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CMUCOK COKPALLIEHUI

B HacToswen MHCTPYKUUN NCNONb3YKOTCA cnegyroumne CoKkpaweHna mn 0603HaueHuns:

BMNY - BUPYC nanuanoMebl Yyenoseka

BO3 - BcemnpHaga OpraHusaumsa 34paBooxpaHeHuns
CIN - Cervical Intraepithelial Neoplasia

AIN - Anal Intraepithelial Neoplasia

PLLIM - paK LenKn MaTku

MnupP - NosiuMepasHaga uenHaga peakums

nnc - nabopaTtopHas nHdopMaLmMoHHasa cucTtema
B - UHTepdepupyLmMe BeLLECTBa

OHK - Ae30KCUpnBbOHYKeMHoBas KMUCIoTa

BK - BHYTPEHHUI KOHTPO/1b

K+ - MONOXWUTENbHbIA KOHTPOJIbHbIN 0bpasey
K- - OTpuLUaTeNbHbIM KOHTPOsbHbIA 06pa3sel




HPV KBAHT | WHCTPYKUMA NO NPUMEHEHUI0 | 175-9 ot 06 aBrycrta 2024 roaa } ﬂHK'TEXHUHUTHﬂ

BBEAEHWE

ManunnomaBupycHas UMHMEKLMS YPOreHUTasbHOro TpakTa — ogHa U3 Hambonee 4yacTo
BCTpeYaoWmnxcs NHGeKLMn, Nnepesarolnxcs NpenmMyLLecTBEHHO NOOBbLIM NMyTeM, Bo3byanTtenem
KOTOpOW sBNseTcsa BuMpyC nanuasiombl dyenoseka (BM4Y). UssectHo 6onee 100 Tmnos BIMY,
rnoapobHo onuncaHo okosio 80, n3 HMX 6onee 30 NopaxkakT 3NUTENNIA YPOreHUTaNbHOro TpakTa,
roe Hanbonee 4yBCTBMTENbHA 30HA TpaHChOpMaUNM WENKN MATKM U aHOreHuTasibHOM obnacTw.
Bupyc obnagaer TpONHOCTbIO K anuTeNManbHbiM KneTkaMm 4denoBeka (Hambonee yyBCTBUTESbHA
30Ha TpaHchopMauum LWenkn MaTKu), MOXET Bbi3biBaTb A0O6pokayecTBeHHY nponudepaumto
TKaHen, a MoxeT 6bITb NMPUUYMHOIM HeonaacTUYecKon TpaHcopMaunm anuTenns — NpeapakoBoro
COCTOSIHUS U, COOTBETCTBEHHO, pa3BMTMA paka. o cnocobHOCTM Bbi3blBaTb 3/10Ka4YeCTBEHHOe
rnepepoxxgeHue anutenus, nanuaioMaBmMpycCbl AENST Ha ABe rpynnsl — Bbicokoro (16, 18, 31, 33,
35, 39, 45, 51, 52, 56, 58, 59, 66, 68, 73, 82 Tunel) n Hu3koro (6, 11, 36, 42, 43, 44, 46, 47,
50 TMnNbl) OHKOreHHOro pmucka. HM3KOOHKOreHHbIe TUMbl aCCOLUMMPOBaHbl C AobpokayecTBEHHOM
nponudepaunmn KOXu M CAU3UCTbIX YPOreHUTasnbHOM, aHanbHOW obnacren, poOTOBOW MOJIOCTH,
roptTaHu, NposiBNSSACb B BUAE FeHUTasIbHbIX U BeHepuyecknx 60poAaBOK, OCTPOKOHEYUHbIX U
9K30(UTHbIX KOHAWAOM. BbICOKOOHKOreHHble TWUMbl ACCOUMMPOBAHbI C MJIOCKOKIETOYHbIMU
WHTpasnuTennasnbHbIMKU MopaXeHusMn, Hanbonee anMAEMUONOrMYECKM 3HAUMMbIMU SIBASIIOTCSH
HeonnactMyeckass TpaHcdopmaumsa werkn Matkm  (CIN) wn  aHanbHoi o6nactu  (AIN).
MNOCKOKNETOYHOMY aHa/IbHOMY paky, TaKXe, KakK W paKy Wenkn MaTku, npeawecTBytoT
npeapakoBble MOopa)KeHUs anuTenmanbHoM TKaHu. Hanmuune y XeHWWH reHmTanbHbiX Heonnasni
MOBbIWAET PUCK pPa3BUTUS aHaNbHOro paka. B nocnegHue roabl 3a601€BaeMOCTb pakoM NpsAMON
KMWKM M aHyca ysenunumeaeTca Ha 1,7% B roa, cocrtaenaa 19,79 cnydaeB Ha 100 Thic.
HaceneHus, cMepTHoCTb — 11,56 cnydaeB Ha 100 Tbic. HaceneHus. Ha cerogHSAWHMA AeHb
AOKa3aHa CBSA3b Mexay nepcucteHumeln BMNY BbICOKOro OHKOreHHOro pucka u pasBUTMEM paka
werkn MaTkn. 3abonesaemMoctb PLLUM He nMeeT TeHAEHUNM K CHUXKEHUIO, OCTaBasiCb Ha BbICOKOM
ypoBHe (21,27 cnydyaeB Ha 100 Tbic. HaceneHus), B 8,44 cnydasx Ha 100 TbIC. HaceneHus
SBNSSCb NMPUYMHON neTanbHoro ucxoga [1; 3; 5; 7].

Pak wenkn MaTkm - OAHO W3 HEMHOrMx 3/10KayecTBeHHbIX 3aboneBaHun c
YCTQHOBNEHHbIM 3TUONOrMYeckMM HaKTOPOM. BbICOKOOHKOreHHbIi BIMY MoXeT AanTenbHOo
NepcMcTMpoBaTb B OpraHM3Me XXeHLWMWHbl, He Bbi3biBas PLLM, noatoMy ogHOro mHMUMpoBaHUS
anuTenmasnbHbiX KNeTok BIMNY He OCTaTOYHO ANS pa3BUTUS pakoBOro nepepoxaeHns. Bo3aMoXHO
ANNTeNbHOe, B TeYeHMe AeCATUNETUI, NaTeHTHOe TedeHne NanuaaoMaBnpycHon nHgekumn, 6e3
KIIMHUYECKNX NpOSIBNEHWUIA, XapakTepusylouweeca 6eccuMnToMHbIM — BMY-HOCMTENbCTBOM,
BblsIB/ISEMOE TO/IbKO C MOMOLLbIO MOsIeKynspHO-bunonornyecknx metoaos. B sospacte ao 30 ner,
B 80% cny4yaeB BUPYC MOXET CaMOMPOU3BOJSIbHO 3/IMMWHUPOBATbLCH M3 OpraHM3Ma B TeuyeHue
24 MecsiueB U He UMETb KIMHMYEecKoro 3HadveHus. lMocne 35 netr BMY nepcuctupyet 6onee
npoao/kuTenbHoe BpeMs. CKOpoCTb anmMmHaumm BIN1Y 3aBUCUT OT MMMYHOPEAKTUBHOCTU KNETOK
opraHusaMa xo3sinmHa. Takumm o6pa3oMm, BbisiBneHne BMY MoxeT aBnATbCA (aKTOpPOM pucKa
pa3BUTMS HeonnacTMyeckonm TpaHcdopmauum B byaywem, a MoxXeT 6biITb MapKepoM BbICOKOM

BEPOSATHOCTU HanM4uns HeonsacTmdeckon TpaHchopmaummn B AaHHbIA MOMeHT [2; 4; 9].
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OnarHos PLUM yctaHaBnmMBaeTcs Ha OCHOBaHMM CneundUYHbIX USMEHEHUIN B KNIETOYHbIX
CTPYKTYpaX, BbISIBEHHbIX LUTOMOrMYeCKMM MetoaoM. OAHaKo no pagy O6beKTUBHbIX MPUYMH
(BbICOK@si CTOMMOCTb, HexBaTKa Bpayen-umtonoros B PO n gp.) Meton He MOXET 6biTb LLUMPOKO
BHeAPEH B PYTUHHYIO nNpakTuky. [M0O3TOMYy uMuTOMOrMyeckoe uccnenoBaHue uenecoobpasHo
MCNoab30BaTb B KayecTBe MNOATBepXaawowero Tecta nNpu MNpoBeAEeHUUM CKPUHUHra C
MCNoSIb30BaHWEM MOJIEKYNSAPHO-reHeTUYeCcKnx Mmetoaos, B T. 4. NLUP. BeiasneHue BIMNY c noMoLubio
meToAaa lNLIP no3BonseT 0THECTU BUPYC-MO3UTUBHbIX XXEHLLWH K Fpynrne BbICOKOr0 pucka pa3smuTtus
Heonslasun. TakuMe NAUMEHTKM HYXAalTcs B uuTonormdyeckoMm obcnegosaHum pns Bbibopa
TaKTUKW pJanbHenwero HabnwageHus 1, npu HeobxoamMocTu, nedeHus. BlMY-oTpuuaTenbHbie
nauMeHTKM MOryT He noaBepratbCs UMTONOMMYECKOMY CKPUHMUHIY, T.e. TMpUMEeHeHue
MOJIEKYNAPHO-TEHETUYECKNX MEeTOAOB MWCCNefOBaHMS MNO3BONAET 3aMeHUTb MONYASUMOHHbIN
LUNTONOMMYECKUA CKPUHWUHI Ha CKPUHUHI B rpynne pucka. Bo nsbexaHne rmnepanarHocTmku u
nonvnparMasum  CKPUHUHIOBbIE  UCCNeAoBaHWA C  WUCMNO/b30OBAaHMEM  MONIEKY/ISAPHO-
reHeTMY4eCKnx MeToAoB [AOJIKHbl HaunmHaTbcsa ¢ 30-neTHero Bo3pacta W MPOBOAUTLCHA C
MHTepBanoM B 5 net [2; 6; 8].

Y MyxuuH BMY-nHpekumna MoXeET Bbi3biBaTb HapylleHMe nokasaTtenen noaBMXHOCTU U
dparmeHTaumio OHK B cnepmatosompmax [10]. B 2016 roay 6bina onybnvkoBaHa HoBas
knaccudukauma BO3 paka nonosoro udjaeHa. B atonm knaccudukaumMm MNNOCKOKIETOYHbIE
KapLUMHOMbI MOJIOBOr0 YseHa NoApa3AensitoTCs Ha OMnyxoJu, CBsA3aHHble U He cBs3aHHble ¢ BMY
[11]. FeHoTMNbI BbICOKOro pucka, Takume kak 16, 18, 31, 33, 45, 52 u 58, cpeau npouero,
NPeNMyLLECTBEHHO WHMOUUMPYIOT YYacTKM CAM3UCTON 060N0YKM M CBSI3aHbl C pa3BUTUEM
HEKOTOpbIX BWAOB paka MO/OBOro 4YfeHa WM aHanbHOro KaHana y MyX4umH [12]. Mo AaHHbIM
MeTaaHanusa u3 4199 cnydyaeB paka MOSIOBOrO 4sieHa OKOJI0 MOJSIOBUHbI ciy4daeB 6biin CBA3aHbI C
BMY-mHdbekumen [13] n BMNY-TectnpoBaHme n akcnpeccum plé nMMerT NPOrHOCTUYECKOe 3HaYeHne B
HEKOTOPpbIX ciy4aax, BMNY-accoummpoBaHHOro paka y My>uunH [14].

Mpucytctene Bupyca BIMY B cnepMe HabniogaeTcs y MyX4YmH C BOCMaauTeSbHbIMU
3aboneBaHmnaMM npeacrtaTenibHoM xenesbl [15]. Takxke nokasaHa ponb BMY-uHdekumn B
pa3BUTMK paka npeacratenbHon xenesbl [16,17,18]. O6bHapyxeHune y MyxumH BMY-16 ciyxuTt
MapKepOM MOBbILLEHHOIO pUCcKa pa3BuTUSA 3Toro emaa paka [18].

Bupyc nanunnombl 4enoBeka Takxe MoxeT O6HapyXxuBaTtbCa B Moye npu
BOCManuTenbHbIX 3abosieBaHUSAX MOYENOSIOBOWM CUCTEMbl Y XEHWMH M MyxXuuH [19,20], npwu

OHKOMAaTo/IONMMN WENKM MAaTKM Y XEeHLWKNH [21] 1 pake npeactaTenbHON Xenesbl y My>Xx4dnH [19].
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1 HA3HAYEHMUE

1.1 HacTosllas WHCTpyKUMSA pacnpocTpaHseTcs Ha Habop peareHTOB ANnS BbISIBJIEHUS,
TUNUPOBAHUSA U KOJIMYECTBEHHOrO OMpeaeneHus BUpyca nanusioMbl 4yesioBeka MeToaom [LP

(HPV KBAHT), nanee no TeKkcTy — Habop peareHToB.

1.2 Habop peareHTOB npegHasHayeH A1 BbiiBAEHUS, TUNWPOBAHUA U KOSMYECTBEHHOrO
onpepenexHnsa AHK Bupyca nanunnombel Yyenoseka 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 (COCKObbI
aNUTENManbHbIX KIETOK, CEeKpeT MpoCTaTbl, 38KYAST, Mo4da, 6buonTtaT) MeTo4AOM MOoNMMepasHoMm

LenHoON peakuun c aeTekumen pe3ynbTaToB B peXxuMe peasibHoro BpeMeEH!.

1.3 QOyHKLUMOHaNbHOE Ha3Ha4YeHne MeguUMHCKOro usgenua: Msgenue npeaHasHayeHo ans
AMNArHoCTukuy in vitro (BbIsIBNEHUS, TUNMPOBAHUS U KOMYECTBEHHOro onpeaenenmsa OHK Bupyca
nanwnnomel yenoseka HPV 6, 11, 16, 18, 26, 31, 33, 35, 39, 44, 45, 51, 52, 53, 56, 58, 59, 66,

68, 73, 82 B buonornyeckom mMatepuane 4yenoseka).

1.4 MokasaHms K NpoBeAeHUD wuccnegoBaHusa: npodunakTtmdeckmum  BIMY-CKpUHUMHE
npeapaka v paka WeNKM MaTKu, AMCHAHCEPHbIA MOHUTOPUHI NauueHToB C BMY-nHdpekunen,
AnarHoctuka BlMY-uHdekumMm npm OHKONATONOMMM  LUEWKM  MaTKW, MOJIOBOr0  YNEHa,
npeacrtatenbHOM »>enesbl, aHyca, ropTaHu, BOCManuTesbHbIX 3aboneBaHMAX MOYENosI0BOM

CUCTEMbI Y XEHLWWH N MYXUYUNH.

1.5 MpnMeHeHune MeANLMHCKOIro n3apenna HE 3aBUCUT oT nonynaunoHHbIX n

LI,EMOFpaCbM‘-IeCKMX aCneKToB. npOTMBOI'IOKa3aHl/Il71 K NMPUMEHEHUNIO HET.

1.6 Ha6op MOXeT OblTb WCNONb30BaH B  KJMHUKO-AMArHOCTUYECKUX na60paTopM;|x

MeANLUNHCKUX y‘—IDE)K,D,EHVIﬁ n Hay‘—IHO-VICCﬂeLI,OBaTeJ'IbCKOﬁ NMPakKTUKe.

1.7 [MoTeHUManbHbLIE MOMb30BATENN: KBaﬂM(bVIU,MpOBaHHbIM nepcoHan, O6yLIeHHbIl\;I METoAaM

MOﬂeKynﬂpHOVI ANarHoCTnKmM m npaswuiam pa6OTbI B KJIMHMKO-ANArHOCTUYECKOM na6opaTopV|V|.

1.8 MpUMeHATb HAabop peareHToB CTPOro Mo Ha3HAUEHUI0 COrflacHO AAHHOW MHCTPYKLUUM MO

NMPUMEHEHMUIO.
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2 XAPAKTEPUCTUKA HABOPA

Habop peareHTOB BbiNycKaeTcs B C/IeAYHOLWMX BapnaHTaxX UCMOSHEHUS U (hacoBKM:
— HPV kBaHT-21, dpacoBka S;

— HPV kBaHT-21, dpacoBka A;
— HPV kBaHT-15, dacoBka S;
— HPV kBaHT-4, pacoBka S.

BapuaHTbl WCMOMIHEHMS Pa3NNMYalOTCs KOIMYECTBOM MokasaTesiel onpeaensieMblX
HabopoM peareHTOB:
e HPV kBaHT-21 -

onpepenennsa AHK Bupyca nanunnomoel Yenoseka HPV 6, 11, 16, 18, 26, 31, 33, 35, 39, 44,
45, 51, 52, 53, 56, 58, 59, 66, 68, 73, 82 reHOTUNOB;

e HPV kBaHT-15 -

npeaHasHa4deH Ansa BbldBNEHUA, TUNMpPOBaHMA W KOJIMYECTBEHHOIO

npeagHasHa4deH Aand BbidBJ1EHUA, rpynnoBoro TUNNPOBaHUA n

KonunyectBeHHoro onpeaenenmna OHK Bupyca nanunnomsel yenoseka HPV 6, 11, 16, 18, 31,

33, 35, 39, 45, 51, 52, 56, 58, 59, 68 reHoTnnos;

e HPV kBaHT-4 -

npeaHasHaveH

Ana  BblABJIEHUA,

TUNMNPOBaHUA

KOJTIM4YeCTBEHHOTO

onpegeneHus AHK Bupyca nanunnombel Yenoseka HPV 6, 11, 16, 18 reHOTUNOB.

2.1
2.1.1

CoctaB Habopa
HPV kBaHT-21

R1-P317-XA/4, dacoBka A

. Konuyectso HoMWHanbHbIN
HavmeHoBaHMe KOMMNOHEHTOB BHewHun Bnpa, ..
npobmpok 06bEM KOMMOHEHTa
Cmecun ans amnandukaumm Mpo3payHas ronybas nnm 2 cTpuna 10 120 MK
Ctpum CBET/1I0-p0O30Bast XUAKOCTb no 8 npobupok
Mpo3payHasa 6ecuBeTHas
MNUP-6ydep Ctpum-K 2 npobupkun no 600 mkn
LIP-6ydep Ctp KUAKOCTb P P
Mpo3payHas 6ecuBeTHas
MonumMepasa TexHoTaqg MAX posp H 2 npobupku no 60 mMkn
BSA3Kas XXWAKOCTb
Mpo3payHas 6ecuseTHas
Bydep ang passeneHmna AHK 4 npobupku no 1,0 mn
ydep ansa passes A AAKOCTD pobup /
MonoXnTenbHbIA KOHTPOJIbHbLIN | Mpo3payvHan 6ecuBeTHas
P po3p 4 2 npobupku no 100 mkn
obpaszey XXNAKOCTb
Ctpunbl no 8 npobupok 10 wr.

R1-P317-S3/5, dbacoBka S

. Konuyectso HoMunHanbHbIN
HanMeHoBaHMe KOMMNOHEHTOB BHewHWn Bna .
npo6mpok 06bEM KOMMOHEHTA
Mpo3payHasa 6ecuseTHas uam
Cmecu ans aMmnandukaumm, posp 24 cTtpuna
rony6ast XXnmakocTtb, noa no 20 mMkn
3anevyaTaHHble napaguHOM no 8 npobupok
BOCKOO6pasHbIM 6enbiM cnoem
PactBop Tag-nonnmepassl Mpo3payHas 6ecuseTHas
ptaq P posp 4 npobupku rno 500 mMkn
MAX XUAOKOCTb
Mpo3payHas 6ecuseTHas
MunHepanbHoe Macno BsI3Kas MacnsHucras 4 npobupku rno 1,0 mn
XNAKOCTb
MonoxunTenbHbl Mpo3payHas 6ecuseTHas
N posp 4 1 npobupka 160 mkn
KOHTPO/bHbIN 0bpaseL XUAKOCTb
KpbIlWKK Ana cTpunos 24 wr.
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2.1.2 HPV kBaHT-15

PUMEHEHUNI0

| 175-9 ot 06 aBrycra 2024 ropa

) AHK-TEXHONOrnA

R1-P316-S3/4, dacoBka S

. Konuyectso HOMWHanbHbIN
HavmeHoBaHMe KOMMOHEHTOB BHewHun Bug N
npobmpok 06bEM KOMMOHEHTA
Mpo3payHas b6ecuseTHaa uam
Cmecu ansa amnandukaumm, po3p 4 24 cTpuna
rony6ast XXnakocTtb, noa rno 20 mMkn
3arne4yaTaHHble napauHoOM rno 8 npobupok
BOCKOOb6pa3HbIM 6e/biM cnoem
Pacteop Tag-nonnmepassbl Mpo3payHasa 6ecuseTHas
ptaq P posp 4 npobupku rno 500 mMkn
MAX XNAKOCTb
Mpo3payHasa 6ecuseTHas
MunHepanbHoe Macno Bsi3Kasg MacnsHucras 4 npobupku rno 1,0 mn
XKNAKOCTb
MonoXxnTtenbHbI Mpo3payHasa 6ecuBeTHas
N po3p 1 npobupka 160 mMkn
KOHTPOJIbHbIN 06pa3seL, XXUAKOCTb
KpbIWwKK ansg cTpunos 24 wWr.
2.1.3 HPV kBaHT-4
R1-P315-S3/4, cbacoBka S
HoMunHanbHbIN
. Konnuectso .
HanmeHoBaHMe KOMMNOHEHTOB BHewHnn Bng 06BbEM
npo6upok
KOMMOHEHTa
Cmechb ana amnamdurkaunm Mpo3payHas ronybas
6 cTpunos
HPV 6, 11, 3aneyataHHas XUAKOCTb, noa no 20 mMkn
rno 8 npobupok
napagpuHoM BOCKOOb6pa3HbIM 6enbiM cnoem
Mpo3payHas 6ecuBeTHas
Cmecb ana amnamdurkaumnm xz,quz)CTb oz 4 6 CTOUNOB
HPV 16, 18, 3aneyaTtaHHas ! P no 20 MKn
BOCKOO6pa3HbIM ronybbiM rno 8 npobupok
napaguHom
cnoem
Cmecbk ana amnamdurkaunm Mpo3payHas 6ecuseTHas 6 CTOUMOB
KBM, 3ane4daTtaHHas XNAKOCTb, Mo P no 20 Mkn
rno 8 npobupok
napaguHoM BOCKOOb6pa3HbIM 6ebiM cnoem
Mpo3payHas 6ecuBeTHas
PactBop Tag-nonnmepassl posp 3 npobupku no 500 mkn
XKNAKOCTb
Mpo3payHas 6ecuBeTHas
MunHepanbHoe Macno BA3Kag MacnsaHucras 3 npobupkun no 1,0 mn
XKNAKOCTb
MonoXxnTtenbHbIn Mpo3payHasa 6ecuBeTHas
o po3p 1 npobupka 160 mkn
KOHTPOJIbHbIN 06pa3sew, XKNAKOCTb
KpbIWwKK ang cTpunos 18 wr.

2.2

Yncno aHanusmpyembix Npob 6MonorMyeckoro MaTepmana

Habop peareHTOB npefHa3Ha4veH Ans 0AHOPa3oBOro NMPUMEHEHNSA N pacCcUnUTaH:

B (¢acoBke A, Ha

48 onpepeneHui,

BapuaHTe ncnonHeHns HPV kBaHT-21:

BKKO4as

OoTpnUaTENIbHbIX KOHTPOJIbHbIX OGpaBU,OB.

B dacoBke S, Ha

24 onpepeneHns, BK/OYas

OoTpnUaTENIbHbIX KOHTPOJIbHbIX OGpaBU,OB.

nccneaoBaHuA

nccnenoBaHuA

B BapumaHTte wucnonHenmss HPV kBaHT-15 (dacoBka S) Ha 48 onpegeneHun,

MONTOXUTENTbHbIX

MONTOXXUTENBbHbIX

BK/1lO4Yas

nccnenoBaHMA NONTOXKUTENIbHBIX U OTPpULLATENIbHBIX KOHTPOJIbHbIX O6pa3Ll,OB.

e B

BapnaHTe WCMNOJIHEHUA

HPV kBaHT-4 (dacoska S)

Ha 48 onpegenenni,

BK/1tO4as

nccnenoBaHMAa NoOJTOXKUTENIbHBIX U OTPpULLATENIbHBIX KOHTPOJIbHbLIX 06paBLI,OB.
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2.3 MpuHUMN gencTems

MeTopa: [lonumepasHas uenHas peakums C AeTekumen pe3ynbTaToB B pexunme
peanbHOro BPEMEHU; KAaUeCTBEHHDbINA U KOJIMYECTBEHHbLIA MYNbTUMIEKCHbIN aHauns3.

MpuHUMN MeTOoAa OCHOBAH Ha WCNOMb30BaHWM npouecca amnnmdukaumm OHK ¢
MOMOLLbIO MoSIMMepasHoli uenHolh peakumn (MUP). Mpouecc amnandukauum 3akaoyaeTcs B
NMOBTOPSAIOWMXCA UMKNax TemnepaTypHonm aeHatypauum [OHK, omxura npariMepos C
KOMMJIEMEHTAPHbIMM MOCNEA0BATENIbHOCTAMU M MNocaeaytowen AOCTPOMKe MONMHYKIEeOTUAHbIX
uenen ¢ aTUx nparimMepoB Tag-nosmMmepason.

Ona noBbIWEHUS 4YBCTBUTESIBHOCTM U CreuyMdUyHOCTM peakuum npeaycMoTpeHo
NMPUMEHEHNE «ropsiyero» craprta, KOTopbii obecneumBaeTcs Ansa craHgapTtHon dacoBku Habopa
peareHToB MeTOAMKOMN MPUroTOBNEHMS pPeaKUMOHHOM CMeCu, COCTOosILen W3 ABYX CJ0€B,
pasgeneHHbIX Npoc/onkon u3 napaduHa, 4ns aBToMaTM3anMpoBaHHoOM dhacoBku — moamdukaumen
nonmmepasbl TexHoTaq MAX. Mcnonb3yembli NOAXO4 WCKAKYAeT Hecneumdpuyecknin oTxKur
npanmepos Ha JHK-MuweHM Npn HavYanbHOM Nporpese Npobupku.

B cmecn pgna amnnndwukaumm sBegeHbl [OHK-30HAbI, Kaxabll M3 KOTOPbIX HECET
dNyopecueHTHYIO MeTKy W racutenb dnayopecueHunn. [lMpu obpasoBaHum cneyndrnyHOro
npoaykta [AOHK-30Ha paspywaertca, AenctBne racutenss Ha  QyopecueHTHYH  METKY
npekpawaeTcs, 4To BeAéT K BO3pacTaHUio YPOBHS dyopecueHUnmn, KOTOpbii UKCUpyeTcs
OETEKTUPYOWNMM aMmnnndmkaTopoM. Konnyectso paspylleHHbIX 30HA0B (@, cnegoBaTesibHO, U
ypoBeHb nyopecueHUMn) BoO3pacTaeT MpoNopuUuMOHaNbHO Koan4yectsy obpa3oBaBLunxcs
cneunduryeckmx aMnIMKoOHOB N U3MEPSETCS Ha KaXAoM LuKAe aMnandukauun.

B Habope, B coctaB cMeceh ans amnnudukaumm nobasneH BHYTPEHHUW KOHTPOSb,
npeaHasHaudeHHbI Ans oueHkM 3pheKTUBHOCTY NMPOTEKAHUS MOSIMMEPAa3HOM LeNHOM peakunm.

OgHa wn3 cMmeceit npegHasHadeHa ansa amnaudukaumm reHomHon [OHK denoseka u
NCNOAb3YETCA ANS KOHTPOAS B3ATUS KJIMHMYECKOro Matepuana M HOPMMPOBaAHMSA KONM4ecTBa
OHK HPV Ha Konn4yecTBO KNETOK 4YyenoBeka B AaHHOM obpasue.

B coctaB [AHK-30HAOB, MCMONb3ylOWKMXCA ANS AeTeKuMu NpoAYKTOB amnandukaumm,
BKJIIOUEHbl diyopecueHTHble MeTkn Fam, Rox n Cy5. B cocras [HK-30HA40B, MCNOMb3YOLWMXCH
ONS  AeTekumnm  NpoAyKTOB  aMnamduKkaumm  BHYTpeHHero  KoHTponsa  (BK), BxoauTt
dbnyopecueHTHbIN kKpacutenb Hex (Tabnnua 1).

Ncnonb3oBaHue HecKoNbkuX GNyopecueHTHbIX KpacuTenen no3BONSET COKpaTUTb
KOSIMYEeCTBO MpoBbMPOK, MOCKONbKY MOSBASETCH BO3MOXHOCTb OAHOBPEMEHHO perncTpuvpoBaTtb
pe3ynbTaTbl pa3HbiX peakuuMin amnandukaunum, Npoxoaamx B ogHon npobupke.

B onpepeneHHble npobupkm Habopa B BapuaHTax wucnosHeHns HPV kBaHT-21 u
HPV kBaHT-15 pobaBneH onuroHykneotna ¢ @nayopecueHTHOM MeTKoM Rox - «Mapkep».
OH ncnonb3yetca npubopoM Kak MapKep onpeaeneHus NoJSIoXeHUs cTpuna B TepMmobnoke
aetektupyowero amnnudukaTtopa. [locne npoxoxaeHuss amnavdukaumm nporpaMMHoe
obecneueHne peTekTupylowero amnamdukatopa CpaBHMBAeT 3ajaHHOe  OnepaTopoM
pacnonoXxeHne Npobupok C peasnbHbIM NOJSIOXEHNEM MapKepa, W, eCIN HaXOoAUT HecoBnaaeHue,

TO NpeaynpexaaeT ornepatopa 06 3TOM HECOOTBETCTBUM.
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NccnepoBaHue ¢ ucnosb3oBaHMeM Habopa peareHTtoB HPV KBAHT cocTtouT 13 sTanos
BblaeneHnsa AHK (npobonoarotoBka) n nposeaeHuns MNLP B pexunme peanbHOro BpeMeHu.

Ons nposeaeHnsa MMUP c peTekumen pesynbTaTOB B peXWME peanbHOro BpEeMEHWU
NCNONb3YyT AeTekTupylowme amnnmoukatopbl (000 «HMO AHK-TexHonorus»): OTnant?,

ATnpaim? n AT-96 co crneumanbHbiM NPOrpaMMHbIM o6ecrneyeHmeM.

Ta6bnuua 1 - MNepeyeHb nokasaTesen, BbiIBASEMbIX HABOPOM, KaHasbl AETEKLMUN NPOAYKTOB

aMI'IJ'IVI(bVIKaU,VIVI M UBETOBAaA KoOAMNPOBKa

HPV kBaHT-21

N? npobupku KaHanbl AeTexkunu LiseT cmeck /
B CTpune Fam Hex Rox Cy5 napaguHa*

1 HPV 31 BK HPV 35 HPV 16 Fony6oi / benbin
2 HPV 52 BK HPV 33 HPV 68
3 HPV 45 BK HPV 82 HPV 51
4 HPV 6 BK HPV 44 HPV 11 BecuUBETHbIN 1K
5 HPV 18 BK HPV 39 HPV 58 CBET/I0-PO30BbIN**/
6 HPV 66 BK HPV 26 HPV 53 Benein
7 HPV 59 BK HPV 56 HPV 73
8 KBM BK Mapkep OTCYTCTBYET

* — napaduH NpUCYTCTBYET TO/IbKO B NpobupKax Cco CMecbto AN aMmnnmdunkaumm dacoskm S
** — nnga Habopos B pacoBke A

HPV kBaHT-15

N2 npobupku KaHanb! aetexkumnm LiseT cmecu /
B CTpune Fam Hex Rox Cy5 napadwuHa
HPV 16, 31, o o
1,5 33, 35, 52, 58 BK OTCYTCTBYET HPV 56 Fony6oin / benbin
HPV 1
2,6 45 85’939’ BK OTCYyTCTBYET HPV 6, 11
! BecuBeTHbIN /
3,7 HPV 51 BK Mapkep HPV 68 Benbiit
4,8 KBM BK OTCYTCTBYET OTCYTCTBYET
HPV kBaHT-4
Cwmecb ans KaHanel AeTekumnu LiBeT cmecun /
aMmnnndukaunm Fam Hex Rox Cy5 napaduHa
HPV 6,11 HPV 6 BK OTCYTCTBYET HPV 11 Fony6oi / benbit
5 "
HPV 16,18 HPV 18 BK oTCyTCTBYET HPV 16 ecusetHbln /
Fony6oi
BecuBeTHbIV /
KBM KBM BK OTCYTCTBYET OTCYTCTBYET Benbiii
2.4 Bpemsa npoBeaeHuns aHanmsa (c y4étom npobonoarotoBkun) — ot 2,5 yacos.

1 - Tonbko Moaenun 4S1; 4S2; 551; 552; 6S1; 6S2
2 - Tonbko Moaenu 4M1; 4M3; 4M6; 5M1; 5M3; 5M6; 6M1; 6M3; 6M6

12
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3 AHAJTUTUYECKME XAPAKTEPUCTUKUN HABOPA

3.1 AHanunTtuyeckas cneunduyHoCcTb aHanmsa

B obpasuax nccnegyeMoro Mmatepuana, cogepxawmx AHK Bbissnsgemoro reHotuna HPV,
BO BpeMsa npoBedeHMs aMmnandukauum nporpaMMmHoe obecrnevyeHune AeTekTUpyloLwero
amnnmdukaTopa GUKCUPYeET MONOXUTENbHbIE pe3ynbTaTbl ANA crneumduyecknx nNpoayKToB Mo
3asB/IEHHbIM KaHanaMm AeTekunu.

B obpasuax uccnegyeMoro matepuana, He cogepxawmx OHK BbisBnsieMoro reHotuna
HPV, npu npoBegeHmn amnandukauum nporpaMMmHoe obecneveHve p[eTeKTUpYyLWeEro
amnnmdukaTopa GUKCMPYET OTpuuaTesbHble pe3ynbTaTbl ANa chneunduyeckux NpoayKToB Mo
3asB/IeHHbIM KaHanam ageTekunu.

B obpasuax wuccnegyemoro martepuasna, B KOTOPOM MpUCYTCTBYET reHoMmHasa [HK
yenoseka, Npu nNpoBeAeHMM amnnmdukaumm nporpaMMHoe obecneveHune aeTekTUpYHoLero
amnndmkaTopa GUKCUPYET NONOXUTENbHbIA pe3ynbTaT B COOTBETCTBYOLWEN npobupke.

B o6pasuax 6uonormyeckoro martepuana, B KOTOPOM OTCYTCTByeT reHomHas [OHK
yenoseka, Npu nNpoBeAeHMUM amnnmdukaumm nporpaMMHoe obecrneveHune aeTekTUpYHoLLEero
amnnmdunkaTopa GUKCUPYET OTpMLATESNbHbLIA pe3ynbTaT B COOTBETCTBYHOLWEN Npobupke.

Moka3aHo OTCYTCTBME Hecneumdmnuecknx rnooXnTenbHbIX pe3ysbTaToB aMnandukauum
npu Hanuuum B obpasue AOHK cneaywowmx 6aktepuii n Bupycos: Ureaplasma urealyticum,
Ureaplasma parvum, Gardnerella vaginalis, Mycoplasma genitalium, Mycoplasma hominis,
Chlamydia trachomatis, Candida albicans, Streptococcus spp., Staphylococcus spp.,
Lactobacillus spp., EBV, HHV6, HHV8, HSV1, HSV2, VZV.

3.2 Mpenen obHapyxeHus

Mpepen o6HapyxeHna pna redHotunoB HPV  coctasnger 5 konuin  OHK  Ha
aMnnMouKauuoHHyto npobupky (103 konuii/mMn npenapata [AHK). [lMpeaen o6HapyXeHus
yCTaHOBNEH MNyTeM aHanM3a CEepUHbIX pa3BeaeHuin nabopaTopHbIX KOHTPO/bHbIX 06pa3uoB
(JTIKO).

Mpepnen  obHapyXxeHusa  3aBucMT OT Buaa  buomaTtepuwana, MCNOSb3yeMOro
kKoMmnnekTta/Habopa peareHToB Ans BbigeneHna AHK n koHeyHoro o6béma antoumn (passeneHums)
BblaeneHHon QHK.

Mpumep: Mpeaen obHapyxeHus ana Habopa coctaBnset 600 konuii/obpasey Npu BblAeNEHUN
OHK n3 obpasua komnnektamu/Habopamu MPOBA-HK-MOC, MPOBA-IC-MnjOC, MPOBA-MY

(06bém antoumm 300 Mk).

3.3 JnarHoctuyeckne xapakTepucTmuku
KonunyectBo obpasuos (n) - 191;
JnarHocTtmnyeckas 4yBCTBUTENbLHOCTb cocTtasnseT (95% AN) - 99,3% (96,7-100%);

OnarHocTtuyeckas cneumduyHocTb coctasnseT (95% AN) - 99,9% (99,8-99,9%).
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4 MEPbI MPEAOCTOPOXXHOCTH

Opranusauma pabotbl [LP-nabopatopuu, obopynoBaHue u MaTepuanbl LOSKHbI
cooTBeTcTBOBaTb TpeboBaHmam MOCT P 52905-2007, meTogmuyeckux ykasanui MY 1.3.2569-09
«OpraHunzauunsa paboTbl nabopaTopuii, UCNOABL3YKOLWNX MeToAbl aMnaMduKaumm HYKIEMHOBbIX
KucnoT, npu paboTte ¢ MaTepmanoM, CoaepXxawmM MMKpoopraHnsmel I-IV rpynn naToreHHOCTU»,
c cobnopgeHnem CanluH 3.3686-21 «CaHuTapHo-anuaemuonormdeckme TpeboBaHma o
npodunakTnke MHPEKUMOHHbIX 6onesHen».

Nccnepyemble o6pa3ubl pacCMaTpUBAOTCA KakK MoTeHLMa ibHO-0NacHbIE.

K pabote c HabopoMm peareHTOB AOMYyCKAaeTCs TO/IbKO MepcoHas, obyyeHHbIn MeToaam
MOJIEKYISIPHON ANArHOCTUKU M NpaBuiaM paboTbl B KIIMHUKO-AMArHoOCTU4eckon nabopatopum.

Mpn pabote c Habopom cneayer HageBaTb OAHOpPa30Bbie MepyaTkm 6e3 Tanbka
(HeonyApeHHbIE).

Ncnonb3oBaTb TO/IbKO HOBblE HAKOHEYHUKN N NPOBUPKM.

MpuroToBneHMe peakuMoOHHOM cMeckn cneayet nposoantb B lMNMLP-60okcax.

Otan MNUP B peanbHOM BpeMeHW cneayer MNpoBOAWTb B MOMELEHUN, CHabXEeHHOM
KOMMJIEKTaMN MONyaBTOMATUYECKMX WM aBTOMATMYECKMX [03aTOpPOB, XasaTtaMu W MNpoYnMU
NPUHAAEXHOCTAMM.

Bce nabopaTtopHoe obopyaoBaHMe, B TOM 4ucne A03aTopbl, WTaTuBbl, NabopaTopHas
nocyaa, xanatbl, rofloBHble yb6opbl 1 Mp., @ TakXe pacTBOpPbl peareHToB AO0J1XXHbl 6bITb CTPOro
CTauMOHapHbIMK. 3anpeLlaeTcs ux nepemMeLlleHmne 3 o4HOro NoMeLweHns B Apyroe.

[lo3aTopbl AOMKHbI BbITb COOTBETCTBYHOLWMM 06pa3oM noBepeHbl (B aKKpeaUTOBaHHbIX
nabopaTtopuax) n NpoMapKMpoOBaHbl.

MoBepxHOCTM paboumx CTONOB, a TaKXe MOMelleHWniA, B KoTopbix nposoawntcsa MLP,
cnepyet obsasatenbHo, A0 M nocne nposedeHuss paboT, obnyyatb 6HakTepuunaHbIMU
obnyyatensmu B TedyeHne 30 MUHYT.

Ncnonb3oBaHHble 04HOpPa30Bble NpUHAAMEXHOCTU (NPOBUPKN, HAKOHEYHMKWN) AOSXKHbI

cbpacbiBaTbCs B cneumasnbHbIl KOHTEnHep.

BHUMAHME! Ygpanatb otxoabl ¢ npoayktamu [P Heob6xoanMMo TONbKO B 3aKpbITOM BUAE.

He ponyckaeTcs oTKpbIBaTb NPO6GUPKKN Mocse aMnandukaumm.

Bce noBepxHocTM B nabopatopumn (paboume crtonbl, wTtatuebl, obopyaoBaHne n 4p.)
eXeQHEBHO nogBeprawT BAaxHonm ybopke C MpuUMEHEeHUEM Ae3UHPUUMPYIOLWNX/MOKLWNX
CpeAcTB, periaMeHTMPOBaHHbIX CaHUTapPHbIMK nNpasuiaamm n Hopmamu CaHlnH 3.3686-21.

Mpn wncnonb3oBaHMM Habopa peareHTOB B KIMHWUKO-AMArHoctnyeckon nabopatopum
obpa3sylTcsa oTxoabl Knacca B, kKoTopble YyTUAM3UPYIOTCS B COOTBETCTBMW C TpeboBaHUSMMK
CaHllunH 2.1.3684-21 «CaHuTapHo-anuaeMuonormyeckme  TpeboBaHus K  coAaepXaHuio
TEPPUTOPUNA TOPOACKUX U CENbCKUX MNOCENEeHUr, K BOAHbIM 06bekTaM, MUTbLEBOW BOAE WU
NMMTbEBOMY BOAOCHabGXeHU, aTMochepHOMY BO34yXy, MOYBaAM, XWAbIM MOMELLEHMNSAM,
aKcnnyaTtauMn npou3BOACTBEHHbIX, 06LECTBEHHbIX MOMELLEHWNI, OpraHuM3aumm M NpoBeaeHUo

CaHUTapPHO-NPOTUBO3NMAEMUYECKMX (NPODUNAKTUUECKNX) MEPOMNPUSTUI».
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OnacHble KOMMNOHEHTbI B Ha6ope peareHToB

) AHK-TEXHONOrnA

KoMmnoHeHT Habopa

BapuaHT ncnosnHeHus

HPV kBaHT-21

HPV kBaHT-15

HPV kBaHT-4

®dacoBka A

Cmecun ans amnandukaumm Ctpum

HeT onacHbIX
BELLeCcTB

MUP-6ydep Ctpum-K

HeT onacHbIX
BELLECTB

Monnmepasa TexHoTaq MAX

HeT onacHbIX
BELLECTB

Bydep ana passeageHus AHK

HeT onacHbIX
BELLECTB

MONOXUTENBbHBIA KOHTPOJIbHbLIN
obpaszey

A3up HaTpua
MmeHee 0,1%

dacoBka S

Cmecn ans amnandgukaumm,
3aneyaTaHHble napaguHoOM

HeT onacHbIx
BELLECTB

HeT onacHbIx
BELLECTB

Cmecb ana amnamdurkaunm
HPV 6, 11, 3aneyataHHas napaduHoM

HeT onacHbIX
BELLECTB

Cmecbk ana amnamdurkaunm
HPV 16, 18, 3aneyaTaHHas
napagpvHoM

HeT onacHbIX
BELLECTB

Cmecb ana amnamndukaunm KBM,
3aneyvyaTtaHHas napaguHoM

HeT onacHbIX
BELLECTB

Pacteop Tag-nonumepasbsl MAX

HeT onacHbIx
BELLECTB

HeT onacHbIx
BELLECTB

Pacteop Tag-nonnmepassbl

HeT onacHbIX

BELLECTB
HeT onacHbIX HeT onacHbIX HeT onacHbIX
MuHepanbHoe mMacno
BELLECTB BELLECTB BELLECTB

MonoXnTenbHbI KOHTPOJIbHbIN
obpaszey

A3unp HaTpusa
meHee 0,1%

A3unp HaTpusa
MmeHee 0,1%

A3unpa HaTpus
meHee 0,1%

B coctaB Habopa BXOAST peareHTbl, KOTOpble COAEPXaT a3ug HATPUA — KOHCEPBAHT,
B KOHUeHTpauun MmeHee 0,1%, 4To aBnsieTcs 6e3onacHbIM 451t KOHEYHOro Mosib3oBaTenNs.

MpW MCMONb30BaHUM MO Ha3HAYEHUIO U COBMIOAEHNIO MEP MPEeaOCTOPOXHOCTU, KOHTAKT
C OpraHusMOM yenioBeka WCKAOYeH. [lpyM aBapuiiHbIX CUTyauMsix BO3MOXHO Cleaytoluee:
pasapaXkeHne KOXM W CAM3UCTOM 060M0UYKM Nla3 Yy UYYBCTBUTENbHbIX NUL, annepruyeckas
peakuus. Mpu KOHTaKTe MPOMbITb MOPaXXeHHOe MEecTO BOAOW M 06paTUTbCS 3a MeAMUMHCKOM
NMOMOLLbHO.

He ponyckaeTcs ucnonb3oBaTb HAabop peareHToB:
- NpW HapyLIEHWUW YCNOBUIA TPAHCMOPTUPOBAHUSA U XPaHEHWUS ;
- npu HECOOTBETCTBUWM BHELLUHErO BUAA peareHTOB, YKaszaHHOro B nacnopTe K Habopy;
- NpW HapyLUEHUN BHYTPEHHE YyNakoBKM KOMMOHEHTOB Habopa;

- no ncre4yeHmnm Ccpoka roaHocCTHu.

MpuMmeyaHne - Habop peareHTOB He COQEPIKUT MaTeEpPUasoB 6MOSIOMMUYECKOro MPOUCXOXAEHUS,
BELWECTB B KOHLUEHTpauusx, 06/afaoWwmx KaHLUEpOoreHHbIM, MyTareHHbIM AeNCTBUEM, @ TaKXKe BUSIOLNX
Ha penpoayKTUBHYH GYHKUMIO 4YenoBeka. [Mpyv UCMOAb30BaHMM MO Ha3HA4YeHUO M Ccob6NOAEeHUU Mep

NpeaoCTOPOXXHOCTM ABNAETCA 6€30MNacHbIM.
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5 OBOPYAOBAHUE U MATEPUAJDbI

Mpwn pabote c HabopoMm peareHToB HPV KBAHT TpebyeTtcsa cneaytouwee obopyaosaHue,

peareHTbl U pacxXogHbl€ MaTeEpPUalibl:

BapunaHT chbacoBku

O6opyaoBaHUue, peareHTbl U pacxoAHble MaTepuabl

S A
MLP-6okc Aa ha
aMnanduKkaTop AeTEKTUPYOLWWN aa aa
Ao3upytollee ycTponctso ATcTpum HeT ha
repmeTusMpytoLlee ycTtpomcTso ATnak HeT Aa
XONOAUNBHUK UMK XONoAuNbHasA Kamepa ha na
MOpOo3ubHas Kamepa HeT na
MUKpPOLIEHTPUdYra-BopTeKC ha na
ueHTpudyra ana mukponnaHwert MNUP 384 nyHknu HeT na

[03aTOpbl MEXAHUYECKNE UKW D1EKTPOHHbIE NepeMeHHOoro o6béma
OAHOKaHanbHble, No3Bonisgowme otbupaTb 06bEMBI Xnakoctm ot 2,0 ago 20 Mkn, aa HeT
ot 10 go 100 mkn

[03aTopbl MEXAHUYECKNE UN S1EKTPOHHbIE NEPEMEHHOI0 06bEMa
OAHOKaHanbHble, No3sonsowme oténupaTte 06bEMbI Xxunakoctn ot 20 go 200 mkn
OAHOpPa30Bble HAKOHEYHUKN C DUNLTPOM AN NoyaBTOMaTU4YeCKMX A403aTOpPOB,
cBoboaHble oT PHKa3 n 1HKa3, o6bémom ot 1,0 go 20 mkn, ot 1,0 ago 200 mkn, aa HeT
ot 100 go 1000 mMkn

0[HOPa30Bble HAaKOHEYHUKM C PUNLTPOM AN NoNyaBTOMAaTMYECKUX A03AaTOpPOB,

HET Aa

cBoboaHblie ot PHKa3 u AHKa3, o6bémom ot 1,0 go 200 mkn, ot 100 go na na
1000 mkn

MukponnaHwet MNP 384 nyHku HeT na
nonuMepHas TepMonaeHKka Ans 3anamsaHua Mmukponnadwert MNUP 384 nyHku HeT Aa
OAHOpa30Bble NepyaTkn MeanumHCKme, 6e3 Tanbka, TeEKCTYPUPOBaHHbIE aa aa
wTaTne «paboyee MecTo» A CTPUNOBaHHbLIX Npobupok 06bémom 0,2 Mn na na

€MKOCTb Ans c6poca MCNoMb30BaHHbIX HAKOHEUYHUKOB, NPO6MPOK U APYTrUx

a a
pacxoagHbIX MaTepunanos A A

MpnbopHoe obecneuermne
Ona nposegeHns TUP wcnonb3yT amnnumdukatopbl geTektupywowwue: OTnant,
OTnpanm, AT-96 (OO0 «HIMO AHK-TexHonorms»); Bepcust NpOrpaMMHOro ob6ecnedyeHns He HUXxe

7.3.5.84; dann c napameTpamm aHanmsa.
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6 AHAJTIUSNPYEMbIE OBPA3Lbl

6.1 MaTepuanbl An9 nccnenoBaHms

B kauvectBe 6uMonormyeckoro Martepuasa WCNOMb3YHT OMONOrMyecknii Martepuan
yenoBeKka: COCKObbl anuTennanbHbIX KNEeTOK, CeEKpeT NpoCTaThbl, 3sKyNsAT, Mo4va, buonTar.

Onsa nonydeHms KOppeKTHbIX pe3ynbTaToB MMeeT 3HadyeHuMe KauyecTBO B3ATMSA obpasua
6buomaTepuana Ans uccnenoBaHusl, €ro XpaHeHwe, TPaHCMOPTMPOBaHMe W npeaBapuTesibHas
obpaboTka.

MpunmeuaHune - B3gTne, npeaBapuTenbHyto 06paboTKky, XpaHeHME W MepeBO3Ky, nepeaavy
nccneayemMoro Matepuana B apyrune opraHmsaunm oCylwecTBiAOT COrnaCHO UHCTPYKTUBHO-METOANYECKUM

[IOKYMEHTaM, pErnaMeHTUpyoLWnNM BbINO/IHEHNE WUCCNEA0BaHU B COOTBETCTBUM C  TpeboBaHUAMU
MY 1.3.2569-09 n CaHlnH 3.3686-21.

UnTepdepupyrouine Bewecrsa

Hanunune wHrubutopos [MLP B o06pa3ue 6uonormyeckoro martepuana MoOXeT 6biTb
NPUYNHON COMHUTENbHbIX (HeonpeaenéHHbIX) pe3ynbTaToB. [pu3HakoM UHrnbuposaHusa MLP
ABNSETCA  OAHOBpPEMEHHOE  OTCYTCTBME  aMnanduKaumum  BHYTPEHHEro  KOHTpoNns MU
cneumduryeckoro npogykrta (cMm. nn.2.3, 9.5).

K wnHrubmutopam TMMLP, WCTOYHMKOM KOTOPbIX MOXeT aBNATbCA obpaseu AHK, no
pe3ynbTaTtaM aHanusa puckos wun nposeaeHns HWOKP oTHeceHbl cneaylowune BeLecTBa:
remornobuH, npucytcTBytowmin B obpasue AHK B pesynbTtaTe HEMNOMHOro ygaseHus B Xoae
BblgeneHnsa [OHK un3 o6pasua 6uomaTepmana coaepxalwero rnpuMecb KpOBM, a Takxe
M30MpoONWAIOBbIN CAUMPT WM MeTunaueTaTt, npucyTcTBytowme B obpasue [AHK B pesynbTaTte
HErnosIHOro yaaneHus nNpoMbIBOYHbLIX PacTBOPOB B XoAe npo6onoaroToBKY.

MakcuMManbHble  KOHUEeHTpauum wuHTepdepupylowmx BewecTB, MNpu  KOTOPbIX He
Habnoganocb BAMSHME Ha aMindukauuo n1abopaToOpHOro KOHTpPONAbHOro obpasua u
BHYTPEHHEro KOHTpOssa cocTtaBnstoT: remornobuH — 0,35 mr/mn obpasua AHK, nsonponuniosbin
cnmpT — 100 mkn/mn obpasua OHK, meTunauetat — 100 mkn/mn obpasua AHK.

Mpumecn, coaepxawmecs B obpasue 6uomaTtepmana, npakTUYECKU MNOSHOCTbIO
yaansoTcs B xoge sblgeneHns AHK. Onsa cHuxeHusa konundectsa nHrnbutopos lMNMLUP Heobxoammo
cobnogate npasuna B3ATUA buonormyeckoro Matepuana. lpuv noao3peHnn Ha Hanuuue B
ob6pa3sue 6onbworo kKonnyectesa MHrMbmTopos MNLP pekoMeHAayeTcsa BbiIGMpaTb METOAbI BblAEEeHNS
OHK, nossonswowme mMakcuManbHO yaanuTb MHrnbutopsl MUP 13 obpa3ua, He pekoMeHAyeTCs

MCNoNb30BaTb 3KCrpecc-metoabl BblaeneHna JHK.

6.2 B3aTne obpa3yoB cockob6oB anuTennasnbHbIX KIETOK

B3atne cockoboB npoBOANTCSH CTEPUSIbHbIM OAHOPA30BbIM 30HAOM B MJ1ACTUKOBbIE
npobmpkn o06bLEMOM 1,5 M C TpaHCNOPTHOM Cpeaon, NpeAHa3sHAa4YeHHOW npousBoauTeNneMm Ans
TPaHCNOPTUPOBaHMSA N XpaHeHns obpasuos 6mMonornyeckoro matepuana ana NUP-nccneposaHuii.
6.2.1 O6wwue TpeboBaHus

Ons nony4yeHnUs KOpPEeKTHbIX pe3ynbTaTtoB 6onblioe 3HauYeHne MMEeeT KayveCTBO B3ATUS

obpasua 6uomatepmana A9 UCCNefOBaHMA, ero XpaHeHue, TpaHCNopTMPOBKa U

npeasaputenbHas obpaboTka.
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6.2.2

6.2.3

6.2.4

6.2.5

6.2.6

6.2.7

Wccneposavne wMetogom TUP  oTHOCUTCA K npaAMbIM - MeToAaM nabopaTopHOro
nccnenoBaHus, No3ToMy B3sTMe 6MONOrMyeckoro matepmana Heob6xoaMMo NPoOBOANTL U3
MecTa flokanmsaumm nHpeKLMOHHOro npoLecca.

MaTepuan ons uccnenoBaHum

PeweHne o Bbibope MecTa B3ATUS MaTepuana ANs UCCIeAoBaHUS Ha Hanuune Bupyca

nanuanoMbl YyesioBekKa NMpUHMMaeT fevyawmii Bpady Ha OCHOBAHWUM COBOKYMHOCTM asob

rnauMeHTa U KIIMHNYECKO KapTUHbI.

XKeHWKHbl HakaHyHe o6cnefoBaHUS He AO/KHbI MPOBOANTL TyaneT MosioBbiX OPraHoB 1

CnpuHUeBaHue.

0na nonyyeHms o6beKTMBHOIO pe3ynbTata Heob6xoanmo, YTobbl nccneayembln MaTepuan

coaep)xan BO3MOXHO 6osibluee KOSIMYECTBO 3MUTENNANbHbIX KIETOK M MUHUManbHOE

KONMYeCcTBO CAU3M WU MpuMecu KpoBW. HenpaBwuiibHOE B3ATWE MOXET MpuMBeCcCTU K

HEBO3MOXXHOCTW MNOJIydeHUs AOCTOBEpHOro pesynbTata W, BCAeACTBME 3TOro,

HeobXxoanMMOCTM NOBTOPHOro B3aTUSA 6uomaTtepmana.

OcobeHHOCTU B34TUA MaTepuana U3 ypeTpsbl:

— C€OCkO06 BbINOSHAKT CTEPUIbHBIM OAHOPA30BbIM 30HAOM;

— nepes B3gTMeM 6uomaTepuana nauUMEHTY PpeKoMeHAYeTCs BO34epXaTbCa OT
MoYyencrnyckaHumsa B TeyeHue 1,5-2 yacos;

— HenocpeacTtBeHHO nepep B3aTneM 6mMoMatepunana Heob6xoammo ob6paboTaTe HapyxxHoe
OTBEpPCTME  ypeTpbl  TaAaMMOHOM,  KOTOpPbIA  MOXHO  CMOYMTb  CTEPWUSIbHbBIM
dU3N0NOrnyecknM pacTBopom;

- B ypeTpy 30H4 BBOAUTCA Ha rnybuHy 1,0-1,5cM, 3aTeM OCTOPOXHbIMU
BpalwlaTtenbHbIMU ABMXEHUAMU NPOABUIrAETCS K HAapy>KHOMY OTBEPCTUIO YPETPbI.

OcobeHHOCTN B3aTUA MaTepmasna M3 Bnaraamua

— MaTepuan foskeH 6biTb B3AT A0 NPOBEAEHUS MaHYyalbHOro NCCNeaoBaHus ;

— 3epKano nepes MaHUNyAsiUME MOXHO CMOYUTb ropsiyen BOAOWN, MNpPUMeHeHune
aHTUcenTnkoB Asa 06paboTkun 3epkana NPOTMBOMOKA3aHo;

— cockob 6epyT c 3agHebOKOBOro cBoAa Braraamia.

OcobeHHOCTN B3ATMSA MaTepuasa M3 BAaranmwa C UCMNosib30BaHMeM YCTpPOMUCTBa AN

camocTosATenbHOro 3abopa npob.

— B3gaTtne maTtepmana npoBoAsAT B COOTBETCTBUMWU C MHCTPYKLUMEN K YCTPONCTBY.

OcobeHHOCTU B39TUA MaTepuana M3 LepBUKaabHOro KaHana:

— nepej B3ATMEM MaTepuana Heob6xoAMMO yAanuTb BaTHbIM TaMMNOHOM CMM3b U 3aTeM
ob6paboTaTb LWeENKY MaTKNU CTEPUIbHBLIM (PU3NOMOrMYECKUM PacTBOPOM;

— 30HA BBOASIT B LiepBMKanbHbI KaHan Ha rnybuHy 0,5-1,5 cMm;

— TMpW U3BMEYEHMN 30HOAA HEOHXOANMMO UCKTOUMTDL €ro KacaHue CTEHOK Braranuuia.

OcobeHHOCTN B3ATUA MaTepuana C WenKn MaTKn:

— MaTtepuan 6epéTtcsa A0 NpoBeAeHUs MaHYyaslbHOr0 UCCNeaoBaHns;

- nepen B3ATMEM MaTepuana HeobxoaAMMO yAanuTb BaTHbIM TaMMOHOM CNK3b,

BOCMNANNTENbHbINA 3KCCYAAT WM KPOBb (€CNMN OHU eCTb);
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6.2.8

6.2.9

— jpanee Heo6XoAMMO aKKypaTHO COCKOBMUTbL 3KCHONMATUBHbIN KNETOUHbI MaTtepuan m
MOBEPXHOCTHbIA 3NUTENUI U3 BflarajamMWHON NOpuMM LWENKNU MaTKM, 061acTU 30HbI
TpaHcdopMaumMn u/vnn LepBUKanbHONO KaHana, ecin coeaAnHeHMEe MHOroCN0MHOro
MAOCKOr0 M NPM3MAaTUUYECKOro 3MNTENINS CMELLEHO B LlepBUKasbHbIA KaHan.

Mopsaok B3aTUS COCKOBHOro Matepuana B NpobmpKy C TpaHCNOPTHOM Cpeaoit:

— OTKpOWNTE KPbILWKY Npobupku;

— C MNOMOLb 0A4HOPA30BOro 30HAA caenarTe COCKOO anuTenuanbHbiX KAETOK U3
cooTBeTCTBYHOLWEero 6mortona (Bnaranuwe, ypeTpa, LepBUKanbHbIA KaHan, aHasbHoOe
OTBEpCTUE, POTOr/I0TKA);

— nepeHecuTe 30H4 € buomMaTepuanom B NpobmnpKy C TpaHCMOPTHOW CPeAoi 1 TWwaTeslbHO
npononowmTe ero, nsberas pasbpbI3rnBaHmsa XNLKOCTH;

— W3BNeKuUTe 30HA U3 pacTBoOpa, NPMXMMas ero K CTeHKe Npobupkun, n yaanmte n3bbITok
XUAKOCTM C 30HAA O CTEHKM NpobUpKKN. MMICNoMb30BaHHbIA 30HA YTUIN3UPYITE;

— TMJIOTHO 3aKpPOMTE KpbIWKY NpO6UPKM N MpoOMapKupymTe.

OcobeHHOCTM NONYYeHUs ceKpeTa npeacTaTeNnbHOM Xenesbl

— nepepg B3STUEM CEKpeTa NpocTaThl peKOMeHAYETCS NOSIOBOE BO3AepXKaHMe B TedeHne
Tpex CyTOK A0 UCCNefoBaHus;

— HEenocpeACTBEHHO nepes B3ATWMEM CeKpeTa MpocTaTbl FOSIOBKY TMOJSIOBOrO 4ieHa
obpabaTbiBalOT CTEPW/IbHLIM BaTHbIM TAaMMOHOM, CMOYEHHbLIM (HU3MONOrMYECKNM
pacTBOpOM;

— CeKkpeT npocTtatbl cobupatloT nocse npeaBapuTENIbHOr0 MaccaXa npocTaTbl yepes
npsMyr0  KUWKY. Maccax  npoBOAWT  Bpay, MNOCPEACTBOM  3HEPrMYHOro
HaZaBNMBAKOLLEr0 ABMXEHNSA OT OCHOBAHUS K BepXyLllKe xenesbl. [1locne OKoOHYaHus
Maccaxa BblAe/MBLUMINCS NPOCTaTUUYECKUIA CEKPET B BMAe CBOOGOAHO CTeKalwen Kanam
(0,15-1,0 mn) cobupatoT B 04HOPA30BYIO CYXYy0 CTEPUIIbHYIO NMPobupky 06bEMOM 2 M~
WUNN KOHTeHep o6béMom ao 60 mn;

— E@MKOCTb C CEKPETOM MpOCTaTbl FEPMETMYHO 3aKPbIBAKOT KPbILWKON U MapKUpPYIOT.

BHUMAHME! [lpn nogo3peHuMnm Ha OCTPbIA NpPOCTAaTUT BbIMNOJIHATL MaccaXx MpocTaThl

KaTeropm4yecku sanpeuieHo!

6.2.10

OcobeHHOCTM NOAYYEHUS I9KYATa

— nepen cbopom agkynara (CEMEHHOW XWAKOCTU) pEeKOMeHAyeTcs  MnosioBoe
BO3JEP)KaHMe B TEYEHME TpeX CYTOK A0 UCCea0BaHUs;

— nepen cbopoM 3aKynATa NauMeHT MOYUTCS B TyaseTe, MNOJIHOCTbIO OMOPOXHSAS
MOYEBOW NYy3bIPb;

— TOC/ie MOYEUCMNYCKaHUSA MauMeHT AOSHKEH TWaTeNbHO BbIMbITb PYKM C MbIJIOM U
MpOBECTU TyaneT HapYXHbIX NMOJIOBbIX OPraHoOB C MbIJIOM M BOAOM. [0/10BKY MOSI0BOro
YysieHa U KpPanHIOK NA0Tb He06X0AMMO BbICYLLNTb CTEPUIIBHON CandeTKoNn.

— 249KYNAT nonydarwT nyteM MacTtypbaumm m cobumpaloT B CTEPUSIbHbIN KOHTENnHep
06bémom no 60 mn;

— EMKOCTb C 35KY/ISTOM repMeTUYHO 3aKpblBatoT KPbILIKOMA U MapKUpPYIOT.
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6.2.11 Moua
— ANns aHanusa otbupatloT NepByk0 NOPLMIO YTPEHHEN MOYM B KOJSIMYECTBE HE MEHbLUE
20-30 mn. Ot6op MO4UM NpPOBOASAT B CreumasbHYK CyXylo CTEpPW/ibHbI EMKOCTb
06bE€MOM f0 60 M, CHabXXEHHY0 repMeTUYHO 3aBMHYNBAIOLIENCS KPbILLKOMN
— nocne cbopa MOYM KOHTEMHEDP MJIOTHO 3aKPbIBAKOT U MapKUpYLOT
6.2.12 bwuoncuinHblin MmaTepunan
— 6uoncuiHbin  MaTepman (6buonTaT) MoMewarwT B CTEPWUIbHYK Mpobupky co
cTepunbHbIM HU3pacTBOpPOM min Bogon (He 6onee 0,5 M) nam B NyCTytO0 CTEPUIIBHYIO
npobupky;
— EMKOCTb ¢ 6MoNTaTOM repMETUYHO 3aKpblBAKOT KPbIWKOW U MAapKUPYIOT.

6.3 TpaHCcnopTMpoBKa U XpaHeHue nccnesyembix ob6pasLos

O6pa3ubl 40 HaYana uccnegoBaHMsa XpaHUTb Npu TemnepaType oT 2 °C o 8 °C He 6onee
24 yacoB!. B cnyyae HEBO3MOXHOCTM AOCTaBKW MaTepuana B nabopaTopuio B TeYEHME CyTOK
[ONyCKaeTCcs OAHOKPATHOE 3aMopaxXuBaHue MaTepuana. 3aMOPOXEHHbIN MaTtepnan XpaHUTb Npu
TemnepaTtype oT MMHYC 18 °C ao mumHyc 22 °C He 6osee ogHOro mMecsaua.

6.4 MoarotoBka (KIMHMYECKOro) MaTepuana anasa uccrienoBaHus
6.4.1 TlogrotoBka MaTepuana M3 Bnaraauvwia, B3ATOro C MCNOAb30OBaHWEM YCTpoOWCTBa AN
camocTosTenbHoro 3abopa npob:
— pobasBbTe B Npobupky (MK Apyryto EMKOCTb, YKa3aHHY B MHCTPYKLUMWN K YCTPOWCTBY
Ana camocTtoaTenbHoro 3abopa npob (manee «npobupka»)), B KOTOPOM HaxXoaMTCS
HakoHe4yHuK ycTponctea, 500 Mkn du3mMonormdyeckoro pacreopa, 3aKpouTe
npobupky;
— BCTPAXHUTE NMpobupky B TedeHme 15 ¢ Ha MUKpoueHTpudyre-BopTeKkce;
— WHKYbupynTe npobupky B TedyeHne 3-5 MUHYT NpM KOMHATHOWM TemnepaType;
— ueHTpudyrnpymnte npobmpky B Te4eHme 1-3 C Ha MUKpoOLEeHTpudyre-sopTeKkce;
— W3BNEKUTE HAKOHEYHUK YCTPONCTBa M3 npobupkm n BbibpocbTe;
— nepeHecuTe coaepXXnMoe Npobmnpkun B UMCTyto Npobumpky obvemom 1,5 mn;
— ueHTpudyrmpymnte npobupky npm RCF(g) 12000-16000 B TeuyeHne 10 MuH;
— yAanuTe HaaoCaAO4YHYH XWAKOCTb, OCTaBMB B Npobupke npumepHo 100 Mkn
(ocapok + xuakasa dpakums).
6.4.2 TllogrotoBka Mo4u

nepeHecute 1,0 Mn MaTepmana M3 KOHTelHepa B MJACTUKOBYIO Npobupky 06bEMOM
1,5 mn;

— ueHTpudyrnpymnte npobmpky npm RCF(g) 12000-16000 B TeyeHmne 10 MuH;

— Hambonee nNosHO yaanuTe HaAoCaAO4YHYIO XUAKOCTb;

— pobasbTe Kk ocagky 1,0 Ma GM3MONOrMYEecKoro pactTsopa CTepUIbHOro;

— ueHTpudyrmpymnte npobumpky npm RCF(g) 12000-6000 B TeueHme 10 MUH;

— yAanuTe HaaoCaAO4YHYK XWAKOCTb, OCTaBMB B Npobupke npumepHo 100 mkn

(ocapok + xugkasa dpakums).

1 — npu MCNonb30BaHUM TPAHCNOPTHOM Cpelibl CPOK XpaHeHMs 06pa3LoB yCTaHaB/IMBAETCA B COOTBETCTBUU
C MHCTPYKUMEN K NCNONb3YEMON TPAHCMOPTHOW cpeae
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7 NMPOBEAEHUE AHAJTU3A

7.1 Boigenenmne AHK 13 6mMonormyeckoro matepuana

Bbligenenne JHK npoBoasiT B COOTBETCTBUM C MHCTPYKLUMNEN K UCMOJIb3YEMOMY KOMIMIEKTY
peareHToB. KOHTponb KayectBa BbigeneHHon OHK ocyuwectBnsetca B xoae MUP ¢ nomouwbto
CUCTEeMbl BHYTpeHHero KoHTpons (BK).

Ona BbigeneHns OHK pekomMeHayeTcs MCNonb30BaTb KOMMJIEKTbl/Habopbl peareHToB
MPOBA-HK-MJTIOC, MPOBA-IC-NAOC, MPOBA-MY-PAMNA (OO0 «HMO AHK-TexHonormsa»,
000 «OHK-TexHonoruna TC», Poccusa) nnu agpyrue KomnsekTbl/Habopbl peareHToB, MMelowwme
perucTpaumoHHble YA0CTOBEPEHUS MEAMLIMHCKOIo n3aenms u npegHasHadeHHble Ans BblaeseHns
OHK un3 cooTBeTCTBYWOWMX BMAOB 6uomaTepuana C uenbi Nocneaywwero uccienoBaHus

meToaoM [LP.

BHUMAHME! HesaBucuMo OT wucnonb3yeMoro kommnnekta/Habopa pans Bbigenenusa AHK w3
buonornyeckoro MaTtepuasa OAHOBPEMEHHO HeobxoAMMO NOArOTOBUTb  OTpMUATESNbHbIN
KOHTpPOJIbHbIN 0b6pasel, npoweawnn Bce 3Tanbl Npob6onoaroToBku. B KayecTBe oTpmuaTenbHOro
KOHTpOJsibHOro obpa3ua peKkoMeHAYyeTCs MCNOoSb30BaTb (PU3MONOrMYECKnii pacteop, B 06béme,

YKa3aHHOM B MHCTPYKUMWN K KOMNeKTY/Habopy peareHToB ans sbiaenenms AHK.
7.2 Moarotoeka un nposegeHue MLP. ®acoska S

BHUMAHME! lNpn npoBeneHun BCeX NOCAeayOWNX AENCTBUI cneayeT usberatb BO3AenCTBUS

NPSIMbIX COMMHEYHbIX Nly4Yeil Ha NpobMpPKM CO CMecblo Ans amnamdukaumm!

7.2.1 HPV kBaHT-4

7.2.1.1 MpomMapknpynTe no ogHoh nNpobupKe M3 CTPUMNOB CO CMeCcsMM ANs aMmnamdukauunm,
3anevyataHHbiMM  napadpuHom (HPV 6,11; HPV 16,18; KBM) ana kaxagoro
aHanusmpyemoro obpa3sua, OoTpuuUaTeNbHOrMO KOHTpPOJibHOro obpasua (K-) wu
MOJIOXNTENbHOIrO0 KOHTPOSIbHOro obpasua (K+).

MpuMmeyvaHune - Onsa HPV kBaHT-4 0AWH CTpMN paccynTaH Ha uccnegosaHne BOCbMK 06pasLoB.
Mpumep:
Heobxoanmo npoaHanusnposaTb ABa obpasua. [ns 3TOro Hy>XHO NpOMapKMpoBaThb
12 npobupok B Tpex cTpunax — wecTb ANs uccneayembix o6pasuos v no Tpu 4Ns
<K=>» N «K+>»,

7.2.1.2 [anee BbINOAHUTE NYHKTbI 7.2.4 — 7.2.11.

7.2.2 HPV kBaHT-15

7.2.2.1 MpoMapKnpymnTe CTpunbl C 3anedaTaHHbIMK NapadMHOM CMecsaMU AN aMmnnmdukaunm
ANa Kaxaoro nccneayemoro obpasua, oTpuMuaTenbHOro KOHTponbHOro obpasua (K-)
N NMOJIOXUTENBHOIrO KOHTpPOSIbHOrO o6pa3sua (K+).

MpumeuaHnune - [Ona HPV kBaHT-15 oauH CTpun paccuymTaH Ha uccriegoBaHue AByX o6pa3uoB.
Mpumep:
Heobxoanmo npoaHanusnposaTb ABa obpa3sua. [ns 3TOro Hy>XHO NpOMapKMpoBaThb

[Ba CTpuNa — OAUH ANs uccneayemblx 06pa3suos, oanH ana «K—» n «K+»,
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7.2.2.2 [Janee BbINOAHUTE NYHKTbI 7.2.4 - 7.2.11.

7.2.3 HPV kBaHT-21

7.2.3.1 MpoMapkupyiite no OAHOMY CTpuUNy C 3anedaTaHHbIMW NapaduHOM CMecsMW Ans

amnandukaummn ana Kaxaoro nccnegyemoro obpasua, otpuuaTenbHOro KOHTPOSIbHOMO
obpa3ua (K-) 1 nonoXnTenbHOro KOHTpoabHOro obpasua (K+).

MpuMmeyvaHune - Onga HPV kBaHT-21 oAMH CTpUN paccyuTaH Ha uccnegoBaHue ogHoro obpasua.

Mpumep:
Heobxoanmo npoaHanmsmpoBaTb ABa obpasua. [Ansa 3Toro HyXHO NpOMapKMpoBaTb
4 cTpuna - ABa Ana nccneayemolx ob6pasuos, oanH ana «K—» n oanH anga «K+».

7.2.3.2 [anee BbINOMHUTE NYHKTbI 7.2.4 — 7.2.11.

7.2.4 BcTpsAxHuUTe npobupky ¢ pactBopoM Taqg-nonumepasbl (ans  HPV kBaHT-15 u
HPV kBaHT-21 - ¢ pactBopoM Tag-nonumepasbol MAX) B TedeHMe 3-5C wu
ueHTpudyrmpymnte B TedeHme 1-3 ¢ Ha MUKpoLUeHTpudyre-sopTeKce.

7.2.5 [dobaBbTe B Kaxayw npobupky, He noBpexaas cno napaduHa, no 10 Mkn pactBopa
Tag-nonumepasbl (ana HPV kBaHT-15 n HPV kBaHT-21 - pactBopa Tag-nosnnMepassbl
MAX).

7.2.6 [obaBbTe B Kaxayl npobmpky no o4HONM Kansje MuHepasbHoro Macna (okono 20 mkn).
3aKpoliTe KpbIlWKN CTPUMOB.

7.2.7 BcTpaxHuTe npobupku ¢ npenapatom AHK, nonoXuTenbHbIM KOHTPOJSIbHbIM 06pa3suom 1
OoTpuUaTEesNIbHbIM KOHTPOJIbHLIM 06pa3uoM B TedeHne 3-5c u uyeHTpudyrmpymnte B

TeyeHme 1-3 C Ha MMKpoueHTpudyre-BopTekce.

BHUMAHME!

1. Mpn wncnonb3osaHnm ansa BblgeneHna [OHK komnnekta peareHtoB [MPOBA-IC-TJIHOC
HeobxoaMMO rMnocne BCTpAXMBaHUS uUeHTpudyrmposaTb npobupku ¢ npenapatom OHK npwu
RCF(g) 12000-16000 B TeuyeHMe OAHOM MUHYTbI ANs ocaxaeHunsa copbeHTa. B cnyyae ecnun nocne
BblAENEeHNs HafoCcaZo4vHas XWUAKOCTb, coaepxawas sbiaeneHHyt OHK, 6bina nepeHeceHa B
HOBble nNpobupkK, UEHTpUdyrmpoBaHme nNpou3BOAUTCS Ha MUKPOLEHTpudyre-sopTekce B
TeyeHne 3-5 c.

2. Mpn wncnonb3oBaHun Ana  BbigeneHuns [OHK Habopa peareHtoB [MPOBA-MY-PANNA
HeobxoAMMO nocne BCTPAXMBAHMSA MOMecTUTb Npobupkm c npenapatoM AHK B MarHUTHbIN
wratme. B cnyyae ecnu nocne BblAENEHNA HAA0CAA0UHAs XUAKOCTb, COAEpPXallas BblAeNEHHYH
OHK, 6bina nepeHeceHa B HOBble MpobGMPKKM, UEHTPUPYrMpoBaHnue npou3BOAUTCS Ha
MUKpoueHTpudyre-sopTekce B TedeHne 3-5 c.

3. Ona npenoTBpalweHnsa KOHTaMMHauuu cneayet nepeq sHeceHneM [HK oTkpbiBaTh KpbILWKY
TONIbKO TOro CTpwuna, B KOTOpbIi 6yaeT BHOCMTBCA AaHHbIM obpaseu, M 3akpbiBaTb e€e nepej

BHeceHuneM cnegytowero. NMpenapatbl AHK cnegyeT BHOCUTb HaKOHEYHMKaMUM C HDUIbTPOM.

7.2.8 BHecuTe B COOTBETCTBYIOLLNE NPOMAPKMPOBaHHbIe NMPOBGUPKK CTpuna, He noBpexaas Crion
napaduHa, no 5,0 Mkn BblgeneHHoro ns obpasua npenapata AHK. B npobupkn «K-»,

«K+» OHK He BHOCUKTCA.
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BHecuTe B CTpMnoBaHHble NMpo6MpKKU, NPOMapKMpoBaHHble «K-», He moBpexaas Cioi

napaduHa, no 5,0 MK OTPULIATENLHOrO KOHTPO/IbHOrO o6pasua, npolealero 3tan

BblaeneHnsa AHK (cm. n.7.1).

BHecuTe B CcTpMnoBaHHble NMpobuUpKM, NMPOMapKUpOBaHHble «K+>», He MoBpexaas Co

napaduHa, no 5,0 MK/ NOJIOXUTENBHOINO KOHTPOJIbHOro obpasua.

LleHTpndyrnpyinTe cTpunbl Ha MUKpOLEHTpUdYyre-sopTekce B TeveHne 1-3 C.

YcTaHOBUTE CTpUNbl B 610K AETEKTUPYIOLWEro aMmniandukaTopa.

3anycTtuTte nporpamMMHoe obecneveHune RealTime_PCR B pexume «PaboTta c npubopom».

3arpy3nTe cooTBeTCTBYOWMN dann. [JobaBbTe B NMPOTOKOA COOTBETCTBYMOWME TeCThl,

yKaXKnte KoJIM4ecTBo 1 naeHTudumnkatopbl 06pasuos, OTMETbLTE pacrnonoxeHne npobunpok

Ha MaTpuue Tepmobsioka B COOTBETCTBUM C UX yCTaHOBKOM (cM. n.7.2.12) n npoBeaunte

Mup.

BHUMAHME! lNporpamma amnandukaumm ana tecta «HPV kBaHT-15» oTnmMyaeTcs oT nporpamMmmbl

amnandmkaummn gns tectoB «HPV kBaHT-4» U «HPV kBaHT-21». He gonyckaeTcs Ucnosib3oBaHme

TectoB «HPV kBaHT-15» n «HPV kBaHT-4», «HPV KBaHT-21» Ana oAHOM MOCTAaHOBKMW.

7.2.14 Tpwn Bblbope TectoB «HPV kBaHT-4» n «HPV kBaHT-21» B OKHe «3amnyCK nporpammebl

amMnandukaummn» AoskHa otobpaxaTbCcs nNporpaMMma, npueeaeHHas B Tabnuue 2. Mpu

Bblbope TecTta «HPV kBaHT-15» B OKHe «3anyck nporpamMMbl amnandukaummn» A0OKHA

oTob6paxaTtbca NporpaMma, nNpuBeaéHHas B Tabnuue 3.

Tabnuya 2 - MNporpamMMa aMmnnndunkaumm gns tectoB «HPV kBaHT-4» n «HPV kBaHT-21»

Pe>xkum
No Yucno
TeMmnepartypa, °C MUH c ONTUYECKUX Tvn 6510ka
6noka LMKIOB .
U3MepeHun
80,0 0 30
1 1 Unkn
94,0 1 30
94,0 0 30
2 5 Uunkn
64,0 0 15 v
94,0 0 10
3 45 Lunkn
64,0 0 15 v
4 94,0 0 5 1 LUunkn
5 10,01 XpaHeHue XpaHeHue

1 — ponyckaeTcs xpaHeHue npu TemnepaTtype 25 °C
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Tabnuuya 3 - lNporpamma amnandukaummn ansa tecta «HPV kBaHT-15»

Pe>xnm
Ne Yucno
Temnepartypa, °C MUWH C ONTUYECKUX Tun 6noka
6noka LMKIOB o
n3MepeHum
80,0 0 30
1 1 Lnkn
94,0 1 30
94,0 0 30
2 5 Uunkn
60,0 0 15 v
94,0 0 10
3 45 Unkn
60,0 0 15 v
4 94,0 0 5 1 LUunkn
5 10,0! XpaHeHue XpaHeHue

TecTtbl (dannbl) pna npumbopos ATnpanm, ATnant u [OT-96 npenocraBnsoTcs

npoussoanTenemM Habopa peareHToB.

7.3 MoarotoBka u nposeneHue MNLP. ®acoeka A

7.3.1 HPV kBaHT-21 (BapuaHT C npeaBapuTenbHOW MOAMOTOBKOW peareHTOB PyYHbIM
[o3npoBaHneM — «ba3oBbili cnocob NocTtaHoOBKM»)

7.3.1.1 BcTpsaxHute npobupkun c MUP-6ydepom CtpuM-K 1 nonumepason TexHoTaq MAX B

TeyeHune 3-5 c n ueHTpudyrupyinTe B TeueHne 1-3 ¢ Ha MUKpoOLUEHTpUdyre-BopTeKce.

BHUMAHME! lonumepasy TexHoTaq MAX Heo6xoAMMO BbIHMMaTb W3 MOPO3UIBHON KaMepbl

HeNnocpeaCTBEHHO Nepen UCnoJsib30BaHNEM.

7.3.1.2 MpurotoBbTe cMechb MLP-6ydepa Ctpum-K n nonumepasbl TexHoTaq MAX. BHecute

B npobupky c MUP-6ydpepom Ctpum-K Becb 06bEM oaHON Npobupkn C Nnonnmepasomn

TexHoTag MAX, T.e. 600 mkn TUP-6ydepa Crpum-K nawoc 60 Mkn  nonvmepasbl

TexHoTaq MAX:

— npu npoBeaeHuu 48 onpeaeneHVn eauHOBpeMeHHO (BapuaHT MOCTaHOBKMU
«MukponnaHweTt 384 nyHkn») HeobxoaMMO UCNonb3oBaTb JABe Npobupku ¢
MUP-6ydepom Ctpum-K 1 ae npobupkm c nonmmepason TexHoTaq MAX;

— nNpu npoBeAeHuu 24 onpeaeneHuin eauHOBpeMeHHO (BapuvaHT MOCTaHOBKMU
«MonoBMHa MukporaHweTta 384 nyHkKu») HeobxoaMMO WCMOMb30BaTb OAHY
npobupky ¢ TMUP-6ycdepom Crtpum-K wn ogHy npobupky C nonnMepason
TexHoTaq MAX.

7.3.1.3 BcTpaxHute npobupky co cmecbto TUP-6ydepa CtpumM-K 1 nonumepasbl
TexHoTaq MAX B TedeHume 3-5c¢c wun ueHTpudyrmpymnte B TeyeHume 1-3 C Ha

MUKpPOLEHTpUdyre-sopTeKkce.

1 — ponyckaeTcs xpaHeHue npu TemnepaTtype 25 °C
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BHUMAHME! Cmechk MUP-6ydepa Ctpum-K n nonumepasbl TexHoTaq MAX He06Xx0ANMMO roTOBUTb

HEeNnocpeaCcTBeEHHO Nepea UCnoJsib30BaHNEM.

7.3.1.4 AKKypaTHO, 6e3 ob6pa3oBaHMs BO3AYLUHbIX My3blpei, BHECMTE B BOCEMb NMpobMpok
nyctoro crtpuna no 140 mkn cmecn TMUP-6ydepa Ctpum-K un  nonumepassbl
TexHoTag MAX npu noctaHoBke 48 onpeaeneHnin eanHoOBpeMeHHO (BapuaHT
MOCTaHOBKM «MwukponnaHweT 384 nyHku»), uanm no 75 mkn cMmecn [LP-6ydepa
Ctpum-K 1 nonummepasbl TexHoTaq MAX npu noctaHoBKe 24 onpeneneHumn
eANHOBPEMEHHO (BapmMaHT NOCTaHOBKK «[ofioBMHA MMKponsaHweTa 384 NyHKu»).

7.3.1.5 LeHTpndyrnpynte ctpun B TeyeHne 1-3 ¢ Ha MmKpoueHTpudyre-sopTeKkce.

7.3.1.6 MpoMapkupymnTe wWeCcTb NyCTbiX CTPUNOB, M3 cOoCTaBa Habopa, Npu MNOCTaHOBKEe
48 onpegeneHnin  egMHOBPEMEHHO (BapnaHT  MNOCTaHOBKMW «MukponnaHwert
384 nyHku»), wAM TpM NyCTbiX CTpuna nApu nocTtaHoBke 24 onpeneneHuvs
eANHOBPEMEHHO (BapmMaHT NOCTaHOBKK «[MosioBMHA MUKponaHweTa 384 NyHKu»).

7.3.1.7 BcTtpaxHute npobupku ¢ 6ydepom ana passegeHums OHK B TedeHnme 3-5¢c wu
LUeHTpudyrnpyinte B TeyeHme 1-3 ¢ Ha MMKpoUeHTpudyre-sopTekce.

7.3.1.8 BHecuTe B Kaxay NpobupKy nNpoMapKMpoBaHHbLIX cTpunoB no 60 Mkn 6ydepa ans
pa3sesneHusa OHK.

7.3.1.9 BcTpaxHuTe npobupkn C  nonydveHHbiMM npenapatamum  AOHK, nNOMOXUTENbHbIM
KOHTPOJIbHbIM 06pa3uoM U oTpuUaTeNbHbIM KOHTPOJIbHLIM 06pa3uoM B TeueHne 3-5 ¢

N LUeHTpUdyrupyinte B TedeHne 1-3 C Ha MUKpoUEeHTpUdyre-BopTeKkce.

BHVUMAHME!

1. Mpu wucnonb3oBaHun pana Bblgenednsa [OHK komnnekta peareHtos [MPOBA-IC-MJ1IOC
HeobxoanMo nocse BCTpsaxmBaHua uUeHTpudyrupoBaTb Npobupkm ¢ npenapatom OHK npwu
RCF(g) 12000-16000 B TeueHne ogHOM MUHYTbI ANs ocaxaeHus copbeHTa. B cnydae ecnu nocne
BblAeNeHns HadocadouyHas >XWAKOCTb, coaepxawas sbigeneHHyto AHK, 6biia nepeHeceHa B
HOBble nNpobupkKu, UeHTpudyrnpoBaHme nNpou3BOAUTCH Ha MUKpPoOUeHTpudyre-sopTekce B
TeyeHue 3-5 c.

2. Mpn wucnonb3oBaHmn ans BbigeneHna [OHK Habopa pearentos [MPOBA-MY-PANMNA
Heo6xoAMMO nocne BCTPAXMBaHMA MoMecTuTb npobupkm ¢ npenapatoM AHK B MarHWUTHbIN
wTaTtme. B cnyyae ecnu nocne BblaeneHnsa Haa0caaouvHas XXUAKOCTb, coaepkallas sblaenenHyo JHK,
6bisla NnepeHeceHa B HOBble NMPO6UpPKK, LEHTPUPYrMpoBaHmMe NPON3BOANTCA HA MUKpoUeHTpudyre-

BOpTeKcCe B TeueHune 3-5 c.

7.3.1.10 AkkypaTHO, 6e3 obpa3oBaHMs BO3AYLIHbIX My3bIpEN, BHECUTE B COOTBETCTBYHOLWME
npobupku ctpunos c bydepom ansa passeaeHna OHK no 24 mkn npenapata AHK
nccneayembix 06pasuoB, OTpMUATENbHOMO KOHTPOIbLHOIO o6pasua 1 NosTOXKNTENBHOIO

KOHTposibHOro o6pasua.

BHMUMAHME! Bo wu3bexaHwe KOHTaMMHaUWM pEeKOMeHAYeTCs BHOCUTb npenapaTtbl AHK u

NONOXMUTENbHbIN KOHTpOﬂbeIl;'I O6p83€LJ, HaKOHEYHNKaMn C CIJMJ'IprOM.
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7.3.1.11 UeHTpudyrmupynte CTpunbl co cMecaMun ansa amnandukaumm CTpum B TedeHue 1-3 ¢
Ha MUKpOLeHTpudyre-BopTeKce.

MpunmeuvaHune - Tlpun nocrtaHoBke «MukponnaHweT 384 nyHKM» HeobxoAuMMO UEeHTpUdyrmpoBaTtb

ABa CTpuna CO CMecaMun And aMI'IﬂVId)VIKaLI,VIVI CTpVIM, npn nocCTtaHOBKeE «MonoBuWHa MUKpONn/1aHLWETa

384 nyHKu» — 04MH CTpUN co cMmecsaimu ansa amnandukaumm Ctpum.

7.3.1.12 YcTaHoBuUTE CTpunbl CO cMecamu ans amnamdukauum CTpuM, CTpuUMbl CO CMECbO
MNuP-6ydepa Ctpum-K n nonumepasbl TexHoTaq MAX, ¢ pa3sBesneHHbIMM obpasuamu,
«K=» n «K+», a Takxe nycTbie cTpunbl U MukponnaHweTt MLUP 384 nyHkun Ha pabouni
cron ATcTpum.

7.3.1.13 OTkpownTe CTpunbl CO cMecbio Ans amnandmkaumm CTpmM, akKypaTHO CHSIB 3aLUUTHYIO
MAeHKY WAW OTKPbIB KPbIWKW, U NpoBeauTe A03MpOBaHME KOMMOHEHTOB COrfacHo
PYKOBOACTBY MO 3KCMN/yataunu.

7.3.1.14 TloMecTuTe aKKypaTHO, He BCTpAxmBasd MukporsiaHwet MUP 384 nyHKM B NoANOXKY
repmeTmavpytowero ycrpomcrea [Tnak nocne 3aBepweHMss nNporpaMmMmbl  Ha
aosnpytowem ycrporictse ATcTpum.

7.3.1.15 T[lpoBeauTte npouenypy 3aneyaTbiBaHUA MmkponnaHwet MLUP 384 nyHku
TEPMOMNIEHKOWN COrNacHoO MHCTPYKUMK K npmbopy ATnak.

7.3.1.16 UeHTpndyrmpymnte mnkponnanwet MUP 384 nyHku npn RCF(g) 500 B TeueHune 30 c.

7.3.1.17 Tomectute MmnkponnaHwet MUP 384 nyHKM B geTeKTUpPYHOLWNMA amnnmndukaTop.

7.3.1.18 3anyctnte nporpamMmHoe obecnevyeHne RealTime_PCR B pexume «Pabota c
npubopom». MNMpwn nepsom nposeneHuun MNLUP 3arpy3nte cootBeTcTBYOWMI dhann. Mpu
nocneayrLmMx MNocTaHOBKax Bbibepute «MynbTutecT», fobaBbTe B MPOTOKON TecT
«HPV_kBaHT-21», ykaxute wuaeHTudukatopbl o06pa3uos, B TOM  4yucne
NOSTIOXNTENBHOIO N OTPULATENbHOINO KOHTPOJIbHbIX 06pa3uos, n nposeante MLUP. MNpwu
BbI6Ope TECTOB B OKHe «3anycK nporpaMmmbl aMmnandukaummn» AomkHa oTobpaxaTbcs

nporpamMMa, npuBefeHHas B Tabnuue 4.
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Tabnuuya 4 - MNporpamma aMmnamdukaunm ang geTekTupytowero amnandgukartopa ATnpanm

Pe>xxum
N2 Yucno
Temnepartypa, °C MUWH C ONTUYECKUX Tun 6noka
6noka LMKIOB "
n3MepeHum
80,0 0 05
1 15 Uunkn
94,0 0 05
2 94,0 5 00 1 Umkn
94,0 0 30
3 5 Lnkn
64,0 0 15 4
94,0 0 10
4 45 LUukn
64,0 0 15 4
5 94,0 0 5 1 Umkn
6 10,0t XpaHeHune XpaHeHune

7.3.2 HPV kBaHT-21 (BapuaHT C npeaBapuTenbHON NOArOTOBKOM peareHTOB Ha A03MpYyloLeM
ycTpoinctee OTcTpuM — «MHTEerpupoBaHHbIN CNOCO6 MOCTaHOBKN>»)
7.3.2.1 BcTpsaxHute npobupku c MUP-6ydepom Ctpum-K, 6ydepom ans passeaeHus OHK un
nosvMepason TexHoTaq MAX B TeueHne 3-5 C n UeHTpUdyrnpymnte B TeveHne 1-3 ¢
Ha MUKpoLeHTpudyre-sopTekce. [na nposeaeHus 48 onpeneneHuii eAMHOBPEMEHHO
(BapunaHT NocTaHOBKU «MukponnaHweT 384 nyHKN») MCnosb3yeTcs ABe npobupku c
MnupP-6ydepom Ctpum-K, uyetbipe npobupkm c bydepom ans passegeHuss OHK u
ase npobmpkn ¢ nonuMmepasonm TexHoTaq MAX. [Ons npoBeaeHus 24 onpeaeneHun
€AVHOBPEMEHHO (BapuaHT MNOCTaHOBKKM «[lonoBmHa MukponnaHweTta 384 nyHKu»)
ncnosnb3yeTtcsa ogHa npobupka c MNUP-6ydepom Ctpum-K, ase npobupkn c 6ydepom

ans passegenns OAHK n ogHa npobupka c nonmMmepason TexHoTaq MAX.

BHMUMAHME! lMonumepasy TexHoTaq MAX Heo6xoAMMO BbIHMMaTb M3 MOPO3UJIBHOW KaMepbl

HEeNoCpeaCTBEHHO Nepea UCNOJZIb30OBAHNEM.

7.3.2.2 LUeHTpndyrnpymnTe cTpunbl co cMecaMn ana amnandukauum CTpuM B TedeHue 1-3 ¢
Ha MUKpoueHTpudyre-sopTeKkce.

MpumeuaHune - [pu noctaHoBke «MwukponnaHweT 384 nyHKM» HeobxoaMMo UeHTpMdYyrmpoBaTtb

ABa cTpuna co cMmecaMm ana amnnamdwukauymm CTpuM, nNpu noctaHoBke «[10fI0OBMHA MUKponiaHweTa

384 nyHKU» — 0OMH CTpUN CO cMecsiMK ansa amnandukaumm Ctpum.

7.3.2.3 BcTpaxHuTe npobupknm ¢ nosydeHHbiMM npenapatamm  OHK, nonoxutenbHbIM
KOHTPOJIbHbIM 06pa3uoM 1 oTpuuaTeNbHbIM KOHTPOJIbHLIM 06pa3uoM B TeyeHme 3-5 ¢

M UeHTpudyrupymTe B TedeHme 1-3 ¢ Ha MUKpoueHTpudyre-sopTeKce.

1 — ponyckaeTcs xpaHeHue npu TemnepaTtype 25 °C
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BHVUMAHME!

1. Mpn wncnonb3oBaHmu ana Bblgenedns [AOHK komnnekta pearentoB [MPOBA-IC-MNJ1IOC
HeobxoaAMMO nocne BCTPSAXMBAHUA UeHTpudyruposate npobupkn ¢ npenapatom AHK npwu
RCF(g) 12000-16000 B TeueHne ogHOM MUHYTbI AN ocaxaeHus copbeHTa. B cnydae ecnu nocne
BblAeNeHNs Hafocado4vyHas XWAKOCTb, coaepxawas BblageneHHyto AHK, 6bina nepeHeceHa B
HOBble nNpobupkKu, UeHTpudyrnpoBaHme npou3BOAUTCA Ha MUKPOLeEHTpudyre-sopTekce B
TeyeHne 3-5 c.

2. Mpn wucnonb3oBaHun anga BblgeneHns [OHK Habopa pearentoB [MPOBA-MY-PAMUA
Heo6xoAMMO nocne BCTpAXMBaHMSA MoMecTuTb nNpobupkm ¢ npenapatom AHK B MarHUTHbIN
wTaTmMe. B cny4dae ecnun nocne BblAeNEHUS HAf0CaA0YHas XUAKOCTb, CoaepKallas BblAeNIEHHYIO
OHK, 6bina nepeHeceHa B HOBble Mpobupku, UEHTpUdyrupoBaHme Mpom3BOAUTCS Ha

MUKpoOLEeHTpudyre-sopTekce B TedeHne 3-5 c.

7.3.2.4 YctaHoBuTe npobupku Ha pabouwnii cton ATcTtpuMm B wTtatme ans obpasuyos AHK B
COOTBETCTBMM C npoTokonom JINC.

7.3.2.5 YcTaHoBUTE CTpUNbI CO cMecsaMun ans amnandukaumnm Ctpmum, npobupku c NLUP-6ydepom
Ctpum-K, 6ydepom ansa passeaeHus OAHK n nonumepason TexHoTaq MAX, a Takxe
nycTblie cTpunbl U MukponnaHwert MLP 384 nyHku Ha paboumin cton OTCTpuM.

7.3.2.6 OTKpoliTe CTpMnbl CO CMecCblo AN aMmnamdukauum CTpMM, akKypaTHO CHSIB 3alUUTHYHO
NAeHKY WM OTKPbIB KPbIWKK, M MpoBeauTe A03UMPOBaHUE KOMMOHEHTOB COr1acHo
PYKOBOACTBY MO 3KCMayaTaumu.

7.3.2.7 MomMecTuTe akKypaTHO, He BCTpsAxmBas MukponnaHweT MNUP 384 nyHKu B nognoxKy
repMeTusMpylowero ycrtponcrsa [ATnak nocne 3aBeplleHuUs nporpaMMbl  Ha
aosnpytowem ycrporictese ATcTpum.

7.3.2.8 MpoBeanTe  npoueaypy  3arnedaTbiBaHuMa  MukponnaHwet  [IUP 384 nyHku
TEPMOIMJIEHKOW COrNacHO MHCTpyKUMKM K npubopy ATnak.

7.3.2.9 LeHTpndyrnpynte mukponnanwet MUP 384 nyHkn npmn RCF(g) 500 B TeveHune 30 c.

7.3.2.10 NMomectnte MukponnaHwet MUP 384 nyHku B geTekTnpyowmn amnandukaTop.

7.3.2.11 3anyctute nporpamMmMHoe obecnedyeHme RealTime_PCR B pexume <«Pabota c
npubopom». Mpu nepsom nposeaeHun TLP 3arpysmte cooTeBeTcTBYHOWMNA ann.
3anofiHUTe MNPOTOKOJN COFNacHO MHCTpyKuun k JIMCL. Mpu BbiGOpe TECTOB B OKHE
«3anyck nporpammbl  amnaundukaumu»  Ao/mKHa  oTobpaxkaTtbCa  nporpamMma,

npuBeaeHHas B Tabnuue 4.

1 — NabopaTopHasa nHdopMaumoHHas cuctema (JINC)
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8 PETNCTPALUMA PE3Y/IbTATOB AMIVIMOUKALIN

8.1 Pernctpauma pesynetatoB [UP ocyuwecTengaerca aBTOMaTtMyeckM C  MNOMOLLbIO

nporpaMmMHoOro o6ecnequM;|, noctaBsA€eEMOro C aMI'IJ'IMCbMKaTOpOM OETEKTUPYHOLWNM.

8.2 Ha rpadwuke 6yaet otobpaxeHa 3aBUCUMMOCTb (hNlyopecueHuMn OT HOMEpa uukia ans
Kaxgon npobupkmn B Tepmobnoke. B Tabnuue cnpaBa 6yaet nokasaH naeHtundukatop obpasua,
Ha3BaHMe WUCCcnefoBaHUsA, MHAMKATOPHbIN umkn (Cp), pe3ynbTaT MO KaXAOMy MCCenoBaHUIo

(oTHOCUTENLHBIN, abCONOTHBIN N KAaUeCTBEHHbIN aHanm3bl).

8.3 Mo pesynbTaTaM aHanMsa MOXHO CpOpMMPOBaTb M pacrnedaTaTb OTUET.
9 YYET PE3Y/IbTATOB NLUP
9.1 YUéT M wnHTepnpeTaumss pe3ynbTaTOB peakunnm OCYLLECTBASETCA aBTOMaTUYECKU C

MOMOLLbIO NPOrpaMMHOro obecrneyeHuns, NOCTaBAAEMOro ¢ aMnIM@UKaTOPOM AETEKTUPYHOLLUNM.

9.2 Mocne npoxoxaeHus amnandmkaumum nporpaMmmHoe obecrneyeHne CcCpaBHMBAET 3a4aHHOE
onepaTopoM pacnosioXxeHune npobupok C peasibHbIM MonoxeHnem mapkepa (payopecueHTHON
MeTkn RoX), 1, ecnm HaxoauT HecoBnaaeHue, To npeaynpexaaet onepaTtopa 06 stom. Onepatopy
cnegyet nubo pacnonoXuTb AaHHbIE U3 KaXAoW OTAenbHOM NpobuMpKM B COOTBETCTBYHOLIEM
nopsiake Bpy4YHyto, nmbo NoBTOPUTb MCceaoBaHmMe AaHHOro obpasua, NpaBUIbHO PacnosioXuB

npobupku B TepmMobnoke.

9.3 B pe3ynbTatax aHannsa HeO6XO0AMMO yUNTbIBATb 3HAUEHUS KOHTPOS B3ATMS MaTepuana
(KBM). 3HauyeHne KBM mMeHbwe 4,0 Lg cneayer WHTEpPNpeTUMpoBaTb KaK HeLoCTaTo4Hoe

KonmyecTtBo maTtepuana. B aTom cnyuae Tpe6YETCFI NMOBTOPHOE B3ATUE K/ITMHNYECKOIO MaTepunasna.

9.4 Mpn Hanuumn B mnccnegyemom obpasue AHK ogHOro vM3 TMNOB BUpycCa MNanuanoMbl
yenoBeka, BbiaBnseMbix Habopom HPV KBAHT, B cTpoke C Ha3BaHMEM 3TOro TMna Bmpyca B rpade
«AB6C.» (abcontoTHbIM TUN aHanusa) 6yaeT ykasaHo abconTHoe KonmMyecTBOo (CTeneHb
AeCcATUYHOoro norapmdmMa KoHueHTpaumm, konmin AHK HPV Ha obpaseu) gaHHOro Tuna Bupyca B

obpasue.

BHUMAHME! lMporpamMHoe obecrneyeHne Mo yMon4YaHuio GUKCUPYET TONbKO KAWHWUYECKU
3HaAUYNMY0 KOHUEeHTpauuto Bupyca (6onee 103 konun AHK HPV Ha 10° kneTtok 4yenoseka (npwu
KOpPPEKTHOM B3ATWUM MaTepuana)), KoTopas XapaKTepu3yeT BbICOKMIA ypOBeHb WHMEKLUMKN, 4To
MOXET nMpMBECTM K pas3BUTUIO Heonnasuum LwWwenkn ™Matku. [Ona obpasuoB C MeHbllel
KOHUEHTpauuen nporpamma pukcnpyeTt oTpuuaTesbHbll pe3ynbTaT. lNporpaMMHoOe orpaHuyeHue
Mo KOHLEHTpaunm Bupyca MoXeT 6biTb CHATO NO/b30BaTesIeEM UM 3aMEHEHO Ha ApYroe 3Ha4YeHue

M TUN aHannsa.

B rpade «OTH.» (OTHOCUTENbHbIA TMN aHanusa) 6yaetr ykasaHo konundectso [AHK
AAHHOrO TuMNa Bupyca B ob6pa3ue, HOPMMPOBAHHOE Ha KOJIMYECTBO KJETOK 4esioBeka B

nccnegyemom obpasue. Mo yMonyaHuio HopMnupoBaHue npomseoamTcs Ha 10° KneTok.
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I'IpMMeanme - 1o XenaHuto Mnosb30oBaTe/lb MOXET WU3MEeHUTb napamMeTp HOPMUPOBKMW. AOna sToro
HeOGXOLI,VIMO HaXaTb KHOMKY <<I'Iapame'rpb| aHanmsa», B OTKpbIBLUIEMCA OKHe HaXaTb KHOMKY
<<,E|,OFIOJ'IHVITeﬂbeIe HaCTpOVIKM>>, Bbl6paTb 3aKnaaky «PasHoe».

[aHHble, MoslyyeHHble C TMOMOLWbI OTHOCUTENbHOrO TWMa aHanmsa, MNOo3BONSAT
oTCNnexmBaTb AMHAaMWUKY W3MEHEHUS BWPYCHOW Harpysku B Mpouecce Nne4yeHusd, a Takxke
NMPOBOANTb CPaBHUTENbHbIA aHaNN3 KOAn4YecTBa BMpyca B pa3Hbix obpasuax.

Mo >enaHu Mosb30BaTesid BO3MOXHO BbIYMCNEHME CyMMapHOW Harpyskum HPV.
Pe3ynbTaT BbluMCNEHNS CyMMapHOW Harpy3ku HPV 6yaet npeacraesneH B cneunasm3mMpoBaHHOM
OTuéTe.

B rpacde «Kau.» (KayeCcTBEeHHbLIN TWN aHanmMsa) B CNy4yae, €CNMm OH NpoBOAUTCH,

YKa3bIBA€TCA TOJZIbKO Hanin4dne mniam oTcyTcrBme OHK BbissBNeMbIX TUMNOB BUpyCa B 06pa3u,e.

9.5 B cnyuyae oTpuuatenbHoro pesynbtata Ha Hannune OHK Bbigasngembix tmnos HPV wn
OTpULATENBbHOro pesysbTaTa aMmnandukaumMm BHYTPEHHEro KOHTPOJSbHOro obpasua, nporpaMma
dukcnpyetr pesynbtaT Kak HeAoCTOBepHbiit. B 3ToM cnydyae HeobxogMmMo MOBTOPUTL
nccnegoBaHue adaHHoro ob6bpasua. HegoctoBepHbIM  pe3ynbTaT MOXeT ObiTb CBA3aH C
NpUCyTCTBMEM MHrMbmuTopoB B npenapate AHK, nonyyeHHOM n3 6Monormyeckoro matepuana;
HEBEPHbIM BbIMNOJIHEHMEM MPOTOKOMA aHanusa, HecobnaeHMeM TeMnepaTypHOro pexuMa
amnnndukaumm n gp. B atom cnyvyae Heobxogmmo noBTopHo nposectn MUP, nnbo BbiaeneHne
OHK n noctaHoBky MLP ans storo obpasua, nMbo B3iTME KNIMHNYECKOro MaTepuana y nauneHTa

(BbII'IO}'I HAETCA nocnenoBarTes bHO) .

9.6 [Nnsa NofoXUTENbHbIX KOHTPOJIbHbIX 06pasLoB nporpamMMa UKCUPYET MOJIOXUTENbHbIN
pe3ynbTaT. [py NoNyYeHUN OTpULATENbHbIX 3HAUYEHWUN pe3ynbTaTbl BCE NMOCTAaHOBOYHOM cepum
CUMTAIOT HEeAOCTOBEpPHbIMU. B 3TOM cnyyae TpebyeTcss MOBTOpHas MOCTaHOBKA aMnavMdukaumm

BCel napTum obpasuos..

9.7 Ans oTpuuaTenbHbiX KOHTPOJIbHbIX 06pasuUoB MNporpamMMa GUKCUPYET OTpULATENbHbIN
pe3ynbTaT. Mpy NoNyYEeHUM NMONOXUTENbHbIX 3HAYEHUIA pe3y/ibTaTbl BCEM MOCTAaHOBOYHOW Cepum
CUMTaIT HEAOCTOBEPHBLIMU. B 3TOM cny4yae Heo6xoaMMO NpoBeAeHNe CreunanbHbIX MEPONPUSATUIA

ANA yCTpaHEHUs1 BO3MOXHOW KOHTaMUHaLuu,
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10 TPAHCNMOPTUPOBAHMUE, XPAHEHUE N SKCMJIYATALNA

10.1 TpaHcnopTupoBaHue

10.1.1 TpaHcnopTupoBaHue Habopa OCYLLeCTB/SIOT B TEPMOKOHTEMHepax C XJafo3/1ieMeHTaMun
BCEMW BMAAMW KPbITOrO TpaHcrnopTa npu TemnepaTtype oT 2 °C go 25 °C He 6onee
5 cyTok.

10.1.2 [onyckaeTcss TpaHcCnopTMpoBaHue noauMepasbl TexHoTaq MAX (HPV kBaHT-21,
dacoska A) npu TemnepaTtype oT 2 °C go 8 °C He 6onee 5 cyToK.

10.1.3 Habopbl peareHToOB, TPaAHCNOPTUPOBAHHbLIE C HApylUeHMEeM TeMnepaTypHOro pexuma,

NMPUMEHEHUNIO HE MoANEXaT.

10.2 XpaHeHue

10.2.1 Bce kOMNOHeHTbl Habopa peareHTOB, 3a WCKOUYEHMEM noaumMmepasbl TexHoTaq MAX,
cnenyeTt XpaHuUTb B XON0AMNbHUKE UKW XON04AMIbHOW Kamepe npu TemMnepaTtype ot 2 °C
0o 8 °C B TeueHMe BCEro cpoka rogHocCTu.

10.2.2 TMonunmepasy TexHoTaq MAX cnegyeT XpaHUTb B MOPO3M/IbHOMN KaMepe npu TeMnepaTtype
oT MuHyc 18 °C go MmnHyc 22 °C B TeyeHMe BCEro cpoka rogHocTn Habopa.

10.2.3 Cwmecn ansa amnaudukaumu, 3anedyataHHble napaduHoOM, U CcMecu Ana aMmnandukaumm
CTpuM cneanyeT XpaHUTb B XOJIOAUNBHUKE WN XON04UNBHON KaMepe npwu TeMnepartype
oT 2 °C no 8 °C B 3alLMLIEHHOM OT CBETA MECTe B TEYEHNE BCEro CpoKa rogHoCTK Habopa.

10.2.4 Habopbl peareHTOB, XpaHMBLUMECA C HApYLIEHWEM PperiaMeHTUPOBAHHOIO peXxuma,

NMPUMEHEHUNIO HE NMoANEXaT.

10.3 YkasaHusda No aKcniayaTtaumm
10.3.1 Habop p[o/mkeH NpPUMEHATbCS COMacHO AEWCTBYIOWENW BepcMU  YTBEPXAEHHOM
WHCTPYKUNM MO NPUMEHEHMUIO.
10.3.2 TMocne BCKpbITUS YMNakKoOBKM KOMMOHEHTbl Habopa crnegyeT XpaHuTb Npu Cneaylowmx
YyCNoBUSX:
— KOMMOHeHTbl Habopa (3a wuckn4deHneMm nonuMmepasbl TexHoTaq MAX) cneayet
XPaHUTb B XONOAMABbHUKE MK XON0AMNbHOM KaMepe npu TeMmnepatype ot 2 °C go 8 °C
B TeUYeHMe BCero cpoka rogHocTn Habopa peareHTOB;
— cMecu Aana amnnudukaumm, 3anedyataHHble napaduHOM KU CMecu Ang aMmnandukaumm
CTpuM, cneayeT XpaHuUTb B XONOAWIbHUKE WAW  XONOAMIbHOW KaMepe npwu
TemnepaTtype oT 2 °C go 8 °C B 3alUMLLEHHOM OT CBETA MeCcTe B Te4YeHne BCero cpoka
rogHocTn Habopa peareHToB;
— nonuMmepasy TexHoTaq MAX cneayer XpaHuTb B MOPO3WbHOM KaMepe npwu
TemnepaTtype OT MuUHyc 18 °C go MuHyc 22 °C B TeyeHue BCEero cpoka rofgHocTu
Habopa peareHTOB.
10.3.3 [Onda nony4yeHus HagEXHbIX pe3ysbTaToB He0bxoanMOo cTporoe cobnraeHmne NHCTPYKLUUn

no NpuUMeHeHnto Habopa.
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11 YKA3AHUA NO YTUWIN3ALNN

11.1 [pu wncnonb3oBaHWn Habopa peareHTOB B KJIMHWKO-AMArHOCTMYECKOW nabopatopuu
obpasyloTcsa 0oTXoAbl Knacca B, KOTopble YTUAM3MPYKTCA B COOTBETCTBUM C TpeboBaHUSIMU
CaHlunH 2.1.3684-21 n MY 1.3.2569-09.

11.2 Habopbl peareHToB, NpUWweaWNE B HEMPUIOAHOCTb, B TOM YMC/IE B CBSAA3M C UCTEUYEHUEM
CpOKa TrOAHOCTM, TMOBPEXAEHMEM YMNAKOBKM, noasexaT yTWaM3auum B COOTBETCTBUU C
TpeboBaHmamm CanlluH 2.1.3684-21.

12 FAPAHTUN N3ITOTOBUTENA

12.1 MpeanpuaTne-nsroToBuTeNb  rapaHTupyer cooTBeTcTBue Habopa  TpeboBaHMsaM
TEXHUYECKNX YCNOBMM nMNpu  COBAOAEHUMW YCAOBUMM  TPaHCNOPTUPOBAHMS, XPaHEHUs W

aKCnNyatTaunun, yCTaHOBNEHHbIX TEXHNYECKUMU YCITOBUAMMN.

12.2 Cpok rogHoctTm Habopa - 12 wMecsaueB npu cobngeHnn BCEX YCIOBUMA

TPAHCMOPTUPOBAHUS, XPAHEHUS M 3KCMyaTauum.

12.3 Habopbl peareHToOB C UCTEKLIMM CPOKOM FOAHOCTU NPUMEHEHUIO HE noaJsiexar.

13 PEMOHT U TEXHUYECKOE OBCJ1Y) KXUBAHME

Ha60p peareHToB npeaHasHadeH And oAHOpPa3oBOro MCMNoJZib30BaHUA U HE NOANEXUT

TEXHNYECKOMY 06CJ'IY)KMBaHMPO N TEKYLWLEMY PEMOHTY.

14 CUMBO/J1bl, UCNOJIb3YEMbIE NP MAPKNPOBKE HABOPA

MeauuunHckoe nsgenune

S KaTanoxHbIn HOMep
AN ANArHOCTUKM in vitro

TeMmnepaTypHbIA AManasoH Anpec narotosutens

E [

He gonyckaTtb
BO34EeNCTBMSA CO/THEYHOrO CBETA

X
AN

KonnyecTtBo TecToB

)

[oaeH ao HecTepunbHO

O6paTtutech K MHCTPYKLUUM
Mo NpUMEHeHUIo

5 | B0 < || [§

Cepus Habopa

i
® | = | B

[aTa usrotosneHuns OaHOpa3oBoe NUCNosb3oBaHue
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15 MEPEYEHb NPUMEHAEMbIX HALIMOHAJIbHbIX CTAHAAPTOB

FOCT 2.105-95 O6wue TpeboBaHMSA K TEKCTOBbIM AOKYMEHTaM.

FOCT ISO 14971-2011 W3penuna MeamumHckue. [lpuMeHeHMe  MeHeaXMeHTa pucka K
MeAVLMHCKUM U3aennsam.

FOCT P 15.309-98 Cucrema pa3paboTkm n NOCTaHOBKM NPOAYKLMM Ha NpOn3BOACTBO. NcnbiTaHns
N Npnémka BbiNyckaeMonm npoaykumm. OCHOBHbIE MOSIOXEHUS.

FOCT P 51088-2013 MeanuunHckuMe uspenus ans AWarHOCTUKM WUH BUTPO. PeareHTbl, Habopbl
peareHTOB, TeCT-CUCTEMbl, KOHTPOJIbHble MaTepuasnbl, NuTaTenbHble cpeabl. TpeboBaHus K
n3genvsaM u NoanepXuMBaloLLe JOKYMeHTaunu.

FOCT P 51352-2013 MeanumHckme nsgenus aasa AuarHoCTUKM MH BUTPO. MeToabl UCMbITaHUNA.
FOCT P 53022.3-2008 TpeboBaHus K Ka4yecTBY KIMHUYECKUX abopaTopHbIX WUCCenoBaHum,
Y.3. NMpaBnna OUEeHKN KNNHNYECKon MHMOPMaTUBHOCTM NabopaTopHbIX TECTOB.

FOCT P NCO 18113-1-2015 MeauumHckuMe wmnsgenusa anst AMarHocTuku in vitro. WHdopmaums,
npegocrasnsieMas usrotoeutenem (Mapkuposka). Yactb 1. TepMuHbI, onpepeneHusa n obuwme
TpeboBaHus.

FOCT P NCO 18113-2-2015 MepuuumHckuMe usgenus Ans AuarHOCTUKM in vitro. NHdopmauwms,
npenocTaBnsemMas n3rotoputeneMm (Mapkumposka). HacTtb 2. PeareHTbl Ans AWMArHOCTUKK in Vitro
Ana NpodeccMoHanbHOro NpUMeHeHus.

FTOCT P UCO 23640-2015 MeauuMHCKME wn3genus AN AMArHOCTUKM in vitro. OueHka
CTabunbHOCTN peareHToB AN ANArHOCTUKM in vitro.

FOCT P NCO 15223-1-2014  WUzpenna  meamumHckme.  CUMBObI, npuMeHsaemble  npu
MapKUPOBAHUN Ha MEAULMHCKUX U3LENUAX, STUKETKax U B CONPOBOAUTENbHOW AOKYMEHTauuu.
Y.1. OcHoBHble TpeboBaHUS.

FOCT P 52905-2007 (NCO 15190:2003) JlabopaTtopumn MeANLMHCKMeE., TpeboBaHus

6e3omnacHocCTH.

MpuMmeyaHue - YKaszaHHble Bbllle CTaHAApTbl 6biNM AENCTBYHOLWMMU Ha MOMEHT YTBEPXAEHUS
WHCTPYKLMW MO NMpUMeHeHWto. B fanbHeliweM, Npyn Noib30BaHUM AOKYMEHTOM, Lienecoobpa3Ho NpoBepuUTb
[leACTBUE CCbISTOYHbIX HOPMATUBHbIX JIOKYMEHTOB Ha TEKYLLMA MOMEHT. ECin CCbITIOYHbIN AOKYMEHT 3aMeHEH
MAN U3MEHEH, TO Npu TMPUMEHEHUM HACTOSLWEro J[AOKYMeHTa CneAyeT MoMb30BaThCs 3aMEHEHHbIM

(M3MEHEHHBbIM) AOKYMEHTOM.
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16 ALOPEC ONAA OBPALLEHUA

MpousBoacTeo HabopoB peareHTOB MMeEET CePTUDULMPOBAHHYIO CUCTEMY MEHEOXMEHTA
KayecTBa W COOTBETCTBYET TpeboBaHMAM CTaHAapTa CUCTEM MeHea)KMeHTa kadyecTtea ISO 9001 B
obnactn paspabotku, nponssoacTBa M nNpogaxu IVD peareHToB 1 npnbopoB Ana MosieKynspHo-
reHeTUYeCKOW AMAarHoCTUKM n apyroro nabopatopHoro npumeHeHmns u EN ISO 13485 B obnactu
pa3spaboTku, npoumssoacTtBa M npogaxu IVD peareHToB wn npmbopoB ANna MeAMUMHCKOM

MOﬂeKynﬂpHO-FEHeTMHeCKOVI ANarHoCTukKu.

MpousBoanTenb: O6WECTBO C OrpaHMYeHHON OTBETCTBEHHOCTbO «[HK-TexHonormns TC»
(000 «OHK-TexHonormns TC»), Poccus.

Appec npousBoauTens: 117246, Poccus, r. Mockea, npoesg HayuHbiit, 4. 20, ctpoeHue 4.

MecTto npousBoAacTBa:
- 000 «[OHK-TexHonormnsa TC», Poccus, 117246, r. MockBa, npoesg HayuHbiin, 4. 20, ctpoeHue 4;
- 000 «HMNO AHK-TexHonorus», Poccus, 142281, MockoBckas 06s1. . MpoTBMHO,

yn. XenesHogopoxHas, 4. 3.

Mo Bonpocam, Kacarwmmcsl kadectsa Habopa peareHtoB HPV KBAHT, cneayet obpawatbcs
B CNyX6y KJIMEHTCKOW NoAAEPXKMN.
Cnyxba KITMEHTCKON NOAAEPKKMN:
8(800) 200-75-15 (ans Poccuu, 3BoOHOK 6ecnnaTtHbii),
+7(495) 640-16-93 (ansa ctpaH CHI n 3apybexbsi, 3BOHOK MaaTHbIR),

E-mail: hotline@dna-technology.ru, www.dna-technology.ru

Homep 175-9
2024-08-06
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