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CMUCOK COKPALLEHUN

B HacTosLEN

NHCTPYKUNN NPUMEHAIKTCA cnepywouwne

cokpalleHusi 1 0603Ha4YeHus:

- QHAOrEHHbIV BHYTPEHHUI KOHTPOMbHbIM 0bpasel, (y4acTok [3-
BKO Glob
rmobUHOBOro reHa YenoBeka)
BlN4Y BKP - BUPYC nanunnomMbl YenoBeKa BbICOKOro KaHLEPOreHHoro pucka
OHK - Ne30KCMPUBOHYKNENHOBAs KUCIOTa
K+ - NOJIOXUTENbHLIN KOHTPOsb [1LP
K— - oTpUuaTenbHbIn KoHTponb MNP
MY - METOANYECKNE YKa3aHUs
OK - OTpULATENbHbIA KOHTPOSb 3KCTPaKLmn
OKO - oTpULaTenbHbIM KOHTPOMbHLIM 06pasey,
MnupP - noniMMepasHag LuenHas peakums
PY - perucTpaunoHHoOe yaocToBepeHmne
CanllnH - CaHUTapHbIe Npasuna n HOpMbl
®BYH LIHWM - ®epepanbHoe GroaKeTHOE yupexaeHue Haykn «LleHTpanbHbIn
Hay4HO-NccnegoBaTenbCKUA MHCTUTYT 3NNAEMUONOTUN»
Annagemmonornm 2
depepanbHom cnyxbbl No Hag30py B cdepe 3awmThbl Npas
PocnotpebHagsopa y
notpebutenen n bnarononyyns Yyenoseka
FRT - oriyopecLeHTHas eTekumsa B pexXxnMe «pearibHOro BpeMeHm»
HA3HAYEHUE
Habop peareHtoB «AmnnuCenc® BMNY BKP reHotun-FL»
npegHa3Ha4yeH ansd Ka4eCTBEHHOIo onpeageneHns 7

ongppepeHumaummn OHK BupycoB nanunnombl 4Yenoseka (BlMY)
BbICOKOro kaHueporeHHoro pucka (BKP) 16, 18, 31, 33, 35, 39, 45,
51,52, 56, 58, 59 Tnnos B Guonornyeckom matepmane (otaensemoe
CITM3UCTbIX 000SI04EK YPOreHnTanbHOro Tpakra (Ma3ok CO Crin3nucTon
obonoykn BRaranuwia, Cockob anuTenuarnbHbIX KNEeTOK COo
CNU3NCTONn 00O0NIOYKN  LepBUKanbHOro KaHasna (9KTouepBUKC W
9HOOLUEPBUKC), COCKODO anuTenuarsbHbIX KIETOK CO CIIM3UCTOM
000104k ypeTpbl), COCKOD anuTenuanbHbIX KIETOK CO CIU3NCTON
0060Mn04YKM aHanbHOro KaHana/npsiMOn KULLKW, Ma3oK CO CIIM3UCTOM
000SI04KN POTOrNOTKN, TKaHEBOW (OMONCUMHBIN, OMepaunoHHbIN,
ayToncumHeln) matepuan) metogom [MUP ¢ rmMbpuamsaymoHHo-
donyopecueHTHON aetexkumnen NPO4YKTOB amnnmdunkaymn.
MaTtepunanom pgna nposegeHuss [MUP cnyxat npobel OHK,
9KCTparnpoBaHHbIE N3 UCCregyeMoro matepuana.

MokaszaHMA W nNpPoOTUBOMOKAa3aHUA K NPUMEHeHul Habopa
peareHToB

Habop peareHTOB MCNONb3yeTcsi B KNMHUYECKOW NabopaTopHOM
ONarHocTuke Ans uccrnenoBaHust Guonornyeckoro martepuana,
MOMYYEHHOrO OT XEHLLMH N MY)XYMH NMOCNne cekcyanbHoro aebtoTa.
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rlpOTVIBOI'IOKa3aHVIFI OTCYTCTBYKOT, 3a WCKIMKOYEHUEM CIly4aeEB,
Korga B3aTMEe Ouoniorn4yeckoro MaTepmara He MOXeT ObITb
ocyuwecTtBiieHo no MmeanunNHCKMM NOoKa3aHUAM.

NMoTeHuManbHbIe NONb30BaTeNM MeAULUMHCKOro usaenus

K pabote ¢ Habopom peareHTOB [OOMYyCKalOTCA  TOSbKO
MeauUnHCKMe paboTHUKKM, OOyYeHHble MeTodaM MOMNEKYNSAPHOMN
ONarHoCTUKM W npasunam paboTbl B KANMHUKO-OMArHOCTUYECKOW
nabopaTtopum B yCTaHOBIIEHHOM NOpPsSiAKe.

NMPUHUWIMN METOOA

[MpyHUMN TecTnpoBaHMA OCHOBbIBaeTcA Ha akcTpakuum OHK n3
obpa3uoB  uccnegyemoro  martepuana M OQHOBPEMEHHOW
amnnudpukauum ydactkos OHK BIMMY BKP un ydactka [OHK -
rmobuHOBOro reHa 4yenoseka ¢ rMopuan3aunoHHO-JIYyOpPECLEHTHON
netekunen. OHK B-rmobuHOBOro reHa WCNONb3yeTca B KayecTBe
9HOoreHHoro BHyTpeHHero kKoHTponsa (BKO Glob) u nossonsiet He
TONMbKO KOHTponmpoBaTb Bce 9aTtanbl [ILP-uccnegoBaHna ans
Kaxkgoro obpasua, HO U oLeHMBaTb afeKBaAaTHOCTb B3ATUA MaTepunana
n ero xpaHeHunsi. BKO Glob, sBnssacb yyacTkoM reHoma 4erioBeka,
OOMMKEeH Bcerga npucyTcTBoBaTb B MCCreQyeMoOM MaTtepuane B
OOCTaTOYHOM KOJIMYEeCTBe, 9IKBMBASIEHTHOM KOMMYECTBY KIETOK
yenoBeka B obpasue (103-10° konuin/mn).

AMnnndgukauma ydactka [OHK nposBogutca npu  nomoLum
cneundunyHbIX K 3TOMY YyyacTKy npanmepoB n depmeHta Tag-
nonumepasbl. B cocTtaBe peakuMOHHOM CMECWU MPUCYTCTBYIOT
donyopeCUeHTHO-MeYEeHbIEe OJIMTOHYKNEeOoTUAbl, KOMMSIEMEHTapHbIe
ydactkam amnnudpuumpyemblx OHK-muweHen, 4TOo nossonser
perncTpupoBaTtb HaKomnsieHme cneundnyeckoro npoaykTa
amnnudpukaumm nyTem Nn3mepeHns MHTEHCUBHOCTMU
doNyOpEeCUEHTHOrO CcurHana ¢ noMouwlbio amnnudukartopa c
CUCTEMOWN AETEKLUUN B PEXUME «pearibHOro BpEMEHMY .

Onpepenenune Tuna BMNY BKP anga ogHoro obpasuya npoBoanTcH B
yeTblpex Npobupkax, B Kaxxaon npobupke anddepeHumnpyoTca Tpu
vna BlMNY BKP wn BKO Glob. Pesynbtatel amnnugukaumm
pPerncTpupyoTcs Mo creaylwmMm KaHanam  drnyopecueHTHOM
aetekumn (cm. Tabn. 1):

cTp.4un34l
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Tabnuua 1

HanmeHoBaHu Kanan ansa cdonyopodpopa
e MNLP-cmecu FAM JOE ROX Cy5

Boissnsemaa JHK-muweHb

AHK BIMY BKP | AHK BINY BKP | AHK BINY BKP
T™™Mn 16 T1n 31 TMn 18

OHK yyacTtka [3-
rmobuHOBOro reHa
(BKO Glob)
OHK yyacTtka B-
rmobuHoBOro reHa
(BKO Glob)
OHK yyacTtka B-
rmobuHoBOro reHa
(BKO Glob)
OHK yyacTtka B-
rmobuHOBOro reHa

B4 16/18/31

AHK B4 BKP | AHK BMNY BKP | AHK BMNY BKP

BMY 39/45/59 7 39 TN 45 TIn 59

AHK BM4Y BKP | AHK BMNY BKP | AHK BMNY BKP

BMNY 33/35/56 o 33 vn 35 ™n 56

AHK B4 BKP | AHK BMNY BKP | AHK BMNY BKP

BMY 51/52/58 TN 58 TMn 52 TKN 51

(BKO Glob)
O6nacTtb amnnudukaumm
BMNY 16/18/31 E6 gene E6 gene E7 gene reH 3-rmobvHa
B4 39/45/59 E7 gene E6 gene E6 gene reH B-rnobuHa
BIN4Y 33/35/56 E6 gene E6G/E7 gene E1l gene reH B-rnobuHa
BMY 51/52/58 E6 gene E7 gene E7 gene reH 3-rnobvHa

POPMbl KOMIMINEKTALUA
®Popma 2: «[1LUP-komnnekT» BapnaHt FRT

lpumeyaHue — @opma 1 ydarneHa.

dopma 2 npegHasHavyeHa ans nposeaeHust amnnupukaunm JHK
C rMbpnansaunoHHO-PIyopeCLUEHTHON [OEeTeKuMen B peXunme
«peanbHOro BpemMeHW» U no3sonser BbiABNAT [OHK B
KadyecTBeHHOM opmarte. [na nposegeHna nonHoro [1LIP-
nccnegoBaHMsas HEODXOOMMO MCMOSIb30BaTb KOMMIEKTbl peareHToB
ana akctpakuymmn AHK.

dopma 2 paccuntaHa Ha npoBegeHne 108 TectoB (432 peakunu
amnnudukaumm), BKoYasa KOHTPONM.

AHATTUTUYECKUE XAPAKTEPUCTUKH
Ona paHHoro Habopa peareHToOB MNPUMEHMMbI Crieayrome
XapaKTepUCTUKK:
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AHanuTnyeckas YyBCTBMTENbHOCTL (Npeaen ooHapyXeHus)

marepvan

Tabnuua 2
AHanuTu4yeckas
Komnnekt | Komnnekrt YVBCTBUTENb-
Bua uccneayemoro | TpaHcnopTHas ans ans y
HOCTb (Npeaen
MaTepuana cpena 3KCTpakumu | amnnudu-
obOHapyxeHus),
OHK Kauumu . 1
konun/mn
OTpensiemoe
CNU3NCTbIX 0BoNoYeK
yporeHuTanbHoro «TbaHCobTHaS «[QHK-cop6-
TpakTa (Ma3ok co pc o apc AMy, «MupP-
CNN3NCTON 060104KM " KSHSTMKOM «AMMNnCeHc®| KoMnnekT» 1x108
Bnaranuiia, cockob y(TCM)» MAIHO-cop6- |BapuaHT FRT
anuTennanbHbIX KIeToK YPO»
CO Cnn3ncTon 060no4KM
ypeTpbl)
«TpaHcnopTHas «[IHK-Cop6-
OTpensiemoe cpepac AMy
CNN3NCTbIX 0605I04EK MYKOJTUTUKOM L ®
«AMnnnCeHc
ypOreHuTanbHoro (TCM)»,
MAIHO-cop6-
TpakTa (cockob TpaHcnopTHas «MyP-
) YPO» :
anuTenuanbHbIX KNeTok | cpega «Digeney KOMMIIEKT» 1x10
CO Cnm3uncTomn o6omnoykn | TpaHcnopTHo- |«AMnnnCexc® BapuaHT FRT
LuepBuKanbHoro kaHana | dpukcupytowasa |OHK-cop6-Oy»,
(akTOUEPBUKC U cpepa on4d «AmnnnCeHc®
3HOO0LEPBUKC) xngkoctHon  |MAITHO-cop6-
umMTOnorum YPO»
Cockob anutenuanbHbIX| « TpaHcnopTHas «ﬂilf\;l?p@ «MLIP-
KNeToK CO CIIM3UCTOM cpepac A C ® 1x10°
060M04KM aHanbHOro MYKOSTUTUKOM CAMITILEHC ™) KOMNNekT> X
o MAIHO-cop6- |BapuaHT FRT
KaHana/npsiMmon KMLLIKK (TCM)»
YPO»
«TpaHcnopTHasa |«PUBO-npen» «MLIP- 500
Ma3sok co cnu3ucTon cpega ona ®
060MOYKN POTOrNOTKM | pecnMpaTopHbIX «AMNMMCEHC®| KOMNNEKT»
MA3KOBY MAIHO-cop6- [BapuaHT FRT 1x10°
YPO»
Tkaxeson «TpaHcnopTHas
(broncuinHbIn, pc o apc «MyP-
ornepaLwmMOHHbIN, " KSHSTMKOM «PUBO-npen»| KOMMMNeKT» 1x103
ayTOMNCUIHbIN) y(TCM)» BapuaHT FRT

[daHHbIM npegen obHapy)XeHust gocTuraeTcs npu cobnoaeHun
npaBus, ykasaHHbIX B pasgenax «B3aTuve, TpaHcnopTupoBaHue u

XpaHeHue

“ccreayemMoro

matepuana»

7

nccnegyemoro matepuana K aketpakumm JHK»y.

«[loaroToBka

! Konuuectso konuin [OHK Bupyca B GuonorvyeckoM matepuarne, MOMELLEHHOM B YKa3aHHYIO
TPaHCNOPTHYIO cpeay, B nepecyeTe Ha 1 mn.
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AHanutn4yeckaa cneunPuUYHOCTb
Habop peareHToB obHapyxumBaeT ydyactkm OHK BIMY BKP 16, 18,

31, 33, 35, 39, 45, 51, 52, 56, 58, 59 TMnoB (kKNnHM4Yeckne obpasupbl,

cneyndmnyHOCTb noaTBepXKaeHa MEeTOO0M NpPAMOro

CEKBEHMPOBAHMUS  HYKNEOTMAHbIX  nocnefoBaTenbHOCTENW) B

KOHUEeHTpauunm He MeHee 1x10% konui/mn. AHanuTMyeckas

cneuyndmnyHOCTL Habopa peareHToB [oKasaHa Mpu uccrnegoBaHUm

OHK yenoseka n crnegyroLwmx MUKPOOPraHN3MoB:

— Wrtammbl 13  konnekuun ATCC® (American Type Culture
Collection, CLIA): Acinetobacter baumanii ATCC® 19606™,
Candida albicans ATCC® 14053™, Candida krusei ATCC®
14243™, Enterococcus faecalis ATCC®29212™, Escherichia coli
ATCC® 25922™  Gardnerella vaginalis ATCC®14018™,
Haemophilus influenzae ATCC® 33930™, Klebsiella pneumoniae
ATCC® 27736™, Listeria grayi ATCC® 25401™, Listeria innocua
ATCC® 33090™, Listeria monocytogenes ATCC® 7644™,
Moraxella catarrhalis ATCC® 25240™, Neisseria gonorrhoeae
ATCC® 49926™ Neisseria gonorrhoeae ATCC® 19424™
Propionibacterium acnes ATCC® 11827™, Proteus mirabilis
ATCC® 12453™, Proteus vulgaris ATCC® 6380™, Pseudomonas
aeruginosa ATCC® 15442™  Staphylococcus aureus ATCC®
6538P™,  Staphylococcus epidermidis ATCC® 12228™,
Staphylococcus haemolyticus ATCC® 29970™, Staphylococcus
saprophyticus ATCC® 49907™, Streptococcus agalactiae ATCC®
12386™,  Streptococcus  agalactiae =~ ATCC®  13813™,
Sterptococcus pneumoniae ATCC® 6305™, Sterptococcus
pneumoniae ATCC®27336™, Sterptococcus pneumoniae ATCC®
49619™  Streptococcus pyogenes ATCC® 19615™ B
KOHLeHTpauun He meHee 1x10° konuin/mn;

— Wrammbl n3 konnekumn NIBSC (National Institute for Biological
Standards and Control, BenukobputaHus). Human
betaherpesvirus 5 NIBSC Ne 09/162, Human
gammaherpesvirus 4 NIBSC Ne 09/260 B KOHUEHTpauuun He
meHee 5x10° ME/mn;

— KnuHnyeckne naonatel, naHenun wrammoB n nsonatos: Candida
glabrata, Chlamydia trachomatis, Human alphaherpesvirus 1,
Human alphaherpesvirus 2, Human alphaherpesvirus 3, Human
betaherpesvirus 6A, Human betaherpesvirus 6B, Lactobacillus
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spp., Mycoplasma genitalium, Mycoplasma hominis, Ureaplasma

parvum, Ureaplasma urealyticum, B KOHUEHTpauum He MeHee

5x10° konui/mn;

— JHK yenoBeka B KOHUEHTpaLun He MmeHee 1x10°8 konuii/mn;

— OHK BIY, oTHocAwmMecs K Tunam HU3KOro, BO3MOXXHO BbICOKOIO
KaHUueporeHHoro pucka (Bo3moxHO BKP, possibly high
carcinogenic) M BepOSATHO BbICOKOIO KaHLEpPOreHHOro pucka
(BeposaTHO BKP, probably high carcinogenic), B yacTHOCTU TunbI 6,
8, 11, 15, 20, 26, 38, 44, 53, 66, 68, 73, 82 (knnHM4eckmne obpasupbl,
BMOoOBas NPUHAASIEXXHOCTb MOATBEPXAEHA METOAOM MNPsSIMOro
CEKBEHMPOBAHNA  HYKIEOTUAOHbIX MocnegoBaTefibHOCTEN), B
KOHLleHTpauun He meHee 1x10% konuiA/mn.

[Mpn TectupoBaHum obpasyos [OHK BbilenepevncneHHbIx
MukpoopraHmnamoB n HK yenoseka Hecrneundunyecknx peakuum, a
TakKe nNepekpecTHbIX peakunn wmexgy Tunamm BlY  npwu
MCMNOSIb30BaHMN  BbICOKOKOHLIEHTPUPOBAHHLIX ~ 0bpasuoB  He
BbigBfieHo. CneundunyHoCTb TecTUpoBaHUSA  NoATBepXaanachb
METOA0M CEKBEHNPOBaHUA AEeTEKTUPYEMBbIX dparmMeHTOB
amnnudukaymn.

NHpopmauns o0 uHTepdepupylowmnx BellecTBax YykasaHa B
pasgene «WHTepdepupyowme BewectBa W OrpaHUYeHUs ro
NCcnosib30BaHuo NPob nccrnegyemoro martepuanay.

NMoBTOpPSAEMOCTbL N BOCNPON3BOAUMOCTb MCCneaoBaHUA

[ToBTOPSAEMOCTb n BOCMNPON3BOAMMOCTb ncecnenoBaHus
onpeaeneHsl nyTem TECTUpPOBaHUSA NONOXUTENbHbIX n
oTpuuaTenbHbIX MoaenbHbIX 0bpa3suoB. NonoxntensHole obpa3subl
npeactaBnsnu cobon cTaHgapTHble obpasubl  NpeanpuaTus,
cogepxawme OHK BINY BKP 16, 18, 31, 33, 35, 39, 45, 51, 52, 56,
58, 59 TMNoOB, B Ka4yecTBe oTpuuaTenbHOro obpasua ncnonb3oBaH
peareHT OKO.

Ycnosma noBTOPSIEMOCTU BKMoYann B ceba TecTMpoBaHME B
OOHOM N ToW e nabopaTopun, OOHUM N TEM Xe onepaTopomM, C
MCNOMb30BaHMEM OAHOrMO W TOro e obopyaoBaHUs B npegenax
KOPOTKOro MpOMEXYyTKa BPEMEHWU. YCNoBMA BOCNPOU3BOAUMOCTU —
TEeCTUpoBaHMe B [ABYX He3aBUCUMMbIX nabopaTopusix, pasHbIMU
ornepartopamMu, B pasHble OHU, Ha pa3sHbIX Npubopax, pasHbiX cepuin
Habopa peareHTOB. Pe3ynbTaTbl NpeacTaBfieHbl B Tadsn. 3.

cTp. 81n3 41l
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Tabnuua 3

MoBTOpPsAiEeMOCTb BocnpounssoaumocTtb
KomnnekT
CoBna- CoBna-
AnA IS} Tun o6pas3uyoB |KonuuyectBo| AaeHue |KonuuyectBOo| AOeHue
akcTpak- |BMN4Y BKP
B obpasuyoB pesymz- obpasuyoB pesymz-
TaToB, % TatoB, %
16 lNonoxutenbHble 10 100 30 100
OTtpuuaresnbHble 10 100 30 100
18 MNonoxutenbHble 10 100 30 100
OTtpuuartenbHble 10 100 30 100
31 NonoxuntenbHble 10 100 30 100
OTpuuaTenbHble 10 100 30 100
39 lNonoxuntenbHble 10 100 30 100
OTpuuaTenbHble 10 100 30 100
45 lMNonoxutenbHble 10 100 30 100
OTtpuuarenbHble 10 100 30 100
59 lNonoxutenbHble 10 100 30 100
«QHK- OTpuuaTernbHble 10 100 30 100
cop6-AM» 33 lMonoxuTtenbHble 10 100 30 100
OTpuuaTenbHble 10 100 30 100
35 lMNonoxuntenbHble 10 100 30 100
OTpuuaTenbHble 10 100 30 100
56 lMNonoxutenbHble 10 100 30 100
OTtpuuartenbHble 10 100 30 100
58 lMNonoxutenbHble 10 100 30 100
OTtpuuartenbHble 10 100 30 100
52 lNonoxutenbHble 10 100 30 100
OTpuuaTenbHble 10 100 30 100
51 MNonoxuntenbHble 10 100 30 100
OTpuuaTenbHble 10 100 30 100
16 MNonoxutenbHble 10 100 30 100
OTtpuuartenbHble 10 100 30 100
18 NonoxutenbHble 10 100 30 100
OTtpuuartenbHble 10 100 30 100
31 lNonoxutenbHble 10 100 30 100
OTpuuaTenbHble 10 100 30 100
39 MNonoxutenbHble 10 100 30 100
OTpuuaTenbHble 10 100 30 100
«Amnnun- 45 MNonoxutenbHblie 10 100 30 100
CeHc® OTtpuuarenbHble 10 100 30 100
MAIHO- 59 lMNonoxutenbHble 10 100 30 100
copb- OTtpuuarenbHble 10 100 30 100
YPO» 33 MonoxutenbHble 10 100 30 100
OTtpuuarenbHble 10 100 30 100
35 MNonoxutenbHble 10 100 30 100
OTpuuaTenbHble 10 100 30 100
56 MNonoxutenbHblie 10 100 30 100
OTpuuaTenbHble 10 100 30 100
53 lNonoxuntenbHble 10 100 30 100
OTtpuuarenbHble 10 100 30 100
52 lNonoxuntenbHble 10 100 30 100
CcTp. 9m3 4l
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OTtpuuarenbHble 10 100 30 100
51 lNonoxutenbHble 10 100 30 100
OTtpuuartesnbHble 10 100 30 100
16 lNonoxutenbHble 10 100 30 100
OTtpuuartenbHble 10 100 30 100
18 lNonoxuntenbHble 10 100 30 100
OTpuuaTenbHble 10 100 30 100
31 lNonoxuntenbHble 10 100 30 100
OTpuuaTenbHble 10 100 30 100
39 lNonoxuntenbHble 10 100 30 100
OTtpuuaresnbHble 10 100 30 100
45 lNonoxutenbHble 10 100 30 100
OTtpuuartenbHble 10 100 30 100
«AMnnu- 59 lNonoxutenbHble 10 100 30 100
CeHc® OTpuuartenbHble 10 100 30 100
[1HK-cop©O- 33 lMonoxuTtenbHble 10 100 30 100
» OTpuuartenbHble 10 100 30 100
35 lMNonoxuntenbHble 10 100 30 100
OTtpuuartenbHble 10 100 30 100
56 lMNonoxutenbHble 10 100 30 100
OTtpuuartenbHble 10 100 30 100
58 lMNonoxutenbHble 10 100 30 100
OTpuuaTenbHble 10 100 30 100
52 lMNonoxutenbHble 10 100 30 100
OTpuuaTenbHble 10 100 30 100
51 MNonoxuntenbHble 10 100 30 100
OTtpuuartenbHble 10 100 30 100
16 lNonoxutenbHble 10 100 30 100
OTtpuuarenbHble 10 100 30 100
18 lNonoxutenbHble 10 100 30 100
OTtpuuartenbHble 10 100 30 100
31 MNonoxuntenbHble 10 100 30 100
OTpuuaTenbHble 10 100 30 100
39 MNonoxutenbHble 10 100 30 100
OTpuuaTenbHble 10 100 30 100
45 lMNonoxutenbHble 10 100 30 100
OTtpuuarenbHble 10 100 30 100
59 MonoxnTtenbHble 10 100 30 100
«PUBO- OTpuuaTenbHble 10 100 30 100
npeny» 33 lMonoxntenbHble 10 100 30 100
OTpuuaTenbHble 10 100 30 100
35 MNonoxutenbHble 10 100 30 100
OTpuuaTenbHble 10 100 30 100
56 MonoxunTtenbHble 10 100 30 100
OTtpuuarenbHble 10 100 30 100
53 MonoxunTtenbHble 10 100 30 100
OTtpuuarenbHble 10 100 30 100
59 MNonoxutenbHble 10 100 30 100
OTtpuuartenbHble 10 100 30 100
51 MNonoxutenbHble 10 100 30 100
OTtpuuartenbHble 10 100 30 100
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AWATHOCTUYECKUE XAPAKTEPUCTUKA
[Ons onpeoeneHnss OWaArHOCTUYECKUX XapakKTepucTuk Habopa

ncnonb3oBaHbl 0bpa3subl Guonornyeckoro matepunana: 421 obpaseu

OTAEeNnAeMoro CnmM3ncTbiX 000STIO4EK YpOreHUTarnbHOro Tpakta (Masok

CO CnM3UCTOM OOOMOYKM Braranuuia, cockob anuTenuanbHbIX

KNEeTOK CO  CnmM3uctoM 0OOSIOYKM  LepBMKarbHOro  KaHana

(3KTOLEPBUKC M 3HAOOLIEPBUKC), COCKOD anmuTenuanbHbIX KIeToK CO

cnu3ancton  obonoykn  ypetpbl), 389 obpasyoB cockoboB

anuTenuarnbHbIX KMNEeTOK CO CIM3UCTOM 0OOSI0YKM  aHaribHOro

KaHana/npaMon Kuwkn, 361 obpasey MasKoB CO CIU3UCTON

obornoykn potornotkn, 336 obpasuoB TkaHeBOro (OMONCUMHOIO,

onepaumoHHOro, ayTorncMnHoro) Mmatepuana.
Nccnenyemble Buonornyeckme obpasubl Obinv NosyyeHsl:

— OT XEHLWUH N MYXYUH, MPOXOAUBLLUNX CKPUHWUHI NpenpakoBbiX
3aboneBaHn, OHKOMOrMYECKOM nNaToriormm LUEeNKU MaTKWU,
Bfaranuuia, adHyca, MonoBoro 4reHa, ronosbl 1 weun Bl1Y-
9TUOJIOTUMN, Y KOTOPbIX YCTAHOBIEH LUUTONOMM4YeCKMn gnarHos H-
SIL (High grade squamous intraepithelial lesion, BbICOkagd
CTerneHb MopaXeHUsi NII0CKO-KIETOYHOIroO MHTPa3anuTenmanbHoro
nopaxeHus) n L-SIL (Low grade squamous intraepithelial lesion,
HM3Kask CTeneHb MSIOCKOKIIETOYHONO WHTPa3anuUTenuasribHoro
nopaxeHna) wn BoigeneHa [OHK BlMNY BKP ¢ nomowbto
pedepeHTHOro MeToaa;

— OT YCNOBHO-3O0POBbLIX J>KEHWWH U MYXYUH, Y KOTOPbIX
ycTaHoBneH uutoniormdecknn pauarHo3d NILM (Negative for
intraepithelial lesion or malignancy, HeraTMBHble B OTHOLUEHUU
MHTPasNUTENManNbHOro NopaxeHusa WUNu 3rnokavyecTBEHHOCTU) U
nokasaHo otcytctemne JHK BI'NY BKP ¢ nomoubo pedepeHTHOro
MeToaa.

B kayectBe pedepeHTHOro MeToda MWCMoNb3oBanmMcb: Habop
peareHToB «AMnnnCeHc® BMY BKP reHotun-tutp-FL» (®BYH
LIHUW Snnaemnonorumn PocnoTtpebHansopa, PY Ne P3H 2017/6533)
MW Habop peareHTOB [AfA  BbISBMIEHUS, TUMNUPOBAHUA U
KOSINYECTBEHHOIO oOnpedesieHnss Bupyca nanuinombl Yenoseka
metogom MNUP (HPV KBAHT), BapnaHT ncnonHexna: HPV kBaHT-21
(OO0 «HIMO OHK-TexHonormay, PY Ne ®CP 2010/08811).
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UacTtb 6uonormyeckoro martepuana Obinia mcnonb3oBaHa Angd
NPUroTOBIEHUS MOAENbHbIX 06pa3uoB. B obpa3ubl buonornvyeckoro
mMaTtepuana obinu gobasneHbl cTaHAAPTHbIE 06pa3uUbl NPeanpuaTUs,
cogepxawme OHK BINY BKP 16, 18, 31, 33, 35, 39, 45, 51, 52, 56,
58, 59 TMMNOB, [0 KOHEYHbIX KOHLEeHTpauun He meHee 1x103 kon/mn
(cMm. Tabn. 4, 5).

Tabnuua 4
Pe3ynbTaTbl TeCTUPpOBaHUA Habopa peareHToB
«AmnnnCenc® BMNY BKP reHoTun-FL »
B CpaBHEeHUU € pedpepeHTHbLIM MEeTOAO0M

Bua PesynbTaTbl npMMeHeHus
Mccneayemoro Tun BIMNY Pe3ynbTaTbl npuMeHeHus pedepeHTHOro metoga
BKP AmnnuCenc® BMNY BKP reHotun-FL Monoxu- OTtpuua-
maTepuana
TesnbHbIX TesnbHbIX
16 Bcero nccnenoBaHo | MONOXUTENbHbIX 166 0
366 obpasuoB oTpuuaTenbHbIX 0 200
31 Bcero nccnegosaHo | NONOXUTENbHbIX 143 0
344 obpasua oTpuuaTesibHbIX 1 200
18 Bcero nccnenoBaHo | MONOXUTENbHbIX 138 0
338 obpasLoB oTpMUaTenbHbIX 0 200
39 Bcero nccnenoBaHo | MONOXUTENbHBbIX 144 0
346 obpasLioB oTpuuaTenbHbIX 2 200
45 Bcero nccnegoBaHo | NONOXUTENbHbIX 137 0
337 obpasuos oTpuuaTenbHbIX 0 200
Otaensemoe 59  |BCero nccneaosaHo| MONOXUTeNLHbIX 138 0
gggigi;béx 338 obpasLoB oTpMUaTenbHbIX 0 200
YPOreHUTanbHOro 33 Bcero nccnegoBaHo | MONOXUTENbHBLIX 145 0
TpakTa 345 obpasuoB | oTpuuaTenbHbIX 0 200
35 Bcero nccnegosaHo | NONTOXUTENbHbIX 133 0
333 obpasua oTpuuaTesNbHbIX 0 200
56 Bcero nccnegosaHo | NOFNIOXUTENbHbIX 141 0
341 obpasey oTpuUaTenbHbIX 0 200
58 Bcero nccnegoBaHo | NONOXUTENbHbIX 137 0
337 obpasLos oTpuuaTenbHbIX 0 200
52 Bcero nccnegosaHo | NOFNIOXUTENbHbIX 145 0
345 obpasLoB oTpuuarTenbHbIX 0 200
51 Bcero nccnegoBaHo | MONOXUTENbHbIX 141 0
342 obpasua oTpuuaTenbHbIX 1 200
cTp. 12134l
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Bua Pe3synbTaTbl NpUMeHeHuUnA
Mccneayemoro Tun BMY Pe3ynb'(|R;aTb| npUuMeHeHus pecdepeHTHOro MeToaa
maTepuana BKP AmnnuCenc® BIMNM4Y BKP reHoTun-FL Monoxu- OTtpuua-
TenbHbIX TenbHbIX
16 Bcero nccnegoBaHo | MONOXUTENbHbLIX 146 0
347 obpasLos oTpuuaTenbHbIX 1 200
31 Bcero nccnegoBaHo | NONOXUTENbHbIX 128 0
329 obpasuoB | oTpuuaTenbHbIX 1 200
18 Bcero nccnegoBaHo | NONOXUTENbHbIX 133 0
334 obpasua oTpuuaTenbHbIX 1 200
39 Bcero nccnegoBaHo | MONOXUTENbHbIX 146 0
347 06pasuLoB | oTpMUATEeNbHbIX 1 200
Cockob 45 Bcegg 2vlccrle,cl,OBaHO MNONOXUTESNbHbIX 131 0
anuTenuanbHbIX 06pa3u,a oTpuuatenibHbIX 1 200
KNeToK co 59 Bcero nccnegoBaHo | NOIOXUTENbHbIX 129 0
CIM3UCTOM 330 obpasuos oTpuuaTenbHbIX 1 200
obornoukm 33 Bcero nccnegoBaHo | NONOXUTENbHbIX 134 0
aHaneHoro 335 06pasLoB | oTpuuaTenbHbIX 1 200
kaHana/ npsmoit g5 | BCero Mccne/ioBaHo | NONoKUTeNbHbIX 128 0
KALLIKN 329 o6pasuUoB | oTpuuaTenbHbIX 1 200
56 Bcero nccnenoBaHo | MONOXUTENbHbIX 134 0
335 06pasuUoB | oTpuuaTenbHbIX 1 200
58 Bcero nccnegosaHo | NONOXUTENbHbIX 129 0
330 06pasLoB | oTpuuaTenbHbIX 1 200
52 Bcero nccnenoBaHo | MONOXUTENbHbIX 129 0
330 o6pasuUoB | oTpuuaTenbHbIX 1 200
51 Bcero nccnegoBaHo | MONOXUTENbHBLIX 134 0
335 obpasLos oTpuuaTenbHbIX 1 200
16 Bcero nccnegoBaHo | NONIOXUTENbHbIX 147 0
347 obpasLos oTpuuaTenbHbIX 0 200
31 Bcero nccnenoBaHo | MONOXUTENbHBbIX 138 0
338 06pasLoB | oTpuuaTenbHbIX 0 200
18 Bcero nccnegoBaHo | NONOXUTENbHbIX 137 0
337 obpasLos oTpuuaTenbHbIX 0 200
39 Bcero nccnegoBaHo | NONTOXUTENbHbIX 138 0
338 06pasLoB | oTpuuaTenbHbIX 0 200
45 Bcero nccnenoBaHo | MONOXUTENbHBbIX 138 0
338 06pasLoB | oTpuuaTenbHbIX 0 200
Ma3sok co 59 Bcero nccnegoBaHo | MONOXUTENbHbIX 137 0
CIU3NCTON 337 0bpasuoB | oTpuuaTenbHbIX 0 200
06oro4kM 33 Bcero nccnegoBaHo | MONOXUTENbHBbIX 141 0
POTOMOTKN 341 obpasey oTpuLaTenbHbIX 0 200
35 Bcero nccnegoBaHo | MONOXUTENbHBLIX 136 0
336 06pa3uoB | oTpuuaTenbHbIX 0 200
56 Bcero nccnegoBaHo | MONOXUTENbHbIX 139 0
339 06pasLoB | oTpuLaTenbHbIX 0 200
58 Bcero nccnegoBaHo | MONOXUTENbHBLIX 138 0
338 06pasLoB | oTpuuaTenbHbIX 0 200
52 Bcero nccnegoBaHo | MONOXUTENbHbIX 138 0
338 obpasLoB oTpuuaTenbHbIX 0 200
51 Bcero nccnegoBaHo | MONOXUTENbHbLIX 137 0
337 06pasLoB | oTpuuaTenbHbIX 0 200
cTp. 13134l



Bua Pe3synbTaTbl NpUMeHeHuUnA
Mccneayemoro Tun BMY Pe3ynb'(|R;aTb| npUuMeHeHus pecdepeHTHOro MeToaa
maTepuana BKP AmnnuCenc® BIMNM4Y BKP reHoTun-FL Monoxu- OTtpuua-
TenbHbIX TenbHbIX
16 Bcero nccnegoBaHo | MONOXUTENbHbLIX 136 0
336 obpasLoB oTpuuaTenbHbIX 0 200
31 Bcero nccnegoBaHo | NONOXUTENbHbIX 136 0
336 06pas3LoB | oTpMUATeNbHbIX 0 200
18 Bcero nccnegoBaHo | NONOXUTENbHbIX 136 0
336 obpasLoB oTpuuaTenbHbIX 0 200
39 Bcero nccnegoBaHo | MONOXUTENbHbIX 136 0
336 06pasLoB | oTpMUATEeNbHbIX 0 200
45 Bcero nccnegoBaHo | NONOXUTENbHbIX 136 0
. 336 06pasLoB | oTpuuUaTenbHbIX 0 200
TKaHeBOf" . Bcero nccnenoBaHo | MONOXUTENbHBbIX 136 0
(Groncuitkbin, 59 336 06pasLoB | oTpuuaTenbHbIX 0 200
onepaLmuOHHbIN,
ayTONCUIAHbIA 33 Bcero nccnegoBaHo | NONOXUTENbHbIX 136 0
matepuan) 336 06pasLos | oTpuuaTenbHbIX 0 200
35 Bcero nccnegosaHo | NONOXUTENbHbIX 136 0
336 06pasLoB | oTpuuaTenbHbIX 0 200
56 Bcero nccnenoBaHo | MONOXUTENbHbIX 136 0
336 06pasLoB | oTpuuaTenbHbIX 0 200
58 Bcero nccnegosaHo | NONOXUTENbHbIX 136 0
336 o6pasLioB oTpuuaTenbHbIX 0 200
52 Bcero nccnenoBaHo | MONOXUTENbHbIX 136 0
336 06pasLoB | oTpuuaTenbHbIX 0 200
51 Bcero nccnegoBaHo | MONOXUTENbHBLIX 136 0
336 obpasLos oTpuuaTenbHbIX 0 200
Tabnuua 5

[OunarHocTn4YecKue XxapakTepucTuku Habopa peareHToB
«AMnnuCeHnc® BMNY BKP reHotTun-FL »

Bun OwvarHocTtuyeckas OuvarHocTtuyeckas

Mccnenyemoro Tun BNY BKP HYBCTBUTENBLHOCTL cneuuqul-locﬂ;v

MaTepuana (c AOBepMTeano:d (c noBepuTenbHoun
BEpPOATHOCTLIO 95 %) BEPOATHOCTbLIO 95 %)

16 100 (97,80 — 100) % 100 (98,17 — 100) %

31 99,31 (96,19 — 99,98) % 100 (98,17 — 100) %

18 100 (97,36 — 100) % 100 (98,17 — 100) %

39 98,63 (95,14 — 99,83) % 100 (98,17 — 100) %

OTnensemoe 45 100 (97,34 — 100) % 100 (98,17 — 100) %

CMU3NCTLIX 060MoYek 59 100 (97,36 — 100) % 100 (98,17 — 100) %

ypOreHnTanbHoro 33 100 (97,49 — 100) % 100 (98,17 — 100) %

TpakTa 35 100 (97,26 — 100) % 100 (98,17 — 100) %

56 100 (97,42 — 100) % 100 (98,17 — 100) %

58 100 (97,34 — 100) % 100 (98,17 — 100) %

52 100 (97,49 — 100) % 100 (98,17 — 100) %

51 99,30 (96,14 — 99,98) % 100 (98,17 — 100) %
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Bua OunarHocTuyeckas OunarHocTuuyeckas

I G Tun BMY BKP 4YBCTBUTENLHOCTH cneunguyHOCTL

MaTepuana (c moBepuTenbHOM (c poBepuTenbHoOMn

BeposATHOCTbLIO 95 %) BEpPOSATHOCTbLIO 95 %)

16 99,32 (96,27 — 99,98) % 100 (98,17 — 100) %

31 99,22 (95,76 — 99,98) % 100 (98,17 — 100) %

18 99,25 (95,91 — 99,98) % 100 (98,17 — 100) %

S 39 99,32 (96,27 — 99,98) % 100 (98,17 — 100) %

A TeNMANLHLLX 45 99,24 (95,85 -99,98) % | 100 (98,17 — 100) %

KNeToK CO CrM3NcTon 59 99,23 (95,79 — 99,98) % 100 (98,17 — 100) %

000noYKM aHanbHOro 33 99,26 (95,94 — 99,98) % 100 (98,17 — 100) %

KaHana / NpsiMoit 35 99,22 (95,76 — 99,98) % 100 (98,17 — 100) %

KULLKK 56 99,26 (95,94 — 99,98) % 100 (98,17 — 100) %

58 99,23 (95,79 — 99,98) % 100 (98,17 — 100) %

52 99,23 (95,79 — 99,98) % 100 (98,17 — 100) %

51 99,26 (95,94 — 99,98) % 100 (98,17 — 100) %

16 100 (97,52 — 100) % 100 (98,17 — 100) %

31 100 (97,36 — 100) % 100 (98,17 — 100) %

18 100 (97,34 — 100) % 100 (98,17 — 100) %

39 100 (97,36 — 100) % 100 (98,17 — 100) %

45 100 (97,36 — 100) % 100 (98,17 — 100) %

Ma30K co Ccnm3ncTon 59 100 (97,34 - 100) % 100 (98,17 - 100) %

0600YKM POTOrMOTKM 33 100 (97,42 — 100) % 100 (98,17 — 100) %

35 100 (97,32 — 100) % 100 (98,17 — 100) %

56 100 (97,38 — 100) % 100 (98,17 — 100) %

58 100 (97,36 — 100) % 100 (98,17 — 100) %

52 100 (97,36 — 100) % 100 (98,17 — 100) %

51 100 (97,34 — 100) % 100 (98,17 — 100) %

16 100 (97,32 — 100) % 100 (98,17 — 100) %

31 100 (97,32 — 100) % 100 (98,17 — 100) %

18 100 (97,32 — 100) % 100 (98,17 — 100) %

39 100 (97,32 — 100) % 100 (98,17 — 100) %

Tkanesoin 45 100 (97,32 — 100) % 100 (98,17 — 100) %

(GuoncuAHIA, | 59 100 (97,32 — 100) % 100 (98,17 — 100) %

OnepaLnoHHeIv, 33 100 (97,32 — 100) % 100 (98,17 — 100) %
ayTOMNCUNHbIN)

vatepuan 35 100 (97,32 — 100) % 100 (98,17 — 100) %

56 100 (97,32 — 100) % 100 (98,17 — 100) %

58 100 (97,32 — 100) % 100 (98,17 — 100) %

52 100 (97,32 — 100) % 100 (98,17 — 100) %

51 100 (97,32 — 100) % 100 (98,17 — 100) %

MEPbI NPEOOCTOPOXHOCTU

PaboTta gormkHa npoBoauTbCcs B nabopatopun, BbIMOMHAOLWEN
MOJIEKYNSIPHO-OMonornyeckme (rupP) nccnenoBaHus
buonornyeckoro - maTtepuana Ha  Hanudme  Bo3byauTernemn
NHMEKUNOHHBIX ©6one3Hen, ¢ cobnioaeHnem CanllnH 3.3686-21
«CaHuTapHo-anngemunonormyeckne TpeboBaHusa nNo nNpodunakTuke
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NHMEKUNOHHBIX ©GornesHen», CaHllnH 2.1.3684-21 «CanHuTtapHo-

anugemMunonorndyeckne TpeboBaHUS K COOEPXKAHUKD TeppuUTOpUn

FOPOACKNX N CENbCKNX MNOCENEHUN, K BOOHbIM OO6bEKTaM, NMNTLEBOM

BOAE W NUTbEBOMY BOAOCHAOXeHM, aTMOC(epHOMY BO3OYXY,

noYBaMm, XWUnbliM NMOMELLEHUSIM, JKCMyaTaunum npomusBOLCTBEHHBIX,

OOLLEeCTBEHHbIX  MOMELEHUW, OopraHu3auum u NpPOBEAEHUIO

CaHUTapPHO-NMPOTUBOINNOEMUYECKNX (NMpodoMNakTN4eCcKnx)

meponpuatuny  un MY 1.3.2569-09 «OpraHmsaupna paboTol

nabopaTtopui, UCNOoNb3YyLWKWX MeToabl aMnnndukaumm HyKnenHoBbIX

KUCIOT Npn paboTe ¢ MaTepuarnom, coaepXawmm MUKPOOpraHnamebl |-

IV rpynn natoreHHoCcTu».

Habop peareHTOB NpegHa3Ha4eH ans o4HOpa3oBOro NPUMeEHeHNs
ons nposegenus NMUP-nccnegosaHus ykazaHHOro konnyecTtsa npob
(cMm. pasgen «PopMbl KOMMNEKTALUNY ).

Habop peareHTOB roTOB K MPUMEHEHUID COrNacHO [JaHHOM
NHCTPYKUMN. NprMeHATL Habop peareHToB CTPOro NO Has3HaYeHuIo.

[Mlpn paboTe HeobxooumMo Bcerda BbINOMHATL —crneayrowme
TpeboBaHUS:

- Tewmnepatypa B nomeweHnn nabopatopum ot 20 go 28 °C,
OTHOcUTEeNbHAagA BNaxkHoCcTb OT 15 ao 75%.

- HonyckaTb kK paboTte ¢ HabopoMm peareHTOB TOJSIbKO MepcoHar,
0OyYeHHbIN MeToA4aM MONEKYSSIPHOM ANAarHOCTUKU N NpaBunam
paboTbl B  KINMHUKO-gMarHoctudeckonm  nabopatopum B
YCTaHOBMIEHHOM MNopsiake.

- He wucnonb3oBaTb Habop peareHToB, €CfnM  HapyuweHa
BHYTPEHHAA YyMNakoBKa WM  BHEWHWW BWO peareHta He
COOTBETCTBYET ONUCAHWUIO.

- He wucnonb3oBaTb Habop peareHToB, ecnn He cobnganuch
YCNOBMUSA TPAHCNOPTUPOBAHUS U XPaAHEHNS COrNMAacHO MHCTPYKLNMN.

- He wucnonb3oBaTb Habop peareHTOB MO WCTEYEHUU CpOKa
ro4HOCTW.

- Wcnonb3oBaTb  OOHOPAa30Bble  HEOMyAPEHHble  MNepyaTtku,
nabopaTopHble xanaThl, 3awuilaTb rnasa Bo Bpemsi paboTbl C
obpasuamn u peareHTamu. TWwaTeNbHO BbIMbITb PYKA MO
OKOH4YaHuM paboTbl. Bce onepauum npoBOAATCS TOMbKO B
nepyaTtkax Ansa UCKIOYEHUs] KOHTaKTa ¢ OpraHM3MoM YerioBeka.

- W3beratb BObIXaHUS MapoB, KOHTaKTa C KOXEeW, rnasamu u
cnm3sucton obonoykon. BpepeH npwu npornartbiBaHun. [lpu
KOHTaKTe HemMeieHHO NPOMbITb NOPaXXeHHoe MeECTO BOAOWN, Mpu
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HeobxoanMocTn obpaTnUTbCs 3a MEAULMHCKON MOMOLLbIO.

[Mpy  ncnonb3oBaHWM MO  Ha3HayYeHno 1 cobnoaeHun
BblLLENEPEYNUCTIEHHbLIX Mep MNPeaoCTOPOXHOCTU Habop peareHToB
©e3onaceH.

[Mpn cobniogeHun ycrnoBum TPaHCNOPTUPOBKKU, IKCNMyaTauum u
XPaHEHUs1 PUCKN B3pbliBa U BO3ropaHusi OTCYTCTBYIOT.

CBeneHuss o 6HesonacHocTM Habopa peareHToB [OOCTYMHblI MO
3anpocy.

CBEOEHUNA Ob YTUITU3AL U

Heuncnonb3oBaHHble peareHTbl, peareHTbl C UCTEKLWMM CPOKOM
FOAHOCTU, UCMNONb30BaHHbIE peareHTbl, YNakoBKy?, GMONorm4yeckui
mMatepuarn, a Takke MaTepuanbl, WHCTPYMEHTbl W MNpeaMeThl,
3arpsisHeHHbIe BuonornyeckMm matepuanom, cregyeT yoansTb B
cooTBeTcTBUK C TpeboaHnammn CaHllnH 2.1.3684-21 «CaHuTapHo-
anuaeMuonornyeckne TpeboBaHUS K COOEPXKAHUID TEeppPUTOPUN
FOPOACKNX N CENbCKUX MOCESNEHUIN, K BOOHbIM O6beKTaM, NMMTLEBOM
BOAE W NUTbEBOMY BOAOCHAGXEHM, aTMOC(epHOMY BO3OYXY,
no4BaMm, XXUnbiM NOMELLEHUSIM, 3KCNyaTaumm npon3BoACTBEHHbIX,
OOLLEeCTBEHHbIX  MOMELWEHUW, OpraHu3auum u  NpoOBEAEHUIO
CaHUTapPHO-NMPOTUBOINNOEMUYECKMNX (NMpodMNakTN4eCKnX)
MepPOonpUATUIAY.
BHUMAHUE! [lpu ypaneHunm oTxXogoB nocre amniundukauum
(npobupok, cogepxawmx  npoayktel  [UP)  HegonycTtumo
OTKpbIBaHME NPoBMPOK N pa3dpbl3rMBaHNe COAEPXKNMOTrO, NOCKOMbKY
9TO MOXEeT npuMBecTM K KOHTamuHauum npogyktamum T1LP
nabopaTopHOM 30HbI, 060pPYAOBaAHUS N peareHToB.

OONONMHUTEJIbHbIE MATEPUAIJIbI U OBOPYOOBAHUE

B3saTne nccnegyemoro 6uonornyeckoro matepuvana

1. TpaHcnopTHas cpega — « TpaHcnopTHas cpeda C MYyKOSIMTUKOM
(TCM)» (PY Ne ®CP 2009/05514), TpaHcnopTHada cpega Aans
XpaHeHna U  TPaHCMOPTUPOBKN  PECnUPaTOPHbIX  Ma3KOB»
(PY Ne ©CP 2009/05011), TpaHCNOPTHO-UKCHpYtoLLas
cnupTtocogepXxaiwiasa cpega  And  XKUMOKOCTHOWM — LIMTOSIOrum
(Hanpumep, XngkocTb kKoHcepBupytowas BD SurePath (Becton
Dickinson and Company («bektoH OukMHCOH aHA KomnaHwmy),
CLA (PY Ne P3H 2013/1335)) unu aHanorn4yHas).

2 Hewncnonb3oBaHHble peareHTbl, peareHtbl C UCTEKWMM CPOKOM TroAHOCTHU, WUCNOJ1b30BaHHbIE
peareHTbl, ynakoBka OTHOCATCA K Krnaccy onacHoCTn MeanunHCKnNX otxogos r.
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2. WeTtka aHpoouepsukanbHas (Hanpumep, Rovers Cervex-Brush
Combi (Rovers Medical Devices B.V. («Posepc Meaukan
Hesances b.B.»), Hngepnangbl) nnn aHanorndHas).

3. 30HO TMHEKONOrnyecknn KomMobuHMpoBaHHbIM (Hanpumep, 3MK
«UM» (OO0 «LUEHTPME[», Poccus) unn aHanornyHbin).

4. 30HA-TaMnoH  (NOMUCTUPOST C  TaMMOHOM W3 BWUCKO3bl) B
NHONBUAYATbHON ynakoBke, CTEPUNbHbIN (Hanpumep,
DELTALAB S.L.U. («AEJIbTANAB C.JLY.»), Wcnanusa, wnu
aHanorn4yHbIN).

5. 30HO yporeHuTanbHbIM O4HOPA30BLIA CTEPUNbHLIA, C paboyen
YacTbl0 B BMAe eplmnka cO chnmparbHbIM pPacnorioXeHnem
HEeNIOHOBbLIX BOPCUHOK UM BOpCa U3 donoka, UMEeLLN Haceuky
ansa manoma nog npobupky Tuna «3AnneHgopd» (Hanpumep,
«Copan flock technologies», UTtanus).

6. OgHopasoBble MNOMMMAPOMNUIEHOBLIE MAOTHO 3aKpblBatoLMECs
npobupkn obvemom ot 2,0 go 5,0 mn (Hanpumep, Axygen, Inc.
(«9kemoxeH, NHK.»), CLLUA, nnu aHanornyHole).

7. Habop ans B3atus uepsukanbHbix npod — DNAPAP Cervical
Sampler (QIAGEN GmbH («KnareH N'm6X»), MepmaHus).

NpeaBapuTenbHasa noaroToBKa uccrieayemoro matepuana

8. OgHopasoBble MONUMPONUIIEHOBLIE TMMIOTHO 3aKpblBalOLLMECS
npobupkn obvemom 1,5 m 5,0 mn (Hanpumep, Axygen, Inc.
(«9kemoxeH, NHK.»), CLUA, nnu aHanornyHole).

9. OgHopasoBble HAKOHEYHWMKM Ond  [03aTOpPOB  MNepeMEHHOro
obvema ¢ dunbTpom o 1000 mkn (Hanpumep, Axygen, Inc.
(«9kemoxeH, NHk»), CLUA, unu aHanornyHble).

10.0gHOpa3oBble HAKOHEYHUKM [Onsi [03aTOPOB  MNEepeMEHHOro
obvema go 200 mkn (Hanpumep, Axygen, Inc. («OKCUOXKEH,
NHk»), CLLUA, nnn aHanornyHelie).

11.WTatuebl gna npobupok odbvemom 1,5 mn n 5 mn (Hanpumep,
Axygen, Inc. («3kcumxkeH, NHk»), CLUA, unn aHanornyHble).

12.MukpoueHTpudoyra ana npobupok Tuna «3AnneHgopd» C
MaKCUMasibHOM CKOPOCTLK LEHTPUPYrMpoBaHUA He MeHee
12 Tic g (Hanpumep, MiniSpin (Eppendorf Manufacturing
Corporation («3nneHgopd MaHydakTypuHr KopnopanLuHy),
[[epmaHust) nnn aHanornyHole).

13.BakyyMHbI OTcacblBaTeNlb MEOULMUHCKUIA C KONBOOM-NOBYLLKOW
AN yaaneHna HagocagodHou Xumgkoctu (Hanpumep, «OM-1»
(OO0 «¥YTec», Poccust) unu aHanornyHbln).

cTp. 18 u3 41

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



14.0T1oenbHble AN Kaxgon npodbl CTepuribHble UHCTPYMEHTbI 4SS
romoreHnsaunm (dapcopoBaa CcTynka C NECTUKOM) UMK
romoreHunsatop nabopatopHblin (Hanpumep, TissuelLyser LT,

QIAGEN GmbH («Knaren ['mM6X»), [epmanHus, wunm

aHarornyHbIN).

JAkcTpakuma OHK n3 uccneayembix obpasuyon
15.Komnnekt peareHtoB ansa akctpakuum OHK — «QHK-cop6-AM»

(PY Ne ®CP 2007/00183), «PWUBO-npen» (PY Ne ®CP

2008/03147), «AmnnnCenc® MATHO-cop6-YPO» (PY Ne P3H

2016/3920), «AmnnuCeHc® [OHK-cop6-O» (PY Ne P3H

2015/3503).

16.[JononHutenbHble MaTtepuansl 1 00opyaoBaHUE AN 3KCTPaKLnm
OHK — cornacHO WHCTPYKUMM K KOMMIIEKTY peareHTtoB Ans
akcTpakuum OHK.

17.0gHoOpa3oBbIE  NMACTUKOBblIE KOHTEMHepbl Anst cbpoca w

MHaKTUBaLMN MmaTepuarnos.

Amnnudgukauunn c rmépunansaumMoHHo-pnyopecLeHTHON
AeTeKuuen NpoayKkToB amnnmndmkaumm
18.0aHopa3oBbLIe NONNNPONUITIEHOBLIE NPOBUPKMK:

a) 3aBMHYMBAlOLLMECS UM NAOTHO 3aKpblBakoLmMeca npobupkn
obbemom 1,5 mn (Hanpumep, Axygen, Inc. («3KCUOKEH,
NHk»), CLUA, unn aHanornyHble) — AONs NpUroToBreHusd
peakuNOHHOW CMecCH;

0) npobupkn obvemom 0,2 mMn B cTpynax no 8 wWT. C
npo3pavHbiMn  Kpblwkamn  (Hanpumep, QIAGEN GmbH
(«KnareH ['M6X»), epmaHusa, WNK aHanornyHble) — npu
ncnonb3oBaHUM Npnbopa naHWeTHOro TUNa;

B) npodupku ans MNUP k Rotor-Gene o6bemom 0,1 mn B cTpunax
no 4 wT. ¢ kpbiwkamu (Hanpumep, QIAGEN GmbH («KnareH
['MOX»), [epMaHus, nnu aHanornyHble) — NPU UCMOJSTIb30BaHUN
npubopa poTOPHOro Tuna.

19.0gHOpa30BbLIE HAKOHEYHUMKM ON19  [003aTOpPOB MNEepeMEHHOro
obbema c¢ dunbtpom ao 100 mkn (Hanpumep, Axygen, Inc.

(«QkenmaxkeH, NHk»), CLUA, nnn aHanornyHble).

20.WTraTtmebl gna ctpunos o6vemom 0,2 mn nnm 0,1 mn (Hanpumep,

Axygen, Inc. («3kengxkeH, NHk»), CLUA, nnn aHanornyHblie).

21.bokc  abaktepuanbHon  BosaywHon cpegbl  (MLP-6okc)

(Hanpumep, «BAB-TILUP-«JlamnHap-C.», 3A0 «JlamunHapHble

cuctembly», Poccusa, unn aHanornyHbin).
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22.BopTtekc (Hanpumep, SIA Biosan, JlaTBus, unn aHanornyHbIn).

23.ABTOMaTUYECKNE [O3aTOpbl NepeMeHHoro obvema (Hanpumep,
OO0 «bunoxut», Poccus, nnn aHanorndHole).

24.lporpaMmmmpyemMbin  aMnnuukaTop C CUCTEMOM LeTeKuuu
doryopecueHTHOro curHasna B pPeXunMme «pearibHOro BpeMEHUN»
(Hanpumep, Rotor-Gene Q (QIAGEN GmbH («KnareH TM6X»),
[epmanunga), CFX96 (Bio-Rad Laboratories, Inc. («buo-Papg
Nabopatopus, WHK.»), CWA) n «OT-96» / «OTnpanm» (OO0
«HMO OHK-TexHonorusa», Poccus)).

25.XonogunbHuk oT 2 o 8 °C ¢ MOpo3nsibHOM KaMmepon OT MUHYC 24
0o MuHyc 16 °C.

26.0TOenbHbIVM Xanart, wanoyka, o0yBb M 04HOPAa30BbIE NepYaTKu.

27.EMkocTb onsa cbpoca HaKOHEYHUKOB.

B3ATUE, TPAHCNOPTUPOBAHWUE U XPAHEHUE
UCCINIEOYEMOIO MATEPUATA

MaTepunanom ans uccrieqoBaHus crnyxar:

— OoTOensieMoe CrMU3UCTbIX 0BONOYEK YPOreHUTanbLHOro TpakTa
(Masok co cnm3aucton ob6onoykum  BRaranuuia, cockob
anNUTENUanbHbIX KNEeTOK CO CIN3NCTON 060M04YKN LiepBUKaIbHOMo
KaHana (9KTouepBUKC N 3HOOLEPBUKC), COCKOD anuTenunanbHbIX
KNEeTOK CO CIIM3NCTOMN 0BOMNOYKN ypeTpbl);

— COCKOD anutenuanbHbIX KMEeTOK CO CNM3NCTOM O0DOMNOYKK
aHanbHOro KaHana/npsaMoun KULLKK;

— Mas0K CO Cnm3ncTom o60noYkmn poTornoTKu;

— TKaHeBoM  (OMOMCUMHBIN,  OMNepaumMoHHbIN,  ayTONCUWHBLIN)
marepwuarn.

Cockob  anutenuanbHbIX  KNETOK CO  CNU3UCTON  0BOSI0YKMK

LLlepBUKallbHOro KaHana (3KToLEepBUKC N 9HOOLEPBUKC)

[docTyn K uepBuKanbHOMY KaHany obecneunTb C MNOMOLLbHO
OAHOPa30BOro UM MHOrOPa3o0BOro CTEPUITBHOIO TMMHEKONOMMYECKOro
3epkana. Baatne matepuana npoBecTu ¢ NOMOLLbLIO LiepBMKarbHON
UMTOLLETKU MMM KOMOUMHUMPOBAHHOINO rMHEKONOMMYECKOro 3oHaa B
NpodupKy ¢ TpaHcrnopTHOM cpeaou. Nepen nonydeHnem matepuana
CNU3b MU OTAOEeNnsieMoe Bnaranuiia C MOBEPXHOCTU LENKN MaTKu
yoanutb  CTepusibHbIM  MapreBbiM  TaMMnoOHOM  (OOMNyCTMMO
MUWHUManbHOE NPUCYTCTBME NPUMECEN B BUAE LiepBUKANIbHOW CNn3un
N KPOBMN).

Criocobbl 83simusi cockobos arnumernus uepsuKkasibHo20 KaHana:.
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[lepenbit criocob — ncnosnb3yeTcs LepBuKanbHasa uuToleTka (ogHa
mnn ase) u npobupka ¢ 0,5 mn «TpaHcnopTHOM cpeabl C
mykoniutnukom (TCM)». Cockob anutenua uepBUKanbHOro KaHana
(3HOOUEPBUKC), B3ATbIN OAHOM LEepBUKaNbHOW LIMTOLLETKOWN, WU/nnu
COCKOD annTenusi ¢ MOBEPXHOCTU WENKN MaTKN (IKTOLLEepPBUKC),
B3ATbI BTOPOM LepBUKaNbHOW LIMTOLLLETKON, NMOMECTUTb B NPOBUPKY
C TPaHCMNOpPTHOW Cpeaon.

Bmopou croco6 — wucnonb3yetcsa Habop gna  B3ATUSA
buepBukanbHbiX Npo6 — DNAPAP Cervical Sampler (QIAGEN GmbH
(«KnareH ['MOX»), [epmaHug), cogepxawum UepBUKabHYO
LMTOLLETKY N Npobupky ¢ TpaHcnopTHon cpenon «Digene». Cockob
ANUTENUS LUEepBUKaANbHOrO KaHana (8HOOUEepBMKC) MOMECTUTL B
NpoOUNpPKYy C TPAHCMOPTHON Cpeaown.

Tpemud  crnocob6 —  wncrnonb3yetcd  KOMOMHUPOBAHHBIN
MMHEKONOrM4Yecknin 3oH4 Ang 0gHOBPEMEHHOIO B3ATUA INUTENNA U3
9KTOLEpPBUKCA N dHOOLEPBUKCA U Npobupka obbemom 5 mn ¢ 2,0 mn
«TpaHcnopTHoM cpeabl ¢ mykonutukom (TCM)». Cockob anutenus
LepBMKanbHOro kaHana (3HAOLUEPBUKC U SKTOLLEPBUKC) NOMECTUTL B
NpoOUpKy C TPAHCMOPTHOM Cpeaown.

Uemeepmnbili criocob — WUCNONb3yeTCcd KOMOMHUPOBAHHbLIN
MMHEKONOrn4Yecknin 3oH4 Ang 0gHOBPEMEHHOIO B3ATUA INUTENNA U3
9KTOLEepBUKCa, 3HAOLEPBMKCA N KOHTENHEpP (Bnana) ¢ TPaHCMOPTHO-
domKcupyoLlen cnuptocogepxallen cpedon Ond  XKUOKOCTHOW
ymutonormn. Cockob anutenus uepBukanbHOro KaHamna (3KTouepBuKe
N 3HOOLUEPBUKC) MOMECTUTbL B KOHTEMHEpP (BMany) ¢ TpaHCNOPTHOW
cpenon.

Pabouyto yacTb uMTOLLETKU/30HOA, coaepXKallyo mnccnegyemMblu
matepuarn, obrnoMnTe U OCTaBUTb B MNPOBMPKE WM KOHTEWHepe
(Bnane) ¢ TpaHcnopTHon cpenown. lNpobupky, KOHTeNHep (Buany)
NNOTHO 3akKkpbiTb KPbLIWKOW, He [onyckas 3as3opa WU CMATUA
BHYTPEHHEN 4YacTu  KpblWwkn. B cnydyae  HEBO3MOXHOCTU
obnambiBaHUA NOrpysanTb pabodytd 4YacTb UMTOWETKU/30HOA B
TPAHCMNOPTHYKD Ccpedy WU, NpmwxaB €€ K BHYTPEHHEeW CTOpOHe
npodupkn, KoHTenHepa (Buanbl), BpawaTtb 5-10 ¢ no 4acoBon wu
NPOTMB 4acCOBOW CTPEnku, 4YToObl MakCMMaribHO MOMHO CMbITb
buonornyecknnn matepuarn, nocre 4Yero UUTOWETKY/30HO yaanuTb.
[MpoOupKy, KOHTEMHep (Buarny) NMAOTHO 3aKPbiTb KPbIWKOW, He
gonyckas 3asopa M CMATUA  BHYTPEHHEW YacTU  KPbIWKKU, WU
NpOMapKMpoBaThb.
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Heponyctumo wucnonb3oBaHMe HOXHUL, AnA obpesaHus
paboyen yactu 3oHaa!l

[onyckaeTca xpaHeHue ob6pasuoB uccregyemMoro martepuana,
B3ATbIX B «TpaHCNOpPTHY cpegy C mykonutukom (TCM)», oo
nposeaneHus MNUP-nccnegosanHus:

— npu Temnepatype ot 18 o 25 °C — B TedeHune 28 CyToK;
— npu TemnepaTtype oT 2 o 8 °C — B Te4eHne 3 MecALEB;
— npu Temnepatype oT MnHyc 20 °C n HMXKe — onNUTENbHO.

[onyckaeTc4 OAHOKpaTHoe 3amMopaxmpaHne-oTTanBaHme
mMartepuana.

[onyckaeTca xpaHeHue ob6pasuoB uUccregyemMoro martepuana,
B3ATbIX B TPaAHCNOPTHO-(PUKCUPYIOLLYIO cpeny ANs XUAOKOCTHOW
umTonoruu ao nposeneHus NUP-nccnegosanms:

— npu Temnepatype oT 18 go 25 °C — B TeyeHune 28 CyTOK,;
— npu TemnepaTtype ot 2 o 8 °C — B Te4eHne 6 mecaueB.

[donyckaeTca  XpaHUTb M TPaHCNOPTUpPOBaATb  COrNacHo
TpeboBaHUAM, yKa3aHHbIM B WHCTPYKUMW MO MNPUMEHEHUIO K
NCNonb3yemMon TPaHCNOPTHOM cpee.

Masok co cnnamcton 060no4Kn Bnaranuila

B3satne maTtepmana nNpoBecTU C NOMOLLLI 30HOA-TamMmnoHa Wnu
KOMOGUHMpOBAHHOIO 30HA4a B npobupky ¢ 0,5 mn «TpaHcnopTHOM
cpeabl ¢ mykonntukom (TCM)» ¢ 3agHeboKOBOro cBofa Bnaranuuia.
Pabouen yactbto 3oHOa BpawlaTenbHbiM OABUXEHUEM MNPOBECTU MO
NOBEPXHOCTM OOKOBbLIX CTEHOK BRaranuviia, MakCumarnbHO MOMHO
cobupas otgensiemoe. [LOonycTMMO MWHMManbHOE MPUCYTCTBUE
NpuUMECEN B BMOE CNuU3n 1 KpoBu. [locne B3ATUSA Maska NepeHecTun
30HA, B NpoBupKy ¢ TpaHcnopTHOW cpenon. Pabouyto YacTb 30HAA,
codepxXally uccrniegyemMmbln matepuan, obnoMuTb U OCTaBUTb B
npobupke C TpaHCnopTHoM cpedon. [MpobupKy NMAOTHO 3aKpbITb
KPbILLKOW, HE AoMNycKas 3a30pa U CMATUSI BHYTPEHHEN YaCTuW KPbILLIKK.
B cnyyae HEBO3MOXHOCTM 0bBfiaMbiBaHWUS MOrpy3nTb paboyyto YacTb
30HOa B TPAHCNOPTHYIO Ccpeay 1, NpmkaB ee K BHYTPEHHEN CTOPOHE
npobupkn, BpawaTs 5-10 ¢, N0 YacoBoOM N NPOTMUB YaCOBOW CTPENKMU,
4yTOObl MakcMManbHO MOSIHO CMbITb Owuonormyeckun matepwuan,
nocne 4vero 3oHA yaanutb. [TpobupKy NIOTHO 3aKpbITb KPbILLKOW, HE
gonyckas 3asopa M CMATUS  BHYTPEHHEW YacTU  KPbIWKKU, W
NPOMapKMpPOBaTh.

Heponyctumo wucnonb3oBaHMe HOXHUL, AnA oOpe3aHusA
pabouyen yactu 3oHpa!l
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BHUMAHMUE! B cnyyae ncnonb3oBaHna «TpaHCNoOpTHOM cpendbl C
MykoniuTnkom (TCM)» uUBET XWMOKOCTM MOXET WU3MEHUTbCA Mpu
Kncrnom pH otaoenaemoro.

[onyckaeTca xpaHeHne obpasuyoB nccregyemoro martepuana go
nposeaneHus MNUP-nccnegosanHus:

— npu Temnepatype ot 18 o 25 °C — B TedeHune 28 CyToK;
— npu TemnepaTtype oT 2 o 8 °C — B Te4eHne 3 MecALEB;
— npu Temnepatype oT MnHyc 20 °C n HMXKe — onNUTENbHO.

[onyckaeTc4 OAHOKpaTHOE 3amMopaxunsaHne-oTTanBaHume

mMartepuana.
Cockob anuTtenunanbHbIX KNETOK CO CNU3NCTON 060N104KM YPETPLI

Y XeHwuH: nepen B3ATUMEM COCKODa anuTenuanbHbIX KeToK
HeobxoamMmo obpaboTaTb Hapy)XHOE OTBEPCTME YPETPblI TAMMNOHOM,
CMOYEHHbLIM CTEPUNbHBLIM (PU3NONONMYECKUM PaCcTBOPOM, 4YTOOLI
yoanuTtb otaensiemoe 13 Brnaranuuwa. Beectn paboyyto 4acTb 3o0HAA
B YPETpY, HECKONbKMMM BpawaTtesfibHbIMU OBUMXEHUSAMU cobpaTb
otTaensemoe. [onycTMMo NpUCYTCTBUE NPUMECEN B BMAOE CIM3U U
KpOBW.

Y MyxyuH: nepen B3AATMEM COCKoba anuTenmanbHbIX KNeToK
obpaboTaTb ronoBKy MOSIOBOr0 4rfieHa B 00nactn HapyXHOro
OTBEPCTUS  ypeTpbl  TaMMOHOM, CMOYEHHbIM  CTEPUNbHbLIM
doumsnonormyeckum pactesopom. ponssectn maccax ypetpsbl. [lpu
Hann4inum cBoBOOHO CTEKalLWMX U3 YpPeTPbl BblAENEHNA yaannTb UX
CyXuM TamrnoHoMm. BeecTn pabouyio 4acTb 30HOaA B ypeTpy Ha
myounHy 1-2 CcM, HeCKOSNbKMMWU BpallaTenbHbIMU  OBUXKEHUSMU
cobpatb otgensiemoe. [JonycTMMO NpUCYyTCTBUE NpPUMECEN B BUAOE
CNn3n, KPOBU U THOSL.

[Tocne B3aTUA cockoba 30HO nepeHecTn B npodbupky ¢ 0,5 mn
«TpaHcnopTHoOM cpeabl ¢ mykonutukom (TCM)». Pabouyyo 4acTb
30HOA, coAepXallyl uccrnegyemMmbln  matepuan, obnoMmntbe U
OCTaBUTb B Npobupke c TpaHcnopTHoM cpenon. Npobunpky nNnoTHO
3aKpbITb KPbILLKOW, HE JoMNyCcKasi 3a30pa U CMATUS BHYTPEHHEN YacCTu
KpbIlKW. B crnyyae HEBO3MOXHOCTM obnambiBaHUA MNOrpy3nTb
paboyylo 4YacTb 30HAA B TPAHCNOPTHYK cpeny W, Npuxae ee K
BHYTPEHHEN CTOpOHe npobupkn, BpawaTtb 5-10 ¢, no yacoson u
NPOTMB 4acCOBOW CTPEnku, 4YToObl MakCUManbHO MOSIHO CMbITb
Buonornyecknn matepuan, nocrie 4Yero 30oH4 yoanutb. [Npobupky
NNIOTHO 3aKkpbiTb KPbIWKOW, HEe [donyckas 3as3opa WU CMATUA
BHYTPEHHEWN YaCTU KPbILIKX, 1 MPOMapKNPOBaTb.
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Heponyctumo wucnonb3oBaHMe HOXHUL, AnA obpesaHus
paboyen yactu 3oHaa!l

[onyckaeTca xpaHeHne obpa3yoB nccrnegyemoro martepuana oo
nposeaeHus MNLUP-nccnenosanHus:
— npu TemnepaTtype oT 18 ao 25 °C — B TeyeHne 28 CyToK;
— npu TemnepaTtype oT 2 o 8 °C — B TeyeHne 3 MecsLEeB;
— npu Temnepatype oT MuHyc 20 °C n HMXe — AnNuTenbHO.

[onyckaeTcs OQHOKpaTHOoEe 3amMopaxnpaHume-oTTanBaHme
mMartepuana.
Cockob anuTenmnanbHbIX KNETOK CO CNU3NCTON 060104YKN aHabHOro
KaHana/npsiMowm KULLIKK

[Mepen B3AaTMEM cockoba anuTenuanbHbIX KNeTOK HeobxoauMmo
NPOBECTM TWATENMbHbIN TyaneT obnactn BOKPYr aHanbHOro
OTBEPCTUS C BOAOW U MblfioM. BBecTn 30HA4 B aHanbHOe OTBEpPCTUE
Ha rmyouHy 3,0-4,0 cm. Pabo4den 4acTbio 30HOA BpallaTerbHbIM
OBWXEHMEM NPOBECTN MO NOBEPXHOCTM BDOKOBLIX CTEHOK aHanbHOro
(3agHEenpoxodHoOro) KaHana W npegaBepus  NPSIMOA  KULLKK,
MaKCuMarnbHO MosiHO cobupasa otaensiemoe. [JonyCcTMMo yMepeHHoe
NpUCYTCTBME NPUMECEN B BUOE CIN3U, KPOBU, THOSA N KanoBbIX Macc.
[Tocne B3ATMA cockoba nepeHecTn 3oHA B npobupky ¢ 0,5 mn
«TpaHcnopTHoOM cpeabl ¢ mykonutukom (TCM)». Pabouyto 4vactb
30HOa-TaMroHa, coaepallyo uccrnegyemoin matepuan, odonomMnTb
N OCTaBUTb B NPOOMpKe C TpaHCNopTHOM cpeaon. Npobupky nNnoTHO
3aKpbITb KPbILLKOW, HE AoMNyCcKasi 3a30pa U CMATUS BHYTPEHHEN YacTu
KpbIlWKKW. B crnyyae HEBO3MOXHOCTU oOOnambiBaHUS MNOrpy3nTb
pabo4ylo 4YacTb 30HAA B TPaHCNOPTHYK Cpeny W, nNpuxae ee K
BHYTPEHHEWN CTEHKe Npobupku, Bpawatb 3oH 5-10 ¢, no YacoBow n
NPOTMB 4acCOBOW CTPEnkKu, 4YToObl MakCMMaribHO MOSMHO CMbITb
Buonornyecknnn matepuan, nocne 4Yero 3oH4 yaanutb. [Npobupky
NNIOTHO 3aKkpbiTb KPbIWKOW, HEe [donyckas 3as3opa W CMATUA
BHYTPEHHEWN YaCTU KPbILLIKKX, 1 MPOMapKNPOBaTb.

Heponyctumo wucnonb3oBaHMe HOXHUL, AnA oOpe3aHusA
pabouen yactu 3oHaa!l

[onyckaeTca xpaHeHne obpa3yoB nccrnegyemoro marepuana oo
nposenenuda NLP-nccnegosaHms:
— npu Temnepatype ot 18 o 25 °C — B TedeHue 28 CyToK;
— npu TemnepaTtype ot 2 o 8 °C — B TeyeHne 3 MecsLEB;
— npu TemnepaTtype ot MUHyC 20 °C 1 HMXKe — ONUTENBbHO.

[onyckaeTcd OAHOKpaTHOE 3aMopaxunsaHne-oTTanBaHune
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mMartepuana.
Ma30oK CO Crnmn3ncTom 0B0SI0YKMN POTOTTIOTKN

Baatne maska npousBogsT npuv NOMOLLM CYXOro CTEPUNbHOrO
30HOa-TaMnoHa BpalwlaTenbHbIMU  OBMXEHUAMU C MOBEPXHOCTU
HEeOHbIX OY>KEK N 3aHEN CTEHKU POTOrOTKN.

[Tlocne B3aTMA Ma3ka paboyylo 4YacTb 30HOA MOMELLarT B
npobupky ¢ 0,5 mn «TpaHcnopTHOM cpenbl ONs XpaHeHUs wn
TPaHCNOPTUPOBKK peCnnpaTopHbIX Ma3koBy». Pabouyyto 4acTb 30HAa,
cogepxallyl uccrnegyemMmbln matepuan, obrnoMmmts U OCTaBUTL B
npobupke C TpaHCNopTHOM cpenoun. [NpobupKky MNOTHO 3aKpbITb
KPbILLKOW, HE AoMyCcKas 3a30pa Y CMSATUS BHYTPEHHEN YaCTuU KPbILLKK.
B cny4yae HEBO3MOXHOCTN 0BnambiBaHUS NOrpy3nTb pabouyto YacTb
30HOa B TPAHCMOPTHYIO cpedy W, nNpuxaB ee K BHYTPEHHEW CTEHKe
npobupkn, BpawaTtb 30H4 5-10 ¢, No 4YacoBom MU NPOTUB 4YacOBOM
CTPEenkn, 4tobbl MakCMManbHO MOSIHO CMbITb Buonornvyecknin
mMartepuarn, nocne 4yero 3oHg yganutb. [Mpobunpky NMOTHO 3aKpbIThb
KPbILLKOW, HE AoMNyCcKas 3a30pa Y CMATUS BHYTPEHHEN YaCTu KPbILLKK,
N NPOMapKnpoBaTb.

Heponyctumo wucnonb3oBaHWe HOXHUL, AnA obpe3aHus
paboyen yactu 3oHaa!l

[onyckaeTca xpaHeHne obpasuoB nccregyemoro martepuana go
nposenenud NLP-nccnegosaHms:

— npu TemnepaTtype ot 18 oo 25 °C — B Te4yeHne 6 4Yacos;
— npu TemnepaTtype o1 2 o 8 °C — B TeyeHune 3 CYTOK;
— npu TemnepaTtype OoT MuHyc 24 0o MumHyc 16 °C — B TeuyeHue

3 MecsALUEB;
— Mpu TeMmnepaType He Bblilwe MUHYC 68 °C — AnnTencsHo.
[onyckaeTtcd OAHOKpaTHoe 3amMopaxuBaHune-oTTanBaHme
mMaTtepuana.

TkaHeBOW (BMOMNCUNHLIN, ONEPALMOHHBLIN, ayTONCUMNHLIN) MaTepuan

MaTepuan 3abupatoT n3 30HbI npegnosiaraemMoro
MECTOHaXOXAEeHUs1 BO30yaAUTENSA WHMEKUNU, U3 MNOBPEXAEHHOMN
TKaHW NN U3 NOrPaHNYHOro C NOBPEXAEHHbIM MECTOM y4acTKa.

Ob6pasubl TKaHM gunameTpoM He Oonee 5 MM nomeLwarwT B
npobupkn obbemom 2 mn ¢ gobasneHnem 0,5 mn «TpaHcnopTHOM
cpedbl ¢ Mykonutmkom (TCM)». Npobupky nnoTHO 3akpbiBatoT. [N
akctpakuymn OHK wncnonbaytor 100 MKn TpaHCNOpTHOW cpedbl C
doparMeHTOM TKaHEeBOro maTtepuana.

Ob6pasubl TkaHM AgunameTpom ©Oonee 5 MM nomewarwT B
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NS1aCTUKOBbIE KOHTENHEPDLI C LUMPOKMUM ropsioM 06bEMOM He MeHee
50 mn.

[onyckaeTtcq XpaHeHne TKaHEBOro (bunoncumnHoro,
onepaumoHHOro, ayTorncumMHOro) Martepumana [[o npoBeLEHUS
npeaBapuTenbHoOn obpaboTku:

— npu Temnepatype oT 2 o 8 °C — B TeyeHne 24 4yacos;
— npu TemnepaTtype oT MUHYC 24 0o MUHYc 16 °C — B TeyeHue

3 MecsLEeB;
— npu TemnepaType He Bbilwe MUHYC 68 °C — anuTerneHO.
[onyckaeTcs OQHOKpaTHOE 3amMopaxnpaHune-oTTanBaHme
martepuana.

BHUMAHMUE! Hegonyctnmo ncnonb3oBaTb KACMbLIN oOpManuH ang
domkcaummn TKaHeBOro MaTtepuana.

NOAroTOBKA UCCINEOYEMOI'O MATEPUATNA K
SKCTPAKUUWN OHK

Ma3km co crnm3aucton o00OmnoYknm BRaranuwia, CocKoObl
anuTennanbHbIX KNEeTOK CO CrM3NCTON OB60SI0YKM LEepBUKanbHOro
KaHana (9KTOLUEPBUKC U 3HOOLIEPBMKC), COCKOObLI anmnTenunanbHbIX
KNETOK CO CIM3NUCTON OBOSTOYKN YpeTpbl, COCKOOLI annTenuarnbHbIX
KNeTOK CO CrM3MUCTON ODOJSTIOYKM aHanbHOro KaHana/npamMon KULLIKK,
TKaHeBOW (BMOMNCUMNHBIN, ONepaunoOHHbIA, ayTONCUNHBLIA) MaTepuarn
OvaMeTpoM MeHee S MM, B3ATbIM B «TpaHCNOPTHY cpeny C
mykoniutukom (TCM)», cockoObl anuTenuanbHbIX KIETOK CO
CNU3nUCTOM O0DOSIOYKM LEepPBUKASIbHOrO KaHana (3KTOLEPBUKC WU
9HOOLEpPBUKC), B3ATble B TpaHCNOPTHY cpeny «Digene», n masku
CO CnM3McTon OBONOYKM POTOrMOTKU, B3SATble B «TpPaHCNOPTHYIO
cpeny Anga pecnupaTopHbIX Ma3koB», He TpebyroT npeaBapuUTenbHOM
NOArOTOBKM.

TkaHeBoM  (BMONCUWHLIA,  ONEepaunOHHbIA,  ayTOMNCUNHBLIN)
mMatepuan gunameTtpom oT 5 o 10 MM, cockoObl anuTenuanbHbIX
KNeTOK CO  CnmM3nucton oOONIOYKM  LiepBMKaAribHOro  KaHana
(3KTOLEpPBUKC U OHOOLEPBUKC), B3ATble B  TPaHCNOPTHO-
doukcunpylowyo cpefly AN KUOKOCTHOW  UMTONOrnuK, TpebyroT
npenBapuTenbHON NOArOTOBKM.

TkaHeBoW (BMONCUNHBLINA, ONEPALIMOHHbLIN, ayTONCUMHBLIW) MaTepuan
anameTpom oT 5 A0 10 MM NOMECTUTb B CTEPUITbHYIO hapdopoByro
CTYNMKY W WN3MENbYMTb MecTUMKoM. B nonyyeHHbIn romoreHaT
nobasutb 1,0 Mn «TpaHcnopTHOM cpefdbl ¢ MyKOUTUKOM (TCM)» n
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TWaTtenbHO rnepemMewartb nectukom. [HOna akctpakumm OHK
ncnonb3ytoT 100 MK NONy4YeHHOW CyCneH3nu.

[donyckaeTca  xpaHeHWe  npeaBapuTenibHO  0bpaboTaHHbIX
obpa3uyoB 40 NPOBEAEHNST IKCTPAKLMN:
— npu Temnepatype OT MuHyc 24 o muHyc 16 °C — B TedeHue

3 MecsLEB;
— npu TemnepaType He Bblilwe MUHYC 68 °C — onuTesnbHO.
[onyckaeTc4 OAHOKpaTHOE 3amMopaxunsaHne-oTTanBaHume
mMartepuana.

Cockob anuTenuanbHbIX KIMeTOK CO  CIU3UCTbIX 000no4vYek
LlepBUKanNbLHOro kaHana (9KTouepBUKC U 9HAOOLIEPBUKC), B3ATbIN B
TPAHCMNOPTHO-OUKCUPYIOLLLYIO cpeay Ansa XXUAKOCTHOM LUMTONOrmm

BHAMAHUE! OtbupaTb anukBoTy KNeTOK And uccnegoBaHud
metogom [P HyXHO TOnNbKO O4HOPas0BbIMM HAKOHEYHMKaAMWU C
dMNbLTPOM N TOSNBKO B 0O4HOPAa30Bble CTEPUSbHbIE NPOOUPKK. BaxxHO,
yTOBbLI nNepBonM oOTbuMpanacb anukeBota knetok ans  lLP-
nccrnenoBaHus, BTOPOW — Ansa NpoBeaeHUs XKUAKOCTHOM LUTOSOMUMN.

NHdopmaunio o nopsgke noaroToBkM nccnenyemMoro matepuana
K akcTpakumn [OHK cmoTpute B WMHCTPYKUMM K UCMOSIb3yeMOoMy
KOMMNMeKTy peareHToB Ansa akctpakuun («AmnnmCeHc® OHK-cop6-
O» nnn «AMnnuCeHc® MATHO-cop6-YPO»).

MHTEP®EPUPYHOLUNE BELLECTBA U OTPAHUYEHUA MO
UCMNOJIb3OBAHUIO NMPOB UCCIIEAYEMOI'O MATEPUAITIA
OrpaHuYeHus No UCNonbL30BaHUIO NPOO

HenpurogHbiMn  gna  uccnegoBaHus  siBnsTca  obpasupl,
cogepxawme o6onee 10 % cnuam unu dekanun, 10 % aHysona,
5 % dbopmanuHa.

NMNoTeHunanbHO UHTepdepupyrone BellecTBa

Ons oueHKn noTeHuuanbHOM UHTepdepeHunn BbibpaHbI
QHOOreHHble M 3K30reHHble  BellecTBa, KOTOpble  MOryT
npucyTcTBOBaTb B BMONOrMyeckoMm matepuane, UCnosib3yeMom s
nccriegosaHus (cMm. Tabn. 6).

[MpoTecTnpoBaHbl MOAENbHbLIE 0Opa3sLbl OTAENSEMOro CIIN3NCTbIX
0b60no4YeK yporeHmTanbHoOro Tpakta (Ma3ok Co CNM3ncTomn 060noYKn
Bnaranuiia, Ccockob anuTenuanbHbIX KNeTOK CO  CIU3UCTOW
0DONOYKN UepBMKaNbHOrO KaHana (9KTOLEPBUKC M SHOOLIEPBUKC),
COCKOD anuTenuanbHbIX KNeToK CO CU3McTon 060SI04KM ypeTpbl),
cockoboB anuTenmarnbHbIX KAETOK CO  CIM3UCTON  0BO0SI0YKM
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aHanbHOro kKaHana/NPsiMon KULLKKA, Ma3KoB CO CNU3NCTON 0OONOYKN
POTOrNOTKM, TKaHEeBOro (buoncumnHoro, ornepaunoHHOro,
ayToncumHoro) martepuana 6e3 gobaeneHust n ¢ gobaBneHnem
noTeHUManbHO WHTepdepupyowmx BewecTs. KoHueHTpauus
KaXX4oro noTeHuuanbHO MHTEPdEPUPYIOLLIENO BELLLECTBA YKa3aHa B
Tabn. 6. MoagenbHble 00pas3ubl cogepXxanu ctaHgapTHble obpa3subl
npeanpuatmna OHK BMNY BKP 16, 18, 31, 33, 35, 39, 45, 51, 52, 56,
58, 59 TMnoB ¢ KoHLueHTpaumen 1x10° konuii/mMmn Kaxagoro.

Tabnuua 6
Bua Bua MoTeHunanbHbIMpoTecTMpPOBaHHasA Hanunune
viccnepyemoro | noteHumanbHoro |-, .o cepeHT KOHUEeHTpauus uHTepcepeHuun
MaTepuana MHTepdepeHTa paep HeHTpau ppepenu
Crivias 20% O6HapyxeHo
OHOOreHHble 10% He oGHapyxxeHo
BellecTBa
OTpensemoe Lls;g:sﬂ 20% He obHapyxeHo
CMINCTBIX OHAoreHHble /
obornoyek A Cnepma 20% He oGHapyxeHo
YPOrEHUTAMLHOT 9K30reHHble BelecTBa
0 TpakTa HuctaTtuH 20% He oGHapyxxeHo
OK30reHHble Ny6pukaHT 20% He oBHapyxeHo
BellecTBa Contex Wave
MupamucTuH 20% He obHapyxeHo
dekanm 20% O6HapyxeHo
10% He obHapyxeHo
Cockob OHporeHHble Crat 20% O6HaAPYXEHO
zggggmcinb%lx BelecTaa 10% He oGHapyxeHo
CNU3ncTon Llsﬂ(l;::ﬂ 20% He obHapyxeHo
060504KM P 5
aHaNbHOro Anyson 20% O6HapyxeHo
KaHana / npsmon IK3OrEHHBIE 10% He obHapyxeHo
KULLIKK BellecTBa cﬂﬁ?ﬁf@:\% 20% He obHapyxeHo
MmuuepuH 20% He obHapyxeHo
Masok co OHOOrEHHblEe Crmab 20% O6HapyxeHo
CrNn3nCTON BewecTea 10% He obHapyxeHo
000noYKK OK30reHHble XnoprekcnguH 20% He obHapyxeHo
POTOrNOTKN BellecTsa CromatoduT 20% He o6HapyxeHo
. Crivsb 20% O6HapyxeHo
TkaHesont OHporeHHble 10% He obHapyxeHo
(roncuiHbIn, BelllecTBa
o LlenbHas
onepawmoOHHbIN, KDOBb 20% He obHapyxxeHo
ayTONCUNHbIN
Y ) OK30reHHble 10% O6HapyxeHo
mMarepwuan dopmarnuH
BelwecTsa 5% He obHapyxeHo

NMPOBEOEHUE NUP-UCCITEOOBAHUA
[MUP-nccnegoBaHmne cocTonT U3 CriefyroLmnx 3Tarnos:

— akcTpakuma OHK n3 nccnegyemblix 06pasyos,
— amnnundukaumsa [OHK ¢ rmbpunamsaumoHHo-pryopecueHTHON
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NeTeKUnen B pexmme «pearnbHOro BpeMeHn»,
aHanus3 n nHTepnpeTauns pesynbTaTos.

AKCTPAKUUNA OHK U3 UCCIIEAYEMbIX OBPA3LIOB
Komnnektbl peareHtoB angd akctpakuymm OHK M3 pasHbiXx BUOOB
nccriegyemoro  matepwuana,
oTpuuatenbHOro KoHTponsa akctpakumm (OK) n obbem anoumn
ykasaHbl B Tabn. 7. B kadectBe OK ncnonb3syetcs peareHT OKO.

ob0bemMbl

nccnegyemoro obpasua,

Tabnvua 7
KoMnnekT O6bem O6bem
Bua uccnegyemoro TpaHcnopTHa ans Mcc;nn:r.?)ye— OTP::::SS:::OFO 3?“601:‘?::'
MaTtepmana A cpeaa axcH)Hallzuuu 06pasua, bkctpakumm (OK),  mkn
MKN MKN
OTpensiemoe
CNN3UCTbIX 060NoYeEK [HK-cop6
YPOreHUTanbLHoro « y - 100 100 100
TpakTa (Ma3okK co <<Tp2Hgnoangaﬂ AM»
CNU3NCTon 0000YKK Mykgnﬁmr( oM
BRaranuwia, cockood (TCM)» AMnINCenc®
anuTENManbHbIX KNeToK
CO CNN3UCTON 06OMIOYKM MAIHO-copb-| 100 100 100
ypeTpbi) YPO» -
«TpaHcnopTtHas| «OHK-cop6-
o cpena ¢ AMy 100 100 100
TAENAEMOE MYKOSNIMTUKOM
CNN3MCTbIX 060N0oYeEK (TCM)», «AMMINCeHc®
YpPOreHuTarnsHoro TpaHcnopTHast | MAFTHO-cop6-| 100 100 100
TpakTa (cockob cpena VPO»
anuTenuanbHbIX KNeToK «Digene»
CO CNN3NCTON 0BOSTOYKM ®
LepBuMKanbHOro kaHana TpakcroptHo- | «AmMMCerc 1000* 100 100
(3KTOLIEPBHKC ¥ dvikenpyrowas | AHK-cop6-[»
SHIO evau(c) cpega ana | «<AMnnmCeHc®
Aouep XMOKOCTHOM | MAMHO-cop6-| 1000* 100 100
LMTOSIOrnmn YPO»
Cockob6 anutenuarnbHbix | « TpaHcrnopTHa «,EI,HAI\<I\—/IC)§)p6— 100 100 100
KINEeTOK CO CIM3NCTOMN acpejac Ao S ®
060M04KM aHaNbHOro MYKOIUTUKOM
KaHana/npsiMomn KULLKM (TCM)» MAr;‘é)éioP@ 100 100 100
«TpaHcnopTtHasa| «PUBO-npen»| 100 100 50
Masok co cnuancTon cpenaans Ay o e
060104KM POTOrNOTKN PECNNPaTOPHBIX| M 1A FHO-cop6- 100 100 100
Ma3KoB» YPO» P
TkaHeBoW (GMoncuHeln, | « TpaHcnopTHa
onepawmoOHHbIN, scpenac i
AYTOMNCUNHBbIN) MYKOMNUTUKOM «PNBO-npen» 100 100 50
marepuvan (TCM)»

* O0beM U NOpsOOK MOArOTOBKM MCCReayemoro martepuana Cm. B
NHCTPYKLUMN K KOMMNEKTY peareHToB A5l 9KCTpaKUUK.
BHUMAHMUE! [1o6aBrneHne BHYTPEHHEro KOHTPOSIbHOro obpasua He

TpebyeTcs.
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POPMA 2: «MLUP-komnnekT» BapuaHt FRT

COCTAB

«MUP-komnnekT» BapuaHT FRT — komnnekr peareHToB An4
amnnndpukauymum ydactkos OHK BIMY BKP ¢ rmbpugnsaumoHHO-
donyopecueHTHON OeTeKkuMen B pexmnmMme «pearibHOro BpeMeEHU» —

BKJ1HOYaeT.

PeareHT OnucaHue O6bem, mn | KonnyecTtBo

Mpo3payHas XKnaokocTb OT 6 NPoBUPOK

NMUP-cmecb BINY 16/18/31 ©ecuBeTHOro 4o CBETO- 0,08 CUHSIS! KDbILLIKA
NUNOBOTO LIBETA
Mpo3payHas XKnakocTb OT 6 npobunpok

MNMUP-cmecb BIMNY 39/45/59 | 6ecuBeTHOro Ao cBeTno- 0,08 cupeHeBast
NWUNoBOro LBeTa KpbILKa
[Mpo3payvHas Xngkoctb OT 6 npobupok

MUP-cmeck BINMY 33/35/56 | 6GecuBeTHOro 4o CBETIIO- 0,08 3eneHas
NUOBOro LBETa KpblLLKa
[Mpo3payHas Xngkoctb OT 6 npobupok

MUP-cmecb-BINY 51/52/58 | 6ecuBeTHOro 4o CBETIO- 0,08 opaHxeBasi
NUOBOrO LBETA KpblLLKa

) ) [Npo3payHas becuseTHas

NuUP-6ycep-FRT KUIKOCTb 1,1 2 npobupku
MpospayHas 6ecuBeTHas

Monumepasa (TagF) KUIKOCTb 0,06 2 nNpodupkun
Mpo3payvHas 6ecuBeTHas

K+ BIN4 16/18/31 KUOKOCT 0,06 1 npobupka
MpospayHas becuseTHas

K+ BINY 39/45/59 KUIKOCTb 0,06 1 npobupka
MpospayHas becuseTHas

K+ BIN4Y 33/35/56 KUAKOCT 0,06 1 npobupka
[Mpo3payvHas 6ecuBeTHas

K+ BINY 51/52/58 KUIKOCTb 0,06 1 npobupka
MpospayHas becuseTHas

K- KUAKOCTb 0,5 1 npobupka
Mpo3payHas 6ecuBeTHas

OKO XMOKOCTb 1,2 1 npobupka

PeareHTbl KOMMMEeKTa ynakoBaHbl pas3defibHO B COOTBETCTBMU C
TemnepaTypon xpaHeHusa (CM. pasgen «XpaHeHuey). KomnnekT
peareHToB COCTOUT U3 2-x Yacteun: 1) Temnepartypa XpaHeHust oT 2
0o 8 °C; 2) temnepaTypa XpaHeHnsa oT MUHyc 24 o muHyc 16 °C.

K KomMmnnekty peareHTOB npunaraetca Ha uucgppoBoM
HOcUTerle WU  HaxoauTcsl Ha oduumanbHOM cauTe
N3roToBUTENs 3MeKTPOHHBIN Kanbkynatop B dopmate Microsoft®
Excel ons aBTomatnyeckomn obpaboTkm pesynbTaTos.

JKcnnyaTaunoHHas OOKYMeHTaumMa B COCTaBe: WMHCTPYKUMS MO
NPUMEHEHUIO, NacnopT KavyecTBa Habopa peareHToB, BKMadbll K
Habopy peareHTOB, KpaTkoe pyKOBOACTBO K HAbopy peareHTOB — Ha
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BymakHOM HocuTere U Ha cante Narotosutens (www.amplisens.ru).

AMMJIM®OUKALNA C OETEKLUMEWN B PEXXUME «PEAJIbHOIO
BPEMEHW»

Beibop npobupok (cTtpunos) And amnnudukaumm 3aBUCUT OT
Mcnosib3yemoro amnnudukaTtopa ¢ CUCTEMON OETEKUNN B PEXUME
«peanbLHOro BpEMEHN .

[na BHeceHua B npodupkn peareHToB, npod [HK 1 KOHTPONbHbLIX
0OpasLoB NCNOSb3YKTCHA 04HOPAa30Bble HAKOHEYHUKM C bunbTpamu.
O6wmn o6 bLemM peakuMoHHOM cmecu — 13 MKn, BKNOYasa o6bLem
npo6bi AHK — 5 mkn.

A. lNoagroTtoBKa peareHToOB
1. Ana uccnepoBaHusa 16 obpa3uoB C y4eTOM KOHTponen u
3anaca:

— cMmewaTb B otaensHom npobupke 350 mkn MUP-6ydepa-FRT
n 25 mkn nonumepasbl (TagF). [lonyyeHHyl cmMmech
aKkKypaTHO repemelwatb Ha BOpTEKce, He Jgonyckas
BCMNEHUBaHUS;

— B Kaxayto n3 yetblpex npobupok c NMUP-cmeckto BIMY (cnnsas,
CUpeHeBasl, 3erieHasl U opaHXeBas Kpbliwku) AobaBuTb MO
90 mkn cmecu MNUP-6ydepa-FRT n nonumepasbl (TaqF),
aKKypaTHO repemelwiatb Ha BOpTeKce, He [gonyckas
BCMEHUBaHUS.

[MpumevaHue — [JonyckaeTcs NOSIHOCTLIO NePEHECTM CoOaePXKNMOe
ogHon npobupku ¢ nonumepasomn (TagF) (60 mkn) B npobupky c
NUP-6ycgepom-FRT (1100 mkn), npomapkumpoBaTb C YyKasaHUEM
aaTbl npurotoBneHnsi. CMecb XpaHuUTb Npu TemnepaTtype oT MUHYC
24 0o muHyc 16 °C B TeyeHne 3 MeC M MCMONb3oBaTb MO Mepe
HeobxogumocTn. [lpurotoBneHHasi CMeCb paccuYuTaHa Ha
nccnegosaHne 54 ob6pasuoB, BK4Yas KoHTponu (3 pasa no
18 obpasuos).

2. Ana nccnepoBaHus meHee 16 ob6pasuoB:

— npurotoBntb cmecb [MUP-6ydepa-FRT n nonumepasbl
(TagF) Ha HyXHOe KONM4yecTBO 0OOpasLoOB WU KOHTpoONeu m3
pacyeTa Ha oguH obpasel, / KoOHTponb (cTpun n3 4 nNpPobmpok)
19,6 mkn [UP-6ydepa-FRT u 1,4 mkn nonumepasbl
(TagF). [llonyyeHHyO CMeCb aKKypaTHO nepemMewaTtb Ha
BOpTEKCe, He J0nycKkas BCNEHNBAHUS;

— B YeTblpex oTAenNbHbIX NPobUpKax NnoaroToBUTbL peakUNOHHbIE
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CMecu 13 pacdeta Ha Kaxgyto peakuuto 3,5 mkn lNLUP-cmecu
BM4Y, 4,5 mkn cmecu MNLUP-6ycdepa-FRT v nonumepasbl
(TagF). Cmecb rotoBuTb Ha obLllee 4ncno uccrnegyemblx
obpas3yoB n koHTponien [P nnwoc 3anac Ha HECKOSbKO
peakunu.

BHUMAHUE! Cwmecb TlLP-cmecn BIMY c TMUP-6ydepom-FRT n
nonnmepason (TagF) gomkHa ObITb UCMOSb30BaHa B TeYeHue 2 Y
nocne NpPUroToBJIeHNS.

B. MNogroroBka npo6 ana amnnudukaumm

BHUMAHMUE! na amnnucgpukatopoB Rotor-Gene ucnonb3oBatb
npo6bupkn o6semom 0,1 Mmn B cTpunax no 4 wr.
1. BHecTu peakumoHHble cmecun n JHK-npobbl B npobupkn (CTpunb)
ana MNMUP cornacHo npuBegeHHbIM HUXKE CXeMaM.
BHAMAHUE! [na apeksatHom 06paboTkm  pesynbTaToB
nccnegoBaHMa € MOMOLWLbID  3NEKTPOHHOro  KanbKynstopa
HeoOXoOMMO CTpOro cregosatb MPUBEAEHHBIM HMXKE CXxemam
BHECEHUSI peakuNoHHbIX cmecen n npob OHK.
a) Cxema BHeceHusi cmecen m npo6 AOHK pna npubopa
POTOPHOro TMnNa: YCTtaHOBUTE CTPUNOBAHHbIE MO 4 NpobuMpKn
0,1 mn (cTpunbl) B WTATMB KaK MNOKa3aHO Ha CXeMe.
KonuyectBo cTpunoB ans uccrnegosaHns 16 obpasuyos — 18
(ons wuccnepoBaHma N obpasuoB: N + 2cTpuna ans

KOHTpOMEN).
1 2 3 4 5 6 7 8 9
©l0 © © © © © © ©% [ Cmecs 16/18/31 cunsisi KpbiwiKa
Cmpun u3 ©|© © © © © © © (©¢TCmecs39/45/59 cupeHesas KpbiwKa
4 npobupok — Ha 1 7/ | ©)[(©) (©) (©) (©) (©) (©) (0) (O)¢—Cmecs 33/35/56 3eneHas KpblwKa
uccnedyembiii Q)OO (e)N(e)e) Cwmeck 51/52/58 opaHxesas KpbilKa
obpasey 9 © © © © © © (o [or¢— Buecmu K+ B4 16/18/31 cunuli
9 © © © O © © O [(oe Brecmu K+ Bl14Y 39/45/59 cupeHesnbili
0 © © ©O© © © © [0 ()¢ BHecmu K+ B4 33/35/56 3eneHbiti
Q)(@)(e)(e)ii(e)(e)(e)eje, Brnecmu K+ Bl14Y 51/52/58 opaHxesbili
10 11 12 13 14 15 16 ]J 1§

\ "\ Cmpun nonoxumernbHbix KoHmponel (K+)
Cmpun ompuuyamerbHbix kKoHmporneu (K-)

6) Cxema BHeceHuMss cmecen u npo6 OHK ana npubGopa
NMAaHWeTHOro Tuna: YCTaHOBUTE CTPUNOBaHHbIE MO
8 Npobupkn (cTpunbl) B WTATUB KakK MOKa3aHO Ha CXeMe.
KonuyectBo cTpunoB ansa uccnenosaHus 16 obpasuos — 9
(ons wuccnepgoBaHuss N obpasuyos: N/2 + 1 cTpun ang
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KOHTpOsen).

Cmpun u3

obpasua

B 4yembipe gepxHue npobupku
KOHMporsibHo20 cmpura eHecmu K-

]

Brecmu K+ B4 16/18/31 cunuti
Brecmu K+ BlMY 39/45/59 cupeHessbil
Brecmu K+ BlY 33/35/56 3eneHbit
Brecmu K+ BlM4Y 51/52/58 opaHxesbili

9
© © © © 0O« Cmecnb 16/18/31 cuHas KpbiWwKa
8 nNpobupok — Ha 2 ©) © © © ©|© |- Cmech 39/45/59 cupeHesas KDbIWKA
/| © © © © ©) |« Cmecb 33/35/56 3eneHasi Kpblwka

uccrnedyembix (@ (@) (e) (e (@) Cwmecb 51/52/58 opaHxesas KpblwKa

© © © ©

© © © ©

© (© ©

(©) (O3

€000

KoHmponbHbIli cmpun

2. B nepByto npobupky kKaxgoro ctpuna BHECTM MO 8 MKI cMecwu
16/18/31 (cuHsasa Kpblwka), BO BTOpyto — 8 MKn cmecu 39/45/59
(cMpeHeBasi Kpbiwka), B TpeTbto — 8 Mkn cmecn 33/35/56
(3eneHasi Kpblwka), B 4eTBepTyto — 8 MKn cmecn 51/52/58
(opaHxeBasi Kpblwka). (B cnyyae ctpuna no 8 npobupok, B
npodupkun 5, 6, 7, 8 cMecun BHOCATCS aHaNorm4yHo).

3. B kaxayo 13 yeTblpex npobupok ¢ pasnudHsiMu MNLIP-cmecsamu
BHecT no 5 mkn npo6 [OHK, nony4vyeHHbix B pesynbTarte
9KCTpakuum u3 uccnegyemolx obpasyoB M OTpMUATENBHOrO
KOHTpona akcTpakummn (OK).

[Mpumevanne — OK cTaBUTCA OOQMH pa3 Ha CECCUID SKCTPaKLUMW.

BHUMAHME! INpn gobasneHum npob [HK, nony4eHHbIX C NOMOLLbIO
KOMMMNEKTOB peareHTOB AN MpoBedeHUs 3KCTpakuum MeToL4oM
copOuum Ha cunukarene unnm MarHUTHOW cenapauuu, Heobxoanumo
n3beraTtb nonagaHusi copbeHTa B peakLuMOHHYH CMECH.

4. TlocTaBnUTb KOHTPOSIbHbIE peakumn (CM. CXeMbl).

a) OtpuuaTtenbHble koHTponu MUP (cTtpun oTpuuartenbHbIX
KOHTPONEW/KOHTPOSIbHBLIM CTPUM) — B 4YeTblpe MNpoOUpKN C
pasnuyHbiMmu MNLP-cmecamu BHecT no 5 mkn K—.

6) MonoxutenbHble KOoHTponu MUP (cTpyn nonoXxuTtenbHbIX
KOHTPONEWN/KOHTPOSIbHbIN CTPUN):

B NPOBMPKY C «CUHEN» CMeChlo (nepBas) BHeCTN 5 MKn K+
BINY 16/18/31,

B NPoBUPKYy C «CUpPEHEBOM» CMecCbio (BTopasi) BHECTU
5 mkn K+ BIMY 39/45/59,

B NPOOUPKY C «3erieHon» CMeCbio (TPeTbs) BHECTU 5 MKN
K+ BIMY 33/35/56,

B NPOBUPKY C «OpaHXeBOM» CMeCbto (YeTBepTasi) BHECTH
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5 mkn K+ BINMY 51/52/58.

B. lNpoBeaeHne amnnudukaumm ¢ geTekumen B pexmme
«peanbHOro BpeMeHu»
1. 3anporpammupoBaTb amMnMdukaTop C CUCTEMOW AETEeKuMn B
BPEMEHN»

pexume

«peanbHoro
COOTBETCTBYHOLLEN MpPOrpaMmbl

dnyopecueHTHoro curHana (cm. Taén. 8).

ans

BbINOMHEHUS
amnnudukaumMm u aeTekumnn

Tabnuuya 8

NMporpamma amnnudcgpumkaumm n getekummn priyopecueHTHOro

curHana «AMnnumCeHc-1»

MpuGopbl poTopHoro Tuna® Mpu6opsbl nnaHweTHoro Tuna*
Temnepa- KonnuectBo| Temnepa- Konu4yectBo
Lnkn o Bpewms ° Bpems
Typa, °C LIMKIIOB Typa, °C LIMKJI0B
1 95 15 MUH 1 95 15 MUH 1
95 5c¢ 95 5¢
2 60 20c 5 60 20c 5
72 15¢ 72 15¢
95 5¢ 95 5¢
20c 30c
3 60 neTtekuns 40 60 neTtekuns 40
dnyopecu. dnyopecd.
curHana curHana
72 15¢ 72 15¢

[eTtekuna prniyopecLeHTHOro curHarna HasHa4yaeTca no kKaHanam gns

donyopodopos FAM, JOE, ROX n Cy5.

BHUMAHME! Nporpamma «AMnnuCeHc-1» (cMm. Tabn. 8) asngaetcs

YHUBepcanbHOU N NpoBeAeHNA TeCTOB C NOMOLLbIO KOMIMEKTOB

peareHToB «AMNNMCeHc» Ang BbisiBneHna u TunuposaHusa BIN1Y BKP

n BoiasrneHns [OHK Bosbyantenen WM. T[loatomMy MOXHO

OHOBPEMEHHO B OHOM NJaHLWETHOM npubope NpoBOaUTL BCE 3TU

TeCTbl Unu nboe nx coyeTaHue.

BHUMAHWUE! He pekomeHayeTca coyeTaTb HECKONbLKO TECTOB B

OZHOW NocTaHOBKe B Npnbopax pOTOPHOro Tuna.

2. YCTaHOBUTb NPOBUPKM B A4ENKM peaKkLMOHHOro Moayns npudopa.
PekomeHaoyeTcsa nepeg  NOCTAaHOBKOW B aMniudukaTop
NNaHWeTHOro Tuna ocaguTb KamnsiM CO CTEHOK MNpobMpoK Ha
BOpTEKCE.

BHAMAHUE! B cnyyae HenonHom  3arpy3ku  npubopos

NfaHWeTHOro Tuna pekoMeHAyeTcA AOMOJSIHUTENIbHO YCTaHOBUTL

3 Hanpumep, Rotor-Gene Q (QIAGEN) u gpyrue, pekomeHaoBaHHble M3rotoButenem.
4 Hanpumep, CFX 96 (Bio-Rad) u gpyrve, pekomeHaoBaHHble MarotoButenem.

CcTp. 3413 4l

Pernctpanua MU g Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru



nycTble  NpPoBupKn no  Kpasm peakuMoHHOro  Moayns
amnnmdomkaTtopa.
3. 3anyctutb  BbINOMHEHME NporpamMmbl  amMinMdukaumm cC

aetekumen donyopecueHTHOro curHana.
4. Tlo OKOHYaHUM BbINOSTHEHUS MPOrpamMmbl NPUCTYNUTL K aHanum3y u
NHTepnpeTaummn pesynbTaToB.

I AHanus u UHTepnpeTauua pesynbLTaToB

BHUMAHMUE! YcTtaHoBneHne amarHo3a W Ha3Ha4YeHue redvYeHus
OOMKHbI Npon3BOANTbLCA Bpa4yoMm COOTBETCTBYHLLEN
cneyuanusaumu.

AHanuM3 nosfly4yeHHbIX pe3ynbTaToB MPOBOAAT C MNOMOLLbBIO
nporpaMmmHoro obecneyeHnss npubopa, UCNONbL3YyeMoro Ang
nposeneHus MNUP ¢ getekumen B pexmme «peanbHOro BpEMEHNY.
AHanNM3npyT KpuBble HakonneHusi dryopecueHTHOro CcurHana,
CBUOETENbCTBYIOLLEro O HaKOMeHn npoaykta aMmnnndukaumm, no
YeTbIPEM KaHanam:

Tabnuya 9
HaumeHoBaHue Kanan pns onyopodopa
TUL [P, FAM JOE ROX Cy5
OHK BMNY BKP | AHK BINY BKP | AHK BIMN4Y BKP JHK BKO
B4 16/18/31 TMn 16 TN 31 T”n 18 Glob
OHK BMY BKP | AHK BMY BKP | AHK BMNY BKP JHK BKO
B4 39/45/59 TN 39 T™™Mn 45 TN 59 Glob
OHK BMY BKP | AHK BMY BKP | AHK BMNY BKP JHK BKO
B4 33/35/56 TMn 33 T™Mn 35 TMN 56 Glob
OHK BMY BKP | AHK BMY BKP | AHK BMNY BKP JHK BKO
B4 51/52/58 TN 58 T™Mn 52 TN 51 Glob

PesynbTaTtbl UHTEPNPETUPYIOTCS HA OCHOBAHUM Hanuumnsa (Unu
OTCYTCTBMSA) MepeceyvyeHns Kpueonm dryopecueHuumn S-obpasHomn
(curmoobpasHon) popMbl C YCTAHOBSIEHHOW Ha COOTBETCTBYHOLLEM
YPOBHE MNOPOroBOM JMHUEW, YTO onpegensieT Hanuyme (unu
oTcyTcTBMe) ans gaHHon npodbl OHK 3HavyeHna noporoBoro umkna
(Ct) B cooTBeTCTBYIOLWWEN rpade Tabnuubl pe3ynbTaTos.
BHUMAHUE! AHanna pes3ynbTatoB nNpoOBOAUTb C MOMOLLbIO
NPUBEOEHHOIO HWXE anropuTtmMa WM C MNOMOLLBLI 3NEKTPOHHOro
kanbkynatopa B dopmarte Microsoft® Excel ona asTomaTuyeckom
006paboTKM pe3ynbLTaToB.

[MpyHUMN MHTepnpeTaunn pe3ynbTaToB CrieayroLWmi:
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Tabnuua 10

UHTepnpeTauus pe3ynbLTaToB aHanu3a uccreayembix oopasuons

3HayeHMe NOpPOroBoOro LMKna no KaHany ans HanMeHoBaHMe
c¢dnyopocopa (Ct) MLIP-cmecy PesynbTar
FAM JOE ROX Cy5
oTCyTCTBYET BM4Y 16/18/31
OTcngTByeT OTcngTByeT i onpeaeneHo " ery 39/45/59 [IHK B4 BKP
nnu 6onbLe | unu GonbLue MeHbLUEe
rpaHMHOro | rparmdoro | OOTELE | oo nuroro | B4 33/35/56 | HE oGHapyxena
rpaHn4HoOro BM4Y 51/52/58
BMY 16/18/31 OHK BM4Y BKP 16 Tvna
obHapyxeHa
onpegeneHo | oTCyTCTByeT oTeyTeTBYeT onpegeneHo | BMY 39/45/59 AHK BITH BKP 39 Tvna
unu obHapyxeHa
MeHbLIe | Bonblie | g, i OHK B4 BKP 33 Tvna
rPaHUYHOro | rpaHNYHOro otcytcteyeT | BIMY 33/35/56
rPaHUYHOro ObOHapyxeHa
BMY 51/52/58 AHK BMN4Y BKP 58 Tvna
ObOHapyxeHa
BMY 16/18/31 OHK BMY BKP 31 Trna
obHapyxeHa
OTCYTCTBYET | onpeneneHo oTeyTeTeyer onpegeneHo | BMY 39/45/59 AAK BI1H BKP 45 Tuna
unu obHapyxeHa
i bonbLIe | MeHbWe | 5o o i OHK B4 BKP 35 Tvna
rPaHUYHOro | rpaHNYHOro otcytcteyeT | BIMY 33/35/56
rPaHUYHOro ObOHapyxeHa
BMY 51/52/58 AHK BMN4Y BKP 52 tvna
ObOHapyxeHa
BMY 16/18/31 OHK BMY BKP 18 Tvna
obHapyxeHa
OTCYTCTBYET | OTCYTCTBYET | onpegdeneH | onpeaeneHo | BMY 39/45/59 ,EI,HKEgIHL—;BKPeiszna
unu 6onblie | unu Gonblle | O MEHbLUE nnm Py
OHK BIMNY BKP 56 tuna
rPaHUYHOrO | rpaHN4YHoOro | rpaHnyHoro | otcytcteyeT | BIMY 33/35/56
obHapyxeHa
BIY 51/52/58 OHK BM4Y BKP 51 tvna
ObOHapyxeHa
oTcytctayeT | otcyteTayet |0 Y CTBYET ) oreyrerayet Brid 16/18/31
yTcTBY yTeTBy i YTCTBYET "By 39/45/59 §
nnun éonblue | nu bonbLue unu bonbLlue HeBanuagHbIn*
fonbLe BMY 33/35/56
rPaAHMYHOrO | rPaHUYHOrO rpaHnU4HOro
rpaHn4HoOro BM4Y 51/52/58

* B cnyyae nony4yeHna HeBanuaHoOro pesynbTaTta Heo6XoaMMO
nposect noBTopHoe [1LP-uccrnenosaHne COOTBETCTBYHOLLEIO
nccnegyemoro obpasua, HaudmMHas ¢ atana akctpakuum OHK. lNpu
NOBTOPEHUM HEBaANUAHOro pesynbtata Angd gaHHoro obpasua
HeobXxoAMMO MNPOBECTM MOBTOPHOE B3ATME  OMOMNOrn4eckoro
mMaTtepuana.

BHUMAHWE! [paHunyHble 3HayvyeHma Ct ykasaHbl BO BKnagbllle,
npunaraeMom K Habopy peareHToB.

PesynbTat NLUP-uccnegoBaHusa cumtatb 4OCTOBEPHbIM, €CIU
nosiyyeHbl NpaBuSibHble pe3ynbTaTbl AJZIA KOHTPOJien 3Tanos
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akcTpakumm m amnnudukaumm JHK B cootBeTcTBUM € Tabn. 11
W BKnagblweMm, npuraraeMmbiM K Habopy peareHTOB.

Tabnuua 11
Pe3ynbTaTbl ANA KOHTpoOnen pasnnyHbix atanos NLP-
nccnenoBaHuA
KoHTponu-| 3Ha4eHue NOporoBoro Lukra no kaHany ans ¢gnyopodopa,
KoHT- pyembIn Ct
pont atan lNLP-
uccnego- FAM JOE ROX Cy5
BaHus
SKeTpaKLMS OTcyTCTBXeT BO OTcyTCTBXeT BO OTcyTCTBXeT BO OTcyTCTBXeT BO
[IHK BCEX 4-X BCeX 4-X BCeX 4-X BCEX 4-X
npobupkax npobupkax npobupkax npobupkax
onpeaeneHo onpegeneHo onpegeneHo onpegeneHo
MeHbLLEe MeHbLLEe MeHbLUEe MeHbLLEe
rnuypP rPaAHNYHOrO BO | MPAHUYHOIO BO | FPAHUYHOrO BO | FPaHMYHOro BO
BCeX 4-X BCeX 4-X BCEX 4-X BCeX 4-x
npobupkax npobupkax npobupkax npobupkax
OTCYTCTBYET BO | OTCYTCTBYET BO | OTCYTCTBYET BO | OTCYTCTBYET BO
rnupP BCeX 4-X BCex 4-x BCeX 4-X BCEX 4-X
npobupkax npobupkax npobupkax npobupkax

Bo3MOXHble OLINOKU:
1. Onsa nonoxuntensHoro koHTponsa MNLUP (K+) 3HayeHne noporosoro

unkrna (Ct) no nwobomMy U3 yKasaHHbIX KaHanos ASS
dnyopodgopoB (cMm. Tabn. 11) oTcyTcTByeT WM npeBbilaeT
rpaHn4yHoe 3Ha4vyeHue. HeobxoanMmMo NOBTOPUTL amMinMdmKaunio
N geTekumio ansa Bcex obpasuos.

. Ona oTpuuatenbHoro koHTpona akcTpakuuu (OK) no kaHanam
ana dpnyopodopos FAM wn/vnn JOE, n/unn ROX, n/unn Cy5
onpegeneHo 3HadeHue noporosoro uukna (Ct). BeposaTHa
KOHTamMuHauma nadopatopuu npogykramu amnnudukaumm mnnm
KOHTaMUHaUMAa peareHToB, uccnegyemblx obpasuoB Ha KakOM-
nnoo atane [LP-uccnepoBaHna. Heobxoonmo npeanpuHATb
MEepbl MO BbISBMEHNIO N NUKBUOALUUM UCTOYHUKA KOHTaMUHALMN U
nostoputhb lNLP-uccnegosaHne ana scex obpasuoB, B KOTOPbIX
obHapyxeHa cneundunyeckas OHK, HaunHas ¢ aTana akcTpakumm
AOHK.

. Ana otpuuyartenbHoro koHTpona [MUP (K-) no kanHanam gns
dnyopogopoe FAM w/vnn JOE, wu/mnn ROX, wu/vnn Cy5
onpegeneHo 3HadeHune noporosoro uwukna (Ct). BeposaTHa
KOHTaMuHauma nabopatopuu npogykramu amnnudukaumm mnnm
KOHTaMuMHauMa peareHToB, uccriegyembix obpasyoB Ha KakoM-
nnoo atane [LP-uccnegoBaHmna. Heobxoonmo npeanpuHATb
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Mepbl MO BbISABEHMIO N NUKBUAAUUM UCTOYHMKA KOHTaMUHAUUK U
NOBTOPUTL amMnnNudunkaumio N geTekuuto ans scex odbpasuos, B
KOTOopbIX 0OBbHapyxeHa cneunduyeckas QHK.

4. [Onsa nccnegyemoro obpasua onpeneneHo 3aHadeHme noporoBoro
UuKna, npu 3TOM Ha rpadumke driyopecueHuumn OTCyTCTBYET
Y4aCTOK XapaKTepHOro 3KCMOHeHUManbHoro nogbema (rpaduk
npeactaBnsier cobon nNpubNU3NTENbHO MNPAMYKD  JIMHUIO).
Heobxoaumo npoBepuTb MNpaBUNbHOCTbL BbIODPAHHOIO YPOBHS
NOpPOroBOM NUHUK MNU NapamMeTpoB pacyeTa 0a3oBOMN JIMHUMN.
Ecnu pesynbTat nonydeH npu npasusibHOM YPOBHE MOPOroBou
nMMHUM  (6asoBon nuHUK), TpebyeTcsa MOBTOPHO MNPOBECTU
aMmnnndurkaumo 1 geTekuuo ans atoro obpasua.
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CPOKIrogHOCTW. YCNnoBUA TPAHCNOPTUPOBAHUA U
XPAHEHUA

Cpok rogHocTU. 12 mec. Habop peareHTOB C UCTEKLINUM CPOKOM
OOHOCTU MPUMEHEHUID He noanexut. Cpok rogHOCTUM BCKPbITbIX
peareHTOB COOTBETCTBYET CPOKY TrOAHOCTW, YKasaHHOMY Ha
9TUKETKaX AS19 HEBCKPbITbIX peareHTOB, eclii B WHCTPYKUUU He
yKa3aHo NHOe.

TpaHcnopTupoBaHue.

Habop peareHTOB TpaHCcnopTUpoBaTh Npu TemnepaTtype ot 240 8 °C
He 6Gonee 5 cCcyT B TEPMOKOHTEMHepax, coaepXallumx
X1ago3neMeHTbl, BCEMU BUAAMN KPbITbIX TPAHCNOPTHLIX CPEACTB.
XpaHeHwue.

«["MUP-komnnekT» BapuaHT FRT XpaHuTb B XONOoOUNbLHOW Kamepe
npu Temnepatype ot 2 go 8 °C, kpome nonumepasbl (TaqF), MNMLP-
cmecu BIMY 16/18/31, MNMUP-cmecn BINY 39/45/59, MNLP-cmecu BIMY
33/35/56, MNUP-cmecn BlNY 51/52/58. lNonumepasy (TagF), MNLUP-
cmecb BlNY 16/18/31, MNMUP-cmeck BINY 39/45/59, MNMUP-cmecs BINY
33/35/56, TlLP-cmecb BIMY 51/52/58 xpaHuUTb B MOPO3USTbHOW
Kamepe npu Temnepatype oT MuHyc 24 no mmHyc 16 °C. MNLP-cmecb
B4 16/18/31, TLUP-cmecb BIMY 39/45/59, TLP-cmecs BIMY
33/35/56, lNLP-cmecb BINY 51/52/58 xpaHuTb B 3alUULIEHHOM OT
cBeTa MecTe.

FAPAHTUUHbIE OBA3ATENLCTBA U3FOTOBUTENA

N3rotoBuTtenb rapaHTupyeTt COOTBETCTBME OCHOBHbIX
napamMeTpoB N XapaKTEPUCTUK Habopa peareHToB TpeboBaHUAM,
yKa3aHHbIM B TEXHUYECKOWN M IKCNSyaTauMOHHOW AOKYMEHTaUuu, B
TeYeHMe YKasaHHOro cpoka roAHoCTU npu cobngeHnn Bcex
YCNOBUW TPAHCNOPTUPOBAHNSA, XPaAHEHNS N NPUMEHEHMUS.

MeanumHckoe nsgenne TeEXHUYECKOMY 0DCYXMBAHNIO U PEMOHTY
He NoaNeXuT.

Peknamauun Ha kadyecTBO Habopa peareHTOB HanpaenaTb MO
agpecy 111123, r. MockBa, yn. Hosornmpeesckas, gom 3A, e-mail:
obtk@pcr.ru. OT3bIBbI U NpeanoxeHns o npoaykunm AmpliSens® Bbl
MOXeTe OCTaBUTb, 3aroSfiIHMB aHKeTy noTpebutena Ha cauTe:
www.amplisens.ru.

[Mpn BbisBNEHUN MOBOYHLIX AOEWNCTBUMA, HE YKasaHHbIX B
MHCTPYKUMN NO NMPUMEHEHNIO Habopa peareHToB, HeXenaTenbHbIX
peakunmn npu €ero ucnonb3oBaHuK, akToB N 06CTOATENLCTB,
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cosfaomx yrposy XW3HW U 3[0POBbIO rpaxgaH u MeguLUMHCKUX
PaboOTHMKOB Mpu NpUMeHeHnn HaGopa peareHToB, PEKOMeEHAYETCS
HanpaeBuTb cooOLleHne no agpecy, ykazaHHOMY Bbille, U B
YNONMHOMOYEHHYIO roCyAapCTBEHHYIO perynupyoLLyto opraHusauuio
(B P® - depepanbHas cnyxba no Hag3opy B cdepe
3/1paBOOXpaHEHNS) B COOTBETCTBUM C AEVUCTBYHOLLMM
3aKoHO4aTENbLCTBOM.

HAunpekTop K.3. Cobones

Y3 MO MOHUKW %
um. M.®. Bnagumupckoro ///’
e
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CUMBOIJ1bIl, UCNONb3YEMbIE B NEYATHON NPOOYKLIUU

REF

LOT

IVD

VER

Homep no katanory

Koa naptum

MeauumHckoe nsgenve
ONs ANarHoCcTUKK in vitro

JlaTta nameHeHmns

Mpegen Temnepatypbl

Na3rotoBuTenb
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OcTopoxHo!

CooepXxmmoro gocTaTto4Ho
ANsi NPOBEAEHUs N TECTOB

Mcnonb3oBaTtb Ao

O6paTuTech K MHCTPYKLMK
Mo NPYMEHEHUIO

He ponyckatb BO3gencTaumsi
COJTHEYHOro ceeTa

JaTa narotoBrnenusa
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