bbi3biBaTb HapylleHMEe nokasaTesier NOABUMXHOCTU U
dparmeHTauno OHK B cnepmaTtosomgax [10]. B 2016 rogy 6bina onybnukoBaHa HoBas
knaccudumkauma BO3 paka nonoBoro uneHa. B atonm knaccumdukauumm MNIOCKOKAETOYHbIe
KapuMHOMbI MOMIOBOIr0 YjeHa NoapasaenaioTcs Ha Onyxosu, CBsi3aHHble N He CBsA3aHHble ¢ BlMY
[11]. FeHoTMNbI BbLICOKOrO pucka, Takume kak 16, 18, 31, 33, 45, 52 n 58, cpeau npouyero,
NpenMyLLEeCTBEHHO WHMUUMPYIOT Y4YacCTKM CAM3UCTOM 060/0YKM U CBSA3a@Hbl C pPasBUTUEM
HEKOTOpbIX BMAOB paka MNOJ0BOr0 YjJeHa WM aHaJbHOro KaHana y MyxuumH [12]. Mo AaHHbIM
MeTaaHanm3a u3 4199 cny4daeB paka NOSOBOro YjeHa OKOJ10 NMOMIOBUHbLI Cny4vaeB 6biin CBA3aHbl
¢ BMY-uHbekumen [13] u BlMY-TecTMpoBaHme K 3Kcnpeccmnm plé mMMEKT NpPOrHoCTUYeckoe
3Ha4YeHWe B HEKOTOPbIX cay4dasax, BlMNY-accoumMmnpoBaHHOro paka y My>xuuH [14].

MpucytctBne Bupyca BIMY B cnepme Habnwgaetca y MyX4YMH C BOCManMTENbHbIMU
3aboneBaHnaMn npeacratenibHon xenesbl [15]. Takxke nokasaHa ponb BlMY-uHdbekumn B
pasBUTUKM paka npeacTaTenbHOM xenesbl [16,17,18]. ObHapy»xeHue y My>4uH BIMY-16 cnyxuTt
MapKepoM NOBbILLEHHOIrO pUcKa pas3BuTUA 3TOro Buaa paka [18].

Bupyc nanunnombl 4enoBeka TakKXe MOXeT obHapyxuBaTbCd B MoO4Ye nMpwu
BOCManuTEsNbHbIX 3aboneBaHUSIX MOYUYENO/IOBOM CUCTEMbI Y XEHLWMUH U MyxuuH [19,20], npwu

OHKOMAaTONIOrMN LWENKN MaTKKN Y XeHLWMH [21] n pake npeacrtaTenbHON Xxenesbl y My>X4nH [19].
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T AHK-TEXHOJIOTUA

HA3HAYEHME
HacToslwas WMHCTPYyKUMS pacnpocTpaHseTcs Ha Habop peareHTOB ANS BbISB/IEHUS,
TUNUPOBAHMUA W  KOJIMYECTBEHHOrO OMpeaeneHnss Bupyca nanuafioMbl 4YesoBeka

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

Habop peareHTOB npegHa3HadeH A/ BbIAB/IEHUS, TUMUPOBAHUS U KOJIMYECTBEHHOIO
onpegneneHuna 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 3nuUTenManbHbIX KAETOK, CEKPEeT MNpocTaTtbl, 39KYASAT, Moua,
6uonTtat) MeTo4OM MOJIMMEPA3HOW UENMHOW peakuum C AeTeKkuuen pe3ynbTaToB B

pexXunMe peanbHOro BpeEMEHMU.

OYHKUMOHaNbHOE Ha3HayeHne MeauuMHCKOro maaenus: Nspaenne npeaHasHayeHo Ans
AWarHoCTUKM in vitro (BbiSAB/IEHMS, TUMUPOBAHUSA U KONIMYECTBEHHOro 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 6MonorM4eckoM matepuase 4enoBeka).

MokasaHna K NpoBeAeHUD uccrefoBaHus: npodwunakTuiyeckmin  BINY-CKpUHUHE
npegpaka W paka LWenknm MaTku, AUCNAHCEPHbIM MOHUTOPUHI nauueHToB C BIY-
nHdekumen, aumarHoctuka BlY-uHdpekunn npum  OHKONATONOMMWM  LIEWKU MaTKW,
NOMOBOro 4neHa, npeacTaTeNbHOM >Xenesbl, aHyca, ropTaHu, BOCHANUTENbHbIX

3ab0neBaHMsIX MOYEMOSIOBOM CUCTEMbI Y XXEHLLMH U MY>UMH.

anIMeHeHVIe MeANLMNHCKOIo n3pgennsa He 3aBUCUT oT nonynAaunNOHHbIX n

Aemorpadmyeckmx acnekToB. MpoTuBonokasaHuii K NpUMEHEHUIO HeT.

Habop MoxeT 6bITb WCNONb30BaH B K/AMHUKO-AWMArHOCTUYECKUX nabopaTtopusax

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

MoTeHUuManbHbIE NOMb30BATENN: KBAaNMPUUMPOBAHHLIN NepcoHan, oby4eHHbIn MeTodaM
MOJIEKY/IIPHOW  AMArHOCTUKM M nNpaBuiaM paboTbl B  KJAWMHUKO-AMArHOCTUYECKOM

nabopartopum.

MNpUMeHATbL HAabop peareHToB CTPOro Mo Ha3HAYEHWI0 COrNAacHO AaHHOW MHCTPYKLUUM MO

NPUMEHEHMIO.
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XAPAKTEPUCTUKA HABOPA

Habop peareHTOB BbiMyCcKaeTcsi B CNeAyloWwmnx BapuaHTax UCNOTHEHNS U haCoBKMW:
HPV kBaHT-21, dacoBka S;
HPV kBaHT-21, dacoBka A;
HPV kBaHT-15, dacoBka S;

HPV kBaHT-4, dpacoBka S.

BapuaHTbl WUCMOSIHEHUS pasIM4yaloTCss KoaM4YeCcTBOM rnokasaresnen onpeagendeMblx

HabopoM peareHToB:

HPV kBaHT-21 - npepHa3sHayeH 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 reHOTUNOB.

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

HPV kBaHT-4 - npepHa3HayeH A9 BbIABAEHUA, TUMUPOBAHUA W KONMNYECTBEHHOIO

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

2.1 Coctas Habopa
2.1.1 HPV kBaHT-21
R1-P317-XA/4, dhacoeka A
HOMWHanNbHbLIN
Konunuyectso
HanMeHOBaHME KOMMNOHEHTOB BHewHun Bua 06BbEM
npo6umpok
KOMMOHEHTA
Cmecn pnsa  amnnudukaumm | 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 XWAKOCTb
Mpo3pavHas  HecuseTHas
bydep onsa passeaeHuns AHK 4 npobumpkn rno 1,0 mn
XNAOKOCTb
MonoXxuTenbHbIN Mpo3payHas  becuBeTHas
. 2 npobumpku no 100 mkn
KOHTPO/bHbIN 06pasel XKNOKOCTb
Ctpunbl no 8 npobumpok 10 wrT.
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R1-P317-S3/5, dacoBka S

HoMunHanbHbIN

. Konnuecrso i
HanMeHOBaHMe KOMIMOHEHTOB BHewHunn Bua 06BbéM
npobupok
KOMMOHEHTa
Mpo3payHas 6ecuBeTHas
Cmecn gna  amnaudukaumu, | unn ronybas XuakocTb, 24 ctpuna no -0
no MK
3aneyaTaHHble napaduHoM noa BOCKOO6pasHbIM 8 npobunpok
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
XKNOKOCTb
MonoXuTenbHbIN KOHTPONbHbIN | Mpo3pavHas 6HecuBeTHas
1 npobupka 160 mkn
obpazeu XKNAKOCTb
KpbiWwK® A4na ctpunos 24 WwrT.

2.1.2 HPV kBaHT-15

R1-P316-S3/4, (hacoska S

HoMunHanbHbIN

. Konunyectso i
HanMeHoOBaHMe KOMMOHEHTOB BHewHun Bna 06BbéM
npobupok
KOMMOHEHTa
Mpo3payvHas 6ecuBeTHas
Cmecn pgnsa  amnandwukaumn, | utam ronybas >KnakocTb, 24 cTtpuna no -0
no MK
3aneyaTaHHble napaduHoM noga BOCKOO6pasHbIM 8 npobupok
6enbiM cnoem
Mpo3payvHas 6ecuBeTHas
PactBop Taqg-nonumepassl MAX 4 npobumpkn rno 500 mkn
XKNOKOCTb
Mpo3payvHas 6ecuBeTHas
MunHepanbHoe Macno BA3Kas MacngHucTas 4 npobupkun no 1,0 mn
XXNAKOCTb
MonoXuTenbHbIN KOHTPONbHbINM | MNpo3pavyHas 6ecuBeTHas
1 npobupka 160 mkn
obpazeu XNAKOCTb
KpbIWKKY a8 CTpUnos 24 wr.

11
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2.1.3 HPV kBaHT-4
R1-P315-S3/4, chacoeka S
HoMWHanbHbIN
HanmeHoBaHue . Konnuyectso .
BHewHni Bng, 06BbEM
KOMIMOHEHTOB npobumpok
KOMMOHEHTa
Mpo3payHas ronybas
CMmecb Ana aMmnnundukaumu
XNOKOCTb, noa | 6 cTpunos no
HPV 6, 11, 3aneyaTaHHas no 20 MKkn
BOCKOO6pasHbIM 6enbim 8 npobunpok
napagunHom
crnoem
Mpo3payHas becuBeTHas
CMmecb Ana aMmnnundukaumu
XNOKOCTb, noa | 6 cTpunos no
HPV 16, 18, 3anevaTaHHas no 20 Mkn
BOCKOO6pasHbIM rony6bim 8 npobupok
napaguHoM
crnoem
Mpo3payHas b6ecuBeTHas
Cmecb ans amnandukaumu
XNOKOCTb, noa | 6 cTpunos no
KBM, 3anevyaTaHHas no 20 Mkn
BOCKOO6pasHbIM 6enbim 8 npobupok
napaguHoM
crnoem
Mpo3payHas becuBeTHas
PactBop Tag-nonunmepassl 3 npobupku no 500 mkn
XNOKOCTb
Mpo3payHas becuBeTHas
MwnHepanbHoe Macno BA3Kas MacnaHucTas 3 npobupku no 1,0 mn
XNOKOCTb
MoNnoXuTenbHbI Mpo3payHas becuBeTHas
. 1 npobupka 160 mkn
KOHTpOJbHbIN 0b6pasel XNOKOCTb
KpbIlWKY Ang cTpunos 18 wr.

12
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2.2 Yuncno aHanmsampyembix Npob buonornyeckoro Matepmana
Habop peareHToB NnpeaHa3Ha4vyeH Ans OAHOPA30BOro NPUMEHEHUSI U pacCuYnTaH:
° B BapuaHTe ncnosnHeHmsa HPV kBaHT-21:

- B (acoBke A, Ha 48 onpegeneHun, BKOYas MCCNefOBaHUS MNOJIOXUTENbHbLIX U
oTpuuUaTeNbHbIX KOHTPOIbHbIX 06pa3LoB.
- B dacoBke S, Ha 24 onpeaenieHns, BKJOYaAs WCCAEe40BaHUA TMONOXMUTENbHbLIX W

OTpULUATENbHbIX KOHTPOJIbHbIX 06pa3LOoB.

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

nccnenoBaHna NONOXUTENbHbLIX U OTPULUATENTbHbIX KOHTPOJ/IbHbIX 06pa3LI,OB.

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

nccnenoBaHmsl NONOXKUTENbHbBIX U OTPUUATENbHbLIX KOHTPOJIbHbIX 06pa3LoB.
2.3 MpuHUMN gencrems

MeTop: [lonnMmepasHas uenHas peakuMss C  AeTeKuuen pe3ynbTaToB B pexume
peanibHOro BpPEMEHW; KauyeCTBEHHbIM U KOMNYECTBEHHbIA MY/IbTUM/IEKCHbBIN aHanus.

MpunHUuMN MeTOoAa OCHOBaH Ha MWCNONAb30BaHWUM npouecca amnamdukaumm [LOHK ¢
MOMOLLbIO MonmMMepasHon uenHon peakuum (MUP). Mpouecc amnandukauum 3akoyaeTcs B
MOBTOPSIOWMXCA UMUKIax TeMmnepaTypHoh gaeHatypaumu [OHK, omkura npaniMepoB C
KOMMJIeMEHTAPHbIMMU MOCNEeA0BaTENIbHOCTAMU N NOCAeayloWwen AOCTporKe MNOANHYKAEOTUAHbIX
uenen c 3Tux npariMepos Tag-nonnmMmepason.

Ona noBblWEHUS 4YyBCTBUTENBHOCTM U CNEUUPUYHOCTM peakumn npesycMoTpeHo
NpUMEHEHNe «ropsyero» crapTa, KOTopbli obecneumnBaeTcsa AN cTaHAapTHon dacoBku Habopa
peareHToB MeTOAWMKOM MPUIroTOBAEHUSA peakLMOHHOM CMeCu, COCTOsWEN M3 ABYX C/OEB,
pasgeneHHbIX Npocnorkon ns napaduHa, 4nsg aBToMaTM3MpoBaHHOM acoBkn — Mmoamndukaumen
nonumepasbl TexHoTaq MAX. Wcnonb3yemblh NoaxoA WCKAKOYaeT Hecneunduyeckuin OoTXUr
npanmeposB Ha JHK-MuULWeEHM Npu HayasnbHOM nNporpese Npobupku.

B cMecu ana amnaundukauum BeegdeHbl [OHK-30HAbI, KaXAblh W3 KOTOPbIX HeECET
dbnyopecueHTHYO MeTKy W racutenb dnayopecueHunn. [Npun obpasoBaHuM cneumduyHoro
npoaykta [OHK-30H4 paspywaercs, AenctBue racutens Ha GNyopecueHTHY  MeTKy
npekpawaeTcsi, 4YTo BeAET K BO3pacTaHMio ypoBHs diyopecueHUnn, KOTOpPbIN (pUKcMpyeTcs
AeTeKkTmpyowmnm amnandmkaTtopoM. Konmnmyectso paspylleHHbIX 30HAO0B (@, crieaoBaTesibHO, U
ypoBeHb nyopecueHUmn) BO3pacTaeT MpPOMNoOpLUMOHANbHO KoOn4yectsy 06pa3oBaBLUNXCSA
cneundunyeckmx aMnaMKoOHOB M N3MepPSETCSA Ha KaXaoM LUuKe amnnmdunkaumnm.

B Habope, B cocTtaB cMmecen ana amnandukaumm pobasneH BHYTPEHHUI KOHTPOSb,
npegHasHadeHHbI Ans oueHKN 3 PeKTUBHOCTN NpOTEKAHUA NOJMMEPA3HONM LIeNMHOM peakumu.

OpgHa u3 cMmecen npepHasHadeHa pana amnandukaumm reHomHon [OHK uyenoseka u
WUCMONb3YeTCa ANS KOHTPOSA B3ATUSA KIIMHWMYECKOro MaTepuana M HOPMUPOBAHUSA KONMYECTBa
OHK HPV Ha konn4yecTBO KNETOK YesioBeka B AaHHOM obpasue.

B coctas [OHK-30HAOB, MCMONb3ylWKUXCA ANa AeTeKumu NpoAyKTOB amnandukauum,

BK/tOUEeHbl iyopecueHTHble MeTkn Fam, Rox n Cy5. B coctaB [JHK-30HA0B, NCNOMb3YIOLWMNXCH
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ONs AeTekuMu  NpoAayKToB  amnaudukaumm  BHyTpeHHero  koHTpons  (BK), Bxoaut
dnyopecueHTHbIN KpacuTenb Hex (Tabnuua 1).

Ncnonb3oBaHne HECKOSIbKMX (JIlyOpeCUEeHTHbIX KpacuTenem no3BOJSeT COKpaTUTb
KONMMYeCcTBO MpobMpOoK, MOCKOSbKY MOSIBASIETCS BO3MOXHOCTb OAHOBPEMEHHO PEerncTpMpoBaTb
pe3yfbTaTbl Pa3HbIX peakuun aMnandukaumm, Nnpoxoasumx B ogHon 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 TepMmob/oke AeTekTupyowero
amnindukatopa. [ocne  npoxoxaeHus  amandukaumm  nporpamMMmHoe  obecriedyeHue
AeTeKkTupytowero amnaudukaTtopa CpaBHMBaeT 3afaHHOe onepaTtopoM  pacnosioXeHune
npobMpok C peanbHbIM MOMIOXEHMEM MapKepa, W, eCnnm HaxoAuT HecoBnaaeHue, TO
npeaynpexaaeTt onepatopa 06 3TOM HECOOTBETCTBUMN.

NccnepoBaHme ¢ ucnonb3oBaHMeM Habopa peareHtoB HPV KBAHT coctouT u3 3Tanos

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

Ona npoeeaeHus TUP ¢ petekumen pe3ynbTaToB B peXMME peasibHOro BpeMeHu
NCMONb3YIT AeTekTupylowme amnaudukatopbl (000 «HMO [AHK-TexHonorus»): ATnait!,

ATnpaiimM? n AT-96 co cneunanbHbIM NPOrpaMMHbIM obecnevyeHmnem.

! - tonbko mogenu 4S1; 4S2; 551; 5S2; 651; 6S2.
2 - Tonbko mMozenu 4M1; 4M3; 4M6; 5M1; 5M3; 5M6; 6M1; 6M3; 6M6.
14
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Tabnuuya 1 - [lepedeHb nNokasaTenel, BbISABASEMbIX HAaboOpOM, KaHanbl AETEKLINU

npoAyKTOB aMI'IJ'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 Fony6on / 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 .
po30BbIN**/
6 HPV 66 BK HPV 26 HPV 53
benbin
7 HPV 59 BK HPV 56 HPV 73
8 KBM BK MapKep OTCYTCTBYET

* MapadurH NpUCyTCTBYET TONbKO B Npobupkax Co cMecbtio AN amnamndunkaunm 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 /
aMmnandpukaymm Fam Hex Rox Cy5 napaduHa
HPV 6,11 HPV 6 BK OTCYTCTBYET HPV 11 Fony6on / Benbiii
becuBeTHbINn /
HPV 16,18 HPV 18 BK OTCyTCTBYET HPV 16
Fony6on
BecuBeTHbIN /
KBM KBM BK OTCYTCTBYET OTCYTCTBYET .
Benbin
2.4 Bpemsa nposeaeHuns aHanmsa (¢ yd4étom 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 nMnpoBeAeHMs aMmnamdukaunmm nporpaMMHoe obecneveHuve [eTeKTUpyowero
amnnmdumkaTopa GUKCUPYET MNONOXUTENbHbIE pe3ynbTaTbl ANa cneumduyecknx NpoayKToB Mo
3asBME€HHbIM KaHanaM getekumu.

B obpasuax uccnegyemoro matepmana, He coaepxawmx OHK BbisBASeMoro reHotuna
HPV, npu npoBegeHun amnamdukaumm nporpamMMHoe obecrneyeHne AeTEKTUPYIOLLEro
amnnudumkaTopa dUKCMpyeT oTpuuaTesbHble pe3yfbTaTbl 479 crneumduyecknx npoayKToB Mno
3asBNE€HHbIM KaHanaM geTtekumu.

B obpa3uyax wuccneayemoro MaTtepuana, B KOTOPOM MPUCYTCTBYeT reHoMHas [OHK
yenioeka, npu nposeaeHMn amnandukaumm rnporpamMmHoe obecnevyeHue [eTeKTUpYLLero
amnandgukatopa GUKCUPYET NONOXKUTENbHbIN pe3ynbTaT B COOTBETCTBYHOLLEN Npobupke.

B obpa3uax 6uonorndyeckoro maTtepuana, B KOTOPOM OTCYTCTBYeT reHomHas [OHK
yeniopeka, npu nposeaeHMn amnandukaumm rnporpamMMmHoe obecneveHue [eTeKTUpYLLEero
amnnudukaTopa pUKCUpyeT oTpuuaTesbHbIA pe3ynbTaT B COOTBETCTBYOLWEN npobupke.

MNMokasaHo OTCYyTCTBME Hecneundbuyecknx NONOXUTENbHbIX pe3ynbLTaToB
amnandukaumm 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 obHapyxeHuUs:

Mpeoen o6HapyxeHus ang reHotunoB HPV cocraBnser 5 «konmn [OHK Ha
aMnnudukaumoHHylo npobupky (10° konuit/mn npenapata [AHK). Tpesen o6HapyxeHus
yCTaHOB/IEH NYTEM aHanu3a CepUIHbIX pa3BefeHMit 1abopaTopHbIX KOHTPOJIbHbIX 06pa3uoB
(J1IKO).

Mpeoen  obHapyxeHusa  3aBucut OT BMaa  HBuomatepmana, WCMNONb3yeMOro
koMmnnekTa/Habopa peareHToB Aand BbligenenHna [OHK wmn  koHeyHoro o6béma antoumn
(pa3BeaeHuns) BblaenerHon AHK.

Mpumep: MNpepen obHapyxeHnsa ana Habopa cocrasnset 600 konwuii/obpasey npu BbigeneHnn OHK u3
obpa3sua komnnektamu/Habopamn [MPOBA-HK-MIKOC, MPOBA-IC-MJIOC, MNMPOBA-MY (06béM 3ntoumn
300 mkn).

3.3 AnarHoctuyeckne xapakTepucTuku

KonunyectBo o6bpasuos (n) — 191;
JnarHoctmyeckas 4yBCTBUTENbHOCTb cocTasnseT (95% AN) - 99,3% (96,7; 100%);

OnarHoctuueckas cneumduyHocTb coctaBnset (95% AN) — 99,9% (99,8; 99,9%).
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4 MEPbI MPEAOCTOPOXXHOCTHU
O6uwure TpeboBaHUsa H6e3onacHOCTM K HabopaM peareHTOB ANs AMArHOCTUKK in vitro B

cootBeTcTBUM € TOCT ISO 14971-2011.

Pabota pomxkHa npoBoauTbCA B nlabopaTopun, BbIMONHAOWENA  MOJIEKYSPHO-
6uonornueckue (MUP) nccnenosaHmnsa KNMHWYECKOro MaTepmana ¢ cobniogeHmeM MeToAnYEecKmx
ykasaHui MY 1.3.2569-09, caHuTapHo-anuaemmonormdeckux npasmn CI 1.3.2322-08 u
TpeboBanui NOCT P 52905-07.

Nccnenyemble o6pasubl paccMaTpMBaloTCA Kak MNoTeHUManbHO-0ONacHbIE.

K paboTte c Habopom peareHTOB AOMyCKaeTCsa TOMIbKO MepcoHan, obydeHHbIi MeToaam
MOJIEKYJISPHOM ANArHOCTMKKN U nMpasuiam paboTbl B KIIMHUKO-ANArHOCTMYECKON abopaTopun.

Mpu pabote c HabopoMm cneayetr HageBaTb OAHOpa30Bbie rMnepyaTkm 6e3 Tanbka
(HeonyApeHHbIE).

Ncnonb3oBaTh TONIbKO HOBblE HAKOHEYHUKM U MPOBUpKM.

MpuroToBaeHMe peakUMOHHOM cMecn cneayetT nposoanTb B MNMLP-60kcax.

Stan MNUP B peanbHOM BpeMeHW crneayeT MpoBOAUTb B TMOMELWEHUN, CHaABXEeHHOM
KOMMJIEKTaMM MoJslyaBTOMaTUYeCKMX WM aBTOMATM4YeCKMX [03aTOpOB, XanaTaMn M MpPoOYMMM
NPUHAANIEXHOCTAMM.

Bce nabopaTtopHoe obopyaoBaHue, B TOM 4ucie A03aTopbl, WTaTuBbl, NabopaTopHas
nocypa, xanartbl, rosioBHble ybopbl 1 Np., @ TakXe pacTBOpbl peareHToB AO/XHbl 6bITb CTPOro
CTauMoHapHbIMW. 3anpeLlaeTcsa X nepeMeLleHme n3 ogqHOro NoMeLLeH1s B gpyroe.

Jo3aTopbl AO/MKHBbI 6bITb COOTBETCTBYOWMM 06pa3oM noBepeHbl (B akKpeanTOBaHHbIX
nabopatopusx) n NnpoMapKmMpoBaHbl.

MoBepxHOCTN paboumx CTOMOB, a TakKXe MNOMeLWeHMn, B KOTopbix nposoautcsa [LP,
cneayet obsAs3aTenbHO, A0 W nocne nposeaeHus paboT, obnyyaTb 6akTepuumaHbIMU
obny4yatenamun B TedeHmne 30 MUHYT.

Ncnonb3oBaHHble 04HOPa30Bble NMPUHAANEXHOCTU (MPOBUPKU, HAKOHEYHUKWN) AOSKHbI

cbpacbiBaTbCsa B crieumanbHblil KOHTERHEp.

BHUMAHME! Ypanate otxoabl ¢ npoayktamu lMUP HeobxoAuMMO TONbKO B 3aKpbiTOM Buae. He
AOMyCKaeTcsa OTKpbIBaTb NpobupKkM nocne amnangukauunm.

Bce noBepxHocTM B nabopaTtopuun (paboume ctonbl, wWTaTuBbl, obopynosaHue v ap.)
eXxeAHeBHO NoABepralT BNaxHoOMW Yybopke C MpUMEHEHUEM Ae3UHOULUPYIOWUX/MOKLUX
CpeAcTB, pernaMeHTUpoOBaHHbLIX CaHUTapHbiMM npasunamu CI 1.3.2322-08.

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

} AHK-TEXHOJIOTUA

KoMmnoHeHT Habopa

BapuaHT ncnonHeHus

HPV kBaHT-21 HPV kBaHT-15 HPV kBaHT-4
dacoBka 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 BewecTs - -

MonoXxutenbHbl
KOHTPOJbHbIN 06pa3sey

A3upg HaTpuA
meHee 0,1%

®dacoBka S

Cvecn pnsa  amnnmdukaumm,
3anevyaTtaHHble napaguHoM

HeT onacHbIX
Bel,ecTB

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 ansa aMmnaudukaymu

A ¢ 4 HeT onacHbIX
KBM, 3anevyaTtaHHasd - -

BelecTB

napadmnHoOM
PactBop Tag-nonumepassbl HeT onacHbIX HeT onacHbIX )
MAX BELWecTB BELLECTB

PactBop Tag-nonumepasbl

HeT onacHbIX

BELWLEeCTB
HeT onacHbIX HeT onacHbIX HeT onacHbIX
MuHepanbHOe Macso
BeLLecTB BellecTB BellecTB

MonoXxntenbHbl
KOHTPONbHbIN obpasel

A3ua HaTpuAa
meHee 0,1%

A3una HaTpua
meHee 0,1%

A3ua HaTpuAa
meHee 0,1%

B coctaB Habopa BXOASAT peareHTbl, KOTOPblE COAEpPXaT a3nA HaTPUA — KOHCEPBAHT, B
KoHUeHTpauun meHee 0,1 %, 4To sBnseTca 6e3onacHbIM ANS KOHEYHOro nosib3oBartens.

Mpn ncnonb3oBaHMKM MO HasHa4YeHUIO N cobto4eHMI0 Mep NPEeAOCTOPOXHOCTU, KOHTAKT
C OpraHM3MOM 4YenoBeKka WCKA4YeH. [Mpu aBapuMHbIX CUTyauMsaX BO3MOXHO criefytlollee:
pasgpa)keHne KOXWM WU CAM3ncTtor 060104KM a3 y YyBCTBUTENbHbIX UL, alsepruyeckas
peakuus. MNpn KOHTaKTe MNPOMbITb MOpaXXeHHoe MeCTO BOAOW M 06paTuUTbCA 3a MeAULMHCKOWN
MOMOLLbIO.

He ponyckaeTtca ucnosnb3oBaTb Habop peareHToB:

— MNPV HapyLWEeHUN YCNOBUN TPAHCMOPTUPOBAHUSA N XPaHEHUS ;

— NPV HECOOTBETCTBMM BHELLHEro BMaa peareHToB, YKasaHHOro B nacnopte K Habopy;

— MNPV HapYLWEHUN BHYTPEHHEN YNaKOBKN KOMMNOHEHTOB Habopa;

— MO UCTe4yeHnn Cpoka rogHocCTHu.

MpuMmeyaHmne - Habop peareHTOB He COAEPXUT MaTEPUANioB BUONMOrMYECKOro MNPOUCXOXAEHUS,
BELECTB B KOHLUEHTpauuMsx, obnagatownmx KaHUEepOreHHbIM, MyTareHHbIM AeACTBMEM, @ TaKXe BIUSIOLWMX
Ha pPenpoAyKTMBHYL (yHKUMIO YenoBeka. [lpyM MCMONb30BaHWM MO Ha3Ha4YeHWIO U CcobAAEHUU Mep

NpeaoCTOPOXHOCTU ABNAETCA 6€30MNacHbIM.
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5 OBOPYAOBAHUE N MATEPWUAIJDbI

} AHK-TEXHOJIOTUA

Mpu pabote c HabopoM peareHTtoB HPV KBAHT Tpebyetcs cneaytouiee obopynoBaHue,

peareHTbl N pacxoaHble MaTEpPUaAlbl:

O6opyaoBaHWe, peareHTbl U pacxoAHble MaTtepuansl

BapwuaHT pacosBku

S A
MLUP-60kc na ha
aMnIndumKaTop AETEKTUPYIIOLWNIA Aaa aa
aosuvpytoulee ycrponcreo ATcTpum HeT aa
repMeTmsmpytollee ycTponcTso ATnak HeT Aaa
XONOAMNBHUK WUN XONOAWAbHAA Kamepa aa Aaa
MOpO3Uu/bHas Kamepa HeT Aaa
MUKpPOLLEHTpUdYyra-sopTeKkc aa Aa
ueHTpudyra ansg mukponnaHwet MUP 384 nyHku HeT aa
[03aTopbl  MeXaHW4YeCKMe WM  IMEeKTPOHHble MNepeMeHHOro obbéma
OAHOKaHanbHble, No3BOJISKOWMNE OTOMpPATb 06BLEMLI Xumakoctn ot 2,0 Ao na HeT
20 Mkn, ot 10 go 100 mMkn
[03aTopbl  MexXxaHW4YeCcKne WM  IMEeKTPOHHble MNepeMeHHOro ob6bbéma
OAHOKaHasbHble, Mno3sonswwme otbmpaTtb 06bEMLI Xxmakoctm oT 20 ao HeT aa
200 Mkn
OAHOpa3oBble HAKOHEeYHUKM C GUAbTpOM 4S9 NoslyaBTOMaTUYECKUX aa HeT
nosatopos, cBoboaHbie oT PHKa3z n HKa3, o6bémom ot 1,0 go 20 mMKkn, OT
1,0 no 200 mkn, ot 100 go 1000 Mkn
OAHOpa3oBble HAKOHEeYHUKM C GUAbTpOM AS9 NoslyaBTOMaTUYECKMX aa aa
no3artopoB, ceobogHble ot PHKa3 u [HKa3, o6bvémom oT 1,0 ao 200 mkn,
oT 100 go 1000 mkn
MukponnaHweTt MUP -384 nyHku HeT aa
rnoiMepHasa TepMorJieHKa And  3anauvBaHuma  MukponnaHwet  TUP HeT ha
384 nyHku
OAHOpa30Bbie NepyaTKn MeamumHckne, 6e3 Tanbka, TEKCTYpPUpOBaHHbIE aa Aa
WwTaTMB «paboyee MecTo» AN CTPUNOBAHHbLIX NPO6UPOK 06BLEMOM 0,2 Mn Aa Aa
€MKOCTb s cbpoca MCNosb30BaHHbIX HAKOHEYHUKOB, NPO6MPOK M ApYrKX aa aa
pacxogHbIX MaTepuanoB

MpubopHoe obecneueHune
Ona nposeaeHus TIUP wucnonb3yT amnnudukaTopbl AeTekTupylowue: OTnanT,

OTnpanm, OT-96 (OO0 «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 maTtepuana WCMonb3ylT 6uonornyecknii ™Martepuan
yenoBeKa: COCKObbl anMTeNnanbHbIX KNEeTOK, CEKPET NpoCTaThl, 39KyNaT, Mo4ya, buonTar.

[ns nony4yeHus KOpPpPEKTHbIX pe3ys/bTaTOB MMEET 3HauyeHMe KayecTBO B3ATUS obpa3sua
6uomMaTepuana A4ss UCCNEeAOoBaHWUS, €ro XpaHeHue, TPaHCNOpPTMPOBaHWE W MnpeaBapuTesbHas

obpaboTka.

MpuMmeuaHne - B3sTMe, npeaBapuTenbHyl 06paboTKy, XpaHeHWe W MepeBo3Ky, nepeaavy
nccneayeMoro Matepuana B ApyrvMe opraHu3aumy OCyLUEeCTBAAKT COMMacHO MHCTPYKTUBHO-METOANYECKUM
[OKYMEHTaM, pernaMeHTUpyoWmnM BbINOSIHEHUE UCCNeAoBaHWA B COOTBETCTBMM C TpeboBaHMUSAMMU
MY 1.3.2569-09 n CIM 1.3.2322-08.

NHTepdepupyrouime sewiecrsa

Hannune wHrnéutopos [MUP B o6pa3ue 6uonornyeckoro martepuasa MOXeT ObiTb
MPUYMHON COMHUTENBbHbLIX (HeomnpeaenéHHbiX) pe3ynbTaTtoB. [Npu3HakoM mHrubuposaHusa [MLP
SABNSIeTCS  OAHOBpEeMeHHoe  OTCcyTCcTBMe  amnandukKaumMm  BHYTPEHHEero  KOHTpoas w
cneumduyeckoro npoaykra (cm. nn. 2.3, 9.5).

K wnHrmbmtopam T[LUP, WCTOYHMKOM KOTOPbIX MOXET aBNsATbCca obpasey [AHK, no
pesynbTataM aHanusa puckoB W nposeaeHna HUOKP oTHeceHbl cnegywuwme BewecTsa:
remornobuH, npucytcreyowmn B obpasue AHK B pe3ynbTate HemMmosHOrO yAaneHus B Xoae
Bbigaenenms [OHK wn3 o6pa3ua O6GuomaTtepmana coaepxkallero rMpuMEeCcb KpoOBWU, a TaKxe
M30MpPONMAOBbLIA CNUPT W MeTuniaueTaTt, npucyTcTBylowme B obpasue [AHK B pesynbrtaTe
HEeMNoNHOro yaaseHMs NpPOMbIBOYHbIX pacTBOPOB B xoAe NpobonoaroToBKy.

MakcuManbHble KOHUEeHTpauun uHTepdepupylowmx BewecTs, MNpu KOTOPbIX He
Habnoganocb BAMSAHWME Ha aMmnandukaumio nabopaTOpHOro KOHTPOJSIbHOrO obpasua wu
BHYTPEHHEro KOHTPONS COCTaBnalT: remornobuH — 0,35 mr/mn obpasua AHK, nsonponunnoBbli
cnmpT - 100 mkn/mn obpasua AHK, meTunauetat - 100 mkn/mn obpasua AHK.

Mpumecn, copepxawmecs B obpasue 6uoMaTtepuana, npakKTUYECKU MOMHOCTbIO
yaanswoTcs B xoae sblgenenna AHK. Onsa cHuxeHus konmyectsa nHrnbutopos MLP Heob6xoanmo
cobnopate npasuia B3ATUS Buonormdeckoro Mmatepuana. [pu nogo3peHMnM Ha Hanuvume B
obpasue 6onbworo konuyectsa WHrMbutopos [ILUP pekoMmeHayeTca BblibupaTb MeTOAbl
Bblgaenenms OHK, nossonswowme MakcMMmanbHO yAanuTb MHrmbutopbel MNUP n3 obpasua, He

peKkoMeHAYyeTCs UCMOob30BaTb 3KCNpecc-MeToabl BblaeneHus AHK.
6.2 B3saTtne obpa3uoB cockob0B anuTeNmasnbHbIX KNETOK

B3aTne cockob60oB MpoOBOANTCHA CTEPUSIbHLIM OAHOPA30BbIM 30HAOM B MIACTUKOBLIE
npobupkn o6bLEMOM 1,5 M € TpaHCNOPTHOM Cpenon, NpeAHa3HauYeHHOW Npou3BoauTenem Ans
TpaHCNOPTMPOBaHUSA U  XpaHeHuss obpas3uos 6uonornyeckoro Martepumana gna [MLUP-

nccnenoBaHuUm,
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6.2.1 O6wwne TpeboBaHus

Ons nony4yeHUs KOPPEKTHbIX pe3ynbTaToB 60/blIOe 3HaYeHMEe UMEET KauyecTBO B3ATUS
obpasua 6uomaTtepmana ANA  UCCNeAOBaHWUS, €ro XpaHeHwe, TpaHCNopTUPOBKA U
npeaBaputenbHas obpaboTka.

WUccnepnoBaHne w™etoaom [P oTHocuTca K MpsMbiIM - MeToAaM nlabopaTopHOro
nccnenoBaHUs, No3ToMy B3sSTUE 6MONOrMYEeckoro Matepuana HeobxoAMMo NpPoBOAMTL M3 MecTa

Jlokanusaumn nHgeKuMoHHOro npouecca.
6.2.2 Martepwnan ans nccnegoBaHumn

PeweHne o BbibOpe MecTa B3STMSA MaTepuana AN UCCNefOBaHMS Ha HalMuue BUpyca
nanuiioMbl 4YenoBeKa MpUHMMaeT Jevyalnidi Bpay Ha OCHOBaHMM COBOKYMHOCTM Xasnob
naunmeHTa U KJIMHUYECKOM KapTUHbI.

XeHLWMHbl HakaHyHe 06cneaoBaHMs He AO/HKHbI MPOBOANTL TYaneT NOJSIOBbIX OPraHoB U
CnpuHUEBaHMe.

Ona nonyyeHuss 06bEKTMBHOro pe3ynbTata HeobxoanmMo, uTobbl Knccnegyembin
MaTepuan cogepxan BO3MOXHO 60sbllee KOJMYECTBO 3MUTENMAlbHbIX K/TIETOK U MUHUMAasbHOe
KOJIMYEeCTBO CAM3M UM TMNpuMecu KpoBu. HenpaBunbHoe B3sITUE MOXeT TMpPUBECTU K
HEBO3MOXHOCTM MOJIYYEHUS AOCTOBEPHOro pesynbrata W, BCNeACTBME 3TOro, Heob6xoaMMoCTU
NMOBTOPHOIo B34ATUA 6V|0MaTepV|ana.

6.2.3 OcobeHHOCTM B3STUS MaTepuasaa U3 ypeTpbi:

— COCKOb BbINOAHAKT CTEPU/IbHBIM O4HOPA30BbIM 30HA0M;

- nepen B3ATMEM 6uoMaTtepmana nauMeHTy peKOMeHAYeTCs Bo3AepXaTbCd OT
Mo4YencrnyckaHmsa B TedeHune 1,5-2 yacos;

— HEernocpeaCTBEHHO nepea B3ATMEM buoMmaTepuana Heobxogmmo obpaboTtaTtb
Hapy>XHoe OTBepCTMEe ypeTpbl TaMMOHOM, KOTOPbIM MOXHO CMOYUTb CTEPUSIbHbIM
dn3nonornyecknum pacTBopom;

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

BpallaTesibHbIMN ABUMXXEHUSIMU MPOABUIAeTCsa K Hapy>XHOMY OTBEpPCTUIO YpeTPbl.
6.2.4 OcobeHHOCTM B3ATUS MaTepuana U3 Bnaranmuwia

— MaTepuan fosmxeH 6biTb B3AT 40 NPOBeAEHNA MaHyalbHOro UccnenoBaHus;
— 3epkano nepea MaHUNyAsauUMEN MOXHO CMOYUTbL Fops4ven BOAOW, MNpPUMEHeHMue
aHTUCeNTMKOB AN 06paboTKM 3epkasia NpOTUBOMNOKA3aHO;

— cockob 6epyT ¢ 3agHeb0KOBOro cBOA4A BAaraauLla.

6.2.5 OcobeHHOCTU B3ATUSA MaTepuana M3 Bnlaraiavula C MCNoJ/ib30OBAHUEM YCTpOVICTBa Aansa

camocTosiTenibHOro 3abopa npo6.
— B3aTMe maTtepuana npoBOASAT B COOTBETCTBUM C MHCTPYKLMEN K YCTPOUCTBY.
6.2.6 OcobeHHOCTM B3ATUS MaTepuaia M3 LepBMKanbHOIro KaHana:

— nepepj B3aTMEM MaTepumana HeobxoAMMO yAanuTb BaTHbIM TaMMNOHOM CAU3b M 3aTeM
obpaboTaTtb WelrKy MaTKn cTepuiibHbIM HGU3MON0rMYECKNM PacTBOPOM;
— 30HA4 BBOAAT B LEpBUKasbHbIA KaHan Ha rnybuHy 0,5-1,5 cm;

— Npun n3Bie4vyeHnn 3oH4a HeobXxoaMMO UCKOUYNTL ero KacaHme CTeHOK Biaranuuia.
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6.2.7

6.2.8

6.2.9

} AHK-TEXHOJIOTUA

OcobeHHOCTHN B3STUA MaTepmana C WeNKn MaTKu:

MaTepuan 6epétcs A0 NpoBeAeHUs MaHyasibHOro UCCre0BaHus;

nepeg B3STUMEM MaTepuana HeobxooMMOo yaanuTb BaTHbIM  TaMMOHOM  C/U3b,
BOCMANNTENbHbIM 3KCCyAaT Uan KpPoBb (€CNn OHU eCTb);

hanee HeobxoAMMO aKKypaTHO COCKOBAUTb 3KCHONMATUBHDLIA KIETOYHbIA MaTepuan
M MOBEPXHOCTHbIN 3MNUTENUI U3 BNarajuilHOK NOpuMK LIENKM MATKKU, 061acTu 30HbI
TpaHchopMauum n/unn LepBUKaAbHOrO KaHajna, ecnm coeauHeHMe MHOrOC/I0MHOro

MAOCKOro n npnaMaTn4ecKoro anntennda CMeELWEHO B Ll,epBMKaJ'IbeIﬁ KaHarn.

MopsaoK B3STMS COCKOBHOro matepuana B NpobupKy C TPAHCMOPTHOMN Cpeaon:

OTKPOWTE KpbILWKY NpobumpKu;

C MOMOLLb OA4HOPA30BOr0 30HAA CAeNahTe COCKOG 3anuTeNManbHbIX K/ETOK U3
COOTBeTCTBYHOLWEro 6bmuortona (Bnaranuwe, ypetpa, LepBUKasIbHbIA KaHan, aHanbHOe
OTBEpCTME, poToraoTka);

rnepeHecute 30H4 C 6uomaTepmanom B nNpobuMpKy C TpPaHCMOPTHOW Cpeaon W
TWaTeNnbHO nponosiowmTe ero, nsberast pasbpbiarmBaHmsl XXMAKOCTU;

M3BJIEKNTE 30HA4 W3 pacTBOpa, NpMXUMas ero K CTeHKe Npobupkun, WU yaanute
M36bITOK >XWAKOCTM C 30HAA O CTeHKM npobupkn. Wcnonb3oBaHHbIA 30HA
YyTUNU3NpynTe;

NJOTHO 3aKPOMNTE KpPbIWKY NPOBMPKM 1 NMpOMapKupymiTe.

Oco6eHHOCTM NOSyYEeHUs CekpeTa NpeacTaTesibHON Xenesbl

nepeg B3ATMEM CEKpeTa NpoCTaTbl PEKOMEHAYETCS MOJSIOBOE BO3AEPXKAHME B TeyeHue
Tpex CyTOK A0 UccnenoBaHus;

HenocpeacTBeEHHO rMepen B3STMEM CeKpeTa MnpocTaTbl rOIOBKY MOMOBOr0O UYsieHa
06pabaTbiBalOT CTEPWM/IbHLIM BaTHbIM TaMMOHOM, CMOYEHHbIM (U3NOSTOrNYECKUM
pacTBOpPOM;

CEKpEeT MpocTaTbl cobupalT nocsie npeaBapuTeNibHOro Macca)a npocTaTbl 4yepes
npsiMyr0  KUWKY. Maccax  npoBoAMT  Bpay, MNOCPEeACTBOM  3HEPrUYHOro
HaZaB/IMBAIOLWEro ABMXXEHUS OT OCHOBaHWUSA K BepXyLllKe xenesbl. [locne OKOHYaHus
Maccaxa BblIAENMBLUMIACSA MPOCTAaTUYECKUIA CekpeT B Buae cBO6OAHO CTeKalowen
kannm (0,15-1,0 mn) cobupaldoT B OAHOPA30BYK CYXYk CTEPW/IbHYIO Npobupky
06BHEMOM 2 M/T MM KOHTelHep 06bEMoM o 60 mn;

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

BHUMAHME! T[lpyn nogo3peHMM Ha OCTpbliA MNPOCTAaTUT BbINOAHATb Maccax npocTaThl

KaTeropmyecku sanpeieHo!
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6.2.10 OcobeHHOCTM NoNy4YeHns 39KynaTa

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

— nepen cbopoM 3sKynsTa NaUMEHT MOYUTCA B TyasleTe, MNOJIHOCTbIO OMOPOXKHASA
MOYEBOMN MY3bIpb;

— MOC/IE MOYEUCMYCKaHMUS MNauMeHT [O/KEH TWaTeSlbHO BbIMbITb PYKM C MbIJIOM U
MPOBECTU TyasneT Hapy>HbIX NOOBbIX OPraHOB C MbIJIOM U BOAOW. [0N0OBKY MOSIOBOro
uysieHa 1 KpalHIoK NNoTb HEOH6XOAMMO BbICYLIUTb CTEPUSIBHON CcandgeTKown.

— 28KYynSAT nofsydatoT nyTeM Mactypbaumm m cobupaloT B CTEPWUSIbHbIA KOHTENHep
06bEMoOM go 60 mn;

— EMKOCTb C 35KYNSTOM repMETUYHO 3aKpPbIBAKT KPbILLKOM U MapKUpYIOT.

6.2.11 Moua

— ANS aHanm3a oTbupatoT nMepByl MOPUUD YTPEHHENH MOYM B KOSIMYECTBE He MeHblue
20 - 30 mn. OT60p MOYM MpPOBOASAT B CNEUMAIbHYK CYXYH CTEPUSIbHbIA EMKOCTb
06béMoM go 60 MN, CHabXeHHY repMeTMYHO 3aBUHUMBAIOLWENCSA KPbILLKOM

— nocne cb6opa MO4YM KOHTENHEpP MNOTHO 3aKpbIBAOT U MAapKUPYIOT

6.2.12 bwuoncunHblh MaTepuan

— 6uoncuirHbIn  MaTepuan (6buonTaT) nMNOMeWarT B CTepUSibHYO nNpobupky Co
CTepunbHbIM  (U3pacTBOpoM unnm Bogon (He 6Gonee 0,5 Mn) wam B nycTyro
CTEpUbHYO Npobupky;

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

O6pasubl 40 Havana uccnegoBaHUMs XpaHUTb nNpu TeMmnepaType oT 2 °C go 8 °C He
6onee 24 yacos®. B cnyyae HEBO3MOXHOCTM [OCTaBKM MaTepuana B NabopaTopuio B TeYeHMe
CYTOK [OMyCKaeTCs OAHOKpaTHOe 3aMOopaXuBaHuMe MaTepuana. 3aMOPOXEHHbIM MaTepuan

XpaHUTb Npu TemnepaTtype oT MnHyc 18 °C go MmuHyc 22 °C He 6onee ogHOro mecsua.

3 - Npu Mcnonb3oBaHMKM TPAHCMOPTHON Cpefbl CPOK XpaHeHWs 06pasLoB yCTaHaBIMBaETCS B COOTBETCTBUM
C MHCTPYKUWEN K MCMOb3yEeMOI TPaHCMOPTHOW cpeae.
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6.4

6.4.1

6.4.2

} AHK-TEXHOJIOTUA

MoaroToBka (KJ'IMHMLIECKOFO) Matepuana anda nccnenoBaHus

MoaroTtoBka MaTepuana M3 Braranuua, B34ATOro C MCNOJSIb30BaHUEM YCTDOVICTBa ansa

camocTtosATenbHoro 3abopa npob:

nobaBbTe B nNpobupky (uMnm Apyryrd EMKOCTb, YKa3aHHY B WHCTPyKUMM K
YCTPOMCTBY AN CaMOCTOSATeNbHOro 3abopa npob (panee «npobupka»)), B KOTOPOW
HaxoAMTCA HaAKOHeYHuK ycTtponcTtea, 500 Mk duanonormyeckoro pacreopa,
3aKpoKTe Npobupky;

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

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

yAanuTte HaaoCaAO4YHYK >XWMAKOCTb, OCTaBuB B Mpobupke npumepHo 100 MKn

(ocagok+xunagkas ppakuyms).

MoaroTtoBka Mouun

nepeHecute 1,0 Mn MaTtepmana M3 KOHTEMHepa B MJIACTUKOBY NMpobupky o6bEMOM
1,5 mn;

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

Hambonee NOMHO yaannTe HaA0CaA0UYHYIO XUAKOCTb;

nobasbTe K ocagky 1,0 MA PM3NOA0OrMYECcKOro pacTtBopa CTepuUbHOro;
ueHTpudyrmpymte npobupky npu 16 000 x g B TedyeHue 10 MuH;

yAanute HaAoCaAO4YHYHO >XWAKOCTb, OCTaBuB B npobupke npuMepHo 100 Mkn

(ocapok+xunakas ppakumns).
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7 NMPOBEAEHUE AHAJIU3A

7.1 Boigenenne OHK 13 6buonormyeckoro matepmana

BoligenenHne [OHK npoBoasT B COOTBETCTBUM C WMHCTPYKUMENW K UCMOSIb3yEMOMY
KOMMJIeKTy peareHToB. KoHTposb kauecTtBa BbigeneHHon OHK ocywectBnsaetcsa B xoge MUP ¢
MOMOLLbIO CUCTEMbI BHYTpPEeHHero koHTpons (BK).

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

nccnegosanHmna metogom MLUP.

BHUMAHME! HesaBucuMo OT MCMonb3yemoro kKomnnekta/Habopa pna sbligeneduma AHK w3
6uonornyeckoro Martepuasa OAHOBPEMEHHO HeobxoAMMO NOoAroTOBUTb  OTpULLATESbHbIN
KOHTpOJIbHbIM 06pa3ey, npoweawmnin Bce aTanbl npobonoaroToBkun. B kayecTtBe oTpuuaTenbHOro
KOHTpO/SIbHOro obpasua peKkoMeHAYyeTCs MCNoNnb30oBaTb (MU3NOIOIMMUYECKUn pacTBop, B 06bEMe,

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

BHUMAHME! lNpwn npoBeaeHnn BCeX NOCNeAyWMX AENCTBMI cnenyeT niberatb BO3AENCTBUS

NPSAMbIX CO/THEYHbIX Iydeln Ha Npobupkn co cMechbio Ang amnnmdunkaunm!

7.2.1 HPV kBaHT-4

7.2.1.1 TpomMmapkupynTe no ogHoOW npobupke U3 CTPUMNOB CO CMECaMW AN9 amnnudukaumu,
3anevyataHHbiMM napaduHom (HPV 6,11; HPV 16,18; KBM) ana kaxaoro
aHanusnpyemoro obpasua, OTpuuaTenbHOro KOHTponbHOro obpasua (K-) wu

NOMOXUTENBHOINO KOHTPONbHOro obpasua (K+).
MpumeyvaHune - Ana HPV kBaHT-4 0O4MH CTPMN pacCcyMTaH Ha nccnegosaHne BoCbMn 06pasuoB.

Mpumep: HeobxoauMo npoaHanu3ampoBaTb 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 3anedaTaHHbiIMM napaduMHOM CMecAaMU Ans
amnnmdukaunmm ang Kaxaoro nccneayemoro obpasua, oTpuuaTeslbHOr0 KOHTPOJSIbHOMO

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

Mpumep: Heobxoanmo npoaHanmampoBaTb ABa o06pasua. [s19 3TOro Hy>XHO NpoMapKkuMpoBaTtb 4 cTpuna —

[Ba Ans uccnenyembix 06pasuos, oavH anst «K—» n oanH ans «K+».

7.2.2.2 [lanee BbINOJIHUTE 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 TedeHue 3-5 C U uUeHTpudyrmpymte B

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

7.2.5 [dobaBbTe B Kaxayl npobupkKy nNo oaHOM Kanne MMHepanbHoro macna (okosno 20 Mkn).
3aKpoliTe KpbIWKW CTPUMOB.

7.2.6  BcTpsxHuTe npobupku ¢ npenapatom AHK, nonoxmntenbHbIM KOHTPOJbHbIM 06pa3uoM un
oTpuuaTesibHbIM KOHTPOJIbHbIM 06pasuoMm B TedyeHme 3-5cC m ueHTpudyrmpymte B

TeyeHue 1-3 ¢ Ha MMKpoUeHTpudyre-BopTeKCe.

BHMUMAHME! [lpn uncnonb3oBaHuu gna BblgeneHnsa OHK komnnekta peareHToB [MPOBA-IC-
MJIIOC HeobxoamMMOo nocne BCTpsIXUBaHMUSA LeHTpudyrmposaTtbe Npobupkm ¢ npenapatom AHK npwu
16 000 x g B TeyeHMe OAHOM MUWHYTbl ANs ocaxaeHuss copbeHTa. B cnyyae ecnm nocne
BblAENEHMS HadoCaAo4YHasl XMAKOCTb, cofepxxalwlas BblaeneHHyto [OHK, 6blna nepeHeceHa B
HOBble MPOBMPKU, LEHTPUDYrMpoBaHNE NPoOn3BOAUTCS B TedeHme 3-5 ¢ Ha MUKpoueHTpudyre-

BOpTEKCE.

BHMUMAHME! [1na npenoTepalleHns KOHTaMMHaUUM cneayet nepen BHeceHneMm OHK oTKkpbiBaTh
KPbIWKY TOJIbKO TOro CTpuUmna, B KOTOPbIN 6yaeT BHOCUTLCS AaHHbIA obpa3el, M 3akpbiBaTb ee
nepen BHeceHueMm cnegytouwero. [penapatel AHK cnegyeT BHOCUTb HaKOHEYHUKaMM C

bunbTpom.

7.2.7 BHecuTe B COOTBETCTBYHOLLME MPOMaApKUpOBaAHHbIE MPOBUPKKM CTpuna, He noBpexaas
cnoun napadguHa, no 5,0 mkn BblaeneHHoro n3 obpasua npenapata AHK. B npobupku
«K-», «K+» [IHK He BHOCUTCA.

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

7.2.9 BHecuTe B CTpuUNoBaHHbIE MpoObUPKK, NpOMapKUpoBaHHble «K+», He noBpexaas Crion
napaduHa, no 5,0 MKN MNONOXUTENBHOrO KOHTPOJSIbHOIO o6pa3sua.

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

7.2.11 YcraHoBuTe cTpunbl B 6N0K pgeTekTupyluwero amnnmdukaTopa. 3anyctuTte
nporpammHoe obecnedyeHne RealTime_PCR B pexume «Pabota ¢ npubopom».
3arpy3uTte dann «HPV_quant.ini». [Jo6aBbTe B MPOTOKOST COOTBETCTBYHLIME TECTHI,
YKaXuTe KONM4ecTBO W unaeHTudukatopbl o06pasuoB, OTMeTbTE pacnonoXeHne
npobmnpok Ha MaTpuue TepMob/I0Ka B COOTBETCTBMW C UX YCTAaHOBKOM (CM. Mm. 7.2.12) n

nposeauTe TLP.

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 «3amnycKk MporpamMmmbi
amnnudukaunm» fokHa otobpaxaTbCa nporpamma, npuseaeHHas B Tabnuue 2. Mpu
Bblbope Tecta «HPV kBaHT-15» B OKHe «3anyck nporpaMmMbl amnandukaunm» AOXKHa

oTobpaxaTbCs nporpamMmma, npusegéHHasa B Tabnuue 3.

26



HPV KBAHT | WMHcTpykums no npumeHeHuto | 175-5 ot 13 anpens 2020

} AHK-TEXHOJIOTUA

Tabnuuya 2 - MNporpamMma amnnndukaumm ana tectoB «HPV kBaHT-4» n «HPV kBaHT-
21»
Pexxum
Ne 6noka | TemnepaTtypa,°C MWH C Yuncno umkioB ONTUYECKUX 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 | | LUnkn
5 10,0 | | | XpaHenune | | XpaHeHue
Tabnuuya 3 - lMNporpamma amnamndukaumm anga tecta «HPV kBaHT-15»
Pexnm
N¢ 6noka | Temnepatypa,°C MUH C Yncno umknos ONTUYECKUX Tun 6noka
M3MEepEeHUN
80,0 0 30
1 94,0 1 30 ! Huicn
94,0 0 30
2 60,0 0 15 > Y Hiin
94,0 0 10
3 60,0 0 15 45 v Liien
4 94,0 | o | 5 | 1 | | LUukn
5 10,0 | | | XpaHnehue | | XpaHeHue

TecTnbl

npousBoauTeneMm Habopa peareHToB.

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

7.3.1

7.3.1.1

T AHK-TEXHOJIOTUA

MoarotoBka n nposeaeHue MLP. ®acoBka A

HPV «kBaHT-21 (BapuaHT C npeaBapuUTENbHOM MOArOTOBKON peareHTOB PYyYHbIM
A03npoBaHMeM — «ba3oBblli CNOCO6 NOCTaHOBKU»)
BcTpsxHute npobupku c MUP-6ydepom Ctpum-K n nonumepasoinn TexHoTag MAX B

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

BHUMAHME! MNonumepasy TexHoTaq MAX HeobxoamMO BbIHMMaTb M3 MOPO3WbHOW KaMmepbl

HenocpeacTBeHHO nepea McnosJib30BaHMUEM.

7.3.1.2

7.3.1.3

MpurotoBbTe cmecb [UP-6ydepa Ctpum-K mn nonumepasbl TexHoTaq MAX. BHecuTe B
npobupky c TMNLUP-6ydpepom Crpum-K Becb 06BbEM oOaHOW NpobupkK C mnonmmepason
TexHoTag MAX, T1.e. 600 mkn T[UP-6ydepa Crpum-K nnawoc 60 Mk nonmmepasbl
TexHoTaq MAX:

— npu npoBeaeHnn 48 onpefeneHnn eANMHOBPEMEHHO (BapuaHT MOCTAHOBKM
«MukponnaHwet 384 nyHKu») HeobxoamMoO McCnonb3oBaTb ABe npobupku c MUP-
6ydepom Ctpum-K 1 gBe npobupku ¢ nonmMepason TexHoTaq MAX;

— npw nposeaeHun 24 onpeaeneHWA 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 nonuMmepasbl TexHoTag MAX

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

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

roOTOBUTb HEMNOCPEACTBEHHO Nepea NCnosib30BaHNEM.

7.3.1.4

7.3.1.5
7.3.1.6

7.3.1.7

7.3.1.8

7.3.1.9

AKkKypaTHO, 6e3 o6pa3oBaHuMa BO34YLWHbIX MNy3blpei, BHecuTe B BOCEMb MNpobMPOK
nycroro ctpuna no 140 mkn cmecu MMUP-6ydepa CtpuM-K n nonumepasbl TexHoTaq
MAX npu noctaHoBke 48 onpeaeneHnin eaguMHOBpeMeHHO (BapuaHT MoOCTaHOBKMU
«MukponnaHwet 384 nyHkm»), wan no 75 mkn cmecn TUP-6ydepa Crpum-K wu
nonumepasbl TexHoTaq MAX npu noctaHoBke 24 onpeAeneHun eaUHOBPEMEHHO
(BapuaHT NnocTaHoBKKU «lonoBUHA MUKponaHweTa 384 nyHKu»).

LUeHTpudyrmnpyinTe cTpmn B TedeHne 1-3 ¢ Ha MukpoueHTpudyre-sopTeKkce.
MpomapkupyiiTe wWecTb NyCcTbiX CTPUNOB, W3 cocTtaBa Habopa, npu NoOCTaHOBKe
48 onpeneneHnit  eaAMHOBpPeMEHHO (BapuaHT NoOCTaHoBKM «MukponnaHweTt 384
NYHKW>»), WAW TPU NYCTbIX CTpUNa npu noctaHoBke 24 onpeaeneHus eaAnHOBPEMEHHO
(BapuaHT nocTtaHoBKW «[MonoBUHa MUKponnaHweTa 384 NyHKK»).

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

BHecuTe B Kaxayt nNpobupky npoMapKMpoBaHHbIX cTpunoB no 60 mMkn 6ydepa ans
passeaneHunsa AHK.

BcTpsaxHuTe npobupku C  nony4vyeHHbiMM npenapatamMm  JHK, nonoXuTenbHbIM
KOHTPO/IbHbIM 06pa3LOM U OTpuLUATENbHbIM KOHTPONbHLIM 06pasuoM B TeyeHune 3-5cu

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



HPV KBAHT | WMHcTpykums no npumeHeHuto | 175-5 ot 13 anpens 2020

T AHK-TEXHOJIOTUA

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

NJIIOC Heob6xoanMO nocne BCTPAXMBaHUSA LeHTpudyrmposaTtb Npobupkn ¢ npenapatom AHK npu

16 000

X g B TE€YeHwue OAHOM MUHYTbI AnA OoCaXAeHUA cop6eHTa. B cnydyae ecnun nocne

BblAeNeHNa HaAocajovyHas XUAKOCTb, coaepialwlas BbiageneHHywo AOHK, 6bina nepeHeceHa B

HOBble NPO6MPKU, LEHTPUGYrMpoBaHME NPOM3BOAUTCSA B TeyeHue 3-5 ¢ Ha MUKpoLeHTpudyre-

BOpTEKCE.

7.3.1.10

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

KOHTpoNbHOro obpasua.

BHUMAHME! Bo wusbexaHme KOHTaMMHAUMKM peKOMeHAyeTcs BHOCUTb npenapatbl OHK un

MONIOXUTENbHbIAN KOHTPOMbHbINM 06pa3el, HaKOHEYHUKaMN C PUIbTPOM.

7.3.1.11

LleHTpndyrnpynTte cTtpunbl co cmecammn ang amnandukaumm Ctpum B TedyeHme 1-3 € Ha

MUKpoUeHTpudyre-sopTekce.

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

cTpvna co cMecsiMM aAnsa amnnudukaumm CTpuM, npu noctaHoeke «MonoBMHa MUKponaaHweTa 384 NyHKu»

- OAMH CTpMN CO cMecsaMU ana amnamdukaunm 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 CTpUMbI CO cMecaMu ans amnamdukaumm CTpum, cTpunbl co cMecbto MUP-
6ydepa Ctpum-K n nonumepasbl TexHoTaq MAX, c pasBeaeHHbiMM 06pa3uamn, «K-» n
«K+», a Takxke nyctble cTpunbl n MukponnaHwet MUP 384 nyHkn Ha pabouuin cron
ATcTpum.

OTKkpoliTe CcTpunbl CO cMecbio AN amnnudukaumm CTpuM, akKypaTHO CHSB 3aLUTHYHO
NJIEHKY WKW OTKPbIB KPbIWKW, U NpoBeauTe [03MPOBaHMEe KOMMOHEHTOB COr/1acHO
PYKOBOACTBY MO 3KCAayaTaumu.

NMoMecTuTe akKypaTHO, He BCTpaAxuBasa MukponnaHwet [MLUP 384 nyHKn B nNOANOXKY
repMmeTmsumpylowlero  ycrponctea [ATnak nocne 3aBeplieHus nporpaMmmbl  Ha
Josupyroulem yctponcree ATcTpum.

MpoBeanTe npouenypy 3anedaTbiBaHUa MukponnaHweT MNMUP 384 nyHKU TepMOonieHKomn
COrfacHoO MHCTpyKumun K npnbopy ATnak.

UeHTpndyrmnpyinte mukponnaHwet MNMUP 384 nyHku npu 500 x g B TedeHune 30 c.
Momectute MmukponnaHwet MUP 384 nyHku B AeTeKTUpyoLWwmn amnandukaTop.
3anyctute nporpamMmHoe obecnedyeHne RealTime_PCR B pexume <«Pabota ¢
npnéopom». lNpu nepsoM nposeaeHuun MLP 3arpy3mte dann «HPV_quant.ini». TMpu
nocneaywwmx nocTtaHoBkax Bblbepute «MynbTuTecT», AobaBbTe B MPOTOKONA TecT
«HPV_kBaHT-21», ykaxuTte naeHtudukaTopbl 06pasLoB, B TOM YMCNE NONOXUTEBHOIO
N OTpMLATENbLHOro KOHTPOsbHbIX 06pa3uos, u nposeaute MUP. MNpu Bbi6Ope TecToB B
OKHe <«3anyck nporpamMmbl amnaudukauum» [Ao/MKHA oTobpaxaTbCs nporpamMma,

npuBeaeHHas B Tabnuue 4.
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Tabnuuya 4 - MNporpaMMa amnaMdukauMm Ona AETEKTUPYIOLWEro amnaudukatopa

OTnpanm
Pexxunm
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 Hiien
5 | 94,0 | o | 5 | 1 | | Lkn
6 | 10,0 | | | XpaHeHune | | XpaHeHune

7.3.2 HPV kBaHT-21 (BapuaHT C npeaBapuTenbHOW NOArOTOBKOW peareHTOB Ha A03UpYOLWEM
ycTtporctee ATcTpuM — «UHTEerpMpoBaHHbIA cnocob NOCTaHOBKU»)

7.3.2.1 BctpsixHute npobupku c MUP-6ydepom Crpumm-K, bydepom ana passeseHus AHK u
nonmmepason TexHoTaq MAX B TeyeHune 3-5 ¢ n yeHTpudyrmpymTte B TeyeHme 1-3 € Ha
MUKpoUeHTpudyre-soptekce. [na nposeaeHus 48 onpeneneHnin eanHOBPEMEHHO
(BapuaHT noctaHoBkM «MwukponnaHweT 384 AYyHKW») UCMOSb3YeTCa ABE Npobupkn C
MupP-6ydepom Ctpum-K, yetbipe npobupku c 6ydepom ansa passegeHus OHK mn ase
npobupkn ¢ nonuMepasonn 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 AHK n ogHa npobupka ¢ nonuMepason TexHoTaq MAX.

BHUMAHME! lNonumepasy TexHoTag MAX Heob6xoaMMO BblHMMaTb M3 MOPO3WU/IbBHOW KaMepbl

HenocpeaCTBEHHO Nepen UCNOoNb30BaHUEM.

7.3.2.2 UeHTpudyrupynTte ctpunbl co cmecamm ansd amnandukaumm CTpum B TedeHne 1-3 € Ha

MUKpOLEHTpUdyre-BopTeKce.

MpumeyaHne - Tlpu noctaHoBke «MukponnaHweT 384 nyHku» HeobxoanMo LeHTpudyruposaTb ABa
cTpuna co cMmecamu Ansa amnanoukaummn Ctpum, npym noctaHoeke «lMonoBuHa MMkponaaHweTta 384 NyHKu»

— OAMH CTpUN co cMecaMu ansa aMmnandukaumm CTpum.

7.3.2.3 BcTpsaxHuTte npobumpkm C noaydeHHbiMM npenapatamMu  OHK, nonoxutenbHbiM
KOHTPO/IbHbIM 06pa3LoM M oTpuuaTenbHbIM KOHTPOSIbHbIM 06pa3uoM B TedeHne 3-5cun

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

BHUMAHME! Tpn ucnonb3oBaHuu anga sblaenenma OHK komnnekta peareHToB [MPOBA-TC-
NJIIOC Heob6xoanMO nocrne BCTPAXMBaHUSA LeHTpudyrmposaTtb Npobupkn ¢ npenapatom AHK npu
16 000 x g B TeyeHWe OAHOM MUHYTbl AN ocaxapeHuss copbeHTa. B cnydae ecnum nocne
BblAeNeHMsl HafZoCaZovHas XWOKOCTb, copepxawas BblaeneHHyw [HK, 6biia nepeHeceHa B
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HOBble NPO6MPKK, LEHTPUGYrMpoBaHME NPOM3BOAUTCSA 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

YcTtaHoBuTE nNpobupkm Ha paboumit cton ATcTpum B wTatmB ans obpasuos AHK B
COOTBeTCTBUKU C NpoTokosoMm JINC.

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

MoMecTUTe akKypaTHO, He BCTpsaAxmBas MukponnaHwet lMUP 384 nyHkM B noaoXKy
repMeTmMsMpylowero  ycrponcrea [ATnak nocne 3aBeplleHnss nporpaMmbl  Ha
[o3upytoweMm yctponcree ATcTpum.

MpoBeanTe npoueaypy 3anedaTtbiBaHUA MukponsaHweT MUP 384 nyHKn TepMonieHKomn
COrNlacHO MHCTPYKUMK K npnbopy ATnak.

LeHnTpndyrnpynte mukponnanwet MUP 384 nyHkn npu 500 x g B TeyeHune 30 c.
MomecTtute MukponnaHwert MUP 384 nyHkn B geTekTpytowmin amnamdukaTtop.
3anyctute nporpamMmHoe obecnedeHne RealTime_PCR B pexume <«Pabota ¢
npunbopom». Tlpu nepsoM nposegeHun TUP 3arpysute ddann «HPV_quant.ini».
3anonHMTEe MNPOTOKON COFNACHO MHCTpyKumn K JINCY. TMpu BbIGOpE TECTOB B OKHE
«3anyck  nporpamMmbl  aMnaundukauun»  AokHa — otobpaxkatbCca  nporpamma,

npueegeHHas B Tabnuue 4.

PEFTMCTPALNA PESYJIbTATOB AMNJIMOUKALIUA
Peructpaumnsa pesynbtatos [ILUP ocywecTsBnderca aBTOMaTU4YeCKM C  MOMOLLLIO

nporpamMMHoro o6ecrnevyeHusi, NOCTaBASAEMOro C aMrMINdUKaTopoM AETEKTUPYIOLLMM.

Ha rpacduke 6yner otobpaxeHa 3aBUCUMMOCTb (pnlyopecueHuMn OT HOMepa uukna Ans
Kaxxaon npobupkn B Tepmobrioke. B Tabnuue cnpaBa 6yaeT nokasaH maeHTudukaTop
obpasua, Ha3zBaHWe nccnengoBaHns, MHANMKaATOpHbIN umkn (Cp), pe3ynbTat No KaXaoMmy

nccnegoBaHutlo (OTHOCUTENbHbINA, abCOMIOTHBLIN U KQYECTBEHHbIN aHann3bl).

Mo pe3ynbTaTaM aHann3a MOXHO copMMpoBaTb M pacnevyaTaTb OTYET.

4 NabopaTopHas nHdopmaumoHHas cuctema (JIUC).
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9 YYET PE3YJ/IbTATOB NUP
9.1 YY&T M UWHTepnpeTauna pe3ynbTaToB peakuun OCYLLeCcTB/SeTCa aBTOMaTUUecKu c

NOMOLLbIO  MporpaMMHOro obecneyeHus, MOCTABASAEMOro C  aMNaANGUKaToOpoM

OEeTEKTUPYIOLWMNM.,

9.2 Mocne npoxoxaeHnss amnandukKaumMm nporpamMmHoe obecrnevyeHMe CpaBHUMBaeT
3alaHHOEe onepaTopoOM pacnosioXeHne nNpobupoK C peanbHbIM MOJSIOXEHUEM MapKepa
(dbnyopecueHTHOM MeTkM Rox), u, ecnu HaxoAMT HecOoBMaZeHwe, TO npeaynpexaaeT
onepatopa 06 3ToM. OnepaTtopy cneayetr nubo pacnonoXuTb AaHHble W3 KaXaomn
OTAEeNbHON nNpobMpKM B COOTBETCTBYHOLWEM MOpsSiAKE BPY4YHY, nmMbo NOBTOPUTb
nccnenosaHme AaHHOro obpasua, NpaBuMibHO Pacrnofioxus Npobupku B Tepmobnoke.

9.3 B pesynbTatax aHanm3a HeobXO0AMMO YuUTbIBAaTb 3HAUYEHWUA KOHTPOSS B3ATUS
maTepuana (KBM). 3HaueHne KBM MeHblUe 4YeTbIpEX criegyeT MHTEpPNpEeTMpOoBaTb Kak
HefOoCTaTOYHOe KONM4YecTBO MaTepumana. B aTom cnydyae Tpebyetca MoBTOpHOe B3sATUE
KJIMHMYECKOro matepuana.

9.4 Mpn Hanuuum B uccnegyemom obpasuye AHK ogHoro m3 TMMoB BMpyca NanuioMbl
yenoseka, BbisBnseMbix Habopom HPV KBAHT, B CcTpoke C Ha3BaHMEM 3TOro Tuna
BUpyca B rpage «A6c¢c.» (abcontoTHblM TN aHanm3a) 6yaeT ykas3aHo abcontTHoe
KOIMYecTBO (CTeneHb AECATMYHOro norapmdma KoHueHTpaumu, konuin OHK HPV Ha
obpaseu) aaHHOro Tuna BMpyca B obpasue.

BHUMAHME! [lporpamMmmHoe obecnedyeHne MNO YMOAYAHUIO (DUKCUPYET TOJSIbKO KAMHUYECKU

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

KOPPEKTHOM B3STUM MaTepuana)), KoTopas XapakKTepu3yeT BbICOKMA ypPOBEHb WMHMEKLMU, 4YTO

MOXET nMpuUBECTM K PpasBUTUIO Heonaasuum LWenkn Matkn. [Ong obpa3uoB C  MeHbluein

KOHLeHTpaumen nporpaMma puKCMpyeT oTpumuaTenbHblil pe3ynbTaT. lNMporpaMMHoOe orpaHuyeHue

MO KOHLEHTpauum Bupyca MOXeT ObiTb CHATO NOAb30OBaTeNEM WM 3aMEHEeHO Ha gpyroe

3HayeHue n TMN aHanmsa.

B rpade «OTH.» (OTHOCUTENbHLIM TUN aHanusa) 6yaet ykasaHo konumyectso AHK
AaHHOro Tuna Bupyca B obpasue, HOPMMPOBAHHOE Ha KOJMYECTBO KJ/ETOK 4efioBeka B
nccnenyemom obpasue. Mo yMONYaHUio HOPMUPOBAHME NPOU3BOANTCA Ha 10° KNeToK.
I'Ipmmeanme - Mo xenaHuto nonb30BaTeNb MOXET WU3MEHWUTb napamMeTp HOPMUPOBKW. ﬂ,ﬂﬂ 3TOro
HEOGXOLI,VIMO HaXaTb KHOMKY <<I'Iapamepr| aHanm3a», B OTKpPbIBWWEMCA OKHE HaXaTb KHOMKY
«[JononHuUTenbHblE HaCTpOVIKM>>, Bbl6paTb 3aKnaaky «PazHoe».

[JaHHble, no/ay4YeHHble C MNOMOLWbIO OTHOCUTENbHOIO TWNa aHanusa, MNo3BOASAKT
oTCNiexumBaTb AWMHAMWUKY W3MEHEHUss BUPYCHOM HArpyskm B rMpouecce nedeHus, a TaKxe
MpoOBOAUTb CPaBHUTENbHbIA aHaIM3 KONM4YeCcTBa BMpYyCca B pa3HbixX obpasuax.

Mo »>enaHuWio Nonb30BaTENS BO3MOXHO BbIYMUC/IEHME CYMMapHOMW Harpysku HPV.
PesynbTaT BblUMCNEHMS CyMMapHOW Harpy3skm HPV 6yaeTr npeacrasfieH B cneymann3npoBaHHOM
OTuéTe.

B rpacde «Kau.» (KayecTBeHHbIN TWMN aHanmMsa) B CNy4ae, e€Ccnm OH NpoBOAMUTCH,
YKa3blBaeTCA TOJIbKO Hannume nnum otcytcrene JHK BbiaBaseMblx TUMOB BUpyca B obpasue.

9.5 B cnyyae otpuuatenbHoro pesynbtata Ha Hanuvume OHK BbigaBngembix Tunos HPV u
oTpuuaTenbHOro pesynbTaTa amMnandukKaumym BHYTPEHHEro KOHTpPO/AbHOro obpasua,
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9.6

9.7

10

10.1

10.1.1

10.1.2

10.1.3

10.2

10.2.1

10.2.2

10.2.3

T AHK-TEXHOJIOTUA

nporpamma GUKCUPYET pe3ynbTaT Kak HeaoCTOBepHblin. B 3ToM cnyyae HeobxoauMo
NOBTOPUTb MCCrneaoBaHMe aaHHoOro obpasua. HepoctoBepHbIn pe3ynbTaT MoXeT 6biTb
CBSi3aH C MNpUCYTCTBMEM WHrMbmtopoB B npenapate [AHK, nonydyeHHoM u3
bunonornyeckoro Matepuana; HeBEpHbIM  BbINMOJIHEHMEM MPOTOKOAA  aHanm3a,
HecobnoaeHMeM TeMnepaTypHOro pexuMma amnamdukaumm wm agp. B 3aTtoM cnydae
Heobxoammo noBTOopHO npoBecTtu MUP, nnbo BbiaeneHne OHK v noctanosky MUP ans
3TOro obpasua, NMbo B3ATUE KIMHMYECKOrOo MaTepumana y naumeHTa (BbINOJHSAETCH
nocnenoBaTesibHO).

ONnsa NONOXUTENbHbIX KOHTPOJIbHbIX 06pa3uoB nporpaMmma GUKCUpyeT MOSTIOXUTENbHbIN
pesynbtat. [lpy  nofayvYeHMM  oTpuuaTenbHbiX  3HAYEHWA  pe3yfbTaTbl  BCeW
NOCTAaHOBOYHON CepuM CUMUTAOT HeaoCToBepHbiMW. B 3TOM cnydyae Tpebyetcs
MOBTOpPHAsA NOCTaHOBKa aMmnindukaumm Bcen naptmm obpasuos.

Onsa oTpuuaTenbHbIX KOHTPOJIbHbIX 06pa3uoB nporpamma GuKCUpyeT oTpuuaTenbHbIl
pesynbtaTt. [pn  MNOAy4YeHMU  MNONOXWUTENbHbIX  3HAa4YeHUMW  pe3ynbTaTbl  BCEW
NOCTAaHOBOYHON CEepuUM CUYMTAOT He[oCTOBEepHbiMM. B 3ToM cnyyae Heobxoammo

npoeegeHune cneunalbHbIX MGpOFIpVIFITMVI Ana ycrpaHeHu4a BO3MOXHOW KOHTaMUHaLUWN.

TPAHCNOPTUPOBAHUE, XPAHEHUE N SKCNNYATALUMUA
TpaHcnopTupoBaHue

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

5 cyTok.

JonyckaeTtcs TpaHCcnopTMpoBaHue nonuMmepasbl TexHoTaq MAX (HPV kBaHT-21,

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

Ha6opbl peareHTOB, TPaHCNOPTMPOBAHHbIE C HApYyLIEHWEM TEMMEPATypHOro Pexunma,

npUMeEHEHUNI0 He noanexar.

XpaHeHune

Bce kKoMnoHeHTbl Habopa peareHToB, 3a WUCKAOYEeHMEM nonuMepasbl TexHoTaq MAX,
cnepyeT XpaHuTb B XON0AUIbHUKE UM XONOAWIbHON KaMepe npu TemnepaType ot 2 °C

0o 8 °C B TeyeHMe BCEro cpoka rogHocCTu.

Monumepasy TexHoTaq MAX cneayeT XpaHuUTb B  MOPO3WIbHOW Kamepe npu
TemnepaTtype oT MuHyc 18 °C pgo MuHyc 22 °C B TeyeHWe BCEero cpoka roaHoCTu

Habopa.

Cmecn ansa amnnudukaumm, 3anedaTaHHble napadunHOM M CMecu Ans aMmnandukauum
CTpuM cnenyeTt XpaHUTb B XONOAMNBbHUKE UIN XONOAUNBHOM KaMepe npu TemnepaTtype
oT 2 °C go 8 °C B 3alMWEHHOM OT CBETa MecTe B TeYeHMe BCero cpoka rogHocTwu

Habopa.
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Ha60pb| peareHToB, XpaHuBWKNECA C HapyweHueMm pernaMeHTMpoBaHHOro peéexwumMma,

NMPUMEHEHUIO HE NoAeXaT.

YKasaHus no akcnayatauum

Habop p[o/kKeH NpUMEHSTbCS COMTaCHO AENCTBYHOLWEN BEpCUUM  YTBEPXAEHHOMN

MHCTPYKLMW MO NPUMEHEHMUIO.

Mocne BCKPbITUS YMaKOBKM KOMMOHEHTbl Habopa creayeT XpaHuTb Npu cneaylowmnx

ycnoBuax:

— KOMMOHeHTbl Habopa (3a wucknwuyeHmeMm nonuMepasbl TexHoTaq MAX) cnegyet
XPaHUTb B XOJ0AWIbBHUKE UK XOSI04MIBHOM KaMepe npu TemnepaTtype ot 2 °C go 8
°C B TeyeHne BCEro cpoka rogHocTu Habopa peareHToB;

— cMecu ansa amnaudukaumu, 3aneyataHHble napaPuHOM M cMecu Ana amnnmdukaumnm
CTpuMm, crnegyeT XpaHuUTb B XONOAW/bBHUKE WU XONOAWIBHOM 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 MUMHYC 18 °C go MUHyc 22 °C B TeyeHue BCero Cpoka roAHOCTU

Habopa peareHToOB.

Ona nonydeHus HaaéxHbIX pe3ynbTaToB HeobxoaMMO  CcTporoe  cobnwoaeHue

WMHCTPYKLMWN MO NpMMeHeHWto Habopa.

YKA3AHMA NO YTUIN3ALUUN

Mpu uncnonb3oBaHMM Habopa B KIAMHUMKO-AMArHocTMyeckon nabopatopum obpasyrTcs
oTxoabl knaccos A n b, koTopble knaccMdULMpyOTCS U YTUIM3NPYIOTCS B COOTBETCTBUMU
c TpeboBaHumsaAMm CaHllnH 2.1.7.2790-10

Habopbl, npuweawmne B HENpUrogHoCTb, B TOM 4uC/le B CBS3M C UCTEYEHMEM CpoKa
rogHOCTM W HEeUCnosib3OBaHHble peakTUBbl, OTHOCATCA K knaccy b wn nognexart
yTUIn3aumm B COOTBETCTBUMN C TpeboBaHuaMu CaHllnH 2.1.7.2790-10 n MY 1.3.2569-
09.

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

YTUAU3NPYIOTCS C BbITOBLIMM OTXO4aMMU.
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FAPAHTUN N3TOTOBUTENA
MpeanpuaTne-n3roToBUTENb rapaHTUpPyeT COOTBETCTBME Habopa  TpeboBaHuUAM

TEXHUYECKNX YC/IOBUA Npu COBNOAEHUU YCOBUMN TPAHCMOPTUPOBAHMS, XPaHEHUS U
aKcnayaTauun, yCTaHOBNEHHbIX TEXHUYECKUMN YCIIOBUSAMMU.

Cpok rogHoctM Habopa - 12 MecsaueB npu cobnogeHuUn BCeEX  YC/I0BUIA
TPAHCMOPTMPOBAHUS, XPaHEHNSA W SKCMayaTaunm.

Ha6opb| peareHToB C UCTEKWINM CPOKOM rogHOCTU NPUMEHEHUIO HE NoAnexart.

PEMOHT U TEXHUYECKOE OBC/NTY)XXUBAHMUE
Habop peareHTOB npeaHa3HauyeH A/ O4HOPA30BOro MCMOMb30BAHUSA WU HE MOANEXUT

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

14 CMMBOJ1bl, UCMNOJIb3YEMbIE NP MAPKNUPOBKE HABOPA
MeanumHckoe wu3genve  Ans [:B] ObpaTtutecb K WHCTPYKUMWM MO
ANArHOCTUKM in vitro NMPpUMEHeHUo
j’ TemnepaTypHbIil AManasoH KaTano>xHblit HomMep
W Konuuectso Tectos d Anpec nsrotosutens
Nz He ponyckaetcsa BO3aencTeue
g foaen po AN COJIHEYHOrO CBETa
Cepus Habopa He cTtepunbHO
d] [aTa u3rotoBneHus ® OnHopas3oBoe MCnonb3oBaHue
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15 NEPEYEHb NPUMEHAEMbIX HALLMOHAJIbHbIX CTAHOAPTOB
FOCT 2.105-95 O6wue TpeboBaHMS K TEKCTOBbIM AOKYMEHTaM.
FOCT ISO 14971-2011 Uspenua MegnumHckue. lNpuMeHeHUe MeHeaXMeHTa pucka K
MeANUMHCKUM U3LEUNAM.
FOCT P 15.309-98 Cucrtema pa3paboTkm M NOCTAHOBKW MpOAYKLMM Ha NMpou3BOACTBO.
McnbiTaHusa n npmémMKa BbiMycKkaeMon npoayKunmn. OCHOBHbIE MOJSTOXEHMS.
FOCT P 51088-2013 MeauumHckue usgenus Ang AWArHOCTUKM UH BUTPO. PeareHTol,
Habopbl peareHTOB, TeCT-CUCTEMbl, KOHTPOJIbHble MaTepuasibl, NUTaTeNbHble cpeabl.
TpeboBaHna K n3genmsam n NoaaepXxKumseatollen 4OKyMeHTaumun.
OCT P 51352-2013 MeauuunHcKkuMe wusgenusa ans AMarHoCTUKWM UH BUTPO. MeTonbl
NCMbITAHUNA.
FTOCT P 53022.3-2008 TpeboBaHMa K KadecTBy KAMHUYECKUX nabopaTopHbIX
nccneposaHunin, Y.3. NMpasuna OUEHKU KIMHUYECKON MHPOPMATUBHOCTM flabopaTopHbIX
TecToB.
IOCT P NCO 18113-1-2015 MeaguuuHCKMe wusgenus Anas AWArHoCTUKKM in  vitro.
NHdopMmaunsa, npepocrtasnsgeMas usrotosutenem (Mapkuposka). Yactb 1. TepMuHbI,
onpeaeneHnsa n obwme TpeboBaHms.
TOCT P NCO 18113-2-2015 MeaguuuHCKMe wusgenus Anas AWArHoCcTukm in  vitro.
NHdopMmaunsa, npepoctasnsemMas wmsrotosutesnieM (Mapkuposka). YacTtb 2. PeareHTbl
AN ANMarHoCTMKM in vitro ansa npogeccMoHanbHOro NpMMEHeHus.
FTOCT P UCO 23640-2015 MeaunumHckme mnspgenns ANs AWArHocTuku in vitro. OueHka
CTabUNbHOCTM peareHToB AN AMarHOCTUKKM in vitro.
OCT P NCO 15223-1-2014 W3penus MepgnumHckne. CMMBOMbI, NMPUMEHSIEMblE MpU
MapKMpPOBaHMM Ha MeAMUMHCKUX wun3genusx, 3TUKETKax W B COMpOBOAWUTESIbHOM
AOoKyMeHTauun. Y.1. OcHoBHble TpeboBaHus.
FOCT P 52905-2007 (MCO 15190:2003) Nabopatopum MeauuumHckune. TpeboBaHus
6esonacHocTw.

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

WHCTPYKLMM MO NMPUMEHEHN0. B fanbHerweM, Npu nosib30BaHMM LOKYMEHTOM, LienecoobpasHo NMpoBeEpUTb

OENCTBME CCbISTOYHbIX HOPMATMBHbIX [OJOKYMEHTOB Ha TeKyu.LMVI MOMEeHT. EcCnn cCbiNoYHbIN AOKYMEHT

3aMeHéH unn nsmMeHéH, To npun NpMMeEHEHNUN HaCToALWEero OKyMeHTa CneayeT noJib30BaTbCA 3aMEHEHHbIM

(M3MEHEHHbIM) 4OKYMEHTOM.
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16 AQPEC OANnsA ObPALLEHNMA
Mpon3BoACcTBO HAabOPOB peareHToB UMeeT CePTUDULMPOBAHHYIO CUCTEMY MEHEIXMEHTa

KayecTBa W COOTBETCTBYET TpeboBaHUAM CTaHAapTa CUCTEM MeHea)XMeHTa kadvectBa ISO 9001 B

obnactn paspaboTku, nponssoacTea u npogaxu IVD peareHToB 1 NpnbopoB AN MONEKYNSIPHO-

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

pa3paboTku, npoussBoacTBa W npogaxu IVD peareHToB M npubopoB AN MeaMLMHCKOMN

MOJIEKYIAPHO-FEHETUYECKON AMArHOCTUKMW.

MpousBoanTenb: O6WECTBO C OrpaHNUYEHHOW OTBETCTBEHHOCTbIO «Hay4yHO-NpPOW3BOACTBEHHOE

obveanHeHne [OHK-TexHonorus», OO0 «HMNO [AHK-TexHonorms» (O6wecTBO C OrpaHUYeHHOM

OTBETCTBEHHOCTbIO), Poccus.

agpec: 142281, MockoBckas 06:., r. MNpoTBMHO, 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 06i1. r. MpoTBuHO,
yn. XenesHogopoxxHas, 4. 20.

2) O00 «[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./pakc +7 (495) 640-17-71, www.dna-technology.ru

Cny»xb6a KITMEeHTCKON NOAAEPXKKM:
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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AOHK-TexHonorus
117587, MockBa, Bapwasckoe wWw., A.125%, kopn.6, aTtax 5, koM. 14
Ten./dakc +7 (495) 640-17-71
Cny»x6a KIMEHTCKON NOAAEPXKKN:
8-800-200-75-15 (ans Poccumn, 3BOHOK BecnnaTHbIN)
+7 (495) 640-16-93 (ansa crtpaH CHI 1 3apy6exbsi, 3BOHOK MAATHbIN)

E-mail: hotline@dna-technology.ru



