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Cnucok cokpameHui

B nacrosimiel MHCTPYKIIMU IPUMEHSFOTCS CIIEAYIOIIUE COKPALIEHUS
1 0003HAYCHUS:

I111P NoJuMepas3Has 1ienHas peakus

JAHK JIe30KCUPUOOHYKIIEMHOBAs] KUCIIOTA

BITY BUPYC MANUJUIOMbI YEJIOBEKA

KBM KOHTPOJIb B3ATHs MaTepuaia

OKO OTPHUIIATEIIbHBIN KOHTPOJILHBIN 00pa3ell

ITKO MOJIOKHUTEIIbHBII KOHTPOJIBHBIN 00pazely

KOY KOHTPOJILHBIN 00pa3el] Ui onpeieeHus
YYBCTBUTEIbHOCTH

KOC KOHTPOJIbHBIN 00pasel] crienupuIHOCTH




Beenenne

Bupyc nanumuiomMsl 4eoBeKa MpeCcTaBlIseT Cephe3Hyo MpoliemMy,
CBA3aHHYIO C  POCTOM UM  BBICOKOM  pacIpOCTPAHEHHOCTHIO
3JI0KAYECTBEHHBIX ~ HOBOOOPA30BaHMIA, BBICOKOH  JI€TaIbHOCTHIO,
WHBAIMIN3ALKACH,  3HAYUTEIbHBIM  CHIKEHHUEM  PENPONYKTUBHON
CIOCOOHOCTH KaK CPEe/Ir KEHCKOTO0, TaK M CPEIU MY)KCKOT'O HACEJICHUSI.

LeseBbIMH AHAJIMTAMM, BBIABISIEMBIMU IIPU IOMOIIM Habopa
pearentoB «BIIU-tecT», sBisitoTCS CcrienU(UYHbIE YYaCTKH T€HOMHOM
JHK TumnoB Bupyca nanuijioMbl 4YeJIOBEKaA.

MartepuajioM AJsi NMPOBeJAeHUS] HCCIAETOBAHMUS CIyXaT HPOOEI
JIHK, BblneneHHble U3 KIMHUYECKOIO MaTrepuajsa — COCKOOOB
AMUTENUANBHBIX KJIETOK CO CIM3UCTON 000JI0YKHU 1IEPBUKAILHOTO KaHaJIa,
ypeTphl, Blarajauina, Ouonrara, CeKpera npocTaThl, IKyJIATa, MOUH.

Hayuynast 000CHOBAHHOCTBH II€JIEBOTO aHAJIMTA 3aKJIIOYAETCS B
creur(UIHOCTH 1IeJIeBOr0 aHAINUTA (YHUKAJIBHOCTH IIOCIIEJ0BATEIbHOCTH
JIHK) B OoTHOIlIEHNH T€HOMOB THUIIOB BUpYCa NalMIJIOMbI YyeloBeka — 6,
11, 44, 16, 18, 26, 31, 33, 35, 39, 45, 51, 52, 68, 56, 58, 59, 66, 53, 73 u
82.

[To crmocoOGHOCTH BBI3BIBATH 3JI0KAYECTBEHHOE MEPEPOXKICHHE
AIUTENHS MAMMJIIOMaBUPYCHI IETISATCA Ha IBE TPYIIIbBI: BhICOKOTO (16, 18,
26, 31, 33, 35, 39, 45, 51, 52, 53, 56, 58, 59, 66, 68, 73, 82 Tunsl) u
Hu3Koro (6, 11, 44 TuIbI) OHKOT€HHOTO PUCKA.

B Ttectr-cucreme «BIIU-tect» ans auddepeHunanuu TUNOB
UCIIOJIb30BaHbl (hparMeHThl TeHoB: 1t 6 — E7, 11 — E5B, 44 — E4, 16 —
El,18—-FE5,26 -E2,31 - E6,33 -E5,35—-FE2,39-E4,45—-L1, 51 —
El,52-FE7,68 -E2,56—-FE2,58—-L2,59—E2, 66— E6,53—E6,73 —
El, 82 — E7. BpiOop o00ycrnaBiuBaeTcsi  OTHOCHTEIbHOM
KOHCEPBATUBHOCTBIO PETUOHOB Yy IMPEICTAaBUTENEH OJIHOTO TE€HOTHUIIA.
Crnenyer OTMETUTB, UTO B Pa3HBIX TECT-CUCTEMAX MOTYT UCIOJIb30BaThCs
pa3Iu4HbIe peruoHbl Uit U depeHIrauy TUIIOB.

OOsacTb npuUMeHeHHsI Ha0oOpa peareHTOB — KIMHUYECKas
nabopaTopHas TUarHOCTHKA WH(EKITMOHHBIX 3a00JICBaHUH.

IToxa3anus U NPOTHBONOKA3aHUS K IPHMEHEHHIO

BHUMAHME! VYcranoBneHHe auarfHo3a W Ha3HaUeHHE JICUECHHS
JOJKHBI IPOM3BOAUTHCSI BpAYOM COOTBETCTBYIOIIEN CIEMATN3ALINN.

HaGop peareHTOB HCMOIB3yeTCs B KIMHUYECKOW J1abOpaTOpHOM
JUArHOCTHKE JUIsl BBIABJICHMS, THUIMPOBAHUS U KOJWYECTBEHHOIO
onpeaenenusa JIHK Bupyca nmanmmuiombl 4YelnoBeka B KIMHAYECKOM



MaTepuaie 4elioBeka (COCKOOOB SIMUTEIMATBHBIX KJIETOK CO CIIM3HCTOMN
000JIOUKH IIEPBUKAILHOTO KaHalla, YPeTphl, BJaraiuila, OWOmTaTa,
CEKpeTa MPOCTATHI, ISKYJIATA, MOYH).

[TpoTuBoTIOKa3aHUS K TPUMEHEHUIO OTCYTCTBYIOT, 32 HCKIIFOUEHUEM
CIIy4aeB, KOrja B3sTHE MaTephalia He MOXET OBbITh OCYIIECTBJICHO II0
MEIUIIMHCKUM ITOKA3aHHUSIM.

IMonmyasimnonnble, aemMorpaduyeckrue acneKTbl NPUMeEHEHHS
MEeTUIIHHCKOT0 U3/IeJIUs: IONMYJIAINOHHBIX, IEMOTPapUIEeCKHIX aCIIEeKTOB
IPUMEHEHHUS Ha0opa peareHTOB HE BBISABIICHO.

CTepuiIbHOCTh: H3/CIUE HECTEPHIIBHO.



1. Haznauenue

Ha3nauenme: HaGop pearentoB «BIIY-tect» mpeanasHadeH uist
KaYeCTBEHHOI'O0 U KOJUYECTBEHHOTO oIpeaencHus U AuddepeHnanuu
JIHK Bupyca nmanuuiomsl yenoBeka (BITY) HM3KOro kaHUIEpOreHHOIO
pucka 6, 11, 44 TuroB 1 BRICOKOTO KaHIIEpPOT€HHOTO pucka 16, 18, 26, 31,
33, 35, 39, 45, 51, 52, 68, 56, 58, 59, 66, 53, 73, 82 TUNOB B CAEAYIOIIHNX
dbopMax KOMILJIEKTAIUU:

1. «BIIY-Tect-21» - 6, 11, 44, 16, 18, 26, 31, 33, 35, 39, 45, 51, 52,
68, 56, 58, 59, 66, 53, 73, 82 Tuns! BIIY;

2. «BITY-tect-16/18» - 16, 18 Tuner BITY;

3. «BITY-tect-31/33%» - 31, 33 Timer BITY;

4. «BITY-tect-6/11» - 6, 11 Tuner BITY;

5. «BITY-tect-14» - 16, 18, 31, 33, 35, 39, 45, 51, 52, 68, 56, 58,
59, 66 tunel BITY;

METOJIOM MYJIbTUIUIEKCHON MOJUMMEpPa3HOM LENHOM peakiuu C
rUOpUAM3aMOHHO-QIIyOopecieHTHON — pereknmerd B mpobe  JIHK,
BBIJICJICHHONW M3 KJIMHUYECKOTO MarepHaia (COCKOOOB AMHUTEIUANBbHBIX
KJIETOK CO CIU3UCTOM OOO0JIOUKM ILIEpBUKAJIBHOIO KaHalla, YpPETphl,
BJarajuina, Ouomnrata, CeKpeTa MpPOCTAThl, OAKYJIATa, MOYH) JUIA
g depeHmanbHON quarHoctuky Tunos BITY 1 onieHkn pucka pa3BuTHs
HOBOOOpa3oBaHMi, accoruupoBaHHblx ¢ BIIY (pak medku MaTku, pax
NpsIMOM KUIIKH, PaK aHOT€HUTAIbHON 001acTu).

DyHKIHOHAJIbHOE Ha3HaYeHHe. [[onyueHHbIe pe3ybTaThl MOTYT
UCIIONIB30BaThC i auddepeHnuanbHo auarnoctuku tunoB BITY u
OIICHKH pHUCKa Pa3BUTHUS HOBOOOpa3oBaHMii, accomuupoBaHHbIX ¢ BITU
(pak meiku MaTKu, pak IpsIMON KUIIKH, paK aHOT€HUTAIbHOM 00acTn).

VYcraHoBneHHME AMarHo3a M HAa3HAUEHWE JIEYEHUs  JOJIKHBI
IIPOU3BOJIUTHCS] BPAYOM COOTBETCTBYIOLIEH CleIMaTN3alliy B COUETaHUU
C  KIMHMYECKUMM  HAOMIONEHUSIMM,  HUCTOpHed  Oone3Hu U
AIUIEMUAOIOTHIECKON HHPOpMAITHEH.

ITorenumnanbHbIe MOTPEOUTEIN MEANIMHCKOTO U31CIHA

HaGop mnpemnaznaueH st nmpoeCcCHOHATBHOTO TPHUMEHEHUS B

MEIUIIMHCKIX VUPEKIECHUIX u KITMHUKO-TUarHOCTUYECKUX
nabopatopusix.  IIpodeccmoHambHBIE ~ ypOBEHb  MOTEHIHUATBHBIX
MoJNIb30BaTeNed — Bpad KIMHUYECKOW TabopaTOpHON JUAarHOCTUKH,

METUITMHCKUI TEXHOJIOT, MEIUIIMHCKUN TaOOPaTOPHBIN TEXHHUK.



2. I[IpuHun Meroaa

Meton

MynbTUIUIEKCHAs TIOJMMEpa3Has LeNHas peakuus B pealbHOM
BpPEMEHH € THOPUAU3ALMOHHO-(DITyOPECIIEHTHOI JIeTeKIIHEH.

Tun ananusupyemoro odpasua

MartepuanoMm 1y1st TIpOBeACHH MccienoBanus ciryxat npoosr JJHK,
BBIJIEJICHHBIE U3 KIMHUYECKOTO MaTepuajga — COCKOOOB AMUTEIUAIbHBIX
KJIETOK CO CIU3UCTOM OOO0JIOUKM IIEPBUKAJILHOTO KaHalla, YpPETphl,
BJIarajiuia, Ouonrara, CEeKpeTa mpocTaThl, dAKYJIATa, MOYH.

IIpuHuMn onpeneneHus

KauectBennoe wu komuuectseHHoe omnpezaenenne JHK BITY
MeTogoM MynbTuiLiekcHoil [P B peansHOM Bpemenu B mpobde THK,
BbIJIEJICHHON U3 KIIMHUYECKOI'0 MaTepuaa, BKJIIoUaeT B ce0s TpU dTana:

1. Tloarorosky I11[P;

2. MIP-ammumrduKaImio JHK u THOPHUIM3AIIOHHO-
(biIyopecleHTHYI0 JETeKLHI0 TMPOAYKTOB aMIUIM(UKAIMK B pPEKUME
peaIbHOTO BPEMEHHU;

3. NHTtepnperanuto pe3yabTaToB.

C nmpobamu JIHK mpoBoasaTcsi peakuuu aMIum@uKanuy y4acTKOB
TeHOB MpHU MoMoIu crenuduyHbix K 3TuM ydactkam JIHK mpaiimepoB u
JAHK-30H/10B B peakiimoHHOM Oydepe.

B cocras I11[P-0ydepa BXoAsST Bce OCHOBHBIE peareHThl, BKIIOYas
tepmoctabunpnyto JIHK-nonmumepasy ¢ «ropsuum craptom», dNTP,
ypauuin-JJHK-rmuko3unazy u ontumusupoBaHHbll Oydep. Hamuuwme
depmenta  ypauun-JAHK-riauko3uaasel  OpensTcTBYeT — MOIYYEHUIO
JIO’KHOIIOJIOKUTENBHBIX PE3YyJIbTAaTOB NPH KOHTAMHUHALUK IPOAYKTaMU
aMIUIMPUKAIUN, TPU ITOM (PEpMEHT MOJHOCTBIO HMHAKTUBHPYETCS B
npouecce nepsoro nukia neHarypauuu JIHK m He mnpensrtcrByer
aMIUTM(PUKAIIIK IPOTYKTOB TEKYLIEH peakiuu.

B cocraBe mpaiimMep-MHKCa TNPHCYTCTBYIOT (IIyOpECHEHTHO-
MEUYEHbIE OJHMIOHYKJIEOTH/IHbIE 30HIbl, KOTOpbIE TUOPHUIU3YIOTCA C
KOMILUJIEMEHTAapHbIM ydacTKkoM amiunpuimpyemoit JIHK-mumenu wu
paspywmatorcss Tag-monuMepasoil, B pe3ysibTaTe 4Yero pas3o0IuarTcs
KpacuTelb W TYLIUTENIb, U MPOUCXOAUT HapacTaHWE WHTEHCUBHOCTH
diyopecueHMM. OTO  MO3BOJISIET  PETUCTPUPOBATH  HAKOIUIEHHE
cneuu(UYeckoro  MpoAykTa aMIUIMQUKAUU TyTeM  H3MEpeHUus
MHTEHCUBHOCTH (IIyOPECHEHTHOIO CHUTHajla B peXHME peanbHOro
BPEMEHH.



HaGop comepxut peareHThI IJisi MYJIbTUIUICKCHOTO OIpEaelICHUS
BeIcokocnenuuuabix yuyactko JJHK BITY 6, 11, 44, 16, 18, 26, 31, 33,
35, 39, 45, 51, 52, 68, 56, 58, 59, 66, 53, 73, 82 TUIIOB, a TaKke
cnenupuvHoro ¢parmeHTa reHa ALB denoBeka (i1 KOHTPOJS B3ATHS
Matepuana, nainee — KBM) (ta6a. 1).

Tabmuma 1 — CocTtaB mnpaiMep-MHKCOB, BXOJSIIMX B Ha0Op, H
COOTBETCTBYIOIIHE 1I€JIEBbIC MUILICHU

. KanaJ, coorBercTBYIOIIMii (hryopodopy
Hp;:r:p' FAM/ ROX/ Cy5/ HEX/
Green Orange Red Yellow
®opma komruiekranuu BITY-rect-21
KBM (ren
HPV-Nel 6 11 44 ALB
YeJI0BeKa)
KBM (ren
HPV-No2 16 18 26 ALB
YeJI0BeKa)
KBM (ren
HPV-Ne3 31 33 35 ALB
YeJIoBeKa)
KBM (ren
HPV-Ne4 39 45 51 ALB
YEeJI0BEKa)
KBM (ren
HPV-No5 52 68 56 ALB
YEeJI0BEKa)
KBM (ren
HPV-Ne6 58 59 66 ALB
YEIIOBEKa)
KBM (ren
HPV-Ne7 53 73 82 ALB
YeJIoBeKa)
®opma kommiekTanuu BITU-tecT-16/18
KBM (ren
HPV-16/18 16 18 — ALB
YEeJI0BEKa)




®opma komrtekrannu BITY-tect-31/33
KBM (ren
HPV-31/33 31 33 - ALB
YyeJIoBeKa)
®dopma kommekTanuu BITU-tecT-6/11
KBM (ren
HPV-6/11 6 11 - ALB
YeJI0BEKa)
®opma komriektanuu BITU-tect-14
KBM (ren
HPV-16/18 16 18 - ALB
YeJI0BEKa)
KBM (ren
HPV-Ne3 31 33 35 ALB
YeJI0BEKa)
KBM (ren
HPV-Ne4 39 45 51 ALB
YeJI0BEKa)
KBM (ren
HPV-Ne5 52 68 56 ALB
YEIIOBEKA)
KBM (ren
HPV-Ne6 58 59 66 ALB
YEIIOBEKa)

KBM nmno3BoisieT MNOATBEPAWUTH (akT B3ATHS Marepuaga oOT
YyelloBeKa, OLEHUTh KadecTBO, 3¢¢ektuBHOcTh BbaeneHus JHK u
BO3MOXXHOTO HAaJIMYMsS HMHTMOUTOPOB B MpoOe, MPUCYTCTBUE KOTOPBIX
MOJKET PUBECTHU K JIOKHOOTPULIATEIBHBIM PE3YJIbTaTaM.

OrpanuyeHus: MeToAa

Bo3sMoxHas ~ mpuYMHA  IOJYYEHUS  JIOKHOIIOJIOXKHUTEJIBHOIO
pe3yabpTaTa — KoHTaMuHaIws Ha dtane Boienenus JJHK mubo mposenenwst
peakuuu MyJabTUILIEKCHOW [ILP. JI0KHOIONOXUTENBHBIM pPE3YyJILTAT
MOKET OBITh BBISIBJIEH C IOMOUIbIO OTPHUIATEIBHOTO KOHTPOJIBHOTO
oOpa3sia.



Habop peareHTOB 10 MCTEYEHUU CPOKA FOJHOCTH MPUMEHEHUIO HE
MIOJIJICHKUT.

He ucnonb3oBath HaOOp peareHTOB, €CJIM HapyllIeHa BHYTPEHHSSA
YIIAaKOBKa, WA BHEIIIHUM BUJI p€arcHTa HE COOTBETCTBYET ONMCAHMUIO.

HaGop peareHTOB, TpaHCHOPTHPOBAHHBIA WM XPAHUBLIMICSI C
HapyILIEHUEM TEMIIEpAaTypPHOIO PeXXUMa, IPUMEHEHUIO HE TIOJICHKUT.

3aKiroueHre 0 KIMHUYECKOM JIMarHO3€ HEe MOYKET OBbITh OCHOBAHO
TOJIBKO Ha pe3yJbTaTax UCCIEAOBAHUS C UCIIOIb30BaHUEM JaHHOro MU.
B aumarHocTHuyeckMx LeNX pe3yJbTaThl JOJKHBI HCIIOJIBb30BaThCS B
COYETaHUHM C JAPYTMMH JAHHBIMU: CHMIITOMaMH, OOIIeH KIMHUYECKON
KApTUHOM, pe3ylbTaTaMH HCCIENOBAHUS JPYTMMHU TECT-CUCTEMaMHU,
IIPUMEHSAEMOM TEpANUEi.

Bpemsi mnpoBeaeHuss peakuuud  MyJabTUiuiekcHor  ITIP
cocrapiasier 60-80 muHyTr (0e3 yuyera mnpoOONMOATOTOBKH) B
3aBHCHMOCTH OT HCI0JI1b3yeMOro aMiInukaropa.

3. CocTaB Ha0opa peareHTOB

®opma KOMILIEKTALHH

Ha6op pearentoB «BIIY-tect» Bblmyckaercss B mATH (dopMax
KOMIUIEKTAIUU:

1. «BIIY-Tect-21» g npoBeneHus 96 peakuumid  KakJIoro
mynbtuiuiekca (HPV-Nel (6, 11, 44), HPV-Ne2 (16, 18, 26), HPV-Ne3 (31,
33, 35), HPV-Ne4 (39, 45, 51), HPV-Ne5 (52, 68, 56), HPV-Ne6 (58, 59,
66), HPV-Ne7 (53, 73, 82));

2. «BIMY-tect-16/18» nmns  mpoBemenuss 96  peakuuwii ¢
mynbTHILIEKCOM HPV-16/18 (16, 18);

3. «BITY-tect-31/33» s mpoBeneHuss 96  peakuwii ¢
mynbTHILIEKCOM HPV-31/33 (31, 33);

4. «BIlY-tect-6/11» mma  mnpoBenenus 96  peakuuit ¢
mynbsTuiuiekcom HPV-6/11 (6, 11);

5. «BITY-tect-14» g npoBeneHus 96 peakuumid KaxkJIoro
mynbetuiuiekca (HPV-16/18 (16, 18), HPV-Ne3 (31, 33, 35), HPV-Ne4 (39,
45, 51), HPV-Ne5 (52, 68, 56), HPV-Ne6 (58, 59, 66)).

KosmuecTtBo aHanu3upyeMbIX npod A KOJUYECTBEHHOIO
a”HaJu3a (IPH  HCHOJb30BAHMM  96-IyHOYHBIX  INIAHIIETHBIX
aMILTU(PUKATOPOB):
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1. «BITY-tecT-21» paccuntan Ha mpoBeAcHUE uccienoBaHus 90
UCCIIETyeMbIX 00pa3IoB, KATUOPOBOYHBIX OOpAa3IOB, OTPHUIIATEIBHBIX U
MOJIOKUTEIBHBIX KOHTPOJIBHBIX 00PA3IOB MPH CEMH IMOCIEI0BATEIbHBIX
3alycKax aMmIUIM(QHUKaTopa, Kaxk[as MOCTAaHOBKA C OJHMM M3 CEMHU
MyJIbTUIUIEKCOB. [Ipu 01HOM 3amycke aMIuTH(pUKaTOpa ¢ UCIOJIb30BaHUEM
OJIHOBPEMEHHO BCEX CEMH MYJbTUILIEKCOB PACCUMTAH Ha MCCIIEI0BAHUE
48 wmccienyeMbix  00pa3noB (32 oauMH  3amyck 7 00pasloB),
KaTMOpPOBOYHBIX  OOpa3lOB, OTPUIATENBHBIX M  TOJOXKHUTEIbHBIX
KOHTPOJIbHBIX OOpa3loB MpH CEMH 3allycKax aMIuiM@ukaTtopa ¢
UCIIOJIb30BaHUEM CeMHU MyJsbTUILIEKCOB (puc. 2). llpu enunmunoi
MOCTaHOBKE paccuuTaH Ha 13 uccienyembix 00pasios (3a oAuH 3amyck 1
oOpazerr) ¢ KamMOPOBOYHBIMH O0pas3lamMH, OTPHUIATCIBLHBIMH U
MOJIOKUTEIBHBIMU KOHTPOJILHBIMH 00pa3liaMy B Ka)K0W TOCTaHOBKE.

2. «BITY-tect-16/18» paccuntan Ha poBeneHue uccieaoBanus 90
UCCIIEyeMbIX KIMHUYECKUX 00pasloB, KaauOpOBOYHBIX OOpa3IoB,
OTPHIIATENBHBIX W TOJOXHUTEIbHBIX KOHTPOJBHBIX OOpasloB IpH
OJIHOBPEMEHHOH TMocTaHoBKe B amiuiudukarope. I[lpu enuHuyHOU
MIOCTAHOBKE paccuuTaH Ha 13 ucciieayeMbix o0pasioB (3a ofuH 3amyck 1
obpaserny) ¢ KalIuOpPOBOYHBIMH OOpasllaMH, OTPHUIATCIBHBIMA U
MOJIOKHUTEIHHBIMA KOHTPOJIBHBIMHU 00pa3aMu B Ka) 10 MOCTaHOBKE.

3. «BITY-tect-31/33» paccuntan Ha IpoBeIeHHUE MccienoBanus 90
UCCIIEyeMbIX KIMHUYECKUX 00pa3lioB, KaauOpOBOYHBIX OOpa3IoB,
OTPUIATENIHBIX M TOJOXKUTENBHBIX KOHTPOJIBHBIX O0pa3loB MpU
OJIHOBPEMEHHOIN MOCTaHOBKe B aMiuiMdukarope. Ilpu enuHuyHON
MOCTaHOBKE paccuMTaH Ha 13 uccienyeMbix o0pasioB (3a OAMH 3amyck 1
obpasernr) ¢ KaJIuOpPOBOUYHBIMH OOpa3llaMH, OTPHUIATEIbHBIMU U
MOJIOKUTEIHHBIMU KOHTPOJIBHBIMH 00pa3liaMy B Ka)KI0W TOCTaHOBKE.

4. «BITY-TecT-6/11» paccuutan Ha mpoBepeHHE HcciaeaoBaHus 90
UCCIIEyeMbIX KIMHMYECKMX 00pa3loB, KaaMOpPOBOUHBIX 00pa3loB,
OTPHIIATENIHBIX W TOJOXHUTEIbHBIX KOHTPOJBHBIX OOpa3loB IpH
OJIHOBPEMEHHOHM TMOCTaHOBKe B amruindukatope. I[lpu enuHuYHOU
MIOCTaHOBKE paccuuTaH Ha 13 uccienyeMbix 00pa3ios (3a OAMH 3amycK 1
oOpaszerr) ¢ KamMOpPOBOYHBIMH  OOpaslamMH, OTPULATENBHBIMH U
MIOJIOKHUTEITHHBIMA KOHTPOJIHHBIMHU 00pa3iaMu B Ka) IO MOCTaHOBKE.

5. «BIIY-tect-14» paccuntan Ha npoBeAeHHE uccaeaoBaHus 90
HCCIIeyEeMbIX 00pa3IoB, KATMOPOBOYHBIX OOpPA3IOB, OTPHUIATEIBHBIX U
MOJIOKUTEIHHBIX KOHTPOJIBHBIX 00pa3lloB MPH MATH MOCIEI0BATEIbHBIX
3alycKax aMIUTUPHUKATOpa, Kakaas ITOCTAHOBKA C OJHUM W3 TISTH
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MYJbTHILIEKCOB. [Ipr 01HOM 3ammycke aMIuTnuKaTopa ¢ HCIoJIb30BaHHEM
BCEX ISITH MYJIBTHILIEKCOB pacCuuTaH Ha 65 ucciieqyeMbix obpasma (3a
oMH 3anmyck 13 o0OpasnoB), KaTuOPOBOYHBIX 00pa3llOB, OTPUIIATEIBHBIX
U TIOJOKUTENBHBIX KOHTPOJBHBIX OO0pa3loB MpH MIECTH 3amycKax
aMIuTuUKaTOpa C HCIOJb30BAaHMEM IISITH  MYJIBTUIUIEKCOB. [lpm
€IMHUYHON MOCTAaHOBKE paccuuTaH Ha 13 wuccienyembix 00pasioB (3a
oMMH 3amyck 1 oOpasem) ¢  KaauOpOBOYHBIMH  OOpa3liaMH,
OTPUIATEIILHBIMA M TIOJIOXKHTEILHBIMA KOHTPOJIBHBIMU OOpa3iamMu B
Ka)JI0H IMOCTaHOBKE.

KosnyecTB0 aHaauM3upyeMbIX MNpPo0 IJA Ka4eCTBEHHOIO
aHaJu3a (IPH  HCHOJb30BAHMM  96-IyHOYHBIX IUIAHIIETHBIX
aMnpuKaTopoB):

1. «BITY-Tect-21» paccunTan Ha INpoBeleHUE HccieoBaHus 94
UCCIIeyeMbIX  00pa3loB, OTPULIATEIBHBIX U MOJOXKUTEIbHBIX
KOHTPOJIBHBIX OOpa3lloB MpPH CEMU IIOCIEAOBATEeNFHBIX 3aIlyCcKax
amMIuQuKaTopa, Kaxaas MOoCTaHOBKA C OJTHUM U3 CEMH MYJIbTHIUIEKCOB.
I[Ipy  omHom  3amycke  amiuiM@uKaTopa €  OJHOBPEMEHHBIM
UCIIONIb30BAaHUEM BCEX CEMH MYJbTHIUIEKCOB paccuutaHn Ha 80
UCCIIeyeMbIX 00pa3IoB (3a oauH 3amyck 11 o0pa3ioB), OTpULIATEIBHBIX
U TIOJIOKUTENBHBIX KOHTPOJBHBIX OOpa3IOB MPU CEMH 3alycKax
aMITuuKaToOpa C HCIOJIB30BAaHMEM CEMH MYJBTUIUIEKCOB.  Ilpm
€/IMHUYHOM MOCTaHOBKE paccUMTaH Ha 32 ucciieyeMbix o0pasia (3a ouH
3amyck 1 oOpasem) ¢ OTpUIATENBHBIMH UM TOJIOKUTEIHHBIMU
KOHTPOJIbHBIMHU 00pa3liaMM B KaX/10i MOCTaHOBKE.

2. «BITY-TecT-16/18» paccuntad Ha MPOBEACHUE UCCIeA0BaHus 94
UCCIIeTyEeMBbIX KIIMHUYECKUX 00pa3ioB, OTpUIATENBHBIX U
MOJIOKHUTEIBHBIX ~ KOHTPOJBHBIX  OOpa3loB TPpU  OJHOBPEMEHHOU
nocTaHoBke B aMmIuidukarope. [Ipyu ennHUYHON MOCTAaHOBKE pacCUMTaH
Ha 32 wuccmenyembix obOpasma (3a oauH 3amyck 1 oOpasem) ¢
OTPUIATENILHBIMA U TIOJIO)KUTETFHBIMA KOHTPOJIBHBIMU OOpa3iamMu B
Ka)KJIOM ITOCTaHOBKE.

3. «BITY-tect-31/33» paccuntan Ha npoBeJeHHE HcciaeqoBaHus 94
UCCIIETyeMBIX KITMHAYECKUX 00pas3ioB, OTPHIIATEIBHBIX "
MOJIOKHUTEIBHBIX ~ KOHTPOJBHBIX  OOpa3loB TpU  OJHOBPEMEHHOU
nocraHoBke B amrumdukarope. [Ipn emnHIYHON TOCTAHOBKE pacCYMTaH
Ha 32 wuccienyeMmblx oOpasna (3a onauH 3amyck 1 oOpaserm) c
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OTPULATENIbHBIMH U TIOJIO)KUTEIbHBIMA KOHTPOJIBbHBIMU OOpa3lamMu B
Ka)XJ10M IOCTaHOBKE.

4. «BITY-TecT-6/11» paccuntan Ha MPOBEACHHUE HCCaeAOBaHUS 94
UCCIICTy eMBIX KITMHUYIECKHIX 00pasIos., OTPUIATEIIbHBIX u
MOJIOKUTEIBHBIX ~ KOHTPOJBHBIX ~ 00pasloB MHpU  OJHOBPEMEHHOMU
MOCTaHOBKE B amrutuukarope. [lpu eTMHUYHON TOCTAaHOBKE pacCUUTaH
Ha 32 wuccaenyemblx oOpasma (3a oaMH 3amyck 1 oOpasem) ¢
OTPUIATEIILHBIMA M TIOJIOXKHTEILHBIMA KOHTPOJIBHBIMU OOpa3iamMu B
Ka)KJ0W OCTaHOBKE.

5. «BITY-tect-14» paccuntaH Ha IpOBEAEHHUE HcciaeaoBaHus 94
UCClIeyeMbIX  00pa3loB,  OTPULATENBHBIX U IMOJOXKHUTEIbHBIX
KOHTPOJIBHBIX 00pasloB MPH CEMH IOCIEAOBATEIBHBIX 3aIyCcKax
amMIuQuKaTopa, Kaxaas IOCTAaHOBKA C OJJHUM U3 MSATH MYJIbTUILIIEKCOB.
[Ipn omHOM 3amycke amIuiM(UKATOpa C HUCIOJIB30BAHUEM BCEX IIATH
MYJIbTUIUIEKCOB PacCYUTaH Ha 85 rccneayeMbIx 00pasiia (3a OJ1H 3aIryCcK
17 o00pasmnoB), OTPUIATECIBHBIX H TIOJOXKUTEIBHBIX KOHTPOJIBHBIX
00pa3IoB MpH MATH 3aMyCcKaX aMILTU(UKATOPa C UCIOIBb30BAHUEM IISITH.
[Ipu equHUYHON TOCTAHOBKE paccuMTaH Ha 32 HcclieayeMbix oOpasia (3a
onuH 3amyck 1 oOpaszer) ¢ OTPULATEIBHBIMH M MOJIOKUTEIbHBIMU
KOHTPOJIBHBIMU 00Pa3IaMH B KaXKJIOW MTOCTAHOBKE.

CocraB Habopa
Tabmuua 2 — Coctas popmbl kommiekrauu «BITH-tecT-21»

Kpartkoe
HAMMEHOBA
Ha3zBanune KoanuecTBo,
Ne HHE HA Onucanne
pearenra KphIIIKe o0beM
NMPOOUPKH
[Ipo3paunas 2 mpobupku
1 TIP-6ydep TILP-6 6ecuBeI”)rHaI;)1 JKUIKOCTD 1o {)3501134101
[Ipaiimep-mukc 6.11. 44 IIpo3paunas xUIKOCTH 1 mpobupka,
2 | HPV-Nel (6, 11, 44) > roJry0oro mnpera 960 MK
[IpaiimMep-Mukc 16. 18.26 IIpo3paunas >XxUIKOCTb 1 mpobupka,
3 | HPV-Ne2 (16, 18, 26) > roJry0oro mnpera 960 MK
[IpaiimMep-Mukc 31.33.35 IIpo3paunas >XxUIKOCTb 1 mpobwupka,
4 | HPV-Ne3 (31, 33, 35) > rojry0oro mnpera 960 MK
[Ipaitmep-mukc 39.45. 51 IIpo3pauHnas >KxUIKOCTb 1 mpobupxka,
5 | HPV-Ne4 (39, 45,51) > roay0oro 1pera 960 MK
[Ipaiimep-MuKc 52 68,56 IIpo3pauHas )KUAKOCTb 1 npoGupxa,
6 | HPV-Ne5 (52, 68, 56) C roay0oro 1pera 960 MK
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Kpatkoe
HAaHMEHOBA
Ha3Banmne KoanuecTBo,
Ne HHUE HA Onucanme
pearenta 00beM
KPbIIIKe
NPOOHPKH
IIpaitmep-mukc 58.59. 66 IIpo3pauynas 1 npoGupka,
7 | HPV-Ne6 (58, 59, 66) T OecLBETHAS KUIKOCTD 960 MK
IIpaiimMep-Mukc 53.73. 82 ITpo3paunas 1 mpobwupxka,
8 | HPV-Ne7 (53, 73, 82) T OeciBETHAA KUIKOCTH 960 MK
9 | KO-1 KO-1 [Ipo3paunas 1 mpobwupxka,
OeciBETHAA JKUIKOCTH 1100 mxn
10 | KO-2 KO-2 [Ipo3paunas 1 mpobwupxka,
OeciBETHAA KUIKOCTH 1100 mxn
11 | mxo KO [Ipo3paunas 1 mpobwupxka,
OeciBETHAA JKUIKOCTh 1350 mKxn
12 | oo OKO [Ipo3paunas 1 mpobwupxka,
OecClBETHAS KHJIKOCTh 1800 Mk
Tabmuna 3 — CocraB dhopmbl kommiektanuu «BITU-tect-16/18»
Kpartkoe
Ha3sBanue HAHMEHOBAHUE KoauuecTBo,
Ne Onucanue
pearenTa HA KpBIIIKe 00beM
NPOOHPKH
IIpo3paunas | npoGHpxa
1 | TIIP-6ydep [TLP-6 OecrBeTHas 390 i
KHUIKOCTh
o IIpo3paunas
IIpaiimep-mMukc 1 mpobupka,
2 HPV-16/18 (16, 18) 16, 18 KHUJKOCTh TOIy00T0 960 MK
LBETA
[Ipo3paunas
3 | KO-1 KO-1 OeciBeTHAsA 1 npobupa,
160 MK
JKHJIKOCTD
[Ipo3paunas
4 | KO-2 KO-2 OecrBeTHAsA 1 npobupa,
160 MK
SKHUJIKOCTD
IIpo3paunas
5 | [IKO [TIKO OecrBeTHAs 1 npo6upxa,
200 MK
J)KUJIKOCTh
[Ipo3paunas
6 | OKO OKO GecipeTHas I npobwpia,
1800 Mk
JKUIKOCTh
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Tab6suma 4 — CoctaB dhopmbl komruiektaruu «BITY-rect-31/33»

Kpatkoe
Ha3zpaHue HaMMeHOBaHHe KounuecTBo,
No Onucanne
peareHTa Ha KpbIIIKe o0bem
NPOOHPKHU
[Ipo3paunas 1 mpo6epKa
1 | IIIP-6ydep IILIP-6 OecrBeTHAS 390 i
JKHJIKOCTb
. IIpo3pauynas
[Mpaiimep-mukc 1 npoGupka,
2 HPV-31/33 (31, 33) 31,33 JKHJIKOCTH ToJry0oro 960 w1
1BeTa
IIpo3paunas
3 | KO-1 KO-1 OecLBeTHAs 1 mpobupxa,
160 Mkn
KUIKOCTh
IIpo3paunas
4 | KO-2 KO-2 OecrBeTHAsA 1 npo6upxa,
160 mxn
JKHJIKOCTD
[Ipo3paunas
5 | [IKO [TIKO OecrBeTHAA 1 npobupa,
200 mkn
JKHJIKOCTD
[Ipo3paunas
1 mpobwupxka,
6 | OKO OKO OecrBeTHAS 1800 Mic1
JKHJIKOCTD
Tabmuua 5 — Coctas popmbl kommiektauu «BITU-tect-6/11»
Kpartkoe
Ha3zBanune HaHMMEHOBaHHE KoanuecTBo,
Ne Onucanue
peareHTa Ha KPBbIIIKe 00bemM
NPOOUPKH
IIpo3paunas | npoGHpKa
1 | TIIIP-6ydep [TLP-6 OecrBeTHas 390 i
KUIKOCTh
o IIpo3paunas
IIpaiimep-mMukc 1 mpobupka,
2 HPV-6/11 (6, 11) 6, 11 KHJIKOCTB T0JIyOO0Tro 960 i
BeTa
IIpo3paunas
3 | KO-1 KO-1 OecrBeTHAs I npoGupxa,
160 mxn
JKHJIKOCTD
IIpo3paunas
4 | KO-2 KO-2 OeclLBeTHAs I npoGupxa,
160 Mk
JKHJIKOCTD
ITpo3paunas
5 | [IKO ITIKO OeclLBeTHAs I npoGupxa,
200 MK
KUIKOCTh
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Kpatkoe

Ha3Banne HaHMEHOBaHHE KoanuectBo,
Ne Onucanne
peareHTa HA KpbIIIKe o0beM
NPOOHPKH
IIpo3pauynas
1 npoGupka,
6 | OKO OKO OecrBeTHast 1800 MK
JKHJIKOCTb
Tabmuna 6 — CocraB dhopmbl komruiektanuu «BITY-tect-14»
Kpatkoe
Ha3zpaHue HaMMeHOBaHHe KosnuecTBo,
No Onucanne
peareHTa Ha KPpbIIIKe o0bem
NPOOHPKHU
[Ipo3paunas
2 poOupKH
1 | [ILIP-6ydep ILIP-6 OecrBeTHAS 10 960 MK
JKHJIKOCTD
. [Ipo3paunas
IIpaitmep-Mukce 1 nmpoGupxa,
2 HPV-16/18 (16, 18) 16, 18 KHUJKOCTB TOIy0O0Tr0 960 i
1BEeTa
. [Ipo3paunas
[IpaiimMep-Mukc 1 npoGupka,
3 HPV-Ne3 (31, 33. 35) 31, 33,35 XKHUJKOCTh TOIy0O0ro 960 MK
1BEeTa
. [Ipo3paunas
[IpaiimMep-Mukc 1 npoGupka,
4 HPV-Ned (39, 45, 51) 39, 45,51 KHUJKOCTh TOIy00ro 960 MK
1BEeTa
. [Ipo3paunas
[paitmep-mMukc 1 npoGupxa,
5 HPV-NeS (52, 68, 56) 52, 68, 56 JKUJIKOCTH TOIyOOTO 960 M
BeTa
[Ipo3paunas
[Tpaitmep-mMukc 1 npoGupxa,
6 HPV-Ne6 (58, 59, 66) 58, 59, 66 JKUJIKOCTH TOITyOOTO 960 MK
BeTa
[Ipo3paunas
7 | KO-1 KO-1 OeciBeTHAs 1 npo6upa,
800 Mk
KUIKOCTh
IIpo3paunas
8 | KO-2 KO-2 OecrBeTHAs I npobupra,
800 MK
KUIKOCTh
[Ipo3paunas
9 | [IKO [TIKO OecrBeTHAs I npobupra,
960 MK
KUIKOCTh
[Ipo3paunas
1 mpobupxka,
10 | OKO OKO GecriBeTHAS 1800 MK
JKHJIKOCTb
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INIIP-0ydep TOTOB K MCIHOJB30BAHUIO W TMPEACTABISAET COOOM
Oydep, comepxamuii  Bce  OCHOBHBIE  pPEareHTHI,  BKJIIOYAs
tepmoctabunpHyto  JIHK-momumepasy ¢ «ropsuyumM  CTapTOM»,
ne3okcunykneoruarpudpocharel (IHTD), ypaunn-AHK-rnmuko3unazy u
ontumusupoBanubii 1is [P 6ydep.

IIpaiimep-muxc HPV-Nel (6, 11, 44) rotoB K MCIONBb30BAHUIO U
COIEPXKUT  MYJIBTUIUIEKCHYKO CMECh IpailMepoB U 30HJIOB B
JICHOHU30BaHHOMU Bojie, cBoOoaHOM oT JIHKa3 u PHKas3:

1. Ilpaiimepsl 1 30HA K crenuduaHoMy ydacTky reHomHoi JITHK
BITY 6 tuna. Jlerekius ocyuiecTBiasieTcs o kanany FAM.

2. Tlpaiimepsl 1 30HA K cnenrduaHoMy ydactky reHomHou JIHK
BITY 11 tuma. Jerexuus ocymiectBisieTcs mo kaHary ROX.

3. IIpaiimepsl u 30HA K cnenu@uuHoMy y4yacTky renomHoi JJHK
BITY 44 tuma. Jlerexkuus ocymiectBisiercs o kanaimy Cy5S/Red.

4. Ilpaiimepsr U 30H1 kK KBM. Jlerekuusi ocCymiecTBISIETCS IO
kanairy HEX.

Ipaiimep-muxc HPV-Ne2 (16, 18, 26) roToB K UCIIOJIL30BaHUIO U
COJICP)KUT  MYJBTHIUIEKCHYIO CMECh IpaiiMepoB U 30HAOB B
JIEMOHM30BaHHOM Boze, cBoOoaHoi ot JIHKa3 u PHKas:

1. Ipaiimepsl U 30HA K cneuu@uuHoMy y4yacTky reHomHon JJHK
BITY 16 tuna. [erexkuus ocyuectpisercs no kanary FAM.

2. Ilpaiimeps! U 30H] K cnenupuuHoMy yyacTky reHomHon JIHK
BIIY 18 tuna. Jlerekuus ocymniectsisercs no kanamy ROX.

3. Ilpaiimepsl U 30HA K cneuu@uuHomy yyacTky reHomHon JIHK
BIIY 26 tuna. Jlerekuus ocymiectBisiercs o kanamy Cy5/Red.

4. Tlpaitmepsr u 307 kK KBM. Jletekuusi OCyIIeCTBISIETCS TIO
ka"airy HEX.

Ipaiimep-muxe HPV-Ne3 (31, 33, 35) rotoB K KUCIOJIB30BAHUIO U
COJIEPKUT  MYJBTHIUIEKCHYIO CMEChb IpaliMepoB M 30HAOB B
JIEMOHU30BaHHOM Boze, cBoOoaHOM oT JIHKa3 m PHKas:

1. Ilpaiimepsl 1 30HI K crneuupuyHoMy ydacTKy reHomuoi JIHK
BIIY 31 tuna. [lerexuus ocyiecTBisieTcs no kanamy FAM.

2. Ilpaiimepsl 1 30HI K cniennpuyHoMy ydacTKy reHomuoit JJHK
BIIY 33 tuna. [lerexuus ocymectBisieTcs no kanamy ROX.

3. Ilpaiimeps! u 30H] K crenupuyHOMy ydacTky reHomHou JIHK
BITY 35 tuma. [letexuus ocymectpisercs mo kanary Cy5/Red.

4. Tlpaiimepsr u 30HA k KBM. Jlereknus ocyliecTBiseTcs IO
ka"Hairy HEX.
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Ipaiimep-muxc HPV-Ne4 (39, 45, 51) roToB K UCIIOIB30BaHUIO U
COJIEPKUT  MYJBTHIUIEKCHYIO CMEChb IpaliMepoB U 30HAOB B
JIEMOHM30BaHHOM Boze, cBoOoaHoi ot JIHKa3 m PHKas:

1. Ilpaitmepsl 1 30HI K crneuupuyHoMy ydacTky reHomuoit JJHK
BITY 39 tuna. [erekuus ocyuiecTBiseTcs mo kaHanry FAM.

2. Ilpaiimepsl 1 30HI K cniennpuyHOMy ydacTKy reHomuoit JJHK
BITY 45 tuna. [erexkuus ocyuiectpisieTcs no kanany ROX.

3. Ilpaiimeps! u 30H] K crienupuuIHOMYy ydacTKy reHomHou JIHK
BITY 51 tuna. Jlerekuus ocymectisercs o kanary Cy5/Red.

4. Ilpaiimepsr u 307 kK KBM. Jlerekuust oCymIeCTBISIETCS IO
kanainy HEX.

IIpaiimep-muxc HPV-Ne5 (52, 68, 56) rotoB k KUCIIOJIB30BAHUIO U
COIIEPKUT  MYJBTHIUIEKCHYIO CMEChb IpaliMepoB M 30HAOB B
JIEMOHU30BaHHOM Boje, cBoOoaHOM oT JIHKa3 m PHKas3:

1. Ipaiimepsl U 30H K cnenupuuHOMy y4yacTky reHomHoi JJHK
BITY 52 tuma. [detexuus ocymectBisercs no kanary FAM.

2. Ipaiimepsl U 30H] K cnenupuIHOMy y4yacTKy reHomHoi JJHK
BITY 68 tuma. [erexuus ocymectpisercs no kaHary ROX.

3. IIpaiimepsl u 30HA K cnenu@uuHoMy ydacTky renomHoi JJHK
BITY 56 tuma. Jlerekuus ocymiectBisercs o kanaimy Cy5/Red.

4. Ilpaiimepsr u 30H1 kK KBM. Jlerekuusi OCymiecTBISIETCS IO
ka"airy HEX.

IIpaitmep-muxc HPV-Ne6 (58, 59, 66) rotoB k HCIOIB30BAaHUIO U
COEPKUT  MYJBTUIUIEKCHYKDO CMECh IIpaiiMepoB M  30HJIOB B
JIEMOHU30BaHHOM Bojie, cBoOoaHOM oT JIHKa3 u PHKas3:

1. Ipaiimepsl 1 30HA K cnenu@uuHoMy yyacTky reHomHon JIHK
BIIY 58 tuna. Jlerekuus ocyuiecTBisgercs o kanary FAM.

2. Ilpaiimeps! U 30H] K cnenupuuHoMy yyacTky reHomHon JIHK
BIIY 59 tuna. Jlerekuus ocyuiectsisercs no kanamy ROX.

3. Ilpaiimeps! 1 30HA K cnenu@uuHoMy y4yacTky reHomHon JJHK
BITY 66 tumna. Jlerexkuus ocymiectBisiercs o kanamy Cy5/Red.

4. Ilpaiimepsl 1 308 kK KBM. J[lerekuusi ocyliecTBisieTcs MO
ka"airy HEX.

Ipaiimep-muxe HPV-Ne7 (53, 73, 82) roToB K HCNOIB30BAHUIO U
COJIEPKUT  MYJBTHIUIEKCHYIO CMEChb IpaliMepoB M 30HAOB B
JIEMOHU30BaHHOM Boze, cBoOoaHOM oT JIHKa3 m PHKas:

1. Ilpaiimepsl 1 30HI K crnienu(puyHOMy ydacTKy reHomHoi JIHK
BIIY 53 tuna. [lerexkuus ocyuecTBisieTcs no kanamy FAM.
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2. Tlpaiimeps! 1 30HA K crienduanoMy ydactky reHomHou JIHK
BIIY 73 tuna. Jlerekuus ocyuiectsisercs o kanamy ROX.

3. IlpaiimMepsl u 30Ha K cnenuduanoMy yvactky reHomHou JIHK
BITY 82 tuma. Jlerexkuus ocymiectBisercs o kanaimy Cy5/Red.

4. Ilpaiimepsl 1 3081 k KBM. J[lerekuusi oCyIeCTBISIETCA MO
ka"airy HEX.

IIpaiimep-muxc HPV-16/18 (16, 18) rotoB K MCHOJIb30BAHUIO U
COJICP)KUT  MYJBTHIUIEKCHYIO CMEChb IIpaliMepoB U 30HAOB B
JIEMOHM30BaHHOM Boze, cBoOoaHoi ot JIHKa3 u PHKas:

1. Ilpaitmeps! 1 30HI K crenupuyHoMy ydacTKy reHomuoit JIHK
BITY 16 Ttuna. [derekuus ocyuiecTBiseTcs mo kaHany FAM.

2. Ilpaiimepsl U 30H] K cnenupuuHoMy yyacTky reHomHon JTHK
BITY 18 tuna. [erexuus ocymectpisercs no kaHary ROX.

3. Ilpaiimepsr u 3081 k KBM. Jlerekius ocCymiecTBiseTcs 0
kanany HEX.

Ipaiimep-muxe HPV-31/33 (31, 33) rOoTOB K HCIIOJIB30BAHUIO U
COJIEPXKUT  MYJIbTUIUIEKCHYKO CMECh IpailMepoB U 30HJIOB B
JIEMOHU30BaHHOM Boje, cBoOoaHOM oT JIHKa3 m PHKas3:

1. Ipaiimepsl U 30H K cnenupuuHOMY y4yacTKy renomHoi JJHK
BITY 31 tuma. derexuus ocymectBisercs no kanary FAM.

2. Ipaiimepsl U 30H] K cnenupuIHOMy y4yacTKy reHomHoi JJHK
BITY 33 tuma. derexuus ocymectpisercs mo kaHary ROX.

3. Ilpaiimepel u 30Hn k KBM. Jlerekuust ocymecTBisercs IO
ka"airy HEX.

IIpaiimep-muxkc HPV-6/11 (6, 11) roToB K HCIOJIB30BAHUIO U
COJIEP)KUT  MYJBTHIUIEKCHYIO CMeCh IpaiiMepoB U 30HAOB B
JIEMOHU30BaHHOM Bojie, cBoOoaHOM oT JIHKa3 u PHKas3:

1. Ipaiimepsl U 30HA K cnenu@uuHoMy yyacTky reHomHon JTHK
BIIY 6 tuna. [lerexuus ocymecTsisercs 1o kasainry FAM.

2. Ilpaiimepsl U 30H] K cnenupuuHoMy yyacTky reHomHon JIHK
BIIY 11 tuna. Jlerekuus ocyuiectsisercs o kanamy ROX.

3. Ilpaitmepel u 30Ha k KBM. Jletekinus ocymiecTBiIseTcs IO
ka"airy HEX.

KaauopoBounblii o0pazeny KO-1 rotoB K HMCHONB30BAaHUIO H
COJICPKUT BBISABIISIEMbI HAOOPOM peareHToB crenndruyeckre GparMeHThl
reromoB /IHK BIIY 6, 11, 44, 16, 18, 26, 31, 33, 35, 39, 45, 51, 52, 68,
56, 58, 59, 66, 53, 73, 82 tumnoB (Habop TUIOB B pa3HBIX (opMax
KOMIUIEKTAllUM COOTBETCTBYET BBISBISIEMBIM II€JIEBHIM aHAJIUTAM) C
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konuentpanueit 1x10° konuit/mn B 10% TE-6ydepe (1 MM Tpuc, 0,1 MM
OATA) u conepxart azug Hatpus 0,05% B kauecTBe KOHCEPBaHTA.

KaauopoBounplii oOpazeny KO-2 roToB K HUCHOIB30BaHUIO H
COJICPKHT BBISBIISIEMbI HAOOPOM peareHToB crennduyeckre GparMeHTsl
reromoB JIHK BIIY 6, 11, 44, 16, 18, 26, 31, 33, 35, 39, 45, 51, 52, 68,
56, 58, 59, 66, 53, 73, 82 tumnoB (Habop TUIOB B pa3HBIX (opMax
KOMIUIEKTAllUM COOTBETCTBYET BBISBIIIEMBIM IICJIEBBIM aHAJIUTaM) C
konnenrpanueit 1x10* xomuit/mn B 10% TE-6ydepe (1 MM Tpuc, 0,1 MM
OATA) u conepxart azug Harpus 0,05% B kauecTBe KOHCEpBaHTA.

ITosoxutenbHbIi KOHTPOJBLHBIA o0Opasen (IIKO) roroB k
UCIIOJIb30BAaHUIO M TMpencTaBiser coboil cmech miasmuanbix JHK ¢
CHHTETUYECKUMHU BCTaBKaMH amIiutupuimpyemsix ¢parmenroB JIHK:
cnenuduunsie pparmentsl JJHK BITY 6, 11, 44, 16, 18, 26, 31, 33, 35, 39,
45, 51, 52, 68, 56, 58, 59, 66, 53, 73, 82 TunoB (HAOOp THIIOB B Pa3HBIX
dopMax  KOMIUIEKTAllMM  COOTBETCTBYET  BBISBISIEMBIM  II€JIEBBIM
aHanuTaMm) ¢ KoHleHTpauueil 1x10° xommii/mn u yuactox reHa ALB
YyeloBeKa (MCIOJIb3yeMbIi B KauecTBE KOHTPOJS B3ATHUS Marepuaa
(KBM)) ¢ konuentpamueii 1x10° xomuit/mn B 10% TE-6ydepe (1 MM
Tpuc, 0,1 MM DJTA) u comepxut asua Hatpus 0,05% B kauecTBe
KOHCEpPBAHTA.

OrpuuarenbHblii  KOHTPOJIbHBIIN o0Opa3zen (OKO) roroB k
UCIIOJIb30BAHUIO U TPEACTaBiIsSeT Cco00H J1€MOHU30BAaHHYIO BOY,
cBoboanyto ot JJHKa3.

B cocraBe Habopa OTCYTCTBYIOT JIEKapCTBEHHBIE CpEICTBa s
MEAMIMHCKOTO NPUMEHEHMS, BEIIECTBA YEIOBEYECKOTO WM KUBOTHOIO
IPOUCXOXKICHUS.
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4. XapakTepucTuku Ha0opa peareHToOB
4.1. Texunueckue ¥ (PyHKIUOHAJIbHbIE XaPAKTEPUCTHUKH

Ta6mmma 7 — Habop pearentoB «BITY-TecT.

HaunmenoBanmue XapakTepHCTHKH M HOPMBI
MOKAa3aTeJs

1. TexHu4eckne XapaKTepHCTUKHU

1.1. BHemnuii Bujg

1.1.1 ®opma komnaektanuu «BITY-TecT-21»

[LIP-0ydep [Ipo3pauHast GeclBeTHAsI KUIKOCTh
[Mpaiimep-muxc [Tpo3pauHas )KUAKOCTH TOIYOOT0 LIBETA
HPV-Nel (6, 11, 44)

[Mpaiimep-muxc [Tpo3pauHas *KUAKOCT TOIYOOTO0 LIBETA
HPV-Ne2 (16, 18, 26)

[Mpaiimep-muxc ITpo3padHast ’KUAKOCTH TOIYOOTO I[BETA
HPV-Ne3 (31, 33, 35)

[Mpaiimep-muxc ITpo3padHast ’KUAKOCTH TOIYOOTO I[BETA
HPV-Ne4 (39, 45, 51)

[Mpaiimep-muxc ITpo3padHast ’KUAKOCTH TOIYOOTO I[BETA
HPV-Ne5 (52, 68, 56)

[Mpaiimep-muxc ITpo3pauHas ’KUAKOCTH TOIYOOTO I[BETA
HPV-Ne6 (58, 59, 66)

[Mpaiimep-muxc ITpo3pauHast ’KUAKOCTH TOIYOOTO I[BETA
HPV-Ne7 (53, 73, 82)

KO-1 ITpo3paunast GecuBeTHAsI XKHUIAKOCTh
KO-2 [Tpo3paunast GecuBeTHAsI XKHUIAKOCTh
[IKO ITpo3paunast GecuBeTHAsI XKHUIAKOCTh
OKO [Tpo3paunast GecuBeTHAsI XKHUIAKOCTh
1.1.2 ®opma kommaektanuu «BITY-recT-16/18»

ILIP-0ydep ITpo3pauHast GeclBeTHASI KUIKOCTh
IIpaitmep-mukc ITpo3pauHast KHIKOCTH TOIyOOTO IIBETA
HPV-16/18 (16, 18)

KO-1 [Tpo3paunast GecuBeTHAsI JKUAKOCTb
KO-2 ITpo3pauHast GecuiBeTHAsI XKHUIAKOCTh
I[TIKO [Tpo3pauHast GecuBeTHAsI XKHUIAKOCTh
OKO [Tpo3pauynas GecrBeTHAs )KUIKOCTh
1.1.3 ®opma kommaektanuu «BITY-Trecr-31/33»

ITIP-6ydep [Tpo3paunas GecrBeTHAs )KUIKOCTh
[Ipaitmep-mukc ITpo3padgHast KHIKOCTH TOyOOTO [IBETA
HPV-31/33 (31, 33)

KO-1 [Tpo3paunast GecuBeTHASI KHUIKOCTh
KO-2 [Tpo3paunast GecuBeTHASI KHUIKOCTh
[IKO [Tpo3paunast GecuBeTHASI KHUIKOCTh
OKO [Tpo3paunast GecuBeTHASI KHUIKOCTh
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1.1.4 ®opma kommaektanuu «BITY-TecT-6/11»

HIIP-6ydep

Hp03p adyHas 6CCHB€THa$I KUJIKOCTh

IIpaiimep-Mukc
HPV-6/11 (6, 11)

Hpo3paqHaﬂ KUIKOCTh FOJ'Iy6OFO OBCTa

KO-1 [Tpo3pauHast GecrBeTHast )KUAKOCTh
KO-2 [Tpo3pauHast GecrBeTHast )KUAKOCTh
ITIKO [Tpo3pauHast GecrBeTHast )KUAKOCTh
OKO [Tpo3pauHast GecrBeTHast )KUAKOCTh

1.1.5 ®opma kommaexkTanun «BIIY-TecT-14»

HIIP-6ydep

[Ipo3paunast GecuBeTHAsI KUIKOCTh

IIpaitmep-mukc
HPV-16/18 (16, 18)

Hp03paqHa$1 KUIKOCTh FOJ'Iy6OFO OBCTa

IIpaitmep-mukc
HPV-Ne3 (31, 33, 35)

Hp03paqHa$1 KUIKOCTh FOJ'Iy6OFO OBCTa

IIpaitmep-mukc
HPV-Ne4 (39, 45, 51)

[Tpo3pauHas )KUAKOCTH TOIYOOT0 LIBETA

[Ipaiimep-mukc
HPV-Ne5 (52, 68, 56)

ITpo3padHast ’KUAKOCTH TOIYOOTO I[BETA

[Ipaiimep-mukc
HPV-Ne6 (58, 59, 66)

ITpo3padHast ’KUAKOCTH TOIYOOTO I[BETA

KO-1

HpOSp adyHasa 6eCI_IBeTHa$[ KHUIKOCTh

KO-2 [Ipo3paynas OecrBeTHAs KUIKOCTh
TIKO [Ipo3paynas OecrBeTHAs JKUIKOCTh
OKO [Ipo3paynas OecriBeTHAs JKUIKOCTh

1.2. KOMILIEKTHOCTH

B coorBerctBum c 11. 1.4 TY 21.20.23-060-97638376-2022

1.3. MapkupoBka

B coorBerctBum c 11. 1.5 TY 21.20.23-060-97638376-2022

1.4. YnmakoBka

B coorBerctBum c 11. 1.6 TY 21.20.23-060-97638376-2022

2. ODyHKIHOHAJIbHbIE XAPAKTEPUCTUKHI

2.1 ®opma kommekTauum «BITY-recr-21»

[MonoxxuTenbHbIH Peructpanus pocra curaana ¢iyopecueHIny B IpoOupKax
pesyabrar ¢ [TIKO ¢ I1IKO no kananam FAM, ROX, Cy5, HEX Ct<30.
OTpHuLaTenbHbINH B mpo6upkax ¢ OKO mo kananam FAM, ROX, Cy5 u HEX

pesynbtar ¢ OKO

Ct He yka3aH wiu >35.

[TpoxosxIeHNe peaKkLyy B
npobupkax ¢ COII-KOC-
BITY

B mpo6upkax ¢ COIT-KOC-BITY no kananam FAM, ROX,
Cy5 Ct He yka3zan unu >335, o kanany HEX Ct <30.

[IpoxoxkaeHre peakiiy B
npobupkax ¢ COIT-KOY-
6/11/44

B mpo6upke ¢ COII-KOY-6/11/44 mis peakinoHHOM cMecH
HPV-Nel (6, 11, 44) mo kanary FAM Ct <35, ROX Ct < 35,
Cy5 Ct <35, u no xanairy HEX Ct He yka3an wiu 6onee 35
LMKJIA

IIpoxoxneHue peakuuu B
mpobupkax ¢ COIT-KOY-
16/18/26

B mpo6upxke ¢ COIT-KOY-16/18/26 mist peakiinoHHON
cmecu HPV-Ne2 (16, 18, 26) mo xanairy FAM Ct <35, ROX
Ct <35, Cy5 Ct <35, uno kanany HEX Ct He ykazan win
6onee 35 nukia
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[IpoxokaeHrE peakiuu B
npobupkax ¢ COIT-KOY-
31/33/35

B mpo6upke ¢ COII-KOY-31/33/35 as peakoHHON
cmecu HPV-Ne3 (31, 33, 35) mo kanany FAM Ct <35, ROX
Ct <35, Cy5 Ct <35, u no xkanany HEX Ct He yka3an unu
Oosee 35 nmkna

[TpoxoxneHne peakuuu B
npobupkax ¢ COIT-KOY-
39/45/51

B npo6upxe ¢ COIT-KOY-39/45/51 st peakumoHHO#
cmecu HPV-Ne4 (39, 45, 51) no xanany FAM Ct <35, ROX
Ct <35, Cy5 Ct <35, u no xkanairy HEX Ct me yka3an unn
6ostee 35 nukna

[IpoxoxxaeHue peakuu B
npobupkax ¢ COIT-KOY-
52/68/56

B mpo6upke ¢ COII-KOY-52/68/56 nims peakiioHHOM
cmecu HPV-Ne5 (52, 68, 56) no kanany FAM Ct < 35, ROX
Ct <35, Cy5 Ct <35, u no xkanairy HEX Ct He yka3an unn
6ostee 35 nukna

[IpoxoxxaeHue peakuuu B
npobupkax ¢ COIT-KOU-
58/59/66

B mpo6upke ¢ COII-KOY-58/59/66 nms peakipioHHOM
cmecu HPV-Ne6 (58, 59, 66) mo kanany FAM Ct <35, ROX
Ct <35, Cy5 Ct <35, uno kanany HEX Ct e ykazan unu
6onee 35 nukia

[IpoxoxkneHue peakuuu B
npobupkax ¢ COIT-KOU-
53/73/82

B npodupke ¢ COIT-KOU-53/73/82 nnst peakiimOHHOM
cmecu HPV-Ne7 (53, 73, 82) mo kanamy FAM Ct < 35, ROX
Ct <35, Cy5 Ct <35, uno kanany HEX Ct e ykazan unu
6onee 35 nukna

Tect Ha "nuHeiiHOCTE"

Koappuuuent xoppemsiunu KO-1, KO-2 u I[TKO He menee
0,98

Tect Ha
MPEM3HOHHOCTD:

KO3 QUIUCHT BapHUaIHK
(KB) B ycrmoBmsax

Koa¢pdpuuuent Bapuanuu Ct y MOBTOPOB KaXKA0T0
kaaubpoBouHoro obpasia KO-1 u KO-2 B ycioBusix
MOBTOPSAEMOCTH cOCTaBiIsieT He 6oiee 5%.

MTOBTOPSIEMOCTH
Tect Ha MPaBUILHOCTh [Tonyuennoe 3Hauenue koHmnentpanuu JHK BITY nomkHO
OTIpe/IeIICHUS COOTBETCTBOBATH KOHIICHTPAIINH, IPUBEIEHHOHN B IMACIIOPTE
KOHIICHTPAIIH crargaptHoro obpasna CO (5,3 logl 0 xormii/mi) ¢

JorryckoM £0,5 log10 KOIHiA/MIT KOHIIEHTPAIUH

2.2 ®opma kommiekranum «BIIY-rect-16/18»

ITonoxurensHbIi Peructpanust pocta curnaina ¢iyopeciueHn B mpodupkax
pesynbtar ¢ [TIKO ¢ I[TIKO mo xananam FAM, ROX, HEX Ct<30.
OtpunarenbHbIil B npo6upkax ¢ OKO no xananam FAM, ROX n HEX Ct ne

pesynbtar ¢ OKO

yKazaH uinu >35.

IIpoxoxneHue peakuuu B
mpobupkax ¢ COIT-KOC-
BITY

B mpo6upkax ¢ COIT-KOC-BIIY no kanaiam FAM u ROX
Ct ne ykazan nin >35, o kanamy HEX Ct <30.

IIpoxoxneHue peakuuu B
npobupkax ¢ COII-KOY-
16/18

B npobupxe ¢ COII-KOUY-16/18 mmst peakumoHHOH cMecH
HPV-16/18 (16, 18) mo kanary FAM Ct < 35, ROX Ct < 35,
u o kaHaiy HEX Ct ne ykazan uiu 6osiee 35 nukna
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Tect Ha "nuHeiiHOCTE"

Koa¢ppuuuent xoppemsiunu KO-1, KO-2 u I[TKO He menee
0,98

Tect Ha
MIPEIM3HOHHOCTB:
KOX(QQHUINECHT BapHAIIH
(KB) B ycnoBusix

Koaddumment Bapuarmm Ct y TOBTOPOB KaKIOTO
kamuOpoBouHoro obpasna KO-1 u KO-2 B ycnoBusax
MOBTOPSEMOCTH COCTaBIsIeT He 6onee 5%.

MOBTOPSEMOCTH
TecT Ha IPaBUIIBHOCTH ITonyuennoe 3Hauenue konuenTpauuu JHK BITY nomxuo
OIpEeJeIICHUs COOTBETCTBOBATh KOHLIEHTPAIUHY, IPUBEIEHHOM B aclopTe
KOHLIEHTPALHH cranaptHoro obpasua CO (5,3 log10 konmit/mi) ¢

qoryckoM £0,5 log10 Komuit/mMi1 KOHIIEHTPAIUT

2.3 ®opma kommiektanuu «BITY-rect-31/33»

[TonoxurenbHbIN Peructpanms pocra curaana (GpiyopecieHIn B mpodupKrax
pesynbtar ¢ [IKO ¢ IIKO mno xananam FAM, ROX, HEX Ct<30.
OTpHLaTenbHbIN B mpo6upkax ¢ OKO mo kananam FAM, ROX u HEX Ct He

pe3ynbrar ¢ OKO

yKa3zaH uiau >35.

[TpoxosxneHue peakLyy B
npobupkax ¢ COIT-KOC-
BITY

B npobupxax ¢ COII-KOC-BITY no xananam FAM u ROX
Ct He yka3aH uin >35, no kanamy HEX Ct <30.

[IpoxoxkneHue peakuuu B
npobupkax ¢ COIT-KOU-
31/33

B npo6upxe ¢ COIT-KOY-31/33 mis peakiimOHHOM cMech
HPV-31/33 (31, 33) nmo xanany FAM Ct < 35, ROX Ct <35,
u o kanany HEX Ct He ykazan uiu 6osiee 35 nukna

Tect Ha "nuHeiiHOCTE"

Koa¢ppuuuent xoppemsiuuu KO-1, KO-2 u I[TKO He menee
0,98

Tect Ha
MPELU3UOHHOCTD:

KO3 QUIUCHT BapHUaIHK
(KB) B ycnoBusax

Koapduuunent Bapuanuu Ct y MOBTOPOB KaXKI0T0
kanmubpoBouHoro oopasma KO-1 u KO-2 B ycnoBusix
MOBTOPSAEMOCTH cOcTaBisieT He 6oiee 5%.

MTOBTOPSIEMOCTH
TecT Ha IPaBUIIBHOCTH ITonmyuyennoe 3nauenue konnenTpauuu JHK BITY nomxao
OTpeICICHUs COOTBETCTBOBATH KOHIICHTPAIIMHU, IPUBEIEHHOMN B MACIIOPTE
KOHIICHTPAIIH crargaptHoro obpasna CO (5,3 logl 0 xommii/mi) ¢

JorryckoM £0,5 log10 KOIHiA/MIT KOHIIEHTPAIUH

2.4 ®opMa KOMIJIEKTAIH

u «BITY-TecT-6/11»

ITonoxurenbHbIN Peructpanus pocra curaana (GpiyopecieHIu B mpobupkax
pesynbrar ¢ [IKO ¢ [1IKO no kananam FAM, ROX, HEX Ct<30.
OTpunarenbHbId B mpo6upxkax ¢ OKO mno kananam FAM, ROX u HEX Ct He

pesynbrar ¢ OKO

yKazaH uim >35.

[TpoxoxneHne peakuuu B
npobupkax ¢ COII-KOC-
BITY

B npo6upkax ¢ COII-KOC-BITY no kanaiam FAM u ROX
Ct He ykazan umm >35, o kanany HEX Ct <30.
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[IpoxokaeHrEe peakiuu B
npobupkax ¢ COIT-KOY-
6/11

B npo6upke ¢ COII-KOY-6/11 s peakiimOHHOH cMecH
HPV-6/11 (6, 11) mo kanamy FAM Ct <35, ROX Ct<35,u
no kanairy HEX Ct He yka3an wim Oosee 35 nukia

Tect Ha "nuHeiHOCTE"

Koa¢ppuuuent xoppemsiunu KO-1, KO-2 u I[TKO He menee
0,98

Tect Ha
MPELM3HOHHOCTD:
K03(h(pULMEHT BapHaIlK
(KB) B ycnoBusix

Koaddumment Bapuarmm Ct y TOBTOPOB KaXKIOTO
kanubpoBouHoro obpasna KO-1 u KO-2 B ycioBusix
MOBTOPSIEMOCTH COCTaBIsieT He Oonee 5%.

IIOBTOPSIEMOCTH

TecT Ha IPaBUIBHOCTH ITonyuennoe 3Hauenue konuenTpauuu JHK BITY nomxso
OIpEJEIICHUs COOTBETCTBOBATh KOHLIEHTPAIUHY, IPUBEIEHHOM B aclopTe
KOHIICHTPAIIH crargaptHoro odpasma CO (5,3 logl0 xommii/mi) ¢

noryckoM £0,5 log10 xomwid/MI1 KOHIICHTPAITIH

2.5 ®opma kommexkranuu «BITY-Tecr-14»

[MonoxxuTenbHbIH Peructpanus pocra curaana ¢iyopecleHINH B IPOOUpPKax
pe3ynbrar ¢ [IKO ¢ I1IKO no kananam FAM, ROX, Cy5, HEX Ct<30.
OTpHLaTenbHbINH B mpo6upkax ¢ OKO mo kananam FAM, ROX, Cy5 u HEX

pe3ynbtar ¢ OKO

Ct He yka3aH wiu >35.

[TpoxosxieHue peaKkLyy B
npobupkax ¢ COIT-KOC-
BITY

B mpo6upkax ¢ COIT-KOC-BITY no kananam FAM, ROX,
Cy5 Ct "e ykazan wiu >35, no kanany HEX Ct <30.

[IpoxoxkneHue peakuuu B
npobupkax ¢ COIT-KOY-
16/18

B npo6upxe ¢ COIT-KOY-16/18 mns peakiimoHHOHN cMecH
HPV-16/18 (16, 18) nmo xanany FAM Ct <35, ROX Ct <35,
u io kanany HEX Ct He yka3an win 6osee 35 mukia

IIpoxoxneHue peakuuu B
npobupkax ¢ COIT-KOY-
31/33/35

B npo6upxe ¢ COIT-KOY-31/33/35 st peakumoHHOi
cmecu HPV-Ne3 (31, 33, 35) mo xanairy FAM Ct <35, ROX
Ct <35, Cy5 Ct <35, uno kanany HEX Ct He ykazan unu
Ooee 35 mukna

[TpoxosxeHNe peaKkLy B
npobupkax ¢ COIT-KOY-
39/45/51

B mpo6upke ¢ COII-KOY-39/45/51 nns peakiioHHOM
cmecu HPV-Ne4 (39, 45, 51) mo kanary FAM Ct <35, ROX
Ct <35, Cy5 Ct <35, u no kanany HEX Ct He yka3zan unu
Oosee 35 mukna

[IpoxokaeHre peakiuu B
npobupkax ¢ COIT-KOY-
52/68/56

B mpo6upke ¢ COII-KOY-52/68/56 s peakiioHHOH
cmecu HPV-Ne5 (52, 68, 56) no xananmy FAM Ct < 35, ROX
Ct <35, Cy5 Ct <35, u no xkanany HEX Ct He yka3zan unu
6osiee 35 nukna

IIpoxoxneHue peakuuu B
mpobupkax ¢ COII-KOY-
58/59/66

B mpobupke ¢ COIT-KOY-58/59/66 nns peakunoHHON
cmecu HPV-Ne6 (58, 59, 66) mo xanairy FAM Ct < 35, ROX
Ct <35, Cy5 Ct <35, uno kanany HEX Ct He ykazan unu
6onee 35 nukia

Tecr Ha "nuHeiHOCTR"

Koaddumment xoppemsmuu KO-1, KO-2 u ITKO He menee
0,98
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Tect Ha
NPELM3HOHHOCTD:
K03(h(pULMEHT BapHaLlK
(KB) B ycnoBusix

Kos¢ppuuunent Bapuanuu Ct y MOBTOPOB KaXKA0T0
kannopoBoyHoro odpasna KO-1 u KO-2 B ycnoBusix
MOBTOPSIEMOCTH cOCTaBisieT He Oonee 5%.

IIOBTOPSIEMOCTH
TecT Ha IPaBUIIBHOCTH ITonyuennoe 3Hauenue konuentpauuu JHK BITY nomxao
ONpeNeNeHUs COOTBETCTBOBATH KOHLIEHTPALNH, IPUBEIEHHON B MACIIOPTE
KOHIICHTPAIIH crargaptHoro odpasma CO (5,3 logl 0 xommii/mi) ¢

noryckoM £0,5 log10 xomwid/MI1 KOHIICHTPAITIH

B ciiyyae HEMCIpaBHOCTH MEAMIMHCKOIO M3ZENIHs, OTKIIOHEHUHN B
ero (yHKIMOHMPOBAHUM, KOTOPHIE MOTYT BIHITh Ha O€30MaCHOCTb,
U3MEHEHUN aHAJIUTHUYECKUX XapaKTEPUCTUK H3JENINsS HE3aMEUIMTENIbHO
MPEKPATUTh MPUMCHCHHE MEIUIIMHCKOTO U3JCIUS H  COOOIIUTH
npousBoauTento (cM. pazaen 14 Uuctpykuun).
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4.2. XapaKkTepuCTHKHA aHAJIUTHYeCKOI 3P PeKTUBHOCTH
4.2.1. AHaTUTHYeCKASl AHAJMTHYECKAA cienn(pUIHOCTD

®opma
KOMILJIEKTALIUH
«BIIY-TecT-21»

Crerudruen mo ornomenuro JJHK BITY 6, 11, 44, 16, 18, 26,
31, 33, 35, 39, 45, 51, 52, 68, 56, 58, 59, 66, 53, 73, 82 TunOB.
[Toka3aHo OTCYTCTBHE HECTICIIM(PUICCKHUX TTOIOKUTEIHHBIX
pe3yabTaToOB aMIUTA(UKAIINY TPy Hamuauu B oopasie JJHK
Lactobacillus spp., Staphylococcus aureus, Streptococcus
agalactiae, CMV, HHVS, Ureaplasma urealyticum,
Ureaplasma parvum, Gardnerella vaginalis, Mycoplasma
genitalium, Mycoplasma hominis, Chlamydia trachomatis,
Candida albicans, EBV, HHV6, HSV1,HSV2, Varicella Zoster
virus

®opma
KOMILIEKTAIIHA
«BITY-TecT-16/18»

Crnemudruen no otHomenuto JIHK BITY 16 u 18 Ttumos.
[Toka3aHo OTCYTCTBHE HECHEIM(PUUCCKIX TOJOKUTECIBHBIX
pe3ynbTaToB amiuuduKanuu npu Hanumuuu B obpasue JJHK
Lactobacillus spp., Staphylococcus aureus, Streptococcus
agalactiae, CMV, HHVS,  Ureaplasma  urealyticum,
Ureaplasma parvum, Gardnerella vaginalis, Mycoplasma
genitalium, Mycoplasma hominis, Chlamydia trachomatis,
Candida albicans, EBV, HHV6, HSV1,HSV2, Varicella Zoster
virus

®opma
KOMILIEKTALMH
«BITY-tecT-31/33»

Crnemudruen no otHomenuto JITHK BITY 31 u 33 Ttumos.
[TokazaHo OTCYyTCTBHE HECHEIM(PUUCCKIX ITOJOKUATEIBHBIX
pe3ynpTaTOB aMIUTH(UKAIIUN TIpH Hanmduu B obOpasne JJHK
Lactobacillus spp., Staphylococcus aureus, Streptococcus
agalactiae, CMV, HHVS,  Ureaplasma  urealyticum,
Ureaplasma parvum, Gardnerella vaginalis, Mycoplasma
genitalium, Mycoplasma hominis, Chlamydia trachomatis,
Candida albicans, EBV, HHV6, HSVI1,HSV2, Varicella Zoster
virus

®opma
KOMILIEKTAIUI
«BIIY-TecT-6/11»

Crierpruer mo oraonieruto JJTHK BITY 6 u 11 Tumos.
IToxa3aHo oTCyTCTBHE HECTIEIM(PUIECKHUX MOJIOKUTEIBHBIX
pe3ynbTaToB aMIuIM(UKanuy npy Hannauu B oopasne JHK
Lactobacillus spp., Staphylococcus aureus, Streptococcus
agalactiae, CMV, HHVS, Ureaplasma urealyticum,
Ureaplasma parvum, Gardnerella vaginalis, Mycoplasma
genitalium, Mycoplasma hominis, Chlamydia trachomatis,
Candida albicans, EBV, HHV6, HSV1,HSV2, Varicella Zoster
virus

®opma
KOMILIEKTAIUA
«BIIY-TecT-14»

Crnenudwnuen no ornomenuto JIHK BITY 16, 18, 31, 33, 35,
39,45, 51, 52, 68, 56, 58, 59, 66 tumnos. [Toka3zaHo oTCyTCTBHE
HEeCTEU(PUIECKUX TOJIOKHUTEIBHBIX PE3yIHLTATOB
ammundukanyuy npu Haamaun B oopasue AHK Lactobacillus
spp., Staphylococcus aureus, Streptococcus agalactiae, CMV,
HHYVS, Ureaplasma urealyticum, Ureaplasma parvum,
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Gardnerella vaginalis, Mycoplasma genitalium, Mycoplasma
hominis, Chlamydia trachomatis, Candida albicans, EBV,
HHV6, HSV1,HSV2, Varicella Zoster virus

4.2.2 Ilpenes oOHapyKeHUs

B cootBercTBUM 'OCT P 51352-2013 1 ¢ yueToM MeX1yHapOIHBIX
pexomenmauuii  CLSI EP-17A2 mpenen  oOnapyxenuss (LOD)
ONpEeEs M METOAOM aHAIN3a Pa3BeAeHUH CIeAYOINX CTAHAAPTHBIX
00pa3uoB B JuanazoHe Mpe/rnoiaraeMoro npeaena oonapyxxeuus — 150,
200, 250, 300, 350, 450, 500 xomwmii/mit:

- Mexnaynaponubiii crangapt BO3 «Kosuiekius MexyHapOoIHbIX
craugaptoB BO3 renorunos JIHK Bupyca mammimomsl yenoBeka (BITY)
HPV31, HPV33, HPV45, HPVS52, HPV58», Kon NIBSC: 19/226
(mpeactaBnsieT cOO0M KOJUIEKIUIO MEPBBIX MEKIYHAPOIHBIX CTaHIApTOB
renotunoB JJHK BITY HPV31, HPV33, HPV45, HPV52, HPVS5S8 (xoas
NIBSC 14/258, 14/260, 14/104, 14/262, 14/264 cOOTBETCTBEHHO);

- Mexnynaponubiii crangapt BO3 «Kosutekius MexTyHapOIHbIX
cranaaptoB BO3 renorunos JJHK Bupyca nammiiomsr yenoseka (BITY)
HPV16, HPV18, HPV6, HPV11», Kox NIBSC: 19/224 (npencrasiser
co00i KOJIJIEKIUIO TEPBBIX MEXKIYHAPOJIHBIX CTaHAAPTOB T'E€HOTHUIIOB
JHK BITY HPV16, HPV18, HPV6, HPVI11 (xomer NIBSC 06/202,
06/206, 14/256, 14/100 COOTBETCTBEHHO).

B cBs3u ¢ TeMm, uTo mo orHomenuio k JJTHK Bupyca nanuiiomsl
yeaoBeka (BITY) 44, 26, 35, 39, 51, 68, 56, 59, 66, 53, 73, 82 Tunos
OTCYTCTBYIOT cepTuuuupoBanuble uuctele CO, TO B KayecTBe
apoutpaxxoro CO, nmo orHomeHuo K JHK Bupyca nanuwiiomsl
yesaoBeka (BIIY) 44, 26, 35, 39, 51, 68, 56, 59, 66, 53, 73, 82 Tunos,
WCIIONIb30BAIM BBIICTICHHYIO M3 OHOJOTHYECKOr0 MaTepuaia 4YeloBeKa
JHK mccienyempIx aHaIUTOB:

Ne n/n HaumenoBanue Yposens THK, Yposens JTHK, log10
o0pa3ua KONMA/MJI KON/ MJI
1 CO-BIT444 67608 4,83
2 CO-BITY26 231847 5,37
3 CO-BIIY 35 8102022 6,91
4 CO-BITY 39 11406 4,06
5 CO-BITY 51 1068111 6,03
6 CO-BIIY 68 1318281 6,12
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Ne i/ HaumeHnoBaHue Yposens JHK, Yposens JHK, log10
o0pa3na KOMUi/ M KOTMHA/MJI
7 CO-BIIY 56 53342 4,73
8 CO-BITY 59 2628447 6,42
9 CO-BITY 66 265880 5,42
10 CO-BITY 53 3323253 6,52
11 CO-BITY 73 174590 5,24
12 CO-BITY 82 95912 4,98

Pesynbrathl uccienoBanus npeacrasieHsl B Tabmaure 8.

Tabnumna 8
KonuenTpauusi, Konau/mJj
Dopma Hccne | Hcmoan3 (LOD) ¢ 1oBepHTE/ILHOI BepOSITHOCTHIO 95%
KOMIUIEK | JyeMbl yeMblii Ha6op nis Beineaenns JHK
Taluu 7| amMIng MNPOBA-
aHaIHn HKaTop HK-Jxctpa JHK-cop6-B HK/ITPOBA- JHK-®act
T HK-IIJIKOC
447 436 450 438
TTrpaiim 95%1: 393,32 | 95%JU: 382,32 | 95%JU: 396,32 | 95%1: 384,32
- 500,68 - 489,68 -503,68 -491,68
KOIMH/MJIT KOIHI/MJT KOIHH/MJI KOIIMH/MIT
BITY- 454
428 o ) 446 423
Tgﬁﬁ_l’ BII['IP‘IlK6 CFX 96 95%U: 374,32 % A]HH_' 400,32 95%JU: 392,32 | 95%JU: 369,32
-481,68 . - 499,68 -476,68
TecT-6/11 TUIT . 507,68kommit/m . .
KOTIHH/MJIT » KOTIHI/MJT KOTIHMH/MIT
420 434 435 430
Rotor- 95%1: 366,32 | 95%JU: 380,32 | 95%JU: 381,32 | 95%/U: 376,32
Gene Q -473,68 - 487,68 - 488,68 - 483,68
KOTHit/ M KOTTHH/MJT KOTTH/MJT KOTTH i/ MIT
436 432 438 441
Quant 95%JU: 382,32 | 95%U: 378,32 | 95%M1: 384,32 | 95%JU: 387,32
Studio 5 - 489,68 - 485,68 -491,68 -494,68
KOIMH/MJT KOIHI/MJT KOIHIH/MJT KOIIMH/MIT
453 443 437 435
FLUORI | 95%JW: 399,32 | 95%1: 389,32 | 95%M1: 383,32 | 95%U: 381,32
TE - 506,68 - 496,68 - 490,68 - 488,68
KOt/ M KO/ MJT KOOI/ MJT KOuit/mi
453 459 455 448
JTnpaiim 95%A1: 399,32 | 95%/U: 405,32 | 95%JU: 401,32 | 95%JU: 394,32
- 506,68 -512,68 - 508,68 -501,68
KOIUi/ M KOOI/ MJT KOOI/ MJT KOITHI/MIT
BITY- JIHK 434 434 449 434
Tect-21, BITY CFX 96 95%1: 380,32 | 95%JU: 380,32 | 95%JIU: 395,32 | 95%J1: 380,32
BITY- 11 - 487,68 - 487,68 -502,68 - 487,68
TecT-6/11 THITIOB KOTUit/mMa KO/ MJIT KOOI/ M KOTUi/ M
Rotor-
Gene Q 426 426 415 428

29




95%JH: 372,32

95%U: 372,32

95%JU: 361,32

95%/1U: 374,32

-479,68 - 479,68 - 468,68 -481,68
KOuit/mMa KO/ MJT KO/ MJT Kommuit/mi
432 452 446 455
Quant 95%U: 378,32 | 95%U: 398,32 | 95%JU: 392,32 | 95%/U: 401,32
Studio 5 - 485,68 - 505,68 - 499,68 -508,68
KOIMH/MJT KOIHH/MJT KOIHH/MJT KOIIMH/MIT
436
454 o ) 448 455
FLUORI | 95%JU: 400,32 93%/1H: 382,32 95%J1: 394,32 | 95%JU: 401,32
TE - 507,68 489.68 - -501,68 - 508,68
L ,68Komuit/mMm . L
KO/ M i KO/ M KOTTH /M
430
424 446 N ] 426
Tpaite | 9571 37032 | 95%J0: 39232 9SNAM3T6.32 1 950, 1u1: 372,32
-477,68 -499,68 . -479,68
o . 483,68konuii/m .
BITU- JTHK KOTHH/MIT KOTIHH/MJIT n KOTIHNA/MIT
Tect-21 BITY 428 416 437 428
44 CFX 96 95%W: 374,32 | 95%U: 362,32 | 95%JU: 383,32 | 95%/U: 374,32
TUIIOB -481,68 - 469,68 -490,68 -481,68
KOIMH/MJIT KOIHI/MJT KOIHH/MJI KOIIMH/MIT
448 462 416 443
Rotor- 95%W: 394,32 | 95%JU: 408,32 | 95%JU: 362,32 | 95%1: 389,32
Gene Q -501,68 - 515,68 - 469,68 - 496,68
KOTHi/MJI KOTTHH/MJT KOTTH#/ MJT KOTTH/MIT
433 433 427 444
Quant 95%1U: 379,32 | 95%1W: 379,32 | 95%1U: 373,32 | 95%U: 390,32
Studio 5 - 486,68 - 486,68 - 480,68 -497,68
KOIMH/MJIT KOIHI/MJT KOIHH/MJI KOIIMH/MIT
427 443 437 445
FLUORI | 95%MW: 373,32 | 95%11: 389,32 | 95%M1: 383,32 | 95%AU: 391,32
TE - 480,68 - 496,68 - 490,68 -498,68
KOIMH/MJT KOIHI/MJT KOIHIH/MJT KOIIMH/MIT
422 445 435 453
JTnpaiim 95%AU: 368,32 | 95%JU: 391,32 | 95%JU: 381,32 | 95%JU: 399,32
BITY- -475,68 - 498,68 -488,68 - 506,68
TecT-21, KOTHit/ M KOTTHH/MJT KOTTH/MJT KOTTH i/ MIT
BITY- JIHK 457 423 448 436
TeCT- BITY CFX 96 95%U: 403,32 | 95%JU: 369,32 | 95%JU: 394,32 | 95%J1: 382,32
16/18, 16 -510,68 - 476,68 -501,68 - 489,68
BITY- THIIOB KOIMH/MJT KOIHI/MJT KOTH#/MJT KOIIMH/MIT
Tect-14 445 452 443 451
Rotor- 95%W: 391,32 | 95%JU: 398,32 | 95%JU: 389,32 | 95%JU: 397,32
Gene Q -498,68 - 505,68 - 496,68 - 504,68
KOIU/ M KO/ MJT KOOI/ MJT KOITHI/MIT
424 438 445 456
Quant 95%JAU1: 370,32 | 95%JU: 384,32 | 95%JU: 391,32 95%/J1U:
Studio 5 -477,68 -491,68 -498,68 402,32- 509,68
KOt/ M KO/ MJT KOOI/ MJT KOTUit/mMi
430 445 448 442
FLUORI | 95%JW: 376,32 | 95%1d1: 391,32 | 95%1: 394,32 | 95%U: 388,32
TE - 483,68 - 498,68 -501,68 -495,68
KOTUit/mMa KO/ MJIT KOOI/ M KOTUi/ M
J Tupaiim 433 444 434 445
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95%JI1: 379,32

95%JU: 390,32

95%J1H: 380,32

95%/1U: 391,32

- 486,68 - 497,68 - 487,68 -498,68
BITY- KOuit/mMa KO/ MJT KO/ MJT Kommuit/mi
Tect-21, 440 462 456 431
BITY- CFX 96 95%U: 386,32 | 95%JU: 408,32 | 95%JU: 402,32 | 95%U: 377,32
TECT- -493,68 -515,68 - 509,68 -484,68
16/18, KOIMH/MJT KOIHH/MJT KOTH/MJI KOIIMH/MIT
BIT4- HK 448 430 434 454
Tect-14 gl’[‘{ Rotor- 95%1: 394,32 | 95%JU: 376,32 | 95%JU: 380,32 | 95%JU: 400,32
18 Gene Q -501,68 - 483,68 - 487,68 -507,68
THIIOB KOt/ M KO/ MJT KOIH/ M KOTHi/ M
440 437 428 431
Quant 95%1: 386,32 | 95%JU: 383,32 | 95%JU: 374,32 | 95%1U: 377,32
Studio 5 -493,68 - 490,68 - 481,68 - 484,68
KOIMH/MJT KOIHH/MJI KOIHH/MJT KOIIMH/MIT
446 419 429 430
FLUORI | 95%JW: 392,32 | 95%W1: 365,32 | 95%AW: 375,32 | 95%AW: 376,32
TE -499,68 -472,68 - 482,68 - 483,68
KOTHi/ M KOTTHH/MJT KOTTH#/MJT KOTTH/MIT
452 430 447 430
TTrpaiim 95%U1: 398,32 | 95%1U: 376,32 | 95%1d1: 393,32 | 95%U: 376,32
- 505,68 - 483,68 - 500,68 -483,68
KOTTHi/MJI KOTTHH/MJT KOTTH#/MJT KOTTHi/MIT
425 440 418 429
CFX 9 95%N: 371,32 | 95%/U: 386,32 | 95%JU: 364,32 | 95%U: 375,32
BITY- -478,68 -493,68 -471,68 -482,68
Tect-21 KOIMH/MJIT KOIHI/MJT KO/ MJT KOIIMH/MIT
JIHK 441 425 433 447
BITY Rotor- 95%1: 387,32 | 95%4W: 371,32 | 95%1d1: 379,32 | 95%U: 393,32
26 Gene Q -494,68 - 478,68 - 486,68 - 500,68
THITOB KOTHi/MJI KOTTHH/MJT KOTTH#/ MJT KOTTH/MIT
456 444 421 460
Quant 95%1: 402,32 | 95%JU: 390,32 | 95%JU: 367,32 | 95%/U: 406,32
Studio 5 - 509,68 -497,68 - 474,68 -513,68
KOIMH/MJT KOIHI/MJT KOIHIH/MJT KOIIMH/MIT
434 423 430 437
FLUORI | 95%JU: 380,32 | 95%11: 369,32 | 95%1d1: 376,32 | 95%W: 383,32
TE - 487,68 - 476,68 - 483,68 -490,68
KOt/ M KOTTHH/MJT KOTTH#/MJT KOTTH /M
422 455 432 439
JTrnpaiim 95%A1: 368,32 | 95%JU: 401,32 | 95%JU: 378,32 | 95%JU: 385,32
-475,68 - 508,68 - 485,68 -492,68
KOTHit/ M KOTTHH/MJT KOTTH/MJT KOTTH /M
BITY- 422
420 425 450 o )
T‘;’;ﬁél CEx 06 | 95%IM: 36632 | 95%IIM: 37132 | 95%IH: 396,32 PN 368,32
JIHK -473,68 - 478,68 -503,68 .
TeCT- 2 " - 475,68komnuii/mMm
31/33, BITY KO/ M KO/ MJT KOTTH#/ M n
BITY- 31 437 452 446 456
tect-14 | T™MOB 1 Rotor- | 95%IM: 383,32 | 95%JIM: 398,32 | 95%JIM: 392,32 | 95%JIM: 402,32
Gene Q -490,68 - 505,68 - 499,68 - 509,68
KOTUit/mMa KO/ MJIT KOOI/ M KOTUi/ M
442 428 423 455
Quant 95%I1: 388,32 | 95%JU: 374,32 | 95%JU: 369,32 | 95%/U: 401,32
Studio 5 -495,68 -481,68 - 476,68 -508,68
KOt/ M KOOI/ MJT KOTH#/ M KOIH/MIT
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430 453 433 445
FLUORI | 95%JU: 376,32 | 95%1: 399,32 | 95%1: 379,32 | 95%H1: 391,32
TE - 483,68 - 506,68 - 486,68 -498,68
KOIMH/MJT KOIHH/MJI KOIHH/MJT KOIIMH/MIT
437 439 423 433
TTrpaiim 95%A1: 383,32 | 95%JU: 385,32 | 95%JU: 369,32 | 95%U: 379,32
-490,68 -492,68 - 476,68 - 486,68
KOt/ M KO/ MJT KO/ MJT KOTHi/ M
450 437 456 433
BITY- CFX 96 95%1: 396,32 | 95%JU: 383,32 | 95%JU: 402,32 | 95%U: 379,32
Tecr-21, -503,68 - 490,68 - 509,68 - 486,68
BITY- KOIMH/MJT KOIHH/MJT KOTH/MJI KOIIMH/MIT
TeCT- JIHK 433 439 427 437
31/33, BITY Rotor- 95%AU: 379,32 | 95%U: 385,32 | 95%JU: 373,32 | 95%/1: 383,32
BITY- 33 Gene Q - 486,68 -492,68 - 480,68 -490,68
Tecr-14 THTIOB KOTHIH/MI KOTH/MIT KOTHUIH/MIT KOTHH/MIT
439 444 458 430
Quant 95%U1: 385,32 | 95%1: 390,32 | 95%U: 404,32 | 95%U: 376,32
Studio 5 -492,68 -497,68 -511,68 -483,68
KOTHi/MJI KOTTHH/MJT KOTTH#/ MJT KOTTH/MIT
434 424 455 437
FLUORI | 95%JU: 380,32 | 95%11: 370,32 | 95%1d1: 401,32 | 95%U: 383,32
TE - 487,68 -477,68 - 508,68 -490,68
KOIMH/MJIT KOIHI/MJT KOIHH/MJI KOIIMH/MIT
445 437 452 430
TTrpaiim 95%1: 391,32 | 95%U1: 383,32 | 95%M1: 398,32 | 95%U: 376,32
-498,68 - 490,68 - 505,68 - 483,68
KOTTHi/MJI KOTTHH/MJT KOTTH/MJT KOITH /M
440 443 438 436
BITY- CFX 96 95%1: 386,32 | 95%M1: 389,32 | 95%M1: 384,32 | 95%JU: 382,32
Tecr-21, -493,68 - 496,68 -491,68 -489,68
BITY- KOIMH/MJT KOIHI/MJT KOOI/ MJT KOIIMH/MIT
Tect-14 JIHK 434 420 436 438
BITY Rotor- 95%1: 380,32 | 95%JU: 366,32 | 95%JU: 382,32 | 95%/1: 384,32
35 Gene Q - 487,68 - 473,68 - 489,68 -491,68
THITOB KOTHit/ M KOTTHH/MJT KOTTH#/MJT KOTTH /M
448 449 437 444
Quant 95%A1: 394,32 | 95%JU: 395,32 | 95%JU: 383,32 | 95%JU: 390,32
Studio 5 -501,68 -502,68 -490,68 -497,68
KOTHit/ M KOTTHH/MJT KOTTH/MJT KOTTH i/ MIT
445 436 449 421
FLUORI | 95%JW: 391,32 | 95%11: 382,32 | 95%1: 395,32 | 95%AU: 367,32
TE - 498,68 - 489,68 -502,68 -474,68
KOIMH/MJT KOIHI/MJT KOIIHH/MJT KOIIMH/MIT
433 433 429 432
JTnpaiim 95%AU: 379,32 | 95%JU: 379,32 | 95%JU: 375,32 | 95%JU: 378,32
- 486,68 - 486,68 - 482,68 - 485,68
KO/ M KO/ MJT KOTTH/ M KOITHI/MIT
AHK 436 455 453 436
0, .
T?Cl’_l‘lg-], le,_g{ CFX 96 95%1: 382,32 | 95%JU: 401,32 | 95%JU: 399,32 % A)HM_' 382,32
BITUY- THIIOB ) 489368 - 508368 B 506:68 489,68komuit/m
KOt/ M KO/ MIT KOTTH /M
Tect-14 I
Rotor- o 42.3 o 4%6
Gene Q 446 433 95%JIU: 369,32 | 95%J1U: 382,32
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95%1: 392,32 | 95%JU: 379,32 | 476,68konmii/m | 489,68kommit/m
-499,68 - 486,68 I I
KOuit/mMa KO/ MJT
452 431 442 434
Quant 95%U: 398,32 | 95%JU: 377,32 95%U: 95%1: 380,32
Studio 5 - 505,68 - 484,68 388,32- 495,68 - 487,68
KOIMH/MJT KOIHH/MJT KOIHH/MJT KOIIMH/MIT
452
459 429 N ) 440
FLUORI | 95%JU: 405,32 | 95%1W: 375,32 93%/1H: 398,32 95%J11: 386,32
TE -512,68 - 482,68 S - 493,68
o = 505,68konmit/m -
KO/ M KOITH#/MIT n KOTTH /M
444 420 445 442
TTnpaiiv 95%U: 390,32 | 95%U: 366,32 | 95%JU: 391,32 | 95%/I1: 388,32
-497,68 -473,68 - 498,68 -495,68
KOIMH/MJT KOIHH/MJT KOIHH/MJT KOIIMH/MIT
435 430 463 464
BITY- CFX 96 95%1: 381,32 | 95%U: 376,32 | 95%U: 409,32 | 95%U: 410,32
Tect-21, - 488,68 - 483,68 - 516,68 -517,68
BITY- KOTHi/MJI KOTTHH/MJT KOTTH#/ MJT KOTTH/MIT
Tect-14 JIHK 456 428 435 422
BITY Rotor- 95%U: 402,32 | 95%U: 374,32 | 95%JU: 381,32 | 95%U: 368,32
45 Gene Q -509,68 -481,68 -488,68 -475,68
THIIOB KOIMH/MJIT KOIHI/MJT KOIHH/MJI KOIIMH/MIT
440 429 465 462
Quant 95%U: 386,32 | 95%IU: 375,32 | 95%1OU: 411,32 | 95%JU: 408,32
Studio 5 -493,68 - 482,68 - 518,68 -515,68
KOTTHi/MJI KOTTHH/MJT KOTTH/MJT KOITH /M
430 423 437 426
FLUORI | 95%JW: 376,32 | 95%W: 369,32 | 95%U1: 383,32 | 95%U: 372,32
TE - 483,68 - 476,68 -490,68 -479,68
KOIMH/MJT KOIHI/MJT KOIHIH/MJT KOIIMH/MIT
435 429 446 429
JTrnpaiim 95%1: 381,32 | 95%JU: 375,32 | 95%JU: 392,32 | 95%U: 375,32
- 488,68 - 482,68 - 499,68 -482,68
KOTHit/ M KOTTHH/MJT KOTTH#/MJT KOTTH /M
BITY- 441 433 451 434
Tect-21, CFX 96 95%AU: 387,32 | 95%JU: 379,32 | 95%JU: 397,32 | 95%JU: 380,32
BITY- -494,68 - 486,68 - 504,68 - 487,68
TecT-14 KOTHit/ M KOTTHH/MJT KOTTH/MJT KOTTH i/ MIT
429
427 427 450 o )
Rotor- 95%W: 373,32 | 95%JU: 373,32 | 95%JU: 396,32 % /OIIH_' 375,32
JIHK Gene Q - 480,68 - 480,68 -503,68 .
BITY KOTHH/MIT KOTTH#/MJIT KOTTH /M 482’681;0HHH/M
THSH]OB 437 454 453 439
Quant 95%JA1: 383,32 | 95%/U: 400,32 | 95%JIU: 399,32 | 95%JU: 385,32
Studio 5 -490,68 -507,68 - 506,68 -492,68
KOt/ M KO/ MJT KOOI/ MJT KOTUit/mMi
448 435 441 451
FLUORI | 95%JW: 394,32 | 95%11: 381,32 | 95%1W: 387,32 | 95%W: 397,32
TE -501,68 - 488,68 - 494,68 -504,68
KOTUit/mMa KO/ MJIT KOOI/ M KOTUi/ M
J Tupaiim 421 447 424 430
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95%JI1: 367,32

95%U: 393,32

95%JU: 370,32

95%/1U: 376,32

-474,68 - 500,68 - 477,68 - 483,68
KOuit/mMa KO/ MJT KO/ MJT Kommuit/mi
446 440 436 452
BITY- CFX 96 95%U: 392,32 | 95%/U: 386,32 | 95%JU: 382,32 | 95%/1: 398,32
Tect-21, -499,68 -493,68 -489,68 - 505,68
BITY- KOIMH/MJT KOIHH/MJT KOTH/MJI KOIIMH/MIT
TecT-14 429 458 460 427
JIHK Rotor- 95%N: 375,32 | 95%JU: 404,32 | 95%JU: 406,32 | 95%U: 373,32
BITY Gene Q - 482,68 -511,68 -513,68 - 480,68
52 KOt/ M KO/ MJT KOIH/ M KOTHi/ M
THIIOB 438 429 434 448
Quant 95%A1: 384,32 | 95%JU: 375,32 | 95%JU: 380,32 | 95%JU: 394,32
Studio 5 -491,68 - 482,68 - 487,68 -501,68
KOIMH/MJT KOIHH/MJI KOIHH/MJT KOIIMH/MIT
437
428 429 454 o )
FLUORI | 95%JW: 374,32 | 95%1W: 375,32 | 95%U: 400,32 95%]11: 383,32
TE -481,68 - 482,68 -507,68 .
o o ., 490,68kormuit/mMm
KOIH/ M KOTTH#/MJT KOTTH#/MJT ’ n
427 428 444 439
TTnpaiiv 95%W: 373,32 | 95%U: 374,32 | 95%JU: 390,32 | 95%1: 385,32
- 480,68 -481,68 - 497,68 -492,68
KOIMH/MJIT KOIHI/MJT KOIHH/MJI KOIIMH/MIT
418
. 435 443 N ) 446
chl;l_gl’ CFX 96 95%U1: 381,32 | 95%1: 389,32 % A]HI/I_' 364,32 95%U: 392,32
BITY- - 488,68 496,68 471,68komuii/m - 499,68
rect-14 KOITH/ M KOTTH#/MJT M KOITH /M
gﬁﬁ 440 436 432 445
63 Rotor- 95%U: 386,32 | 95%JU: 382,32 | 95%JU: 378,32 | 95%U: 391,32
OB Gene Q -493,68 - 489,68 - 485,68 -498,68
KOIMH/MJT KOIHI/MJT KOIHIH/MJT KOIIMH/MIT
435 432 426 453
Quant 95%A1: 381,32 | 95%/U: 378,32 | 95%JU: 372,32 | 95%JU: 399,32
Studio 5 - 488,68 - 485,68 -479,68 - 506,68
KOTHit/ M KOTTHH/MJT KOTTH/MJT KOTTH i/ MIT
438 426 434 425
FLUORI | 95%JW: 384,32 | 95%11: 372,32 | 95%1d1: 380,32 | 95%AU1: 371,32
TE -491,68 -479,68 - 487,68 -478,68
KOIMH/MJT KOIHI/MJT KOIHIH/MJT KOIIMH/MIT
449 460 420 445
JTnpaiim 95%N: 395,32 | 95%U: 406,32 | 95%JU: 366,32 | 95%J1: 391,32
-502,68 -513,68 - 473,68 -498,68
KOIU/ M KO/ MJT KOOI/ MJT KOITHI/MIT
449 445 444 425
BITY- 95%A1: 395,32 | 95%JU: 391,32 | 95%/U: 390,32 | 95%JU: 371,32
reer21, | AHK | CFX96 £502,68 - 498,68 -497,68 Z478.,68
BITY- 56 KOTIMH/MJI KOITMH/MJT KOIIMH/MJT KOTIUI/ M
Teet-14 1 os 439 444 426 059% 11;4/1%10 .
Rotor- 95%1: 385,32 | 95%JU: 390,32 | 95%JU: 372,32 ’ ?
Gene Q - 492:68 - 4970,68 - 47%,68 517.68Komuii/m
KO/ M KOTTH#/MJT KOTTH#/ M h
Quant
Studio 5 456 432 421 459
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95%J11: 402,32

95%1U: 378,32

95%JH: 367,32

95%/1U: 405,32

-509,68 - 485,68 - 474,68 -512,68
KOuit/mMa KO/ MJT KO/ MJT Kommuit/mi
462 424 458 417
FLUORI | 95%JU: 408,32 | 95%1: 370,32 | 95%AU: 404,32 | 95%U: 363,32
TE -515,68 - 477,68 -511,68 -470,68
KOIMH/MJT KOIHH/MJT KOIHH/MJT KOIIMH/MIT
449 460 420 445
TTpaiim 95%1: 395,32 | 95%JU: 406,32 | 95%JU: 366,32 | 95%U: 391,32
- 502,68 -513,68 - 473,68 -498,68
KOt/ M KO/ MJT KOIH/ M KOTHi/ M
BITY- 449 445 444 425
Tect-21, CFX 96 95%1: 395,32 | 95%JU: 391,32 | 95%JU: 390,32 | 95%U: 371,32
BITY- -502,68 - 498,68 - 497,68 -478,68
Tect-14 KOIMH/MJT KOIHH/MJI KO/ MJI KOIIMH/MIT
464
439 444 426 o ]
JIHK Rotor- 95%U1: 385,32 | 95%1: 390,32 | 95%U: 372,32 95%J11: 410,32
BITY Gene Q -492,68 - 497,68 - 479,68 .
= ., ., 517,68komnmuii/m
58 KOIH/ M KOTTH#/MJT KOTTH#/MJT n
THIoB 456 432 421 459
Quant 95%U: 402,32 | 95%U: 378,32 | 95%U: 367,32 | 95%U: 405,32
Studio 5 - 509,68 - 485,68 - 474,68 -512,68
KOIMH/MJIT KOIHI/MJT KOIHH/MJI KOIIMH/MIT
462 424 458 417
FLUORI | 95%JU: 408,32 | 95%1: 370,32 | 95%UW: 404,32 | 95%U: 363,32
TE -515,68 - 477,68 -511,68 -470,68
KOTTHi/MJI KOTTHH/MJT KOTTH/MJT KOITH /M
448 426 431 422
JTnpaiiv 95%1: 394,32 | 95%1U: 372,32 | 95%1dU: 377,32 | 95%JU: 368,32
-501,68 -479,68 - 484,68 -475,68
KOIMH/MJT KOIHI/MJT KOIHIH/MJT KOIIMH/MIT
438 432 433 445
BITY- CFX 96 95%1: 384,32 | 95%JU: 378,32 | 95%JU: 379,32 | 95%U: 391,32
Tect-21, -491,68 - 485,68 - 486,68 -498,68
BITY- KOTHit/ M KOTTHH/MJT KOTTH#/MJT KOTTH /M
TecT-14 JIHK 428 444 434 432
BITY Rotor- 95%AU: 374,32 | 95%JU: 390,32 | 95%JIU: 380,32 | 95%JU: 378,32
59 Gene Q -481,68 -497,68 - 487,68 -485,68
THITOB KOTHit/ M KOTTHH/MJT KOTTH/MJT KOTTH i/ MIT
425 450 436 448
Quant 95%N: 371,32 | 95%JU: 396,32 | 95%JU: 382,32 | 95%1: 394,32
Studio 5 -478,68 -503,68 - 489,68 -501,68
KOIMH/MJT KOIHI/MJT KOIIHH/MJT KOIIMH/MIT
439 414 447 431
FLUORI | 95%JU: 385,32 | 95%JH1: 360,32 | 95%1: 393,32 | 95%aU: 377,32
TE -492,68 - 467,68 - 500,68 -484,68
KO/ M KO/ MJT KOTTH/ M KOITHI/MIT
444
o ) 446 428 452
AHK | SWAME3N032 T o50 i 302,32 | 959 1H: 37432 | 95%1H: 398,32
BITY | ATnpaiim - 249968 Z481,68 250568
66 497 ,68konuii/mMm 2 N 2
THTOB n KO/ MIT KOTTH /M KOTTH /M
CFX 96 420 453 446 460
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BITY-

95%J11: 366,32

95%JU: 399,32

95%JH: 392,32

95%/1U: 406,32

Tect-21, -473,68 - 506,68 - 499,68 -513,68
BITY- KOuit/mMa KO/ MJT KO/ MJT Kommuit/mi
Tect-14 439 422 443 449
Rotor- 95%A1385,32 - | 95%U: 368,32 | 95%AU: 392,32 | 95%JIU: 395,32
Gene Q 492,68 - 475,68 - 499,68 -502,68
KOIMH/MJT KOIHH/MJT KOIHH/MJT KOIIMH/MIT
440 438 443 453
Quant 95%1: 386,32 | 95%JU: 384,32 | 95%JU: 392,32 | 95%U: 399,32
Studio 5 -493,68 -491,68 - 499,68 - 506,68
KOt/ M KO/ MJT KOIH/ M KOTHi/ M
435 433 428 442
FLUORI | 95%JU: 381,32 | 95%dW: 379,32 | 95%1dW: 374,32 | 95%U: 388,32
TE - 488,68 - 486,68 - 481,68 -495,68
KOIMH/MJT KOIHH/MJI KOIHH/MJT KOIIMH/MIT
458 438 424 418
TTrpaiim 95%U: 404,32 | 95%/U: 384,32 | 95%JU: 370,32 | 95%/U: 364,32
-511,68 -491,68 -477,68 -471,68
KOTHi/ M KOTTHH/MJT KOTTH#/MJT KOTTH/MIT
456 427 428 445
BITY- CFX 96 95%1U: 402,32 | 95%1W: 373,32 | 95%1dU: 374,32 | 95%UW: 391,32
Tect-21 - 509,68 - 480,68 - 481,68 -498,68
KOTTHi/MJI KOTTHH/MJT KOTTH#/MJT KOTTHi/MIT
JIHK 452 437 445 422
BITY Rotor- 95%J1 398,32 | 95%W1: 383,32 | 95%A1: 391,32 | 95%U: 368,32
53 Gene Q - 505,68 - 490,68 - 498,68 - 475,68
THIIOB KOIMH/MJIT KOIHI/MJT KOIHH/MJI KOIIMH/MIT
443 444 456 458
Quant 95%1: 389,32 | 95%1: 390,32 | 95%U: 402,32 | 95%U: 404,32
Studio 5 - 496,68 - 497,68 - 509,68 -511,68
KOIH/M KOTTHH/MJT KOTTH#/ MJT KOTTH/MIT
425 430 444 456
FLUORI | 95%J1W: 371,32 | 95%1O1: 376,32 | 95%d1: 390,32 | 95%U: 402,32
TE -478,68 - 483,68 -497,68 -509,68
KOIMH/MJT KOIHI/MJT KOIHIH/MJT KOIIMH/MIT
427 439 451 422
JTnpaiim 95%N: 373,32 | 95%JU: 385,32 | 95%JU: 397,32 | 95%JU: 368,32
- 480,68 -492.,68 - 504,68 -475,68
KOt/ M KOTTHH/MJT KOTTH#/MJT KOTTH /M
BITY- 454 426 449 438
Tect-21 CFX 96 95%AU1: 400,32 | 95%JU: 372,32 | 95%JU: 395,32 | 95%JU: 368,32
- 507,68 -479,68 -502,68 -475,68
KOTHit/ M KOTTHH/MJT KOTTH/MJT KOTTH /M
JIHK 433 437 456 426
BITY Rotor- 95%J1 379,32 | 95%W: 383,32 | 95%W1: 402,32 | 95%AUW: 372,32
73 Gene Q - 486,68 -490,68 -509,68 -479,68
THIIOB KOt/ M KO/ MJT KOOI/ MJT KOuit/mi
432 456 424 436
Quant 95%A1: 378,32 | 95%JU: 402,32 | 95%JU: 370,32 | 95%JU: 382,32
Studio 5 - 485,68 -509,68 - 477,68 - 489,68
KOIH/MJI KOTTH/MJT KOTTH/MJT KOITHI/MIT
436 453 450 456
FLUORI | 95%JW: 382,32 | 95%1: 399,32 | 95%1: 396,32 | 95%U: 402,32
TE - 489,68 - 506,68 -503,68 - 509,68
KOTUit/mMa KO/ MJIT KOOI/ M KOTUi/ M
HTupaiim 458 419 432 426
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95%1: 404,32 | 95%1UW: 365,32 | 95%W: 378,32 | 95%AW: 372,32
-511,68 - 472,68 - 485,68 -
KOt/ M KO/ MJT KOTTH /M 479,68komuit/m
I
456 459 427 431
BITY- CFX 96 95%1U: 402,32 | 95%1U1: 405,32 | 95%1O1: 373,32 | 95%AW: 377,32
Tect-21 -509,68 -512,68 - 480,68 -484,68
KOt/ M KOITH#/MJT KO/ MJT KOTHi/ M
JIHK 433 434 434 456
BITY Rotor- 95%11: 379,32 | 95%1U1: 380,32 | 95%M1: 380,32 | 95%U: 402,32
82 Gene Q - 486,68 - 487,68 - 487,68 - 509,68
THIIOB KOIMH/MJT KOIHMIH/MJI KOIHH/MJT KOIIMH/MIT
458 438 444 449
Quant 95%U: 404,32 | 95%d1: 384,32 | 95%1: 390,32 | 95%AU: 395,32
Studio 5 -511,68 -491,68 - 497,68 -502,68
KOIMH/MJT KOIHMIH/MJI KOIHH/MJT KOIIMH/MIT
418 432 452 438
FLUORI | 95%JU: 364,32 | 95%W: 378,32 | 95%M1: 398,32 | 95%U: 384,32
TE -471,68 - 485,68 - 505,68 -491,68
KOIHi/ M KOTTH/MJT KOTH/ M KOTHit/mi

4.2.3 IIpeneJ KOJIMYECTBEHHOI0 ONpe/AeIeHHUs
B cootrBerctBuu ['OCT P 51352-2013 u ¢ yueTom MeXIyHApPOIHBIX

pexomennanuii CLSI EP-17A2 npenen KOIMYECTBEHHOTO ONPEICICHUS
(LOQ) onpenensmu MeTOAOM aHaidu3a pa3BeleHHH CJeTyHIUX
CTAHJAPTHBIX O00pa3mOB B JUAaNa3OHE MPEAINOoJiaracMoro Impejaesna
obuapyxenus — 100, 200, 300, 400, 500, 700, 1000 kormuu/MKII:

- Mexnynaponubiii crangapt BO3 «Kosutekims MexTyHapOoHbIX
crangaptoB BO3 renorunos JIHK Bupyca nanmuioms! yenoseka (BITY)
HPV31, HPV33, HPV45, HPVS52, HPVS58», Kom NIBSC: 19/226
(mpeacTaBnsieT coO0 KOJUIEKIUIO MEPBBIX MEKTYHAPOIHBIX CTaHIApTOB
renotunoB JJHK BITY HPV31, HPV33, HPV45, HPV52, HPVS58 (xoas
NIBSC 14/258, 14/260, 14/104, 14/262, 14/264 cOOTBETCTBEHHO);

- Mexnynaponubiii crangapt BO3 «Kosutekims MexTyHapOoIHbIX
crangaptoB BO3 renorunos JIHK Bupyca nanmuioms! yenoseka (BITY)
HPV16, HPV1S8, HPV6, HPV11», Kox NIBSC: 19/224 (nmpencrasiset
co00M KOIJIEKIUIO TEPBBIX MEXKIYHAPOJIHBIX CTaHAAPTOB TE€HOTHUIIOB
JHK BITY HPV16, HPV18, HPV6, HPV11 (kxomet NIBSC 06/202,
06/206, 14/256, 14/100 COOTBETCTBEHHO).

B cBa3u ¢ tem, yto no orHomeHur0 K JTHK Bupyca manuiiomsl
yeaoBeka (BITY) 44, 26, 35, 39, 51, 68, 56, 59, 66, 53, 73, 82 Tunos
OTCYTCTBYIOT cepTuuuupoBanuble uyuctele CO, TO B KayecTBe
apoutpaxknoro CO, nmo orHomeHuw k JHK Bupyca nanuiajiomsi
yesaoBeka (BIIY) 44, 26, 35, 39, 51, 68, 56, 59, 66, 53, 73, 82 Tunos,
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UCIIOJIb30BAIM BBIJCICHHYI0 M3 OMOJIOIMYECKOro MaTepuasa uesoBeKa
JIHK ucciieryeMbIX aHaJIMTOB:

Ne i/ HauMeHnoBaHue Yposens 1HK, Yposens JHK, logl0
odpa3ua KOIMUA/MJI KOMUA/MJI
1 CO-BIT444 67608 4,83
2 CO-BIT426 231847 5,37
3 CO-BIIY 35 8102022 6,91
4 CO-BIIY 39 11406 4,06
5 CO-BIU 51 1068111 6,03
6 CO-BIY 68 1318281 6,12
7 CO-BITY 56 53342 4,73
8 CO-BIIY 59 2628447 6,42
9 CO-BITY 66 265880 5,42
10 CO-BIIY 53 3323253 6,52
11 CO-BITY 73 174590 5,24
12 CO-BITY 82 95912 4,98

Pe3ynbTats! uccnenoBanus npeacTasiaeHsl B Tabmume 9.

Tabauua 9
Konuentpauuu THK
Heaesoit Haoop BIT' (LOD) ¢ JloBepuTeIbHbII HHTEPBAJ
anasgur AMIumngukaTo /IOBEPHT. ¢ I0BepHUTeIbHOI
(Tun poutede P BEPOSATHOCTLIO 95% P o
BITY) HHUSI log10 commii/ BepOATHOCTHIO 95%
KOMMIA/MJI MJI
ATnpaiim 2,872 745 95%JU: 673 — 816 xommid/ M1
CFX 96 2,895 785 95%JM: 713 — 856 xommid/Mix
B;ZIC{TK;» Rotor-Gene Q 2,882 762 95%J1: 690 — 833 komwmii/mi
P Quant Studio 5 2,882 762 95%JH1: 690 — 833 kommii/mi
FLUORITE 2,877 753 95%JI1: 681 — 824 xommid/Min
ATnpaiim 2,887 770 95%JIU1: 698 — 841 xommii/Mix
CFX 96 2,877 753 95%JU: 681 — 824 konmii/mit
giﬁaBHq ;;H?_Ié; Rotor-Gene Q 2,886 770 | 95%]J1M: 698 — 841 kommii/mi
P Quant Studio 5 2,864 730 95%J11: 658 — 801 kormwid/mi
FLUORITE 2,881 761 95%J1: 689 — 832 kommii/mi
ATnpaiim 2,907 807 95%/A1: 735 — 878 xonmii/mi
«ITPOB CFX 96 2,903 800 95%JU: 728 — 871 konwii/mi
A-HK- Rotor-Gene Q 2,869 739 95%J11: 667 — 810 komwii/mi
TTIJTIOC» Quant Studio 5 2,879 757 95%JI1: 685 — 828 kommii/mi
FLUORITE 2,927 845 95%JH: 773 — 916 komwii/mi
ATnpaiim 2,870 741 95%JU1: 669 — 812 xomwmid/Min
AHK BITT |- «HK- CFX 9 2.898 790 | 95%IH: 718 — 861 xommii/mn
11 tuna DKcTpay > - ~
Rotor-Gene Q 2,861 726 95%JU: 654 — 797 xonwmid/Min
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Quant Studio 5 2,881 760 95% 11 688 — 831 xommii/mi

FLUORITE 2,912 817 95%JI1: 745 — 888 kommii/mi

ATnpaiim 2,875 751 95%JA1: 679 — 822 konmii/mi

CFX 96 2,886 768 95%U1: 609 — 752 konuii/mi

C‘;ﬁ?f;} Rotor-Gene Q 2,906 305 95%]111: 733 — 876 xomuit/mn
Quant Studio 5 2,873 746 95%U1: 674 — 817 konwii/mi

FLUORITE 2,910 812 95%JAU1: 740 — 883 kommii/mi

ATnpaiim 2,857 719 95% A1 647 — 790 korwii/mit

«I1POB CFX 96 2,900 794 95%U: 722 — 865 komuii/mi
A-HK- Rotor-Gene Q 2,871 743 95%U1: 671 — 814 konwii/mi
IIJTIOC» Quant Studio 5 2,889 775 95%JH: 703 — 846 kommii/mi
FLUORITE 2,910 812 95%JAU: 740 — 883 kommii/mi

JATnpaiim 2,907 807 95%JAU: 735 — 878 konuii/mi

CFX 96 2,903 800 95%U: 728 — 871 konwmii/mi

3(;1:1_1;;1» Rotor-Gene Q 2,869 739 95%A1: 667 — 810 komuii/mi
Quant Studio 5 2,879 757 95%JH1: 685 — 828 kommii/mi

FLUORITE 2,927 845 95%JU: 773 — 916 xommid/ M

ATnpaiim 2,913 819 95%U: 747- 890 xonmit/mia

CFX 96 2,873 746 95%JU: 674 — 817 xommid/mi

ff;fmznq C‘;ﬂ?f;‘» Rotor-Gene Q 2,892 779 95%]11: 707 — 850 Kommit/M
Quant Studio 5 2,888 773 95%JU: 701 — 844 komwmii/mi

FLUORITE 2,874 749 95%JU: 677 — 820 xommid/ M

ATnpaiim 2,933 858 95% A1 786 — 929 konmid/mit

«I1POB CFX 96 2,864 732 95%JU1: 660 — 803 konuii/mit
A-HK- Rotor-Gene Q 2,871 742 95%JU1: 670 — 813 kommii/mi
IIUTIOC» Quant Studio 5 2,895 785 95%JH: 713 — 856 kommii/mi
FLUORITE 2,879 757 95%J1U1: 685 — 828 xommid/Mi1

ATnpaiim 2,857 719 95%JU: 647 — 790 xormid/ M

CFX 96 2,900 794 95%JU: 722 — 865 xommid/ Mt

BEIC{TI;» Rotor-Gene Q 2,871 743 95%JU1: 671 — 814 konwii/mi
Quant Studio 5 2,889 775 95%JH1: 703 — 846 komwii/mi

FLUORITE 2,910 812 95%JH1: 740 — 883 komwii/mi

ATnpaiim 2,875 749 95%JU: 677- 820 xomwit/mi

CFX 96 2,924 840 95%JIA: 768 — 911 komuit/mi

?gﬁmim Cﬁ?fé‘» Rotor-Gene Q 2,862 728 95%JIM: 656 — 799 komuit/mi
Quant Studio 5 2,841 693 95%JU1: 621 — 764 konwii/mi

FLUORITE 2,872 745 95%JH1: 673 — 816 komwii/mi

ATnpaiim 2,855 715 95%JIU: 643 — 786 xommii/Min

«ITPOB CFX 96 2,867 736 95%JU: 664 — 807 xommid/ Mt
A-HK- Rotor-Gene Q 2,901 797 95% A1 725 — 868 kommid/mit
TITIOC» Quant Studio 5 2,905 804 95% A1 732 — 875 xomwmii/mi
FLUORITE 2,900 794 95%JH: 722 — 865 komwii/mi

ATnpaiim 2,933 858 95%JU: 786 — 929 xommii/Min

CFX 96 2,864 732 95%JH1: 660 — 803 kommii/mit

32?11;;1» Rotor-Gene Q 2.871 742 | 95%]IH: 670 — 813 xommii/s
Quant Studio 5 2,895 785 95% 11 713 — 856 kormwii/mi

AHK BITH FLUORITE 2,879 757 95%JI1: 685 — 828 kommii/mi
18 una N Trpaiiv 2.905 803 95%]11: 731— 874 kommit/M
«JIHK- CFX 96 2,848 705 95%JU: 633 — 776 xommii/Min
cop6-B» Rotor-Gene Q 2,867 735 95%11: 663 — 806 KommwiA/MII
Quant Studio 5 2,866 735 95%J11: 663 — 806 kormwiA/Mit
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FLUORITE 2,896 787 95% 11 715 — 858 kormwid/mit
ATnpaiim 2,866 735 95%/A1: 663 — 806 konmii/mit
«I1POB CFX 96 2,854 715 95%J11: 643 — 786 korwii/mit
A-HK- Rotor-Gene Q 2,860 724 95%U1: 652 — 795 konmii/mi
[TIJTFOC» Quant Studio 5 2,884 766 95%U1: 694 — 837 konmii/mi
FLUORITE 2,857 720 95%JU1: 648 — 791 kommii/mi
AT npaiim 2,855 715 95%J11: 643 — 786 Komwii/mit
CHK- CFX 96 2,867 736 95%1: 664 — 807 KOHI/IIEI/MJI
Rotor-Gene Q 2,901 797 95%AU1: 725 — 868 kommid/mi
OkcTpay - =
Quant Studio 5 2,905 804 95%A1: 732 — 875 kommid/mi
FLUORITE 2,900 794 95%JU: 722 — 865 kommii/mi
ATnpaiim 2,900 794 95% 11 722 — 865 komwii/mit
CFX 96 2,876 751 95% 11 679 — 822 komwii/mit
AHK BITT |- JIHK- - G ene Q 2,904 302 95%]111: 730 — 873 xomuit/mn
26 Tuna cop6-B» - =
Quant Studio 5 2,888 773 95%AU1: 701 — 844 kommii/mi
FLUORITE 2,905 804 95%JH: 732 — 875 konwii/mi
ATnpaiim 2,941 872 95%J1: 800 — 943 xommid/min
«ITPOB CFX 96 2,888 772 95%JAM: 700 — 843 xommid/ M
A-HK- Rotor-Gene Q 2,881 761 95%J1: 689 — 832 xommid/Min
[TIJTFOC» Quant Studio 5 2,911 815 95%JU: 743 — 886 kommii/mi
FLUORITE 2,869 739 95%JH1: 667 — 810 Kommii/mi
ATnpaiim 2,872 745 95%JU1: 673 — 816 xommid/Mix
CHK- CFX 96 2,895 785 95%1: 713 — 856 KOHI/IIEI/MJ'I
DKCTDY Rotor-Gene Q 2,882 762 95%JM: 690 — 833 xommid/ Mt
P Quant Studio 5 2,882 762 95%J1: 690 — 833 kommii/mi
FLUORITE 2,877 753 95%JH: 681 — 824 komwii/mi
ATnpaiim 2,887 770 95%J1: 698 — 841 xommid/Min
CFX 96 2,877 753 95%U: 681 — 824 konuii/mi
’;[flﬁmim ;‘f‘gfé‘» Rotor-Gene Q 2.886 770 | 95%]TH: 698 — 841 xommii/s
P Quant Studio 5 2,864 730 95%JU1: 658 — 801 komwii/mi
FLUORITE 2,881 761 95%J1: 689 — 832 kommii/mi
JTupaiim 2,907 807 95%JH: 735 — 878 komwmii/mi
«I1POB CFX 96 2,903 800 95%AU: 728 — 871 xonmii/mi
A-HK- Rotor-Gene Q 2,869 739 95%11: 667 — 810 kommwid/mit
TTIJTIOC» Quant Studio 5 2,879 757 95%JU1: 685 — 828 komwii/mi
FLUORITE 2,927 845 95%JU: 773 — 916 konwii/mi
JTupaiim 2,870 741 95%JH1: 669 — 812 komwii/mi
) . _ o
CHK- CFX 96 2,898 790 95%J1: 718 — 861 Kormlf/Mn
DKCTDD) Rotor-Gene Q 2,861 726 95%JU: 654 — 797 xommid/mi
P Quant Studio 5 2,881 760 95%11: 688 — 831 kommwid/mit
FLUORITE 2,912 817 95%JU: 745 — 888 komwii/mi
[ATmpaiim 2,875 751 95% 11 679 — 822 komwii/mi
CFX 96 2,886 768 95%JU: 609 — 752 xommii/Min
AHK BITT | JIHR- - g G ene Q 2.906 805 | 95%]I11: 733 — 876 xormii/mn
33 thna cop6-B» -
Quant Studio 5 2,873 746 95%A1: 674 — 817 komwid/mi
FLUORITE 2,910 812 95%JH1: 740 — 883 komwii/mi
[ Tmpaiim 2,857 719 95%J11: 647 — 790 kormwii/mi
«I1POB CFX 96 2,900 794 95%JU: 722 — 865 konuii/mi
A-HK- Rotor-Gene Q 2,871 743 95%JU: 671 — 814 xommii/Mi
TITIOC» Quant Studio 5 2,889 775 95%JU: 703 — 846 xommid/Min
FLUORITE 2,910 812 95%JH: 740 — 883 komwii/mi
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JATnpaiim 2,907 807 95%11: 735 — 878 xommii/mi

CFX 96 2,903 800 95% 11 728 — 871 kormwid/mi

32131_};;» Rotor-Gene Q 2,869 739 95%/A1: 667 — 810 konmii/mi
Quant Studio 5 2,879 757 95%JU: 685 — 828 kommii/mi

FLUORITE 2,927 845 95%U: 773 — 916 konwmii/mi

ATnpaiim 2,913 819 95%JU: 747- 890 Kormmii/mia

CFX 96 2,873 746 95% 11 674 — 817 komwii/mit

§[5H E/IHEHII (:;’g?_lé; Rotor-Gene Q 2,892 779 95% A1 707 — 850 kormwii/mit
Quant Studio 5 2,888 773 95%U1: 701 — 844 konwmii/mi

FLUORITE 2,874 749 95%H1: 677 — 820 komwii/ M

ATnpaiim 2,933 858 95%JU: 786 — 929 komwmii/mi

«ITPOB CFX 96 2,864 732 95% 11 660 — 803 Korwii/mit
A-HK- Rotor-Gene Q 2,871 742 95%JA1: 670 — 813 kormwid/mit
[TIJTIOC» Quant Studio 5 2,895 785 95%U: 713 — 856 konwmii/mi
FLUORITE 2,879 757 95%JU: 685 — 828 kommii/mi

JTnpaiim 2,857 719 95%JU1: 647 — 790 komwii/ M

CFX 96 2,900 794 95%JU: 722 — 865 xommid/ Mt

32?5;» Rotor-Gene Q 2.871 743 | 95%IH: 671 — 814 xommii/mn
Quant Studio 5 2,889 775 95%JU: 703 — 846 xommid/Min

FLUORITE 2,910 812 95%JU: 740 — 883 komuii/mi

JTupaiim 2,875 749 95%J1: 677- 820 Kormwii/mia

CFX 96 2,924 840 95%AU1: 768 — 911 konwmii/mi

?;{Tfm]znq ;;ﬁgfé; Rotor-Gene Q 2.362 728 | 95%]IH: 656 — 799 kommii/mi
Quant Studio 5 2,841 693 95%JU1: 621 — 764 konwii/mi

FLUORITE 2,872 745 95%JU: 673 — 816 komwii/mi

JTnpaiim 2,855 715 95%JH: 643 — 786 kommii/mi

«ITPOB CFX 96 2,867 736 95%J1U1: 664 — 807 xommid/Min
A-HK- Rotor-Gene Q 2,901 797 95%AU: 725 — 868 xomwiA/mit
ITIJTIOC» Quant Studio 5 2,905 804 95%JH: 732 — 875 xomwii/mi
FLUORITE 2,900 794 95%JU: 722 — 865 komwii/mi

JTupaiim 2,933 858 95%JH: 786 — 929 komwii/mi

CFX 96 2,864 732 95%JH1: 660 — 803 kommii/Mi

32?5;;» Rotor-Gene Q 2.871 742 | 95%IH: 670 — 813 xommii/s
Quant Studio 5 2,895 785 95%JM: 713 — 856 xommid/Mix

FLUORITE 2,879 757 95%JU1: 685 — 828 komwii/mi

AT mpaiim 2,905 803 95%JIN: 731 874 konmii/mi

CFX 96 2,848 705 95%JH: 633 — 776 komwii/mi

f;'gm'im ;;gg_lé; Rotor-Gene Q 2.867 735 | 95%]IH: 663 — 806 Kommii/s
Quant Studio 5 2,866 735 95%JU: 663 — 806 xommii/ M

FLUORITE 2,896 787 95%JM: 715 — 858 xommid/ Mt

ATnopaiim 2,866 735 95%J11: 663 — 806 kormwiA/MIT

«I1POB CFX 96 2,854 715 95%JH: 643 — 786 komwii/mi
A-HK- Rotor-Gene Q 2,860 724 95%AU1: 652 — 795 komwid/mi
TITHOC» Quant Studio 5 2,884 766 95%JU: 694 — 837 xommid/Mi
FLUORITE 2,857 720 95%JU: 648 — 791 xommii/Mi

ATnopaiim 2,855 715 95% 11 643 — 786 komwii/mit

HK- CFX 96 2,867 736 95%JH1: 664 — 807 komwii/Mi
JHK BITY Dxctpar Rotor-Gene Q 2,901 797 95%JU: 725 — 868 xommid/Mit
51 tuna Quant Studio 5 2,905 804 95%A1: 732 — 875 xonwid/mi
FLUORITE 2,900 794 95%JU: 722 — 865 xommid/Min

ATnopaiim 2,900 794 95% 11 722 — 865 komwii/mit
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CFX 96 2,876 751 95%U: 679 — 822 kommii/mit

«JIHK- Rotor-Gene Q 2,904 802 95%JA1: 730 — 873 konmii/mn
cop6-B» Quant Studio 5 2,888 773 95%/AU1: 701 — 844 konmii/mn
FLUORITE 2,905 804 95%JU: 732 — 875 konwmii/mi

ATnpaiim 2,941 872 95%JH1: 800 — 943 komwmii/mi

«ITPOB CFX 96 2,888 772 95%JH1: 700 — 843 kommii/mi
A-HK- Rotor-Gene Q 2,881 761 95% 11 689 — 832 komwmii/mit
TIJTFOC» Quant Studio 5 2,911 815 95%JAU1: 743 — 886 kommii/mi
FLUORITE 2,869 739 95%U1: 667 — 810 kommii/mi

ATnpaiim 2,872 745 95%JH: 673 — 816 kommii/mi

CFX 96 2,895 785 95%JU: 713 — 856 kommii/mi

3121;1;;» Rotor-Gene Q 2.882 762 | 95%IH: 690 — 833 xommii/s
Quant Studio 5 2,882 762 95%JA1: 690 — 833 konuii/mi

FLUORITE 2,877 753 95%JU: 681 — 824 konwmii/mi

JTnpaiim 2,887 770 95%U1: 698 — 841 kommii/mi

CFX 96 2,877 753 95%JU: 681 — 824 komwii/mi

)SIZHTEIHEHLI J;i‘?_ﬁ; Rotor-Gene Q 2.886 770 | 95%]TH: 698 — 841 xommii/s
Quant Studio 5 2,864 730 95%11: 658 — 801 xomwid/mi

FLUORITE 2,881 761 95%JU: 689 — 832 xommid/Mix

JTnpaiim 2,907 807 95%JU: 735 — 878 kommii/mi

«I1IPOB CFX 96 2,903 800 95%JH: 728 — 871 kommii/mi
A-HK- Rotor-Gene Q 2,869 739 95%AU1: 667 — 810 xommwiA/mi
ITIJTIOC» Quant Studio 5 2,879 757 95%JH1: 685 — 828 komuii/mi
FLUORITE 2,927 845 95%U: 773 — 916 xommid/ M

JTnpaiim 2,870 741 95%JU1: 669 — 812 komwii/mi

CFX 96 2,898 790 95%JH: 718 — 861 kommii/mi

3(12?1};;1» Rotor-Gene Q 2,861 726 95%JU: 654 — 797 xommid/ M
Quant Studio 5 2,881 760 95%AU1: 688 — 831 komwid/mit

FLUORITE 2,912 817 95%JU: 745 — 888 xommid/Min

AT mpaiim 2,875 751 95%JU1: 679 — 822 komwii/mi

CFX 96 2,886 768 95%JH1: 609 — 752 komwii/mi

ggﬁlnim ;;gg_l}; Rotor-Gene Q 2,906 805 95%]11: 733 — 876 xomwit/Mi
Quant Studio 5 2,873 746 95%AU1: 674 — 817 xomwiA/mit

FLUORITE 2,910 812 95%JU: 740 — 883 xommid/ Mt

AT mpaiim 2,857 719 95%JU: 647 — 790 komwii/mi

«I1IPOB CFX 96 2,900 794 95%JU: 722 — 865 komwii/mi
A-HK- Rotor-Gene Q 2,871 743 95%JH1: 671 — 814 komwii/mi
ITIJTIOC» Quant Studio 5 2,889 775 95%JI1: 703 — 846 komuii/mi
FLUORITE 2,910 812 95%JU: 740 — 883 xommid/ M

ATnpaiim 2,907 807 95%JU: 735 — 878 xommid/ M

CFX 96 2,903 800 95%JU: 728 — 871 komwmii/mi

312?1_];;» Rotor-Gene Q 2,869 739 95%11: 667 — 810 kormwii/mi
Quant Studio 5 2,879 757 95%A1: 685 — 828 komwid/mi

FLUORITE 2,927 845 95%JU: 773 — 916 xommii/ M

JIHK BITY ATnpaiim 2,913 819 95%U: 747- 890 xonmit/mi
56 Tuma «JTHK- CFX 96 2,873 746 95%J11: 674 — 817 komwmii/mi
cop6-B» Rotor-Gene Q 2,892 779 95%J11: 707 — 850 kormmwii/mi
Quant Studio 5 2,888 773 95%AU: 701 — 844 komwid/mi

FLUORITE 2,874 749 95%JU: 677 — 820 xommii/ M

ATnpaiim 2,933 858 95%JM: 786 — 929 xommii/Mi

CFX 96 2,864 732 95%JH1: 660 — 803 komwii/mi

42




«1POB Rotor-Gene Q 2,871 742 95%/AU1: 670 — 813 xonmii/mi
A-HK- Quant Studio 5 2,895 785 95%JAU1: 713 — 856 konmii/mi
TITFOC» FLUORITE 2,879 757 95%JI1: 685 — 828 kommii/mi
JTnpaiim 2,857 719 95%U1: 647 — 790 konwii/mi
CFX 96 2,900 794 95%JU: 722 — 865 komuii/mi
3121;11(;1» Rotor-Gene Q 2,871 743 95%AU: 671 — 814 kommid/mi
P Quant Studio 5 2,889 775 95%J11: 703 — 846 komwii/mit
FLUORITE 2,910 812 95%JAU1: 740 — 883 kommii/mi
JTnpaiim 2,875 749 95%U1: 677- 820 Kormwii/mi
CFX 96 2,924 840 95%H1: 768 — 911 kommii/mi
?éii nlznq (;;ﬂ?_}é; Rotor-Gene Q 2,862 728 95%J11: 656 — 799 xomuit/mn
P Quant Studio 5 2,841 693 | 95%JU: 621 _ 764 kommuit/m
FLUORITE 2,872 745 95%JAU1: 673 — 816 konwmii/mi
JTnpaiim 2,855 715 95%JU: 643 — 786 kommii/mi
«ITPOB CFX 96 2,867 736 95%U1: 664 — 807 kommii/mi
A-HK- Rotor-Gene Q 2,901 797 95%JH: 725 — 868 kommii/mi
ITIJTFOC» Quant Studio 5 2,905 804 95%JU: 732 — 875 komuii/mi
FLUORITE 2,900 794 95%JU: 722 — 865 xommid/Min
ATnpaiim 2,933 858 95% A1 786 — 929 konmid/mit
CFX 96 2,864 732 95%JU1: 660 — 803 kommii/mi
S;ZICFIKQ» Rotor-Gene Q 2,871 742 95%JH1: 670 — 813 kommii/mi
P Quant Studio 5 2,895 785 95%JM: 713 — 856 xommid/Mix
FLUORITE 2,879 757 95%JU: 685 — 828 xommid/Mit
ATnpaiim 2,905 803 95%JAW: 731 874 konumii/mi
CFX 96 2,848 705 95%JU: 633 — 776 konwii/mi
?;l;fmznq C‘;ﬂ?f;} Rotor-Gene Q 2,867 735 95%]111: 663 — 806 Kommit/Mi
P Quant Studio 5 2,866 735 95%J1U1: 663 — 806 xommid/ M
FLUORITE 2,896 787 95%JU: 715 — 858 xommid/Min
ATnpaiim 2,866 735 95%JU: 663 — 806 xommiA/ M
«I1POB CFX 96 2,854 715 95%JU1: 643 — 786 kommii/mi
A-HK- Rotor-Gene Q 2,860 724 95%JH1: 652 — 795 komwii/mi
TUJIIOC» Quant Studio 5 2,884 766 95%J1: 694 — 837 komwii/mi
FLUORITE 2,857 720 95%JU: 648 — 791 xommii/Min
ATnpaiim 2,855 715 95%JU: 643 — 786 xommii/Min
CFX 96 2,867 736 95%JU1: 664 — 807 komwii/Mi
B;Zlc{TK;m Rotor-Gene Q 2,901 797 95%JU: 725 — 868 komwii/mi
P Quant Studio 5 2,905 804 95%JH1: 732 — 875 komwii/mi
FLUORITE 2,900 794 95%JU: 722 — 865 xommid/Min
ATnpaiim 2,900 794 95%JU: 722 — 865 xommid/Min
CFX 96 2,876 751 95%JU: 679 — 822 xommid/Min
?g‘iﬂim C‘;ﬂ?}é‘» Rotor-Gene Q 2,904 802 95%]11: 730 — 873 Kommit/Mi
P Quant Studio 5 2,888 773 95%J11: 701 — 844 komwii/mi
FLUORITE 2,905 804 95%JU: 732 — 875 xommid/Mi
ATnpaiim 2,941 872 95%J1: 800 — 943 xommii/Mi
«ITPOB CFX 96 2,888 772 95%JM: 700 — 843 xommid/Min
A-HK- Rotor-Gene Q 2,881 761 95% 11 689 — 832 komwii/mit
TTIJTIOC» Quant Studio 5 2,911 815 95%JI1: 743 — 886 komwii/mi
FLUORITE 2,869 739 95%JU1: 667 — 810 xommii/ M1
ATnpaiim 2,872 745 95%JU: 673 — 816 xommii/Mix

JIHK BITY «HK- o - =
53 Tana DrcTpar CFX 96 2,895 785 95%AU: 713 — 856 KOHI/II:I/MJ'I
Rotor-Gene Q 2,882 762 95% 11 690 — 833 kormwii/mi
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Quant Studio 5 2,882 762 95%JA1: 690 — 833 konmii/mi

FLUORITE 2,877 753 95%JI1: 681 — 824 kommii/mi

ATnpaiim 2,887 770 95%/A1: 698 — 841 konmii/mi

CFX 96 2,877 753 95%U: 681 — 824 konwii/mi

C‘;ﬁ?fé‘» Rotor-Gene Q 2,886 770 95%]111: 698 — 841 xomuit/m
Quant Studio 5 2,864 730 95%JH1: 658 — 801 kommii/mi

FLUORITE 2,881 761 95%AU1: 689 — 832 konmii/mi

JATnpaiim 2,907 807 95%JAU: 735 — 878 konmii/mi

«I1POB CFX 96 2,903 800 95%U: 728 — 871 konwmii/mi
A-HK- Rotor-Gene Q 2,869 739 95%H1: 667 — 810 kommii/mi
IIJTIOC» Quant Studio 5 2,879 757 95%JU: 685 — 828 kommii/mi
FLUORITE 2,927 845 95%U: 773 — 916 konmii/mi

ATnpaiim 2,870 741 95%JAU1: 669 — 812 konuii/mi

CFX 96 2,898 790 95%U: 718 — 861 komwmii/mi

3(;1:;;;» Rotor-Gene Q 2,861 726 95%U: 654 — 797 konwii/mi
Quant Studio 5 2,881 760 95%J1: 688 — 831 kommii/mi

FLUORITE 2,912 817 95%JU: 745 — 888 xommid/min

ATnpaiim 2,875 751 95%11: 679 — 822 xonwid/mit

CFX 96 2,886 768 95%U: 609 — 752 xommid/mi

g;l;fmznq C‘;ﬂg_ﬁ; Rotor-Gene Q 2,906 305 95%]111: 733 — 876 Kommit/Mi
Quant Studio 5 2,873 746 95%JU1: 674 — 817 komwii/mi

FLUORITE 2,910 812 95%J1: 740 — 883 xommid/Min

ATnpaiim 2,857 719 95%AU: 647 — 790 xomwii/mit

«I1POB CFX 96 2,900 794 95% 1A 722 — 865 Komuii/mit
A-HK- Rotor-Gene Q 2,871 743 95%JU1: 671 — 814 konmii/mi
IIUTIOC» Quant Studio 5 2,889 775 95%JH: 703 — 846 kommii/mi
FLUORITE 2,910 812 95%JU1: 740 — 883 xommid/mi

ATnpaiim 2,907 807 95%JU: 735 — 878 xommid/Min

CFX 96 2,903 800 95%JM: 728 — 871 xommid/ M

BEISITI;;)) Rotor-Gene Q 2,869 739 95%JU1: 667 — 810 komwii/mi
Quant Studio 5 2,879 757 95%JH1: 685 — 828 kommii/mi

FLUORITE 2,927 845 95%JH: 773 — 916 komwmii/mi

ATnpaiim 2,913 819 95%JU: 747- 890 xommit/mi

CFX 96 2,873 746 95%JU: 674 — 817 xommid/Mi

é[fﬁmgm Cﬁ?fé‘» Rotor-Gene Q 2,892 779 95%IM: 707 — 850 kommit/mi
Quant Studio 5 2,888 773 95%JU1: 701 — 844 komwii/mi

FLUORITE 2,874 749 95%JH1: 677 — 820 komwii/ M

ATnpaiim 2,933 858 95%JU: 786 — 929 xommii/Min

«I1POB CFX 96 2,864 732 95%U1: 660 — 803 kommii/mit
A-HK- Rotor-Gene Q 2,871 742 95%JU: 670 — 813 xommid/ M
TITIOC» Quant Studio 5 2,895 785 95% 11 713 — 856 komwii/mi
FLUORITE 2,879 757 95%JIH1: 685 — 828 kommii/mi

4.2.4 J/InHelHbI 1MaNa30H U3MePeHUs

Jlunerinocts Habopa peareHToB «BIIY-TecT» B COOTBETCTBHH C
I'OCT P 51352-2013 onpenensuii METOJOM TECTUPOBAHUSA CEPHUH
pa3BeaeHuH, KoTopas BKItoudaia 10 o0pa3ioB maHenu, NePeKPHIBAIOIITNX
npezrnonaraeMbelii  TMHEHHbIM nuana3zoH. OOpasibl MaHeNId TOTOBHIU
MyTEeM pa3BeCHUs CJeyIOIMNX CTAHAAPTHLIX 00pa3LoB:
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- Mexnynapoansiii crannapt BO3 «Komtekuusi MexyHapOaHBIX
crangaptoB BO3 renorunos JIHK Bupyca nmanminomsl yenoBeka (BITY)
HPV31, HPV33, HPV45, HPV52, HPV58», Kom NIBSC: 19/226
(mpexacrapinsieT cOO0H KOJUIEKITUIO MEPBBIX MEKYHAPOIHBIX CTaHIAPTOB
renotunoB JJHK BITY HPV31, HPV33, HPV45, HPV52, HPV58 (kxoasr
NIBSC 14/258, 14/260, 14/104, 14/262, 14/264 cOOTBETCTBEHHO);

- Mexxnynapoansiii crannapt BO3 «Komiekuusi MeX1yHapOaHBIX
crangaptoB BO3 renorunos JIHK Bupyca manminomsl yenoBeka (BITY)
HPV16, HPV18, HPV6, HPV11», Kog NIBSC: 19/224 (npencrasiuser
co00OM KOJUJICKLHMIO TEPBBIX MEXKIYHApOIHBIX CTAHJIAPTOB T'€HOTHUIIOB
JHK BITY HPV16, HPV18, HPV6, HPV11 (komet NIBSC 06/202,
06/206, 14/256, 14/100 COOTBETCTBEHHO).

B cBa3u ¢ Tem, yto nmo otHomeHui0 K JTHK Bupyca nanuiiomsl
yesaoBeka (BITY) 44, 26, 35, 39, 51, 68, 56, 59, 66, 53, 73, 82 Tunos
OTCYTCTBYIOT cepTuuuupoBannbie uuctele CO, TO B KauecTBe
apourpaxuoro CO, nmo otHomenutww k JHK Bupyca nmanwiiomsl
yesaoBeka (BIIY) 44, 26, 35, 39, 51, 68, 56, 59, 66, 53, 73, 82 Tunos,
WCIIOJIH30BAJIM BBIJICJICHHYIO M3 OMOJIOTMYECKOr0 Marepuaia 4eloBeKa
JHK uccienyempix aHaIUTOB:

Ne i/ HaumenoBanue Yposens JHK, Ypogens J1HK, log10
o0pa3ua KONUi/ M KOMM A/ MJI
1 CO-BIT444 67608 4,83
2 CO-BITY26 231847 5,37
3 CO-BITY 35 8102022 6,91
4 CO-BITY 39 11406 4,06
5 CO-BIIY 51 1068111 6,03
6 CO-BITY 68 1318281 6,12
7 CO-BITY 56 53342 4,73
8 CO-BITY 59 2628447 6,42
9 CO-BITY 66 265880 5,42
10 CO-BITY 53 3323253 6,52
11 CO-BIIY 73 174590 5,24
12 CO-BIIY 82 95912 4,98

Ha ocHoBaHuUM pe3ynpTaTOB UCCIEN0BAHUS JIMHEWHOTO AMANa30HA
MOJKHO 3aKJIIOYUTh, YTO JuIsi 00pa3uoB oobeMoMm 100 MK pe3yibTaThl
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aHanm3a Habopom peareHToB «BITU-TecT» SBSIOTCS JTHMHEHHBIMH B
muanasone 1x10° — 2x10° xomuii/Min ¥ JeMOHCTPUPYIOT MaKCHMAJIbHOE
OTKJIOHCHHE OT JIMHUH perpeccuu He Boime yem + 0,22 logl0.

4.2.5 Ilpenu3MOHHOCTbL B YCJOBHUSIX TOBTOPSIEMOCTH H
BOCIIPOM3BOAUMOCTH:

1. Koadduuuent Bapuanuu B YCIOBUSX MOBTOPSIEMOCTH HaboOpa
cocTaBigeT He Ooiee 6%;

2. KoadpduuueHnt Bapuamuu B YCIOBUSX BOCIPOU3BOJUMOCTH
Habopa cocTaBisgeT He Oonee 7%.

4.2.6. MeTpoJiorudyeckasi MpPoOCJIeKHBAEMOCTh KaTUOPOBKUA H
MPUIMCAHHOE 3HaUeHUe KanuOpaTopoB koHeyHoro noibs3zoBarensi— KO,
KO-1, KO-2, Bxonamux B coctaB Habopa peareHToB «BIIY-tect», u
pabounx kanubpatopoB COII-KOY-6/11/44, COII-KOY-16/18/26,
COII-KO4-31/33/35, COII-KO4Y-39/45/51, COII-KOY-52/68/56,
COII-KO4-58/59/66, COII-KOY-53/73/82, COII-KO4Y-16/18, COII-
KO4-31/33, COII-KO4Y-6/11, COII-BIIY B coorBerctBun ¢ I'OCT P
NCO 17511— 2022.

Hepapxus kanubpoBku mno otHomennw k JHK Bupyca
nanuuioMmsl 4vejioBeka (BIIY) 6, 11, 16, 18 TumoB mnposeneHa c
MEXIYHAPOJHBIM  OOIIEHPUHATHIM ~ KaaHOpaToOpoM,  ONPEACISIOIINM
uzmepsiemyto Benuuuny (. 5.5 TOCT P UCO 17511— 2022):

- Mexnynaponubiii crangapt BO3 «Kosutekims MexTyHapOoIHbIX
cranaaptoB BO3 renorunos JJHK Bupyca nammmiomsr yenoseka (BITY)
HPV16, HPV18, HPV6, HPV11», Koxg NIBSC: 19/224, cocrosmuii u3
CTaHJApTHBIX 00pa31IOB:

JHK BITY16 (06/202) cocraBnser 5 x 1076 ME na ammyny;

JIHK BITY18 (06/206) coctasnsiet 5 x 1076 ME na amnyny;

JHK BITY6 (14/256) coctasnsiet 1 x 1077 ME nHa ammyny;

JIHK BITY11 (14/100) coctaBnset 1 x 107 ME Ha ammyy.

Hepapxus kanubpoBku mno otHomennw k JHK Bupyca
nanwuiomMsl yejoeka (BIIY) 31, 33, 45, 52 u 58 TunoB nposeneHa ¢
MEXIyHapOJAHBIM  OOLIENPUHSTHIM  KaJMOpaTOpoOM, OIPEAESIONIUM
n3Mepsiemyto Bennuuny (. 5.5 'OCT P UCO 17511— 2022):

- Mexnaynapoansiii crannapt BO3 «Komtekuust MexIyHapOaHBIX
crannaptoB BO3 renorunos JJHK Bupyca nammiomsr yenoeka (BITY)
HPV31, HPV33, HPV45, HPV52, HPV58», Kox NIBSC: 19/226,
COCTOSALINH U3 CTAaHJAPTHBIX 00Pa3IOB:
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JHK BITY31 (14/258) cocraBnsier 1,6 x 1077 mexmayHapOIHBIX
equnul (ME) Ha amnyony;

JIHK BITY33 (14/260) cocraBnser 1,6 x 1007 ME nHa amnyiy;

JIHK BITY45 (14/104) cocrausier 1 x 107 ME na ammyay;

JHK BITY52 (14/262) cocraBnser 7,9 x 1006 ME na ammyiy;

JHK BITY58 (14/264) cocraBusier 7,9 x 10"6 ME na ammyiy.

Hepapxuss kanuOpoBkum mno otHomenuro k JHK Bupyca
nanuuiomsl Yejioeka (BITY) 44, 26, 35, 39, 51, 68, 56, 59, 66, 53, 73,
82 TumoB nposenena B coorBerctBuu ¢ 1. 5.7 'OCT P UCO 17511—
2022 g U3MepeHuil ¢ METPOJIOTUYECKON MPOCIIEKNBAEMOCTHIO TOJIBKO
JI0 BHYTPEHHHUX MPOU3BOJIbHO orpeneiaeHHbIx CO nmpou3BoauTes.

B kauectBe apoutpaxsnoro CO, no orHomenunio k JJHK Bupyca
nanuwiiomMsl yeaoBeka (BIIY) 44, 26, 35, 39, 51, 68, 56, 59, 66, 53, 73,
82 TumnoB, KUCroNb30BAIU BBIACIEHHYIO U3 OMOJIOIMYECKOro Marepuaia
yenoBeka JIHK uccreayeMbIx aHAIUTOB:

Ne HaumenoBanme Yposens THK, Yposens JTHK,
n/n oOpa3zua KONUIi/ M log10 xkonuii/ma

1 CO-BIT444 67608 4,83

2 CO-BITY26 231847 5,37

3 CO-BITY 35 8102022 6,91

4 CO-BITY 39 11406 4,06

5 CO-BITY 51 1068111 6,03

6 CO-BITY 68 1318281 6,12

7 CO-BITY 56 53342 4,73

8 CO-BITY 59 2628447 6,42

9 CO-BITY 66 265880 5,42

10 CO-BITY 53 3323253 6,52

11 CO-BITY 73 174590 5,24

12 CO-BIIY 82 95912 4,98

OOGmias mepapxus KaTHMOpPOBKH C yKa3aHHEM HEONPEIeICHHOCTH
U3MEpEHMIT Ha Ka)KIOM dTare mpeacrasieHa B Tadbmnuie 10.

Tabnuua 10
Awnanur Oopazery Tumn obpazua Mpunucann | Heonpenen | CymmapHnas Pacumpennas
oe €HHOCTh CTaH/apTHas CyMMapHast
3HaUYeHHE | WU3MEPEHWH | HeompejeleH | HeompejeieH
KOHIICHTpPA HOCTb HOCTb
vt
MesxyHapoH Mexaynapon | 5x 1076 U, 3(BMIY16] u(y) = 0,09 | U(y)=0,18
Bl HBIi ME nHa = 0,05
JIHK OOIIETPUHATHINA | OOMENPUHAT aMITy Ty
BIT416 Kanopartop BII
JHK  BITY16 | xamubpatop
(06/202) (13
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Kosexuumn
NIBSC: 19/224)

COII-KOY- PaGouwnii 500 u, 4 (BITY16)
16/18/26 Kanubparop KO/ MJI =0,04
COII-KOY- 500

16/18 KOTTHI/MJT

COII-BITY 200 000

KOTHH/MJIT
KO-1 Kanu6patop 1x10° u, 5(BITY16)
MU IVD | xomwmii/mi = 0,05
KO-2 KOHEYHOTO 1x10* Ueq (BITY16)
[0JIb30BATENS | KOIMIA/MII =0,08
KO 1x10°
KOTTHI/MJT

MesxyHapoH Mexaynapon | 5x 1076 U, 3(BIIY18] u(y) = 0,11 | U(y) =0,22

Bl HBII ME na = 0,06

OOIIENPUHATBIA | OOIIENPUHSAT amIryJty

Kaiaudparop bl

JHK  BITY18 | xamubpatop

(06/206) (u3

Kostexunu

NIBSC: 19/224)

COII-KOY- Pabounit 500 Up 4 (BIT418)
JTHK 16/18/26 Kajaubparop KOITHI/MJT = 0,04
BITY18 COII-KOY- 500

16/18, KO/ MJI

COII-BITY 200 000

KO/ MJT
KO-1, Kanu6patop 1x10° u, 5 (BI1Y18)
MU IVD | xomwmii/mit =0,07
KO-2, KOHEYHOTO 1x10* Ucq (BITY18)
MOJIL30BATENS | KOIMIA/MII =0,10
TIKO 1x10°
KO/ MJIT

MeskIyHapoIH Mesxaynapon | 1x 10M7 U, 3(BIIY6) | u(y) = 0,08 | U(y) =0,16

Bl HBIH ME Ha = 0,05

OOIIENPUHATHIA | OOIIENPUHST amIryJty

KanopaTop Bl

JTHK BITY6 | xammbpartop

(14/256) (u3

Komexun

NIBSC: 19/224)

COII-KOY- Pabounit 500 u, 4(BITY6)
JIHK 6/11/44, Kaybparop KOTTHH/MJT =0,03
BITU6 COII-KOY- 500

6/11, KOTITHI/MIT

COII-BITY 200 000

KO/ MJT
KO-1, Kanu6parop 1x10° u, 5(BITY6)
MU IVD | komwmit/mn = 0,04
KO-2, KOHEYHOTO 1x10* Ucq (BITY6)
MOJIB30BATENS | KOIMIA/MIT =0,07
IIKO 1x10°
KO/ MJT
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Mexaynaponn | Mexaynapon | 1x 10°7 Uy, 3(BIY11] u(y) = 0,09 | U(y) =0,18
Bl HBII ME na = 0,04
OOWIENPHUHATHIH | OOMIEHPHHST amITyJty
Kajudparop bl
JHK  BITY11 | xanubpatop
(14/100) (u3
Komnexiuu
NIBSC: 19/224)
COII-KOY- Pa6ounit 500 Uy 4(BITY11)
JTHK 6/11/44, Kanubparop KO/ MJI =0,05
BITY11 COII-KOY- 500
6/11, KO/ MJI
COII-BITY 200 000
KOTHH/MJI
KO-1, Kanu6patop 1x10° u,5(BITY11)
MU IVD | komwmii/mi = 0,04
KO-2, KOHEYHOTO 1x10* Ugq (BMIY11)
MOJIb30BATENS | KOIUM/MIT =0,08
TIKO 1x10°
KOIHUA/MIT
JIHK MesxyHapo Mexaynapox | 1,6 x 1077 U, 3(BIIY31)] u(y) = 0,08 | U(y) =0,16
BITU31 Bl HBIH ME Ha =0,03
OOIIENPUHATBIA | OOIIENPUHSAT amIryJty
Kajudparop Bl
JHK  BITY31 | xamubpatop
(14/258) (u3
Komnexuyn
NIBSC: 19/226)
COII-KOY- Pa6ounit 500 Up 4 (BIY31)
31/33/35, Kajamuoparop KOTTHH/MJT = 0,04
COII-KOY- 500
31/33, KO/ M
COII-BITY 200 000
KOMHH/MIT
KO-1, Kamu6parop 1x10° u, 5 (BIY31)
MU IVD | xomwmii/mit = 0,04
KO-2, KOHEYHOTO 1x10* Ugq (BMTY31)
[OJIL30BATENS | KOTIHM/MIT =0,06
IIKO 1x10°
KOMHH/MIT
JIHK MeskIyHapoIH Mesxaynapon | 1,6 x 10M7 Uy, 3(BIIY33)] u(y) = 0,09 | U(y)=0,18
BITYU33 Bl HBII ME Ha =0,05
OOIIENPUHATHIA | OOIIENPUHST amIryJty
KanopaTop BIi
JHK  BITY33 | xanmmbparop
(14/260) (u3
Komnexiyn
NIBSC: 19/226)
COIT-KOU- PaGounit 500 w,, ,(BIY33)
31/33/35, Kanubparop KO/ MJT = 0,04
COII-KOY- 500
31/33, KOITHI/MJT
COII-BITY 200 000
KOTHH/MIT
KO-1, Kanm6parop 1x10°
MU IVD | komwmit/mn
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KO-2, KOHEYHOTO 1x10* u, 5(BITY33)
[OJIB30BATENS | KOMMHA/MII = 0,04
IIKO 1x10° Ugqr (BITU33)
KOMHMIT/MI =0,08
JIHK MesxyHapo Mexaynapon | 1x 1077 Uy, 3(BIIY45] u(y) = 0,10 | U(y) =0,20
BIT4U45 13171 HBII ME na =0,03
OOIIENPUHATBIA | OOIIENPUHSAT amIryJty
Kajudparop bl
JHK  BITY45 | xamubpatop
(14/104) (u3
Komnexiuu
NIBSC: 19/226)
COII-KOY- Pa6ounit 500 Uy 4(BI1445)
39/45/51, Kanubparop KO/ MJI =0,05
COII-BITY 200 000
KOMIHMIT/MIT
KO-1, Kasmb6parop 1x10° u, 5 (BIT445)
MU IVD | komwmit/mn = 0,05
KO-2, KOHEYHOT0 1x10* Ugq (BITU45)
MOJIb30BATENA | KOIUI/MII = 0,08
IIKO 1x10°
KOIUA/MIT
JTHK MesxayHapo i Mexaysapox | 7,9 x 1076 Uy 3(BIY52)] u(y) = 0,10 | U(y) =0,20
BITYS52 BIi HBII ME Ha =0,03
OOLIENPHUHATHI | OOLIENPHHST amILyJry
Kaauoparop Blii
JHK  BITY52 | xamubparop
(14/262) (u3
Komnekuyn
NIBSC: 19/226)
COII-KOY- Pabounit 500 Up 4(BITY52)
52/68/56, Kaybparop KOTHH/MJIT =0,06
COII-BITY 200 000
KOITHIH/MIT
KO-1, Kamu6parop 1x10° u, 5 (BIY52)
MU IVD | xomwuii/mn =0,06
KO-2, KOHEYHOTO 1x10* Ucq (BMIY52)
MOJb30BATENS | KOIUI/MI =0,09
IIKO 1x10°
KOITHIH/MIT
JIHK MesxyHapo Mexaynapox | 7,9 x 1006 U, 3(BIYS58] u(y) = 0,09 | U(y) =0,18
BITYSS8 BIi HBIN ME nHa = 0,06
OOIIETPUHATHIN | OOMENpPHUHAT amITy Ty
Kaiauoparop Bl
JHK  BITYS8 | xanmumbpatop
(14/264) (u3
Komnexunn
NIBSC: 19/226)
COII-KOY- PaGounit 500 u, 4(BITY58)
58/59/66, Kaiaudparop KOITHI/MIT =0,03
COII-BITY 200 000
KOTHH/MIT
KO-1, Kanu6patop 1x10° u, 5(BITY58)
MU IVD | komwmit/mn = 0,05
KO-2, KOHEYHOTO 1x10*
TIOJTB30BATENS | KOMMI/MII
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IIKO 1x10° Ueq (BITUS8)
KOIITHI/MIT = 0,08
JIHK CO-BITY44 Ap6urpaxusr | 4,83 logl0 U3 (BIIY44) u(y) = 0,09 | U(y) =0,18
BITU44 " KOITHI/MJT = 0,06
CTaHAAPTHBIN
obpasert
[POHU3BOHTE
15t
COII-KOY- PaGouwnii 500 u, ,(BIT444)
6/11/44 Kajaubparop KO/ MJT =0,05
COII-BITY 200 000
KOTHH/MJI
KO-1, Kanu6patop 1x10° u, 5 (BI1944)
MU IVD | xonmii/mi =0,01
KO-2, KOHEYHOTO 1x10* Ugq (BITY44)
M0JIL30BATENS | KOIMIA/MII =0,08
KO 1x10°
KOTHH/MJIT
CO-BITH26 ApGurpaxusl | 5,37 logl0 | u,,;(BN4Y26] u(y) = 0,11 U(y) =0,22
" KO/ MIT = 0,06
CTaHAAPTHBIH
obpasery
[IPOHU3BO/IUTE
151
COII-KOY- Pabounit 500 Up 4 (BIT426)
JIHK 16/18/26, Kajaubparop KOTTHH/MJT =0,05
BIT4Y26 COII-BITY 200 000
KOIUA/MIT
KO-1, Kanmu6parop 1x10° u, 5(BI14Y26)
MU IVD | xonwuii/mn = 0,05
KO-2, KOHEYHOTO 1x10* Ueq (BITY26)
MOJIL30BATENS | KOIMIA/MI = 0,09
IIKO 1x10°
KOTHH/MJIT
JIHK CO-BITY35 Ap6urpaxusl | 6,91 logl0 Uy 3(BIY35)] u(y) = 0,13 | U(y) =0,26
BITY35 " KOITHH/MJT = 0,09
CTaHJapTHBIN
obpasery
MPOU3BOIUTE
st
COII-KOY- Pabounit 500 Up 4 (BIUY35)
31/33/35, Kanubparop KO/ M =0,05
COII-BITY 200 000
KOMHH/MIT
KO-1, Kanu6patop 1x10° u,5(BITY35)
MU IVD | komwmit/mn = 0,06
KO-2, KOHEYHOTO 1x10* Ueq (BITY35)
MOJIL30BATENS | KOIMMA/MII =0,12
IIKO 1x10°
KOIHH/MIT
JIHK CO-BITY39 Ap6utpaxust | 4,06 logl0 U, 3(BMMY39] u(y) = 0,08 | U(y)=0,16
BITY39 " KOITHI/MJIT = 0,04
CTaHJapTHBIN
obpa3ert
MIPOU3BOIUTE
st
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COII-KOY- Pabouwnii 500 u, 4 (BITY39)
39/45/51, Kaiauoparop KO/ MJT =0,01
COII-BITY 200 000
KOIHH/MJI
KO-1, Kasnmb6parop 1x10° u, 5(BITY39)
MU IVD | xomwmit/ma = 0,04
KO-2, KOHEYHOTo 1x10* Ugq (BITU39)
MOJIb30BaTENSA | KOMUI/MII = 0,06
TIKO 1x10°
KO/ MJT
JIHK CO-BITYS1 Apbutpaxsst | 6,03 logl0 Upn3(BIY51)] u(y) = 0,12 U(y) =0,24
BITY51 74 KOIIH/ M =0,07
CTaHJapTHBIN
obpasert
MPOU3BOIUTE
s
COII-KOY- Pabounit 500 Uy 4(BITY51)
39/45/51, Kanubparop KO/ M =0,06
COII-BITY 200 000
KO/ MJT
KO-1, Kanmu6parop 1x10° u,5(BIMY51)
MU IVD | komwmit/mn = 0,04
KO-2, KOHEYHOT0 1x10* Ugq (BMIY51)
MOJIb30BATENA | KOIUI/MIT =0,10
TIKO 1x10°
KO/ MJT
JHK CO-BITY68 ApGutpaxssl | 6,12 logl0 U, 3(BMY68] u(y) = 0,12 U(l) =0,24
BITU68 i KOITHI/MJT = 0,08
CTaHAAPTHBIH
obpasert
MPOU3BOIUTE
st
COII-KOY- Pabounit 500 Uy 4(BI1468)
52/68/56, Kanubparop KO/ M = 0,05
COII-BITY 200 000
KOTHH/MJIT
KO-1, Kamu6parop 1x10° u, 5 (BITY68)
MU IVD | xomwmii/mi =0,05
KO-2, KOHEYHOTO 1x10* Ugq (BI1Y68)
MOJb30BATENS | KOIUI/MI =0,11
TIKO 1x10°
KO/ MJIT
JIHK CO-BITY56 ApGurpaxubl | 4,73 logl0 U, 3(BIIY56] u(y) = 0,09 | U(y) =0,18
BITY56 i KOTTH#/MJT = 0,06
CTaHapTHBIN
obpa3ert
TIPOU3BOIUTE
s
COII-KOY- Pabounit 500 U, 4 (BITY56)
52/68/56, Kanubparop KOTHH/MJT =0,05
COII-BITY 200 000
KOTHH/MJT
KO-1, Kanu6parop 1x10° uy, 5 (BIY56)
MU IVD | xomwuii/mn =0,01
KO-2, KOHEYHOTO 1x10*
MOJIL30BATENS | KOIMIA/MII
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IIKO 1x10° Ueq (BITUS6)
KOIITHI/MIT = 0,08
JIHK CO-BITY59 Ap6urpaxusr | 6,42 logl0 U, 3(BMIY59] u(y) = 0,12 | U(y) =0,24
BITY59 " KOITHI/MJT = 0,06
CTaHAAPTHBIN
obpasert
[POHU3BOHTE
15t
COII-KOY- PaGouwnii 500 Uy 4(BITY59)
58/59/66, Kajaubparop KO/ MJT 0,04
COII-BITY 200 000
KOTHH/MJI
KO-1, Kanu6patop 1x10° u, 5(BITY59)
MU IVD | xonmii/mi =0,07
KO-2, KOHEYHOTO 1x10* Ucq (BITY59)
M0JIL30BATENS | KOIMIA/MII =0,10
IIKO 1x10°
KOTHH/MJIT
JIHK CO-BITH66 Apbutpaxssl | 5,42 logl0 U, 3(BIY66] u(y) = 0,09 | U(y) =0,18
BITU66 i KOTTH#/MJT = 0,05
CTaHAAPTHBIH
obpasery
[IPOHU3BO/IUTE
151
COII-KOY- Pabounit 500 Up 4 (BIT466)
58/59/66, Kajaubparop KOTTHH/MJT =0,04
COII-BITY 200 000
KOIUA/MIT
KO-1, Kanmu6parop 1x10° u, 5 (BI1Y66)
MU IVD | xonwuii/mn =0,03
KO-2, KOHEYHOTO 1x10* Ucq (BITY66)
MOJIL30BATENS | KOIMIA/MI =0,07
IIKO 1x10°
KOITHIH/MIT
JIHK CO-BITY53 ApoGurpaxusl | 6,52 logl0 U, 3(BIYS53)] u(y) = 0,09 | U(y) =0,18
BITY53 " KOITHH/MJT = 0,05
CTaHJapTHBIN
obpasery
MPOU3BOIUTE
st
COII-KOY- Pabounit 500 Up 4 (BITY53)
53/73/82, Kanubparop KO/ M =0,02
COII-BITY 200 000
KOMHH/MIT
KO-1, Kanu6patop 1x10° u,5(BITY53)
MU IVD | komwmit/mn = 0,05
KO-2, KOHEYHOTO 1x10* Ueq (BITY53)
MOJIB30BATENS | KOIHMIA/MIT =0,07
IIKO 1x10°
KOIHH/MIT
JIHK CO-BITY73 Ap6utpaxusl | 5,24 logl0 U, 3(BMIY73] u(y) = 0,10 | U(y) =0,20
BIIY73 " KOITHI/MJIT = 0,06
CTaHJapTHBIN
obpa3ert
MIPOU3BOIUTE
st
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COII-KOY- Pabouwnii 500 U, 4 (BITY73)
53/73/82, Kaiauoparop KO/ MJT =0,03
COII-BITY 200 000
KOIHH/MJI
KO-1, Kasnmb6parop 1x10° u, 5(BIMY73)
MU IVD | xomwmit/ma = 0,05
KO-2, KOHEYHOTo 1x10* Ugq (BIU73)
MOJIb30BaTENSA | KOMUI/MII = 0,08
TIKO 1x10°
KO/ MJT
JIHK CO-BITY82 Apbutpaxsst | 4,98 logl0 U, 3(BIY82] u(y) = 0,10 U(y) =0,20
BITYS2 74 KOIIH/ M =0,07
CTaHJapTHBIN
obpasert
MPOU3BOIUTE
s
COII-KOY- Pabounit 500 U 4(BI1482)
53/73/82, Kanubparop KO/ M 0,03
COII-BITY 200 000
KO/ MJT
KO-1, Kanmu6parop 1x10° u, 5 (BI1482)
MU IVD | komwmit/mn =0,02
KO-2, KOHEYHOT0 1x10* Ugq (BIUS2)
MOJIb30BATENA | KOIUI/MIT = 0,08
TIKO 1x10°
KO/ MJT

B kauecTBe BepxHEro mpejena mopora MpUHITHS MEIUITUHCKOTO
pemenus MoxkHo puHATE Umax(y) = 2 log10 xonmii/mur.
N3 tabaumer 10 BuaHO, uTo B cooTBercTBHHM ¢ 1. 4.7.1 ¢) TOCT P

Hnco

17511— 2022 cymMmapHas cTaHAapTHas HEOIpPeneIeHHOCTh

U3MEpEHUs 3HaYeHHUs, TPUCBOCHHOT0 KaiauOparopam MU IVD koneuHoro
nonb3oBatens (KO-1, KO-2, ITIKO) u., HE TpeBbIIIAET OMYCTUMYIO
noito Umax(y) cneundukanun ans MU IVD ¢ yderom kosrddunmenta
oxBaTa k (k= 2, st ypoBHS 1I0CTOBEpPHOCTH NMPUOIU3UTEIBHO 95 %):

Ucal S% Umax(y) =1

N B coorBerctBuu ¢ m. 4.1 ¢) T'OCT P UCO 17511— 2022
OIICHEHHAasT CyMMapHas pacIIMpeHHas HEOIMPEICIICHHOCTh H3MEpPEeHUN
U(y) He mpeBbIIaeT MaKCUMaJbHO JOMYCTUMYIO HEOMpeAeeHHOCTh
n3mepennst Umax(y):

U@y) < Umax(y)=2
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4.2.7 Bniusinve unTepepupyonux BenecTs 1 OrpaHuYeHus 1o
HCNOJIb30BAHNI0 AHAJTU3UPYEMOr0 MaTeprasa

Bnusinue noreHnuanbHo MHTEP(EpUPYIOMIUX BEUIECTB HA paboTy
Habopa pearentoB «BITY-tect» OBUIO TPOBEpPEHO B OTHOLICHHUU
NOTEHLUANbHO  MHTEP(EPUPYIOUIMX  BEUIECTB, KOTOPbIE  MOTYT
BCTpEUaThCs P HOPMAJIbHOM UCIOJIb30BaHUU Habopa peareHToB «BITY-
TECT», U, MPEOJIOKUTEIHHO, BIUITH Ha CIIOCOOHOCTh HAbOpa peareHToB
BbI/1aBATh JJOCTOBEPHBIE PE3YJIbTATHI.

HuTepdepupyroiue BemecTa MOryT IPOUCXOAUTD OT CIEAYIOIIUX
BHEILIHUX U BHYTPEHHUX UCTOYHUKOB:

1) BemiecTBa, UCMONb3yEeMbIE MPH JICUCHUHU MallMeHTa (HAIpUMep,
JIEKapCTBEHHBIE CPEJICTBA);

2) BeriecTBa, BCTPEUAIOLIUECS B KOHKPETHBIX BUAAX 00pas3IoB — B
JAHHOM Cllydae, 3arps3HeHHe KIMHUYECKOTO o0pasia reMorioOnHOM
KpoBu MoxeT uHruouposarh [P mpu HemocTtaTouHO#l OYHMCTKE MpHU
npoBeieHuH npoueaypsl BeiaeneHus JHK;

HccnenoBaHHble KOHIIGHTpAIIMM WHTEP(EPUPYIOIIUX BELIECTB
npuBeseHbl B Tabnuue 11.

Tabmuna 11 — MaTepdepupyromue BemecTna

MaxkcuManbHast
Wntepdepupyronye BemecTsa JOIycTAMAst
KOHLICHTPALHS
JHI0reHHble MHTep(epupyIoLIMe BellecTBa
I'emornoOuH 100 mMr/mn
MyuwH 50 Mr/mi
JK30reHHble HHTepdepupyOLIMe BellecTBa
XJ10preKCUANH 0,05 r/mn
Mupamuctus (OeH3mTARMETHI| 3
(MHPHUCTOMIIAMHMHO) PO |aMMOHUS XJIOpUAa 0,1 Mxr/mn
MOHOTHUAPAT)
Knorpumazon 200 mr/mi
OrpanuyveHust no HCI0JIb30BAHUIO aHAJIM3UPYEMOro
MaTepuaJja:

- aHAIM3UPYEMBIl MaTepual He MOJUICKUT HUCIOJIb30BAHUIO IPH
HapylIEHUH YCJIOBUH XpaHEHUs M TPAHCIOPTUPOBKU (TeMmmeparypa,
POJOKUTEIbHOCTh, MHOTOKPATHOE 3aMOpaKUBaHUE-OTTAUBAHUE);

- HE JIOIIyCKAaeTCs HCIOJIb30BaHHWE 00pas3loB, 3arps3HEHHBIX
OCTOPOHHUM OMOJIOTHYECKUM MaTepUAIIOM.
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4.2.6 buosornyeckue pepepeHTHbIE HHTEPBAJIbI

buonornueckuit pedepentHsiii uHTepBan yposHs JIHK Bupyca
nanuuioMbl yenoBeka (BITY) Huzkoro kanneporeHHoro puicka 6, 11, 44
TUIIOB U BBICOKOT'O KaHIIEpOTeHHOro pucka 16, 18, 26, 31, 33, 35, 39, 45,
51, 52, 68, 56, 58, 59, 66, 53, 73, 82 tunoB cpeau 796 manueHTOB B
BO3pacTe OT 2 10 73 JeT, yCTaHOBJIEHHBIN MO pe3yJsibTaTaM KIMHUYECKUX
UCIbITaHu#, coctaBisger oT 3,36 mo 6,98 logl0 komwmii/mn. Menuana
xkoHuentpauuu JJHK CMV B Beibopke cocraBiset 5,20 logl10 kommit/mit.

4.3. XapakTepucTHKH KIMHUYeCKoil 3¢ pekTHBHOCTH

Jasi  npoBedeHMsT — KJIMHUYECKMX  MCOBITAHUWIT  ObLIO
HCMO0JIb30BaHO 796 00pa310B KJIMHUYECKOT0 MaTepuaJsia yejaoBeka (91
- OmonTara, 135 - Ma3KOB CO CIIM3HUCTOM O00O0JOYKHM Biaranumia, 145 -
MouHu, 71 — cekpeta mpocTaTsl, 135 — cocko00B u3 yperpsl, 147 - cockoboB
U3 IEPBUKAIBHOTO KaHaia, 72 - 3sKysITa), OT MallMeHTOB B BO3pacTe OT 2
I0 73 JeT ¢ YCTaHOBJIEHHBIM JTUArHO30M HH()HUIIMPOBAHHUS BUPYCOM
nanwuioMmsl yenoBeka (BIIY), BHe 3aBucuMocTH OT (OpMBI U CTaguu
3a00JIeBaHUS BCEX TPYIII HACEIICHUSI.

B coorBercTBHM ¢ pekoMeHAAUMAMU ~ MeEXAyHApOIHOIrO
PYKOBOJICTBA CLSI EP09-A3 KJIIMHUYECKHE HUCCIIEI0OBAHUS
peKOMEHyeTCsl MPOBOANUTE HE MeHee ueM Ha 40 KIMHUYecKuX o0pasiax.
C neJib10 NpoBeieHUsI HCCJIeJ0BaHNH HA 00/1b1IeM 00beMe BbIOOPKH,
B coorBercTBUU ¢ Ppexkomenaamusimu CLSI EP09-A3, kaxabiid
o0pa3en OblI NMPOTECTHPOBAH B 4 MOBTOPAX HauyMHas C MPOLEAYPHI
npoBenenus Boiaenenus JHK.

Kaxapiii oOpaserr ObLI MPOTECTHPOBAH B YETHIPEX IMOBTOpPax C
MOMOIIbIO HcceayeMoro Habopa peareHToB «Habop peareHToB st
KaueCTBEHHOTO M KOJIUYECTBEHHOTO ompeaencHus U AuddepeHimanuu
JIHK Bupyca manuiuiomsl yenoBeka (BITY) HU3KOro kaHIEpPOreHHOIO
pucka 6, 11, 44 TUIIOB U BHICOKOTO KaHIIEPOT€HHOTO pucka 16, 18, 26, 31,
33,35, 39,45, 51, 52, 68, 56, 58, 59, 66, 53, 73, 82 TUNIOB B KIMHUYECKOM
Marepuase MeronoM MmyibThiieKCHOW IIIP-PB «BIIY-tect» mo TY
21.20.23-060-97638376-2022», mnpouszBoactea OO0 «Tectl'en» wu
Habopa cpaBHEHUS:

- HabGop peareHTOB s  BBISBIEHUSA, THUIOUPOBAHHUS U
KOJIMYECTBEHHOTO ONPEIEICHUs] BUPYyCa MANKIIJIOMbl YEJIOBEKAa METOJIOM
[P (HPV KBAHT) mo TY 9398-032-46482062-2019, nmpousBoicTBa
OO0 "HIIO JHK-Texnomorus", Poccusi, (Perucrpanumonnoe
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yaocroBepenue NedCP  2010/08811 or 12.03.2020), BapuaHT
ncnonaenus HPV kBanr-21, ®acoBka A.

CBHUIETENbCTBOM  MPAaBWIBHOCTH  PabOTHI HCCIIETyeMOT O
MEIUIIUHCKOTO U3eIHs ObLJIO COBIAICHUE PE3YIBTATOB.

Hns  nposenenust III[P-uccnenoBanuss OBLIM  HCIIOB30BaHBI
aMITU(UKATOPBI, PEKOMEHJIyeMble MPOU3BOJIUTENEM HCCIEAYEMOTO
Habopa peareHToB:

- Ammmudukatop aerekrupytommid JTopaitm (OO0 «HITO JIHK-
Texnomorus», Poccus);

- Ammmngukarop CFX 96 («Bio-Rady, CILA);

- Ammmdukarop Rotor-Gene Q («Qiagen», ['epmanus);

- Ammm¢ukarop QuantStudio 5 («Thermo Fisher Scientificy,
CIIIA);

- Ammmudukatop FLUORITE (Xian TianLong Science and
Technology Co, Kuraii)

[Ipu ucnbitanuu 159 00pa3snoB KJIMHMYECKOr0 MaTepHajia
yeJioBeka (25 — cockoO0B U3 IEPBUKAILHOTO KaHama, 23 — COCKOOOB U3
ypeTphl, 24 - Ma3KOB CO CJIIM3UCTON 000710UKH Biaranuiia, 20 - OMonTaToB,
21 —cekpera npoctatsl, 20 — 35KymsiTa, 26 - MOun), He coaepxamux JHK
BITY wuccienyemMbIX THIIOB, HO C MOATBEPKICHHBIM IOJOKHUTEIbHBIM
HanmuuueMm renomHor HK crnenyrommx mukpoopranusmMoB: Lactobacillus
spp., Staphylococcus aureus, Streptococcus agalactiae, CMV, HHVS,
Ureaplasma urealyticum, Ureaplasma parvum, Gardnerella vaginalis,
Mycoplasma genitalium, Mycoplasma hominis, Chlamydia trachomatis,
Candida albicans, EBV, HHV6, HSVI1 HSV2, Varicella Zoster virus,
HEePEeKPECTHON PEaKTUBHOCTH HE HAOJII0/1aI0Ch.

JloBepurenbHbIe WHTEPBAJIBI (aAn) JAArHOCTUYECKUX
XapakTepuCcTHK OyayT paccuumTaHel o Merony Kionmepa u I[lupcona
(Clopper-Pearson Confidience Interval; Clopper, C., & Pearson, E. (1934).
The Use of Confidence or Fiducial Limits Illustrated in the Case of the
Binomial. Biometrika,26(4), 404-413. doi:10.2307/2331986).
JlnarHoctuueckue XapakTepUCTHKH HUCHBITYyeMOro Habopa Obuin
paccuuTaHbl C I0BEPUTEIBLHON BEPOSITHOCTBIO 95 %.

4.3.1 Pe3yabTarhbl H3Yy4YeHUS IUATHOCTHYECKHUX XAPAKTEPUCTHK
1o o0pa3uaM KJIMHHYECKOro MaTepHuaJsia rnpeicTaBieHs! B Tadnuue 12.
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KomuuectBo | KonmuectBo
Bux Habonern | HaGmoAeHH JuarHoctuueckas | JlmarHoctrudyeckast
Heenenyem I/Iccnefl i e HyBCTBHTENBHOCTD cneun(_’pnqﬂocn,v
yeMBblii C JIOBEPHUTEIBHOM C JIOBEPHUTEIBHO
oro MOJIOKHUTENh | OTPHUILIATENH
aHAJIUT BEPOSTHOCTHIO 95 BEPOSITHOCTBIO 95
Marepuaia HBIMH HBIMU o o
npobamMu npobaMu & g
BITY 6 48 640 100 % (95% AN: 100 % (95% OU:
92,60%-100%) 99,43%-100%)
BITY 11 48 640 100 % (95% AN: 100 % (95% OU:
92,60%-100%) 99,43%-100%)
BITY 44 56 632 100% (95% U: 100% (95% OU:
93,62%-100%) 99,42%-100%)
BITY 16 34 604 100 % (95% AN: 100 % (95% OU:
95,70%-100%) 99,39%-100%)
BITY 18 44 644 100 % (95% OU: 100 % (95% OU:
91,96%-100%) 99,43%-100%)
BITY 26 48 640 100 % (95% OW: 100 % (95% OU:
92,60%-100%) 99,43%-100%)
BITY 31 76 612 100 % (95% AU: 100 % (95% OU:
95,26%-100%) 99,40%-100%)
BITY 33 34 604 100 % (95% OU: 100 % (95% OU:
95,70%-100%) 99,39%-100%)
BITY 35 40 648 100% (95% 100% (95% OU:
J1:91,19%-100%) 99,43%-100%)
BITY 39 100% (95% 100% (95% 1U:
ifc’;ﬁgi;‘f 40 648 JUL:91,19%-100%) | 99,43%-100%)
LHOTO BITY 45 40 648 100% (95% 100% (95% OU:
- JAN:91,19%-100%) 99,43%-100%)
BITY 51 o o 100% (95%
40 648 )11/1-190101/;‘509-513’0% ) J111:99,43%-
v 100%)
BITY 52 56 632 100% (95% 100% (95% OU:
JIN:93,62%-100%) 99,42%-100%)
BITY 68 40 648 100% (95% 100% (95% OU:
J1:91,19%-100%) 99,43%-100%)
BITY 56 56 632 100% (95% 100% (95% OU:
J1:93,62%-100%) 99,42%-100%)
BITY 58 48 640 100 % (95% OU: 100 % (95% OU:
92,60%-100%) 99,43%-100%)
BIIY 59 56 632 100% (95% 100% (95% AU:
JA:93,62%-100%) 99,42%-100%)
BITY 66 100 588 100 % (95% OU: 100 % (95% AU:
92,60%-100%) 99,37%-100%)
BIIY 53 48 640 100 % (95% JU: 100 % (95% U:
96,38%-100%) 99,43%-100%)
BIIY 73 44 644 100 % (95% JU: 100 % (95% U:

91,96%-100%)

99.,43%-100%)
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BITY 82 2 52 100 % (95% M: | 100 % (95% JIU:
90,26%-100%) 99.44%-100%)

BITY 6 5 530 100 % (95% JIA: | 100 % (95% JIU:
93,15%-100%) 99,37%-100%)

BITY 11 60 7 100% (95% 100% (95% JIU:
JIA:94,04%-100%) | 99.36%-100%)

BITY 44 s 580 100 % (95% M: | 100 % (95% JIU:
93,15%-100%) 99,37%-100%)

BITY 16 - 560 100% (95% 100% (95% JIU:
JUA:95,01%-100%) | 99.34%-100%)

BITY 18 40 592 100% (95% 100% (95% JIU:
JUA:91,19%-100%) | 99,38%-100%)

BITY 26 a4 58 100 % (95% : | 100 % (95% JIU:
91,96%-100%) 99,37%-100%)

BITY 31 44 58 100 % (95% JIA: | 100 % (95% JIU:
91,96%-100%) 99,37%-100%)

BITY 33 6 se4 100% (95% 100% (95% JIU:
JUA:94,72%-100%) | 99.35%-100%)

BITY 35 40 592 100% (95% 100% (95% JIU:
JUA:91,19%-100%) | 99.38%-100%)

BITY 39 36 596 100 % (95% JIA: | 100 % (95% JIU:
90,26%-100%) 99,38%-100%)

Cocko6 u3 | BITU 45 40 592 100% (95% 100% (95% JIU:
ypeTpbi JUA:91,19%-100%) | 99.38%-100%)
BITY 51 40 592 100% (95% 100% (95% JIU:
JUA:91,19%-100%) | 99,38%-100%)

BITY 52 48 524 100 % (95% JIA: | 100 % (95% JIU:
96,38%-100%) 99,37%-100%)

BITY 68 3 596 100 % (95% U: | 100 % (95% JIU:
90,26%-100%) 99,38%-100%)

BITY 56 5 580 100 % (95% M | 100 % (95% JIU:
93,15%-100%) 99,37%-100%)

BITY 58 40 592 100% (95% 100% (95% JIU:
JUA:91,19%-100%) | 99.38%-100%)

BITY 59 60 s 100% (95% 100% (95% JIU:
JUA:94,04%-100%) | 99.36%-100%)

BITY 66 ™ 528 100 % (95% : | 100 % (95% JIU:
96,52%-100%) 99,30%-100%)

BITY 53 a4 58 100 % (95% IM: | 100 % (95% JIU:
91,96%-100%) 99,37%-100%)

BITY 73 a4 58 100 % (95% JI: | 100 % (95% JIU:
91,96%-100%) 99,37%-100%)

BITY 82 20 92 100% (95% 100% (95% JIU:
JI:91,19%-100%) | 99.38%-100%)

BITY 6 100 % (95% JIA: | 100 % (95% JIU:

Mazxku co 48 >88 96,38%-100%) 99,37%-100%)
CJ%‘“”CTO” BITY 11 s 50 100% (95% 100 % (95% JIU:
gﬂ;’:;‘;}‘lﬁ JU:93,62%-100%) | 99,37%-100%)
iy BITU 44 s 550 100% (95% 100 % (95% JIU:

JI1:93,62%-100%)

99,37%-100%)
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BITU 16 - se4 100% (95% 100% (95% JIU:
JI:95,01%-100%) | 99.35%-100%)

BITY 18 100% (95% 100 % (95% JIU:
40 396 JIA:91,19%-100%) | 99.38%-100%)

BITU 26 48 58 100 % (95% M: | 100 % (95% JIU:
96,38%-100%) 99,37%-100%)

BITU 31 a4 592 100 % (95% IU: | 100% (95% JIU:
91,96%-100%) 99,38%-100%)

BITY 33 6 568 100% (95% 100% (95% JIU:
JI:94,72%-100%) | 99.35%-100%)

BITU 35 36 600 100 % (95% : | 100 % (95% JIU:
90,26%-100%) 99,39%-100%)

BITY 39 36 600 100 % (95% U | 100 % (95% JIU:
90,26%-100%) 99,39%-100%)

BITY 45 20 596 100% (95% 100 % (95% JIU:
JIA:91,19%-100%) | 99.38%-100%)

BITU 51 36 600 100 % (95% I: | 100 % (95% JIU:
90,26%-100%) 99,39%-100%)

BITY 52 48 58 100 % (95% U: | 100 % (95% JIU:
96,38%-100%) 99.37%-100%)

BITY 68 36 600 100 % (95% JM: | 100 % (95% JU:
90,26%-100%) 99,39%-100%)

BITU 56 5 sg4 100 % (95% IU: | 100 % (95% JIU:
93,15%-100%) 99,37%-100%)

BITY 58 a4 592 100 % (95% IM: | 100% (95% JU:
91,96%-100%) 99,38%-100%)

BITY 59 60 576 100% (95% 100% (95% JIU:
JIA:94,04%-100%) | 99.36%-100%)

BITY 66 108 528 100 % (95% : | 100 % (95% JIU:
96,64%-100%) 99,30%-100%)

BITU 53 a4 592 100 % (95% IU: | 100% (95% JIU:
91,96%-100%) 99,38%-100%)

BITY 73 a4 592 100 % (95% JU: | 100% (95% JIU:
91,96%-100%) 99,38%-100%)

BITY 82 a4 592 100 % (95% IU: | 100% (95% JIU:
91,96%-100%) 99,38%-100%)

BITU 6 5 392 100 % (95% OM: | 100 % (95% JIU:
93,15%-100%) 99,06%-100%)

BITY 11 48 396 100 % (95% JM: | 100 % (95% [
96,38%-100%) 99,07%-100%)

BITY 44 3 208 100 % (95% M: | 100 % (95% JIU:
90,26%-100%) 99,10%-100%)

BITY 16 100 % (95% J: | 100 % (95% AV
buomrar 44 400 91,96%-100%) 99,08%-100%)

BIT 18 36 208 100 % (95% JM: | 100 % (95% JU:
90,26%-100%) 99,10%-100%)

BITU 26 1 i 100 % (95% J: | 100 % (95% JU:
89,11%-100%) 99,11%-100%)

BITY 31 48 306 100 % (95% J: | 100 % (95% AU

96,38%-100%)

99,07%-100%)
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BITY 33 56 388 100% (95% 100% (95% JU:
J:93,62%-100%) 99,05%-100%)

BIIY 35 40 404 100% (95% 100% (95% U:
JM:91,19%-100%) 99,09%-100%)

BITY 39 28 416 100 % (95% JU: 100 % (95% [U:
87,66%-100%) 99,12%-100%)

BITY 45 28 416 100 % (95% JU: 100 % (95% [U:
87,66%-100%) 99,12%-100%)

BITY 51 28 416 100 % (95% U: 100 % (95% U:
87,66%-100%) 99,12%-100%)

BITY 52 40 404 100% (95% 100% (95% JU:
J:91,19%-100%) 99,09%-100%)

BITY 68 28 416 100 % (95% JU: 100 % (95% [U:
87,66%-100%) 99,12%-100%)

BIIY 56 3 412 100 % (95% AU: 100 % (95% AU:
89,11%-100%) 99,11%-100%)

BITY 58 36 408 100 % (95% JIU: 100 % (95% JU:
90,26%-100%) 99,10%-100%)

BITY 59 36 408 100 % (95% JIU: 100 % (95% JU:
90,26%-100%) 99,10%-100%)

BIIY 66 60 384 100% (95% 100% (95% AU:
J11:94,04%-100%) 99,04%-100%)

BITY 53 36 408 100 % (95% JIU: 100 % (95% JU:
90,26%-100%) 99,10%-100%)

BITY 73 40 404 100% (95% 100% (95% JIU:
J11:91,19%-100%) 99,09%-100%)

BIIY 82 3 412 100 % (95% U: 100 % (95% OU:
89,11%-100%) 99,11%-100%)

BITY 6 36 332 100 % (95% JU: 100 % (95% JU:
90,26%-100%) 98,90%-100%)

BITY 11 3 336 100 % (95% JIU: 100 % (95% JU:
89,11%-100%) 98,91%-100%)

BIIY 44 28 340 100 % (95% OU: 100 % (95% AU:
87,66%-100%) 98,92%-100%)

BITY 16 3 336 100 % (95% JIU: 100 % (95% JU:
89,11%-100%) 98,91%-100%)

BITY 18 23 340 100 % (95% JIU: 100 % (95% JU:
Cexkper 87,66%-100%) 98,92%-100%)

npencrare | BITY 26 3 336 100 % (95% AU: 100 % (95% AU:
JBHOM 89,11%-100%) 98,91%-100%)
JKEIIe3bl BITY 31 40 398 100% (95% 100% (95% JAU:
J11:91,19%-100%) 98,88%-100%)

BITY 33 3 336 100 % (95% IU: 100 % (95% [U:
89,11%-100%) 98,91%-100%)

BIIY 35 3 336 100 % (95% AU: 100 % (95% [U:
89,11%-100%) 98,91%-100%)

BIIY 39 23 340 100 % (95% U: 100 % (95% [U:
87,66%-100%) 98,92%-100%)

BITY 45 3 136 100 % (95% JU: 100 % (95% JU:

89,11%-100%)

98,91%-100%)
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BITU 51 1 236 100 % (95% J: | 100 % (95% [
89,11%-100%) 98.91%-100%)

BITY 52 5 336 100 % (95% JU: | 100 % (95% JIU:
89,11%-100%) 98,91%-100%)

BITU 68 -8 340 100 % (95% JI: | 100 % (95% JIH:
87,66%-100%) 98.,92%-100%)

BITU 56 1 336 100 % (95% JIA: | 100 % (95% JIH:
89,11%-100%) 98.91%-100%)

BITY 58 . 336 100 % (95% U | 100 % (95% JIU:
89,11%-100%) 98,91%-100%)

BITY 59 1 336 100 % (95% JIA: | 100 % (95% JIH:
89,11%-100%) 98.91%-100%)

BITU 66 a4 124 100 % (95% JIA: | 100 % (95% JIH:
91,96%-100%) 98,87%-100%)

BITY 53 5 336 100 % (95% JU: | 100 % (95% JIU:
89,11%-100%) 98,91%-100%)

BITU 73 1 336 100 % (95% JI: | 100 % (95% JIH:
89,11%-100%) 98.91%-100%)

BITY 82 2 336 100 % (95% JIM: | 100 % (95% JIH:
89,11%-100%) 98,91%-100%)

Dakymar | BIIY 6 5 316 100 % (95% JM: | 100 % (95% JU:
93,15%-100%) 98,84%-100%)

BITY 11 a4 304 100 % (95% JI: | 100 % (95% JIH:
91,96%-100%) 98,87%-100%)

BITY 44 -3 340 100 % (95% JI: | 100 % (95% JIU:
87,66%-100%) 98,92%-100%)

BITU 16 -8 340 100 % (95% U | 100 % (95% JU:
87,66%-100%) 98,92%-100%)

BITY 18 ) 344 100 % (95% JM: | 100 % (95% JIH:
85,75%-100%) 98.,93%-100%)

BITU 26 -3 340 100 % (95% JU: | 100 % (95% JH:
87,66%-100%) 98,92%-100%)

BITY 31 48 320 100 % (95% JM: | 100 % (95% JU:
96,38%-100%) 98,85%-100%)

BITU 33 1 336 100 % (95% JM: | 100 % (95% JIH:
89,11%-100%) 98.91%-100%)

BITU 35 -3 340 100 % (95% JU: | 100 % (95% JH:
87,66%-100%) 98.,92%-100%)

BITY 39 1 336 100 % (95% JM: | 100 % (95% [
89,11%-100%) 98,91%-100%)

BITU 45 -3 340 100 % (95% M: | 100 % (95% JIU:
87,66%-100%) 98,92%-100%)

BITY 51 20 228 100% (95% 100% (95% JIU:
JIA:91,19%-100%) |  98.88%-100%)

BITU 52 24 344 100 % (95% JUA: | 100 % (95% JU:
85,75%-100%) 98,93%-100%)

BITY 68 ’g 340 100 % (95% M | 100 % (95% [
87,66%-100%) 98,92%-100%)

BITY 56 100 % (95% JU: | 100 % (95% JIU:

24 344

85,75%-100%)

98,93%-100%)
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BITY 58 o 244 100 % (95% J: | 100 % (95% [
85,75%-100%) 98.,93%-100%)

BITY 59 20 108 100% (95% 100% (95% JIU:
JIA:91,19%-100%) | 98.88%-100%)

BITU 66 48 320 100 % (95% JIA: | 100 % (95% JIH:
96,38%-100%) 98,85%-100%)

BITU 53 -8 340 100 % (95% JIA: | 100 % (95% JIH:
87,66%-100%) 98,92%-100%)

BITY 73 44 104 100 % (95% U | 100 % (95% JIU:
91,96%-100%) 98,87%-100%)

BITU 82 -8 340 100 % (95% JIA: | 100 % (95% JIH:
87,66%-100%) 98.,92%-100%)

Mova BIU 6 60 24 100% (95% 100% (95% JIU:
JI:94,04%-100%) | 99.41%-100%)

BITY 11 100 % (95% JM: | 100 % (95% JIU:
48 636 96,38%-100%) 99.42%-100%)

BITY 44 6 616 100% (95% 100% (95% JIU:
JUA:94,72%-100%) | 99.40%-100%)

BT 16 60 24 100% (95% 100% (95% JIU:
JIA:94,04%-100%) | 99.41%-100%)

BITY 18 44 640 100 % (95% JIA: | 100 % (95% JU:
91,96%-100%) 99.43%-100%)

BITY 26 40 61 100% (95% 100 % (95% JIU:
JUA:91,19%-100%) | 99.43%-100%)

BITY 31 100 % (95% JM: | 100 % (95% JIH:
44 640 91,920(4,-1000%2)) 99,4%&-1000'&)

BITY 33 %0 604 100% (95% 100 % (95% JIU:
JUA:95.49%-100%) | 99.39%-100%)

BITY 35 40 614 100% (95% 100 % (95% JIU:
JUA:91,19%-100%) | 99.43%-100%)

BITY 39 100% (95% 100 % (95% JIU:
40 644 JUA:91,19%-100%) | 99.43%-100%)

BITY 45 48 636 100 % (95% J: | 100 % (95% [
96,38%-100%) 99.42%-100%)

BITU 51 a4 640 100 % (95% JM: | 100 % (95% JIH:
91,96%-100%) 99.43%-100%)

BITY 52 5 62 100 % (95% JU: | 100% (95% JIU:
93,15%-100%) 99,42%-100%)

BITY 68 a4 640 100 % (95% JM: | 100 % (95% [
91,96%-100%) 99.43%-100%)

BITU 56 5 62 100 % (95% JU: | 100% (95% JIU:
93,15%-100%) 99.42%-100%)

BITY 58 100 % (95% J: | 100 % (95% AV
48 636 96,38%-100%) 99.42%-100%)

BITY 59 s 3 100% (95% 100% (95% JIU:
JUA:93,62%-100%) | 99.41%-100%)

BITU 66 13 552 100 % (95% JUL: | 100 % (95% JIU:
97,24%-100%) 99.33%-100%)

BITY 53 s 23 100% (95% 100% (95% JIU:

JI1:93,62%-100%)

99,41%-100%)
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BII4 73 48 636 100 % (95% AU: 100 % (95% AU:
96,38%-100%) 99,42%-100%)

BITY 82 40 644 100% (95% 100 % (95% AU:
J:91,19%-100%) 99,43%-100%)

4.3.2 CpaBHeHHE MeTOA0B: TOYHOCTH

JlaHHble, TIONyYEeHHBIE TMPU TECTUPOBaHUU 796 00pa3uoOB
KJIMHUYEeCKOro MaTepuaJia yejoBeka (91 - 6uonrara, 135 - Ma3koB co
CIIM3UCTON 000J0YKM Biaranuina, 145 - moun, 71 — cekpera mpoCTaThl,
135 — cocko60B U3 yperpsbl, 147 - cocko00B U3 IEPBUKAILHOTO KaHasa, 72
- DSIKYJIATA), OT MALIUEHTOB B BO3pacTe OT 2 /10 73 JIEeT C yCTaHOBJICHHBIM
JIMarHo30M MH(HUIMPOBAHUS BUPYCOM Manuuiomsl yeroBeka (BITY), Bae
3aBUCHUMOCTH OT ()OPMBI U CTaJIMU 3a00JIEBAaHUS BCEX TPYII HACEJICHUS,
NO3BOJIAIOT ~ CJENaTh 3aKJIIOYEHUE O JOCTOBEPHOM COOTBETCTBUU
pe3yIbTAaTOB KOJIMYECTBEHHOro onpeneneHus konueHtpauuu JHK BITY
6, 11, 44, 16, 18, 26, 31, 33, 35, 39, 45, 51, 52, 68, 56, 58, 59, 66, 53, 73,
82 TWUMOB B KIMHUYECKUX oOOpa3lax, MOJYyYEHHBIX C I[OMOIIBIO
ucneityemoro MM «HabGop peareHTOB il KaueCTBEHHOIO U
KOJIMYecTBEeHHOro onpenenenus u auddepenunanun JIHK Bupyca
nanwuioMsl yenoseka (BIIY) Huskoro kaHueporeHHoro pucka 6, 11, 44
TUIOB ¥ BBICOKOT'O KaHIIEpOreHHoro pucka 16, 18, 26, 31, 33, 35, 39, 45,
51, 52, 68, 56, 58, 59, 66, 53, 73, 82 TUNOB B KIMHUYECKOM MaTepuase
MeroaoM myibTuriekcHoi [1P-PB «BITY-tect» nmo TY 21.20.23-060-
97638376-2022», npoussoactea OO0 «Tectl'en» 1 Habopa cpaBHeHHA:

- HaGop peareHTOB Ui  BBISBIEHHS, TUIOUPOBAHUA U
KOJIMYECTBEHHOTO ONpEENIEHUsI BUpYCa MalIJIOMbl Y€I0BEKa METOJI0M
[NOP (HPV KBAHT) o TY 9398-032-46482062-2019, npou3BoacTsa
OO0  "HIIO  [HK-Texnomorus", Poccus  (peructpanuoHHoe
yaocroBepenue Ne ®CP 2010/08811 ot 12.03.2020),

pu MPOBEAECHUU [1L{P-ananu3a c HUCTIOJIb30BaHUEM
aMILTU(PUKATOPOB:

- Ammmudukatop aerekrupytommid JTopaitm (OO0 «HITO JIHK-
Texnomorusi», Poccust), perucrpanmmonHoe ympoctoBeperne Ne OCP
2011/10228 ot 03 mapta 2011 r.;

- Ammmugukarop CFX 96 («Bio-Rady», CIIIA), peructpanuoHHoe
ynoctoBepenue Ne ®C3 2008/03399 ot 21 urons 2016 rona;

- Ammmudukarop Rotor-Gene Q («Qiagen», I'epmanus),
peructpanrontoe yaoctoepenue Ne ®C3 2010/07595 ot 10.08.2010;

- Ammmudukarop QuantStudio 5 («Thermo Fisher Scientificy,
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CHIA), peructpannonnoe yaocroBepenue Ne P3H 2019/8446 ot 06 utons
2019 rona;

- Ammmdukarop FLUORITE (Xian TianLong Science and
Technology Co, Kuraii, PY NeP3H 2022/16415 ot 24.01.2022).

Cucremaruyeckasi MNOrpPelIHOCTh  U3MEpeHUs  Jjorapudma
konuentpanuu JIHK BITY 6, 11, 44, 16, 18, 26, 31, 33, 35, 39, 45, 51, 52,
68, 56, 58, 59, 66, 53, 73, 82 TUNOB HE NpeBbIIACT 3 %.

4.3.3 Pe3yabTaThl Onpe/iesieHusi Me:KJI0TOBOM KOppeasiiun

Jlns  ompeneneHusi MeKJIOTOBOIl KOppeasiiMU  Pe3yJbTaToOB
M3MEPEHUI B KIIMHUYECKUX 00pa31ax B COOTBETCTBUU C MEXTyHAPOIHBIM
pykoBojctBoM CLSI EP09-A3 crpownace auarpamma paccesHus
3aBucuMor nepemeHHor X— koHueHtpauus JIHK BIIY uccnemyembix
TUTIOB C HCIIOJIb30BaHHEM HCIBITyeMoro Habopa «BITY-tect» kaxmoii
(GbopMBI KOMIUIEKTAIIMK OJAHOIO Ji0Ta, u Y — koHuentpanus JHK BITY
UCCIIETyeMbIX THUIIOB C HCIOJb30BaHHEM HCIbITyeMoro Habopa «BITY-
TECT» KaXJ0U (POPMBI KOMILICKTAIIMU APYroro JoTa.

[TomydyeHHble [aHHBIE TMO3BOJISIIOT CHAEJaTh 3aKIIOYCHHE O
JIOCTOBEPHOM COOTBETCTBUU pe3yJIbTaToB KOJIMYECTBEHHOTO
onpexaenenus: konuentpauuu JJHK Bupyca manumiomsl uyenoseka (BITY)
HU3KOrO0 KaHlleporeHHoro pucka 6, 11, 44 TUNOB U BBICOKOTO
KaHIeporeHHoro pucka 16, 18, 26, 31, 33, 35, 39, 45, 51, 52, 68, 56, 58,
59, 66, 53, 73, 82 tunoB Habopom «BIIY-tect» B ciemyromux dopmax
KOMILJICKTALIMH:

1. «BIMY-Tect-21» - 6, 11, 44, 16, 18, 26, 31, 33, 35, 39, 45, 51, 52,
68, 56, 58, 59, 66, 53, 73, 82 Tuns1 BIIY;

2. «BITY-Tect-16/18» - 16, 18 Tumnsr BITY;

3. «BITY-tect-31/33» - 31, 33 Tane BITY;

4. «BITU-tect-6/11» - 6, 11 Tuner BITY;

5. «BITY-tect-14» - 16, 18, 31, 33, 35, 39, 45, 51, 52, 68, 56, 58,
59, 66 tune BITY;

MIPU UCTIOIB30BAHUU Pa3HbIX JIOTOB U npoBeAaeHuu [11{P-ananuza c
HCIIOJIb30BaHUEM aMILIN(PUKATOPOB:

- Ammmudukatop aerekrupytommid J{Topaitm (OO0 «HITO JIHK-
Texnomorusi», Poccust), perucrpanmmonHoe ympoctoBeperne Ne OCP
2011/10228 ot 03 mapta 2011 r.;

- Ammmugukarop CFX 96 («Bio-Rad», CIIIA), peructpannoHHoe
ynoctoBepenue Ne ®C3 2008/03399 ot 21 uronst 2016 rona;

- Ammmudukarop Rotor-Gene Q («Qiagen», I'epmanus),
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peructpanronnoe ynocrtoeperue Ne ®C3 2010/07595 ot 10.08.2010;

- Ammmgukarop QuantStudio 5 («Thermo Fisher Scientificy,
CHIA), peructpannonnoe yaocroBepenue Ne P3H 2019/8446 ot 06 utons
2019 rona;

- Ammmdukarop FLUORITE (Xian TianLong Science and
Technology Co, Kuraii, PY NeP3H 2022/16415 ot 24.01.2022).

Koaddunuent xoppemsiumu R? mpu mnpoBeneHuu aHaiu3a Ha
KOKIOM W3 HUCTOJb3yeMbIX amIuiupukaropoB coctaBmi Oonee 0,98. B
cooTBeTcTBUM C pekomeHganusimu jaokymenta CLSI EP09-A3 c
WCIIOJIb30BAHUEM METOJla PErpecCUd M KOPPEISIUU MOXKHO CJeJaTh
BBIBOJI O BBICOKOW cHJIE KOPPEJIALHMOHHOW CBA3M  pPE3YyJIbTaTOB
onpenenenus konuenrpanuu JHK BIIY 6, 11, 44, 16, 18, 26, 31, 33, 35,
39, 45, 51, 52, 68, 56, 58, 59, 66, 53, 73, 82 THNOB, NOJyYECHHBIX IIPU
MOMOIIM JABYX Ppa3HbIX J0TOB HcnbiTyemoro MM «BITY-tect» B
Kaxk10ii popme kommaekTaumu, npousBojictea OO0 «Tectl eny.

5. Hepeqeﬂb PUCKOB, CBA3AHHLIX C IPUMEHECHUEM Haﬁopa pe€ar¢HToB

B norpanuuHyo 30Hy pucKa BOLUIM ONACHOCTH:

1. moreps (PyHKUMOHANBHBIX CBOWCTB pPEareHTOB, BXOAALIMX B
HaOOp, H3-3a TPAHCHOPTHUPOBAHUS, XPAHEHHsS WM OHKCIUTyaTaluu B
HECOOTBETCTBYIOLIMX YCIOBUSIX;

2. 3arpsi3HeHue KJIMHUYECKOTO MaTepuaia
UHTUOMPYIOIIMMH BELIECTBAMU B KOHLEHTpAlMAX, MPEBBIIIAIONIUX
JIOTTYCTUMBIE;

3. KOHTaMHHALlUsl  PEaKIMOHHBIX  cMecel ¢ oOpa3uamu
uccienyemoit IHK conepxumbiM u3 npoodupku [IKO wnm npoaykramu
ITLLP;

4. MPOBEJICHUE aHaIM3a C Hcnojb3oBaHueM mpodsr JJHK
HU3KOTO KauecTBa (HU3Kash KOHLEHTPALMs W/WIN TUI0Xask OYMCTKA);

5. HeBBINOJIHEHHE TPeOOBaHUH 1O MPOOONOATOTOBKE, IPOBEACHUIO
aHaM30B W yTWIM3AallUM  BCJIEJICTBHE  paboTel ¢ Habopom
HEKBaJTM(UIIUPOBAHHBIM [1€PCOHATIOM;

6. UCIIOJIb30BAaHME HEMPUTOJHOTO JJIi TNpPUMEHEHHs Habopa
(ucronb30BaHWE MO HWCTEYEHUH CpPOKA T'OJHOCTU WM MpPHU HAapyIIEHUU
YIaKOBKH).

B obnacTu HeOMyCTUMOMN 30HBI PUCKU HE BBISIBJICHBI.

COBOKYIHBI OCTAaTOYHBIM pUCK MNPUMEHEHHMS MEIULUHCKOIO
uznenust «HabGop peareHTOB UIsi Ka4eCTBEHHOI'O M KOJIMWYECTBEHHOI'O
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onpenenenus u aupdepenumanmmu JJHK Bupyca manmimomsl yenmoBeka
(BITY) Hu3koro kanueporeHHoro pucka 6, 11, 44 TunoB u BBICOKOTO
KaHleporeHHoro pucka 16, 18, 26, 31, 33, 35, 39, 45, 51, 52, 68, 56, 58,
59, 66, 53, 73, 82 TuUMOB B KJIMHMUYECKOM MaTepuajie METOJ0M
myabsTumiekcHou [THP-PB «BITY-tect» no TY 21.20.23-060-97638376-
2022y siBnsieTcs AOMYCTUMBIM, IMOJIb3a OT €r0 NMPUMEHEHHUs MPEBBIIIAET
PHCK.

6. MepsbI npeocTOpo:KHOCTH NPH padoTe ¢ HAOOPOM peareHToB

Knacc B 3aBUCMMOCTH OT IOTEHIMAIBHOIO pUCKa IPUMEHEHUSI — 20
— B COOTBETCTBUU C HOMEHKJIATYpHOU Kiaccupukanued MeIUIMHCKUX
W3JIeIINH, YTBEPXKAAEMOUW IpUKa3oM MUHHCTEpCTBA 31paBOOXPaHEHUS
Poccuiickoit @eneparuu ot 06.06.2012 N 4H.

Bce cocraBHble yacTH M peareHThl, BXOJALIME B COCTaB Habopa
pearentoB «BITY-Tect», oTHOCATCS K 4 Kiaccy OMacHOCTH (BeEIlIecTBa
manoomnacHsle) B coorBeTctBuu ¢ 'OCT 12.1.007-76 «CCBT. Bpennsie
BemecTBa. Kitaccudukanus u o01pe TpedoBaHus OE301aCHOCTH.

Pearentsl, Bxoasmue B Habop «BIIY-tect», obnamaroT HuU3KOH
VOPYTOCTHIO Mapa U MCKIIYAIOT BO3MOXKHOCTh HHTAISLUOHHOTO
OTpaBJICHHUS.

Pearentsr, Bxomsmme B Habop «BIITY-tect», HE TOKCHYHBI,
MOCKOJIBKY TOTOBSTCS IyTEM CMENIMBAHUSI OTIEIHHBIX HETOKCHUYHBIX
KOMITOHEHTOB.

Pabory ¢ marepuanom, 3apaX€HHbIM WJIM TOAO3PUTENIBHBIM Ha
3apaXeHHOCTh, MPOBOAAT B COOTBETCTBUU ¢ TpeboBaHusimu CanlluH
3.3686-21 «CaHUTapHO-3MIUIEMUOJIOTHYECKHE  TpeOOBaHMUS IO
npodunakTuke HHPEKIUOHHBIX O0JIe3HEH.

Heob6xomuMo  ogHOBpeMEHHO  oOecriedyuTh HW  COOJIIOAATh
[EepCOHAIOM IpaBujia OMOJOrHMYEcKod Oe30macHOCTH U TpeOOBaHUS K
OpraHM3ali ¥ IPOBEJCHHUIO JaHHBIX paboT € LEIbI0 MPEeI0TBPALLECHUS
KOHTAMHHAIIMM HYKJICHWHOBBIMH KHUCIOTaMH U (WIM) aMIUTHKOHAMU
HCCJIETyEeMbIX P00 MOMEUIeHU 1 000py10BaHHUS.

PabGora momkHa TPOBOAUTHCS B J1A0OPATOPUH, BBIMOIHSIONIEH
MostekynsspHo-ononornueckue (I1IIP) wuccnenoBanus KIMHUYECKOTO
MaTepuaia ¢ COOII0IeHueM CaHUTapHO-3MuAeMudeckux npasui CanlluH
2.1.3684-21 or  28.01.2021 "CaHUTapHO-AIUIEMHUOIOTMYECKUE
TpeOOBaHUS K COJCPKAHUIO TEPPUTOPHA TOPOJACKUX M CEIbCKUX
MOCEJICHW, K BOJHBIM OOBEKTaM, IHTHEBOM BOJE M TMUTHEBOMY
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BOJIOCHA0KEHUIO HAaceIeHUs, aTMOC(HEpPHOMY BO3/yXYy, ITOYBaM, >KHIIBIM
MOMEIIEHUSIM,  OKCIUTyaTallud  TPOU3BOJICTBEHHBIX, OOIIECTBEHHBIX
ITOMEILICHH, OpraHu3aINH u MIPOBEACHUIO CaHWUTapHO-
MIPOTUBOAITHIEMUYECKHUX (MpodMITaKTHUECKUX ) MeponpusTHii".
CrenoBaTh peKOMEHAAIMAM, U3J10KEHHBIM B MY 287-113, MV 1.3.2569-
09.

ITpu paboTe Bcerna ciaeayeT BBITONTHATE CIeyIone TpeOOBaHMS:

- Y1aJIsITh HEUCIOJIb30BaHHbIE peakTUBbI B cooTBeTcTBHM ¢ CanlluH
2.1.3684-21 oT 28.01.2021 «CaHuTapHO-3MUAEMHUOIOTUYECKHE
TpeOOBaHUSI K COACPKAHUIO TEPPUTOPUN TOPOJCKHUX M  CEIbCKHUX
MOCEJICHU, K BOJHBIM OOBEKTaM, IHThEBOM BOJE M IHUTHEBOMY
BOJIOCHA0KEHUIO HACEICHUS, aTMOC(HEPHOMY BO3/yXY, ITOYBaM, >KUJIBIM
MOMEIIEHUSIM, OKCIUIyaTallud IPOU3BOJCTBEHHBIX, OOIIECTBEHHBIX
ITOMCIICHUI, OpraHu3aluu u MIPOBEACHUIO CaHUTapHO-
MPOTUBOSIHUIEMHYECKHX (TTPOPHITAKTHIECKUX ) MEPOTIPHATHIN ;

BHUMAHME! Ilpu ynaneHun OTXOAOB MOCIE aMILUTU(PUKALNH
(mpoOupok, comepxkammx npoayktel [11[P) HemomycTuMo OTKpbIBaHUE
NpoOUPOK U pazOphI3TUBAHUE COACPKUMOIO, IMOCKOJIBKY 3TO MOMKET
OpUBECTH K KOHTaMuHanuu mnpoxaykramu [IIIP maGopaTtopHOi 30HBI,
000pyI0BaHUS U PEAreHTOB.

1. mpuMeHsTh HabOp CTPOro IO HAa3HAYECHHIO, COTVIACHO JTaHHOU
WHCTPYKITUH;

2. pomyckath K paboTe ¢ HAOOPOM TOJIBKO CHEIHATBEHO 00YUYSHHBIN
nepcoHal (CHEIUAINCT C BBICHIUM MEIUIIMHCKUM I OHWOJIOTHYECKUM
oOpa3oBaHHeM, MPOIIEAIINN O0yueHHe Ha JHMIIEH3HMPOBAHHBIX Kypcax
cnenuanuzanuu no padore ¢ [IBA III-IV rpynn narorennoctu u no I11P-
QUATHOCTHKE, a Takke JabopaHTa CcO CpeJHUM CHelHaTbHBIM
MEUIIMHCKIM 00pa30BaHUEM);

3. He UCTOJIb30BaTh HAOOP MO UCTEYCHUU CPOKA TOJTHOCTH;

4. n30erath KOHTAaKTa C KOXKEH, Illa3aMu U CIU3UCTON 000JIOUKOM.
[Ipy koOHTaKTe HEMEMJIEHHO MPOMBITh MOPAKEHHOE MECTO BOJOH H
00paTUTHCS 3a MEIUITMHCKON TTOMOIIBIO.

HeobxomuMbIX Mep TpeIoCTOPOXKHOCTH B OTHOIIGHWU BIUSHUS
MarHUTHBIX ITOJICH, BHEIIHUX BIIEKTPUUECKHAX BO3JCHUCTBHH,
3JIEKTPOCTATUUECKUX Pa3psAIOB, JABJICHHUS WA TEpPEenazoB JaBJICHUS,
Meperpy3kl,  HMCTOYHUKOB  TEPMHUYECKOTO  BOCIUIAMEHEHHUS  HE
MPETYCMOTPEHO.
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B cocraBe Habopa OTCYTCTBYIOT BelIECTBa YEJIOBEUECKOIO WIIU
KUBOTHOT'O MIPOUCXOKICHUS, obnanaromue MOTECHIIUATBHON
MH(GEKIMOHHONW MPUPOJION, TTOITOMY MEphI MPEIOCTOPOKHOCTU MPOTHUB
JTHOOBIX CHIEIUATBHBIX, HECBOWCTBEHHBIX PUCKOB IPHU MCIIOIH30BAHUH WIIH
peanu3anuy u3JIenus He IpeyCMOTPEHBI.

7. ObopynoBaHHe U MaTepHAaJIbl, HEO0X0AUMBbIE PHU padoTe ¢
Ha00OpOM peareHToB

PaboTa ¢ Habopom peareHToB juisi MynbTHILIEKCHOUW TP «BITY-
TECT» OCYIIECTBISICTCS B paboueii 30He 3 (M1 IPUTOTOBICHUS PEAKITHIA)
(MY 1.3.2569-09).

1. Bokc Omomornyeckoit OezomacHoctu Il m III kmacca 3ammTer
(manpumep, bokcel MukpoOuomoruueckoir 6e3omacHoctn  bMb-II-
"Jlamunap-C" no TVY 32.50.50-010-51495026-2020, npoussoactsa 3A0
"Jlamunapusie cuctembl”, PY Ne ®CP 2012/13259 ot 29.07.2021 unwm
Bokc s crepunpabIx pabor DNA/RNA UV-Cleaner Box UVC/T-M-AR,
Biosan, JlatBusi, PY Ne P3H 2023/19369 ot 18.01.2023);

2. Boprekc (manpumep, BpicokockopocTHass MHHH-LIEHTpUQYTa
Microspin 12, BIOSAN SIA, JlatBusa, PY Ne ®C3 2011/10116 or
11.07.2011 mmm uentpudyra-scrpsxusarenbr CM-70M, npowusBojcTBa
SIA "ELMI", JIatBus, PY Ne P3H 2016/4616 ot 31.05.2023);

3. Jlo3aTophl TMEpeMEHHOro 00beMa, IMO3BOJSIONIUE OTOMPATH
006EMBI xuakoct 0,5—10 mxir, 10—-100 Mk nau 20-200 M, 100—-1000
Mki (Hampumep, Eppendorf Research Plus, I'epmanus, PY Ne ®C3
2011/11028 ot 15.11.2011 umu «Biohity, ®unnsugus, PY Ne ®C3
2012/12201 ot 18.05.2012);

4. Xonmoaunbauk oT +2 °C 1o +8 °C ¢ MOpO3WIBHOW KaMepoul He
Bbilie MuHyc 16 °C (Hampumep, XOJOAWIBHUK KOMOWHMpPOBAHHBIN
nabopatopusiit XJI-250 "POZIS", XJI-250-1 "POZIS" no TY 9452-203-
07503307-2012, mpousBoactea AO "I[1O3uC", PY Ne P3H 2016/4043 ot
08.05.2019);

5. Ammmmdukatop! ¢ ¢ayopeclieHTHOH eTeKIueldl B peXuMe
pealbHOTO BPEMEHHM MO KaHajlaM, COOTBETCTBYIOHIMM (iyopodopam
FAM, HEX:

! AMITUQUKATOPBI TOIKHBI 00CITYKUBATBCS, KAMOPOBATHCS U UCTIONb30BATHCS
B COOTBETCTBUH C PEKOMEHIAIMIMU IIpon3BouTests. crions3oBaHue nanHoro Habopa B
HEOTKaJIMOpOBaHHOM NPHOOpPE MOXKET OKa3aTh BIMSHHE Ha pabodyHe XapaKTEPUCTHKU
HabOpa peareHToB.
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- CFX96 (BioRad, CIIIA, PY Ne ®C3 2008/03399 ot 21.06.2016),

- ATopaiim (OO0 «HITO IHK-Texunonorus», Poccus, PY Ne ®CP
2011/10229 ot 03.03.2011),

- Rotor-Gene Q (Qiagen, I'epmanus, PY Ne ®C3 2010/07595 ot
10.08.2010),

- QuantStudio 5 (Thermo Fisher Scientific, CIIIA, PY Ne P3H
2019/8446 ot 06.06.2019),

- FLUORITE (Xian TianLong Science and Technology Co, Kuraii,
PY NeP3H 2022/16415 ot 24.01.2022).

MarepunaJbl M peareHTbl, He BXOASIIINE B COCTAB W3/eJHsA:

BHUMAHME! IIpu pa6ore ¢ JIHK HE0oOX0IMMO HCIOIB30BATh
TOJIBKO OJIHOPA30Bbl€ CTEPUIIbHBIE IIACTUKOBBIE PACXOHBIE MaTEPUATIBL,
UMEIOIIHE criennanbHyto MapkupoBky «DNase-freey.

1. OgHOpa30BBIE HAKOHEYHUKH C a3pO30JIbHBIM OapbepoM a0 1000
Mk, 200 mxi, 20 mMxan u 10 mxa («Axygen», CIIA, PY Ne ®C3
2012/12077 ot 27.02.2014);

2. OpnopazoBble npoOupku Tuma InneHaopd Ha 1,5-2,0 ma
(«Axygeny, CILIA, PY Ne ®C3 2012/11892 ot 26.08.2014);

3. ToHKOCTEHHBIE OJHOPA30BbIE MPOOUPKH C  ONTHYECKH
npo3paudod kpbimkoit st IIHP («Axygeny», CIIA, PY Ne ®C3
2012/11892 ot 26.08.2014):

- npobupku ams [P o6semom 0,2 mi,

- npo6upku ams [THP o6semom 0,1-0,2 mit B cTpunax,

- uta"meTs! 17 [TLP ¢ onTtryeckn mpo3pavyHoi MIEHKOM.

4. OTenbHBIN XanaT U OJHOPA30BbIe MEpUYaTKH 0e3 TaJbKa;

5. EMKOCTB ¢ 1€e3uH(ULIUPYIOLIUM pacTBOPOM;

6. lITatuel «paboyee MecTo» i MpooUpok oobemoM 0,2 M1 MIIn
JUISL CTPUIIOBAHHBIX TPoOHpok o0bemoM 0,2 mut;

7. Habop nns Beigenenus JJHK u3 knmuaudeckoro matepuana (cum. 1.
8.2).

8. Ilpu 3abope COCKOOHOTrO OTHENSEMOr0 CIM3HCTBIX 000J0YeK
YPOT€HUTAIBHOIO TPAKTA:

- cTepuIIbHBIN (pusnonoruueckuit pactsop (0,9% NaCl)

- WIM TpaHCHopTHas cpena «PeareHT nans TpaHCHOPTHPOBKU H
XpaHeHus1 KIMHU4Yeckoro Mmarepuana "TpaHcnopTHas cpega ¢
mykonutukoM (TCM)" mo TV 9398-098-01897593-2009», npousBoacTBa
®bYH [IHWW  Onunemumonoruu  PocmotpebHam3opa,  Poccus
(peructpamuonnoe yapocroBeperre Ne ®CP 2009/05514 ot 13.03.2019)
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- i Pearent nins cObopa, TpancnoptupoBanus u BeiaeneHus JJHK
3 imHudeckoro Marepuana «/JIHK-®act» nmo TY 21.20.23-016-
97638376-2019, MPOU3BOACTBA 000 «Tectl en», Poccus
(peructpanmonnoe yaoctopepenue Ne P3H 2021/14885 ot 05.06.2023 1.)

9. Ilpu mpoBeneHNH aHaIM3a C UCIOJIb30BAHUEM MOYU B KayecTBE
TPAHCIIOPTHON cpeabl [Uisi M00aBICHHUS K KIETOYHOMY OCAAKy MOYHU
PEKOMEHJIyeTCsl HUCIOJIb30BaTh «PeareHT s TpPaHCHOPTUPOBKH U
XpaHeHus: KJIMHUYecKoro wmarepuana "TpancmopTHas cpeaa cC
mykoauTuKoM (TCM)" o TY 9398-098-01897593-2009», mpousBoicTBa
®bYH [IHWW  DOnunemumonoruu  PocmorpebHam3opa, Poccus
(peructpamuonnoe yaocroBeperue Ne ®CP 2009/05514 ot 13.03.2019).

8. Anasnusupyemble 00pa3ubl

Tun ananuzupyemoro odpasua

Martepuanom a1 poBeieHus uccienoBanus ciyxar npoost JJTHK,
BbIJIEJICHHbIE U3 KIMHUYECKOTO MaTepuajga — COCKOOOB 3MMUTEIUAIbHBIX
KJIETOK CO CIU3UCTOM OOOJIOUKM IIEPBUKAILHOTO KaHala, YpPETphl,
BJIarajguiia, Ouonrara, CeKpera mpoCcTaThl, ISKYJIATA, MOYH.

8.1. Ilpoueaypa nmosayvyeHusi KIMHAYECKOr0 MaTepuaia

BHUMAHME! Ilepen Hauanom pabOTHI CleAyeT 03HAKOMHTHCS C
METOJUYECKUMH  peKOMeHAauusMu  «Bzgrue,  TpaHCHOPTHPOBKA,
XpaHEeHHEe  KJIMHWYeckoro wmarepuana g [IP-mumarHoctukmy,
paspaboranabivu @bYH [THUND PocnorpebHanzopa, Mocksa, 2012.

3a00p KJIMHHUYECKOTO MaTepuana M €ro ymakoBKY OCYIIECTBISET
paOOTHUK MEIUIUHCKONM OpraHu3alyy, OOYYEeHHBbIH TpeOOBaHUSAM U
npaBujIaM OMOJIOTMYECKON Oe30nmacHOCTH ITpH paboTe U cOope MaTepHaa,
HOJO3PUTENBHOIO Ha 3apakeHHOCTh MHKpoopranusmamu III rpymisl
NaTOT€HHOCTH.

3a0op maTepuasia HA HCCIeOBaHUE

Cocko0Hoe oTaesIsieMoe CJM3UCTHIX 000s109eK
YPOTeHHTAJILHOIO0 TpPakTa (LEepPBHKAJBHOIO KaHAala, YpeTpbl,
BJIATAJIMIIA).

3abop Marepuana OCYIIECTBISIOT C IOMOIIbIO CIEIHATbHBIX
CTEPHIIBHBIX OJTHOPA30BBIX WHCTPYMEHTOB — YPOTCHUTAIBHBIX 30HIIOB,
IIUTOIIETOK MJIK TAMIIOHOB, B 3aBUCUMOCTH OT UCTOYHHKA KIMHUYECKOTO
maTepuana. [locie B3sTHS KIMHUYECKOTO MaTepraia Norpy3uTh pabouyo
4acTh 30HAa B Ipobupky oobemom 1,5-2,0 mui, conepxarryro 300-500
MKJI CTEPWJIBHOTO (PHU3UOJOTHYECKOTO pPACcTBOpA WM TPAHCIOPTHYIO
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cpeny, peAHa3HauYeHHYIO /I TPAHCIIOPTUPOBAHUS U XpaHEeHUs: 00pa3LioB
ouomarepuana nnst II[[P-uccnenoBanuss WM peareHT JUIS BBIACICHUS
HYKJIEMHOBBIX KHCIIOT (Hanpumep, «JIHK-Dact», PY Ne P3H 2021/14885
ot 05.06.2023 r., npousBoactea OO0 «Tectl'en»). Eciu uHCTpYKIMA K
HaOOpy peareHToB MpeyCMaTPUBAET, OCTaBUTh PabOuylo 4acTh 30H/AA B
MPOOUPKE C TPAHCIOPTHOU CPeAoi, OTIIOMHB €€ B 00JIACTH Haceuku. B
cllydae OTCYTCTBUSI HACEUKM, WJIM €CJIM OCTaBJIEHWE 30HAa He
MPEAYyCMOTPEHO UHCTPYKIIUEH, TOTrPY3UTh pabOUyI0 4acTh 30H/a B CPEAY,
U, IPHKaB €e K BHYTPEHHEH CTeHKe MpOoOUpKH, BpamaThk 30H1 5—10 cek.,
mociie 4ero 30HA YIAIUTh, a MNPOOUPKY TIUIOTHO 3aKpbhITh. llepen
MPOBEJCHUEM MPOLEAYPhl SKCTPAKIUN HYKJIECMHOBBIX KHCIOT OCaIUTh
Kalid MaTepuajiga CcO CTEHOK MPOOMPKH M BHYTPEHHEW 4YacTH KPBIIIKA
uentpudyruposanuem (1 500 — 3 000 g), mocrme Yero akKypaTHO
nepeMeniaTb ~ COJAEpPKMMOE  INpOOMpPKM Ha  BOpTekce, u30eras
pa3OpbI3rMBaHUsl U TIOMAJaHMs MaTepuaja Ha BHYTPEHHIOIO YacTh
KPBIIIKH.

Oco0eHHOCTH B3SITUSI MATEPHUAJIA U3 YPeTPbI

JKenmunpl HaKaHyHE 00CJIeI0BaHMS HE TOJDKHBI IPOBOJUTH TyaJleT
MOJIOBBIX OPraHOB W copuHLeBaHue. s monydeHuss OOBEKTUBHOTO
pe3yabpTata HEOOXOIMMO, YTOOBI MCCIEAYyEMBbIM MaTepHal COJAEpKal
BO3MOKHO 0OJIbIIIEE KOIMYECTBO SMUTENUATBHBIX KIETOK U MUHUMAIbHOE
KOJMYECTBO CJIM3M H TIpUMEcH KpoBH. HempaBuibHOE B3sTHE
OnoMarepuana MOXET MPUBECTH K HEIOCTOBEPHOMY pe3yJibTary W,
BCJIEZICTBUE ITOT0, HEOOXOIMMOCTH TTOBTOPHOTO B3ATUSI OMOMaTepuara.

[lepen B3siTMEeM OWoMarepwania TAIMEHTy PEKOMEHAYEeTCs
BO3JIEpKAThCA  OT  MOUYEHCIyCKaHus B  Teuenue 1,5-2,0 .
Hemocpeacresenno nmepex  B3situeM OuomaTepuana  HEOOXOAMMO
00paboTaTh HapyHO€ OTBEPCTHE YpPETpPbl TAMIIOHOM, KOTOPbII MOXKHO
CMOYUTH CTEPUIbHBIM (PU3UOIIOTUYECKUM PACTBOPOM.

[Ipu HaNMMYMK THOWHBIX BBIJCIICHHN COCKOO pEeKOMEHIyeTcsl OpaTh
yepe3 15-20 MUH 1ocie MOYEUCITyCKaHUsl, IPU OTCYTCTBUU BbIICJICHUN
HEO0OXOAMMO TPOBECTH MACCaXX YPETPHI C MTOMOIIBIO 30HAA JJIST B3STHUS
OouomMarepuana. B yperpy y 'KeHIIHMH 30H] BBOAUTCS Ha rimyouny 1,0-1,5
CM, y JEeTel MaTepHasl sl MCCIEIOBaHUs OEPYyT TOJIBKO C HAPY>KHOTO
OTBEPCTHS YPETPBL.

Oco0eHHOCTH B3SITHSI MAaTEPHAJIA U3 BJIAraJIUIIA

Marepuan JomKeH OBITh B3AT 10 MPOBEISHUS MaHYyallbHOTO
MCCIIeIOBaHMS. 3epKaJIO Mepe]] MAHUITYJISIUEH MOKHO CMOYUTh Topsueit
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BOJIOM, TPHUMEHEHHE AaHTUCENTUKOB g  0o0paboTKM  3epkaia
npoTtuBonokazano. Cockob 0epyT ¢ 3a1HEOOKOBOTO CBOJIA Biaraauia. Y
JIEBOYEK B3ATHE Marepuana IPOU3BOAAT CO CIMU3UCTOM 000JI0UKU
IpeNBEPUs BJIarajviia, a B OTACIBHBIX CIy4asX — M3 33JHEro CBOJa
BJIaraJjiuiia 4epe3 ruMeHaIbHble KOJIbIIA.

Oco0eHHOCTH B3AITHSI MAaTepPHAJIAa U3 EPBUKAJBLHOI0 KaHaJIa.

Ilepen B3sTHMEM MaTepuana HeOOXOAMMO YAAIUTh BaTHBIM
TAMIIOHOM CJIM3b M 3aTeM o00paboTaTh HIEWKYy MAaTKH CTepUIIbHBIM
(U3UOIOrMUECKUM pacTBOPOM. 30H/ BBOJAT B LIEPBUKAIBHBIM KaHaJl Ha
riyouny 0,5-1,5 cm. Ilpu u3BieYeHnU 30HA2 HEOOXOJUMO IOJHOCTBHIO
UCKJIFOUUTh €r0 KaCaHWE CTEHOK BJIarajuila.

OrpanuyeHue MeToJla — MECTHOE INPUMEHEHHE JIEKapCTBEHHBIX
npenapatoB, Y3W BaruHajbHBIM JaTYMKOM MEHee 4eM 3a 24 yaca 10
UCCJIEJOBAHMUSL.

Moua

Jns aHanu3a oOTOMpPAIOT MEPBYK0 NOPLUI0 YTPEHHEH MOYU B
konuyecTBe He MeHbuie 20-30 M B cHeuuaibHBIM CyXOW CTEpUIIbHBIN
KoHTerHep Ha 50 mul.

[IpenBapuTtenbHas oopaboTka mpoo.

Bs6anteBator koHTeitHep ¢ Mouoil. Ilepenocst 1 mim mouw,
UCIIOJIb3Ysl HAKOHEUHHK C (MIIBTPOM, B CTEPHIIbHBIE TPOOUPKU 00BEMOM
1,5 min, uentpudyrupytor 5 mus. npu 10 000 g, npu HaauuuK GOJBIIOTO
KOJIMYECTBA COJIEW PECYCIIEHAUPYIOT TOJIBKO BEPXHUH CIION OCallKa coyen
B o0bemMe | MJI U 3aTeM CHOBa KOHLIEHTPUPYIOT. Vcnonb3ys BakyyMHBbII
acruparop ¢ KOJIOOH-JIOBYIIKOW, OJHOCTBIO YAAISIOT CylepHATaHT, HE
3axBarbiBas ocanok. K ocaaky 100aBUTh TpPaHCHOPTHYIO Cpeny [0
KOHeyHoro oobema 0,2 MiI, THIATEIBHO MepeMenaTbh COJAEPKHMOE Ha
BOpPTEKCE.

B kauecTBe TpaHCHOPTHOM cpeabl Al 100ABICHUS K KIETOYHOMY
OCaJKy MOYM  pEKOMEHJyeTcsl  Hcmnoib3oBaTh  «PeareHT — ans
TPAHCIIOPTUPOBKHU U XpaHEHMsI KIIMHUYECKOro Marepuana "TpaHcrnopTHas
cpena ¢ MmykoinutukoM (TCM)" mo TY 9398-098-01897593-2009»,
npousBojactBa PBYH INHUM DOnuaemuonorun PocnorpebHanzopa,
Poccust (perucrpammonnoe ynocroBepernune Ne DCP 2009/05514 ot
13.03.2019).

CekpeTt npeacraTejbHOM Kejle3bl

Ilepen B3sTMEM CEKpeTa IpOCTaThl TOJIOBKA IIOJIOBOTO 4JI€HA
oOpa0aTbIBaeTCcsl CTEpUIbHBIM  BAaTHBIM  TaMIIOHOM, CMOYEHHBIM
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dbusnonmornueckuM pactBopoM. Cekper mpocTaTthl OepeTcs Mmocie
IIPEIBAPUTEIBHOTO Maccaka IPOCTaThl uyepe3 MNpsAMYyH KHUIIKY. Bpau
OPOBOJUT MAacCaX C HAJaBIMBAaHUEM HECKOJIBKMMU SHEPrHYHBIMU
JBUKEHUSIMH OT OCHOBaHHUS K BEPXYIIKE. 3aT€M W3 KaBEPHO3HOM 4acTu
BBIJIaBJIMBACTCSl TPOCTATUUYECKUH CEKpeT, KOTOpbI coOupaercs B
CTEPUIIbHYIO EMKOCTD (COCY/IbI C LIMPOKUM T'OPJIOM, IPOOUPKH).

Oco00eHHOCTH MOJTyYeHHUS IAKYJIATA

[Tepen c6opom 3sKyNIATa pEKOMEHIYETCs TOJIOBOE BO3JEPKAaHHE B
TEYEHHUE TPEX CyTOK J0 HccienoBanus. [lepen cOopoMm 3sKyIiATa MalueHT
MOUHUTCS B TyaJleTe, MOJHOCTHbIO OMOPOXHSAS MOueBOi my3blpb. Ilocie
MOYEHCITyCKaHUs NAIMEHT J0JKEH TIIATEIbHO BBIMBITh PYKH C MBUIOM U
IIPOBECTU TYyalleT HApYKHBIX IIOJIOBBIX OPIaHOB C MBUIOM M BOJOM.
["0J10BKY MOJIOBOro wieHa M KPaWHIOW IJIOTh HEOOXOIUMO BBICYIIHUTH
CTEpUJIbHONW can@eTko. DAKyJAT MNOJIy4yaroT IyTeM MacTypOauuu u
coOMpAIOT B CTEPUIIBHBIA KOHTeHHep o6béMoM 10 60 mia. Emkocts ¢
ISKYJISITOM T€PMETHYHO 3aKPbIBAIOT KPBIIIKOW U MapKUPYIOT.

Oco0enHocTH MoJIy4eHus OuonrTara

OO0pa3upl OuonTara cieayeT NOMelaTh B OJHOPa30Bble BAKYyMHbIE
npooupku ¢ koHcepBaHToM DJITA minu oaHOpa30Bble 3aBUHYMBAIOLINECS
npoOupku 06béMoM 1,5 M1, comepkamue He 6osee 0,5 MII CTEPUITBHOTO
(U3UOJIOrMUECKOro pacTBOpa.

YcioBUSI TPAaHCHOPTHPOBAHMSA, XPaHEHUS] W YTWIM3AUMH
HCXOJHOI0 KIHHUYECKOI0 MaTepuaJia:

- ipu Temriepatype ot 2 10 8 °C — He 6oiee 24 u,

- mpu Temrneparype MuHyc 18 1o munyc 22 °C — He 6osee MecLa.

BHUMAHME! W30eratb NOBTOPHOIO  3aMOpaXUBaHUS U
oTTanuBaHMs 00pas3IoB.

VYyer, xpaHeHue, nepeaaya U TPAHCHOPTHPOBAHHE KIMHHUYECKOIO
MaTepHaia, MoJ03PUTEIILHOTO Ha HAJIMYUe YPOTeHUTAIbHBIX MH(EKIHA,
JIOJIKHBI OCYIIECTBIISTHCS B COOTBETCTBUH C JCHCTBYIOIMMU CAaHUTAPHO-
SMUIEMHUOJIOTMYECKUMH  TpaBUJaMH 10 0e30macHOCTH paboThl ¢
mukpoopranusmamu III-IV  rpynn mnarorenHoctu (omacHoctH) (CII
1.3.3118-13) 1 neiCTBYIOIUMMH CAaHUTAPHBIMHU IPABUJIAMHU O IMOPSAKE
y4dera, XpaHeHHUsl, Iepeiladyll U TPAaHCIOPTUPOBAHUSI MUKPOOPTaHU3MOB [—
IV rpynn natoreHHOCTH.

YTunuzanus KIMHu4YecKoro Matepuana (kiacc B), kak upe3BpruaitHO
SNUAEMHOJIOTMYECKH  ONAcCHBIX  OTXOJ0OB,  OCYILECTBISETCS B
cootBercTBuu ¢ CanlluH 2.1.3684-21.
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8.2. Ilpoueaypa noaydenus npoodst JHK venoBeka

Jns Beigenenus JJHK U3 cocko00B 3MMTEIHAIBHBIX KJIETOK CO
CJAM3UCTOH 000/10YKH HEPBUKAIBHOI0 KAHAJIA, YPeTPbl, BJIarajniua,
ceKpera MpPOCTAaThl, MOYM [pPHU TNPOBEJICHUU KOJHWYECTBEHHOIO U
KaueCTBEHHOT'0 aHAJIM3a PEKOMEHAYETCS UCTIOIb30BATh:

- Habop pearenroB mis Beinenenus JJHK/PHK u3 xknuanyeckoro
marepuana "HK-Dkctpa" mnmo TY 21.20.23-013-97638376-2019,
npom3BoactBa OO0  «Tectl'en», Poccuss  (perucrpanmoHHOE
ynoctoBepenue Ne P3H 2021/15428 ot 05.06.2023 r.);

Hns  Beigenennss  JIHK w3 Oumomrara mnOpW  OpOBEICHUU
KOJMYECTBEHHOTO W KAaYeCTBEHHOI'O  aHaliM3a  PEKOMEHAYETCS
HCII0JIb30BAaTh:

- Kommiekr pearentoB mus Beyienenus JHK u3 knmHmyeckoro
matepuana  «JIHK-cop6-B» mo TY  9398-003-01897593-2009,
npousBogactBa DPBYH I[MHUUWN Dmmpemuonorun PocnorpebHanzopa,
Poccus, (Peructpanmonnoe ynocrtoBepenue Ne OCP 2009/05220 ot
05.03.2019 r.);

Hnsa  Beigenenuss JHK w3  3skynasara Opu  OpoBeACHUHU
KOJUYECTBEHHOTO W KAaYeCTBEHHOI'O  aHaliM3a  PEKOMEHAYETCS
UCII0JIb30BATh:

- Komrmnekt peareHTOB AJisi BBIIETECHUS HYKJICMHOBBIX KHCIIOT
(ITPOBA-HK/TTPOBA-HK-TUUTIOC) mo TY 9398-035-46482062-2009,
MIPOU3BOJICTBA 000 "HITO JAHK-TexHnomorus", Poccus,
(Peructpannonnoe ynocrosepenue Ne ®CP 2010/08867 ot 13.10.2016

r.);

Hns Beimenenus JIHK u3 cocko00B 3nuTeMAIBHBIX KJIETOK CO
CJU3UCTOH 000/109KH LEPBUKAJIbHOI0 KaHAJIA, YPeTPbl, BJArajauia,
ceKpeTa NpoCTaThl, MOYM I[PU NPOBEACHUM KauyeCTBEHHOI'O aHaIW3a
PEKOMEH1yeTCs UCTIOIb30BaTh:

- Pearent ans cOopa, TpancnoptupoBanus u Bbaenenus JJHK u3
kimHA4Yeckoro marepuana «IHK-®act» mo TV 21.20.23-016-97638376-
2019, mnpousBoactBa OOO «Tectl'en», Poccust (peructpanrioHHOE
ynoctoBepenue Ne P3H 2021/14885 ot 05.06.2023 r.).

Bo Bpems mnpouenypst Bbinenenuss JIHK nHeoOxomumo crtporo
co0iroaaTh MPOTOKOJ U TpeOOBaHUS MHCTPYKIIUHU MPUMEHsieMoro Habopa
peareHToB.
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YcnoBust BO3MOXKHOTO XpaHEHHUs aHaIM3upyeMbix oopasmos JJHK —
B COOTBCTCTBHUU C UHCTPYKIUAMU K Ha60paM " pearcHTam IJisl BbIACIICHUA

JTHK.

9. IToaroroBKa KOMIIOHEHTOB HA0OPA /IJIsl MCCJIEIOBAHUS

YcTaHOBKa, MOHTaX, HACTpOMKa, KaTMOpPOBKAa MEIMIIMHCKOTO
U3JIeNus U1 BBOJA B HKCILTyaTalMIo He TpedyeTcs.

BHUMAHME! Ilpu pabore ¢ JHK HeoOXonumMo HCHOIB30BAThH
TOJIbKO OZJHOPA30Bbl€ CTEPUIIbHBIC IUTACTUKOBBIE PACXO/IHbIE MaTepUAIbL,
UMEIOIME CHenHadbHyl0 MapkupoBKy «DNase-free». OO0s3aTenbHO
UCIOJIb30BaTh OT/IENbHBI HAKOHEYHHUK C a3pO30JIbHBIM OapbepoM s
Ka)KJ0r0 KOMIIOHEHTA PEAKIIUH.

BHUMAHMUE! KoMNOHEHTBI pEakUMOHHONM CMECU CIEeAyeT
CMEINBATh HEMOCPEACTBEHHO NIEpe]] MPOBEACHUEM aHAIN3A.

[lepen mNpUTrOTOBIEHHEM pPEAKIMOHHBIX CMecel HeoOXoauMo
npousBecTu BiaxHyr yOopky III[P-Ookca, a Takxe oOOpymOBaHHS U
MaTepHaJIoB, HAXOAIIUXCS B HEM, C IIPUMEHEHUEM Je3UHPUIMPYIOLIIX
CpeACTB, MPHUTOMHBIX s wucnonb3oBanuss B [IL[P-mabGoparopusix,
BKIOUMTh Y®-namny Ha 20-30 wMunyt. llepen mnpoBeneHuem
UCCIIEIOBaHUs. HEOOXOJIMMO PpPa3MOpPO3UTh KOMIIOHEHThl Habopa mpu
KOMHATHOW TeMIEPAType.

1. TmarenbHO MepeMenaTh CoAEPKUMOE MPOOUPOK C BBIICIEHHON
s adanuza JJHK, [MHP-6ydepom, [Ipaitmep-mukcamu, KO-1, KO-2,
OKO wu IIKO, mnepeBopauuBas Kaxayro mnpoOupky 10 pa3 wim
nepeMenInBas Ha BOPTEKCe Ha HU3KOM CKOPOCTH B TeueHue 3—5 CeKyH],
3aTeéM  OCaAMTh KAl C  KpbIIEK  NPOOMPOK  KOPOTKHM
HEHTpU(yrupoBaHUEM.

2.1 Jlasi KOJMYECTBEHHOI0 AaHAJIM3a OTOOpaTh HEOOXOAMMOE
KouuecTBo npodupok oovemom 0,1-0,2 mu g NP wu3 pacuera nns
KQKIO0r0 MCIOJNb3yEMOIO MYJbTHILIEKCA: KOJWYECTBO HCCIENYEMBIX
o6pasuos? + 1 x [TIKO + 1 x OKO + 2 x KO-1 + 2 x KO-2 (ta6m. 13).

2 JInisl MOBBINIEHHS] TOUHOCTH PEKOMEH/LYETCS aHAIIM3UPOBAThL KaXIbli 00pasell B
JIBYX HOBTOpPax.
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Tabmuma 13 — IlpuHmMOD  MapKUpPOBKH  TPOOUPOK IS
KOJIMYCCTBCHHOI'O aHaJIn3a
Hccnenyemele KO-1 KO-2 I[IKO OKO
00pa3siibl
2 n
IMpaiimep-Muxc + + + + + + + + +
HPV-Nel
[Ipaitmep-mukc + + + + + + + + +
HPV-Ne2
[Ipaiimep-mMuxc + + + + + + + + +
HPV-Ne3
IMpaiimep-Muxc + + + + + + + + +
HPV-Ne4
[Ipaitmep-mukc + + + + + + + + +
HPV-Ne5
IMpaiimep-Muxc + + + + + + + + +
HPV-Ne6
[Ipaiimep-muxc + + + + + + + + +
HPV-Ne7

2.2 Jlna Ka4yeCTBEHHOT0 aHAJIM3a OTOOpaTh HEOOXOAUMOE
KOJU4ecTBO Mmpooupok oobemom 0,1-0,2 mu mrst TP w3 pacuera mis
KQXXJ0r0 MCIOJNb3yEMOIO MYJbTUILIEKCA: KOJMYECTBO HCCIEAYEMBIX
ob6pasuos? + 1 x [TKO + 1 x OKO (ra6m. 14).

Tabnuna 14 — [IpuHiIun MapKUpOBKY MPOOHUPOK I KAUECTBEHHOTO

aHaJIM3a

Hccnemyembie 00pasipl

2

ITIKO

OKO

[Ipaitmep-muxc HPV-Nel

[Ipaitmep-muxc HPV-Ne2

[paitmep-mukc HPV-Ne3

[paitmep-mukc HPV-Ne4

[Ipaitmep-muxc HPV-Ne5

[Tpaitmep-muxc HPV-Ne6

[Ipaitmep-muxc HPV-Ne7

[+ ]|+

o e A I Y

L[|+ ] ]+

]|+ ]|+ +

FlH[ |+ ] ]+
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10.1. IIpoBeaeHne KOJIMYECTBEHHOT0 AHAIHU3A

[II{P-uccnenoBaHrE COCTOUT U3 CIEIYIOIIMX 3TAMNOB:

1. Iloaroroska IILIP;

2. M P-ammudukanms JHK u TUOPUAN3AIIIOHHO-
diyopecueHTHass JETEKIUS MPOAYKTOB aMIUIM(PHUKAIUU B pPEXKUME
peaJIbHOTO BPEMEHH;

3. WnuTepnperanus pe3yabTaToB.

A) lToaroroska I P

(mpousBomautrcss B 30HE mpe-IIIIP - mnomemennn st
packarnbIBaHHUs peareHToB U moaAroToBku K [1I[P-ammmudukarym)

OO0mmii 00beM peakuuu — 20 MKJI.

BHUMAHME! 3ampemeno wusMeHsATh o0beM peakuuu. [Ipu
M3MEHEHUHU 00beMa YyBCTBUTEIBHOCTh METO/Ia PE3KO CHIKAeTCs !

Jlis  NpuroToBlIEHHS PEAKUUMOHHOM cMmecu Ha 1  peakuuio
HE00X0AUMO:

1. TIIP-0ydep — 4 MK,

2. CootBerctBytomuit mpaiimep-mukc (HPV-Nel (6, 11, 44), HPV-
Ne2 (16, 18, 26), HPV-Ne3 (31, 33, 35), HPV-Ne4 (39, 45, 51), HPV-Ne5
(52, 68, 56), HPV-Ne6 (58, 59, 66), HPV-Ne7 (53, 73, 82) — 10 mxku1,

3. O6pazen (uccnenyemsiii oopazen; JJHK, IIKO, KO-1, KO-2,
OKO) — 6 mx1.

['OTOBUTH peaKIMOHHBIE MPOOMPKH HEOOXOOUMO B CIEAYIOLIEM
HOpsIIKE:

1. ITpomapxupoBats npodupku Ha 0,2 ma ans [ILP. [{ns kaxaoro
MyJbTHUIIEKCA OepeTrcs HeoOX0IUMOe KOJUYECTBO MPOOUPOK s
uccienyembix oopasuos + 1 x IIKO + 2 x KO-1 + 2 x KO-2 + 1 x OKO.

2. Buectu B Kak1yro npobupky mo 4 mxn ITIP-6ydepa’.

3.Buectu mo 10 wmxn Ilpaiimep-MHUKCOB B HTPOOMPKH  JUIsS
COOTBETCTBYIOIIUX MYJIbTHILIEKCOB.

4. BHecTu B COOTBETCTBYIOLIME MPOOUPKU JJsI HCCIENYEMBIX
obpasuoB no 6 mkia BeiaenenHoit JJHK. B npobupku mis [TIKO u OKO
JHK He BHOCHUTCA.

3 PexoMeH IyeTCs CHadajla IPUIOTOBUTE CMeCh npaiiMep-mukca u I1LIP-Oydepa
JUTS KaXXIOTO MYJIBTHILIEKCA B OTAeNbHOM mpobupke Ha 1,5-2,0 mut u3 pacuera: (n+7)x4
mkn TII[P-Oydepa + (n+7)x10 MKI COOTBETCTBYIOIIETO IpaiMep-MHKca, TOe N —
Konm4yecTBO o00pasinoB. Ilepememath Ha BOpTEKce, OCAAUTh KaIUIM KOPOTKHUM
HeHTpudyruposanueM u BHecTH 110 14 Mk B ITI{P-ipoOupku 11t COOTBETCTBYIOLIETO
MYJIbTUILIEKCA.
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5.Baectn B cooTBeTcTByromme 2  MPOOMPKH  KaXJIOTO
UCIIOJIb3YEMOTro MyJibTUIIIEKca 1o 6 Mxi1 KO-1.

6. Buectu B cooTBeTcTByromue 2  NPOOMPKH  KaKIOTO
UCIIOJIb3YEMOTro MyJibTUIIIEKca 10 6 Mki1 KO-2.

7. BHEcTH B COOTBETCTBYIOIIME MPOOUPKHU KAXKIOTO UCIIOIB3YEMOTO
myJabTuiuiekca rno 6 mxi I1KO.

8. BHecTu B COOTBETCTBYIOLINE TPOOUPKH KaXKIOTO UCIIOIB3yEMOI0
myJabTuiuiekca rno 6 mxa OKO.

9. lnst cOpoca Karenb co CTeHOK OTHEHTpU(yrupoBarh NpoOUpPKH B
TedeHue 1-3 CeKyH]| Ha MUKPOIEHTpU(yTre-BOpTeKCe.

10.2. IIpoBeneHne Ka4eCTBEHHOI0 AaHAJIN3A

III{P-uccnenoBaHue COCTOUT U3 CIEAYIOIIMX ITAMOB:

1. IToaroroska IIIIP;

2. TP-ammudukanus JJHK " TUOPUIN3AITMOHHO-
diryopectieHTHasT JETCKIUS IPOIYKTOB aMIUTH(PUKAIIUH B PEKUME
pEeaNbHOrO BPEMEHH;

3. WuTepnperanus pe3yiabTaToB.

A) Iloaroroska I P

(mpomsBoautrcst B 30HE nmpe-IIIIP — nomemenun st
packambIBaHUs peareHToB U noAroToBku K [1IP-ammuduxarmm)

OO0muii 00bem peakuuu — 20 MKJI.

BHUMAHME! 3anpemeHo u3MeHATh o0beM peakiuu. [lpu
M3MEHEHUHU 00beMa YyBCTBUTEIbHOCTh METO/1a PE3KO CHUKaeTCsl!

Jns mpurotoBieHUss peakUMOHHOM cMecu Ha | peakuuio
HEO0XO0UMO:

1. TTIP-6ydep — 4 mx,

2. CooterctBytouuii mpaiimep-mukc (HPV-Nel (6, 11, 44), HPV-

Ne2 (16, 18, 26), HPV-Ne3 (31, 33, 35), HPV-Ne4 (39, 45, 51), HPV-Neo5
(52, 68, 56), HPV-Ne6 (58, 59, 66), HPV-Ne7 (53, 73, 82) — 10 mxu1,

3. O6pasen (uccnexyemsrii oopasen JJHK, ITKO, OKO) — 6 mx1.

['oTOBUTH peakIMOHHbIE MPOOMPKH HEOOXOOUMO B CIEAYIOLIEM
HOpSIIKE:

1. ITpomapkupoBats npodbupku Ha 0,2 mu s [THP. [{ns kaxgoro
MyJbTHUIIEKCA Oepercs HeoOXOIUMOe KOJUYECTBO MPOOUPOK s
uccienyembix oopasuos + 1 x IIKO + 1 x OKO.
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2. BHecTH B Kakayro po6upky 1o 4 mxi IT1P-6ydepa’.

3. Buectu mo 10 wmxn [lpaiiMep-MUKCOB B NpPOOUpPKH IS
COOTBETCTBYIOIIUX MYJIbTHILIEKCOB.

4. BHecTH B COOTBETCTBYIOIIME TNPOOHPKU ISl HCCIEAYyEMBIX
obpasnos o 6 mkxa BeiaenenHor JJHK. B mpo6upku mis [IKO u OKO
JHK He BHOCHUTCA.

5. BHecTH B COOTBETCTBYIOIIME MPOOUPKHU KAXKIOTO UCIIOIB3YEMOTO
myJabTuiuiekca rno 6 mxi I1KO.

6. BHecTH B COOTBETCTBYIOIIME MPOOUPKHU KAXKIOTO UCIIOIB3YEMOTO
myJabTuiuiekca no 6 mxa OKO.

7. [Ans cOpoca Karenb co CTEeHOK OTHEHTpU(yrupoBarh NpoOUpPKH B
TeueHue 1-3 cexyH ] Ha MUKPOIIEHTpU]YTe-BOPTEKCE.

b) IIIP-amnaupukamua JHK wu  rudpuausauuoHHo-
(¢ayopecuenTHas neTeKuMs NMPOAYKTOB aMILIM(UKALUM B peKUMeE
peajJilbHOr0 BpeMeHH;;

(npousBoautcs B 30OHE TP — momemnienuu nis nposenenus [T1P-
aMIUTU(UKAITIH )

1. YcTaHoBUTh MPOOUPKH B PEAaKIMOHHBIA MOMAYNb MpHOOpa IS
[1P B peanbHOM BpeMeHU. PekoMeH1yeTCsl yCTaHaBIMBaTh NPOOUPKHU 11O
HEHTpY TepMoOJoKa [IJIi PaBHOMEPHOTO MpPIWXKKMMa  IPOOHPOK
HarpeBarole KPBIILIKOMN.

2. 3anporpaMmMHpOBaTh npubop JUISL BBITIOJTHEHUS
COOTBETCTBYIOIIEH  MporpamMmbl  aMmIUIMQUKALMM W JIETEKUUU
(I1yopecLieHTHOTO CUrHasia, cOOI0Aas HHCTPYKIUIO JIIsl HCTIOJIb3YEMOT0
npubopa. [Iporokon [P mns ammmuduxatopos A Topaitm (OO0 «HITO
JHK-Texunonorus», Poccus), QuantStudio 5 (Thermo Fisher Scientific,
CIIIA), Rotor-Gene Q (Qiagen, I'epmanus), CFX 96 (Bio-Rad, CIIIA),
FLUORITE (Xian TianLong Science and Technology Co, Kurait) ykxa3an
B Tabnuue 15.

4 PexoMeH/IyeTCs CHa4ana MPUrOTOBUTH CMECh mpaiimep-mukca u ITIP-Gydepa
JUTS KaXXIOTO MYJIBTHILIEKCA B OTAENbHOM mpobupke Ha 1,5-2,0 mut u3 pacuera: (n+3)x4
mkn TII[P-Oydepa + (n+3)x10 MK COOTBETCTBYIOIIETO NpaiMep-MHKca, TIe N —
Konm4yecTBO o00pasinoB. Ilepememath Ha BOpTEKce, OCAAUTh KaIUIM KOPOTKHUM
HeHTpudyruposanueM u BHecTH 110 14 Mk B ITI{P-ipoOupku 11t COOTBETCTBYIOLIETO
MYJIbTUILIEKCA.
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Ta6mmma 15 — IMpotokon ITHP ms «BITY-tect»

o Bpewms, Kanaabl Bcero
Cragust | Temmnepartypa, C
MHH:CEeK AeTeKINH HHKJIOB

1 95 02:00 - |
) 95 00:15 ) 5

64 00:20

95 00:15 -

FAM,

3 ROX, 40

64 00:20 HEX,

Cy5

3. Yka3aTh KOJIMYECTBO M HMIEHTU(UKATOPHI 00Pa3IOB, OTMETHTH
pacroioX)eHnue TpoOUPOK Ha MaTpHIle TePMOOTIOKa B COOTBETCTBUHU C HX
YCTaHOBKOM.

4. Y10CTOBEpUTHCS, YTO B MapaMeTpax ONTHYECKUX H3MEPEHHI
porpaMMbl  aMITTU(UKALMN 3aJCHCTBOBAHBI KaHAIBI JeTekuuu FAM,
HEX, ROX, Cys5.

5. 3amyctuts [T1P ¢ netekmnueit ¢puryopecieHTHOrO CUTHaA.

6. IIo okOHYaHUU BBINIOJIHEHUS IPOIPAMMBI IPUCTYIUTh K aHATIU3Y
pe3yJIbTaToB.

11. Perucrpanusi 1 HHTepIpeTanus Pe3ya1bTATOB

Perucrpanuro pe3ynpraToB NpoBOaAT 1o 3aBepiueHun IIIP
ABTOMAaTHYECKH  C  TIOMOIIBI0  TPOTPaMMHOTO o0ecrnieueHus
UCIIONIE3YEMOT0 Mpubdopa.

PexoMeH1a1uM M0 YCTAHOBKE MOPOT0OBOii JIMHUH

Jnsa  ammnudukaTopoB  JHOOBIX  MoJeneidl moporoBas JIMHHS
YCTaHABJIMBAETCS WHIUBUAYAJIbHO JIs KaXXJOrO0 KaHajla Ha YpPOBHE,
cooTBeTcTByIONEM 5—20% 0T MaKCUMAaJIbHOTO YPOBHS (IyOpEeCLEeHINH,
MOJTyYE€HHOTO JUISI ITOJIOKUTEIBHOTO KOHTPOJIBHOTO 00pasiia B MOCIeIHEM
[UKJIE aMILTU(UKALIH.

BHUMAHME! B ciyuae ucnonb3oBanus amrugukatopa Rotor-
Gene Q, axtuBupoBath (pyHKUUM «IuHamuy. ¢on» (Dynamic Tube),
«Koppexkrt. ykinona» (Noise slope correction), yctaHoBUTh 3HaueHue 15%
B pazjene «YcTrpaHenue BeioOpocoB» (Outlier Removal).

B cnydae wucnonp3oBanus ammmudukatopa QuantStudio 5
HE00XO0IMMO MPOM3BECTH HACTPOMKY ONTUYECKUX (PUIBTPOB JIO 3aIycKa
npoTokosia amruiidukanuu (Bo3MOkHa peructpauust curHana VIC
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kaHatomMm ROX B cimydae ARn > 100 000, 4TO MOXKET NPHUBECTH K
MOJTyYEHUIO JIOXKHOIOJIOKUTEIBHBIX pe3ynbTaToB)! J[is aToro B 3akiiaake
«Method» HaxaTh KHOIIKY «Action», MOCJE Yero B CIUIBIBAIOIIEM MEHIO
BeIOpaTh «Optical filter settings», rae B paznene «PCR Filter» ocraButh
TOJIBKO Clienyromue KoMOnHamu GuibTpoB: X1 —ml, X2 — m2, x4 — m4,
X5 —m5, X6 — m6.

WuTepnipetanusi pe3yiabTaToB BbINONHSETCS Mo 3HaueHusam Ct
kananoB FAM, ROX, HEX, Cy5 (ta6m. 1).

CHayana OLEHUBAIOT MPOXOXKJIEHUE peakuuu U 3HadeHus Ct B
KOHTPOJIBHBIX 00pa3max. MHTeprpeTanuio pe3yabTaToB B HCCIETYEMBIX
oOpa3lax Ha4MHAIOT TOJIBKO MpU mIpaBuibHOM mpoxoxzaeHuun [IKO u
OKO.

HNuTepnperanust pe3yJbTaToOB B KOHTPOJIBLHBIX 00pa3nax

JlJIss OTPHIIATEIEHOTO U TIOJIOXHUTEIBHOTO KOHTPOJIbHBIX 00pa3IoB
JIOJKHBI OBITH TIOJIYYEHBI CISAYIOIINE Pe3yabTaThl (Tadi. 16).
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Tabmuma 16 — Pe3ynabTaThl UCCIENOBaHUS TSI OTPUILIATEIILHOTO H

MOJIOKUTCIIBHOI'O KOHTPOJBbHBIX 06p33].[0B

KonTtpoabHblit BriOpannsiii Gryopodop
obpaserr FAM | HEX ROX Cy5
Jus mynpTumuiekcoB popmel kommutekramun «BITU-tect -21»
OKO Ct>35 Ct>35 Ct>35 Ct>35
WIN OTC. WU OTC. WU OTC. WIN OTC.
KO Ct <30 Ct <30 Ct<30 Ct<30
KO-1u KO-2% | E=90-110%| E=90-110% E=90-110% | E=90-110%
Jus mynpTumuiekcoB Gpopmbl koMrutekranun «BITU-tect-16/18
OKO Ct>35 Ct>35 Ct>35 i
WIN OTC. WJIN OTC. WIN OTC.
ITIKO Ct<30 Ct <30 Ct<30 -
KO-1u KO-2* | E=90-110%| E=90-110% E=90-110% -
Jnst mynbTumiexcoB gopmsl komiuiekranuu «BITU-tect-31/33»
OKO Ct>35 Ct>35 Ct>35 i
WIN OTC. WJIN OTC. WIN OTC.
ITIKO Ct<30 Ct <30 Ct<30 -
KO-1u KO-2* | E=90-110%| E=90-110% E=90-110% -
Junst mynbTumiiekcoB Gopmbl komiuiekraun «BITU-tect-6/11»
OKO Ct>35 Ct>35 Ct>35 i
WIN OTC. WU OTC. WU OTC.
[IKO Ct<30 Ct<30 Ct<30 -
KO-1u KO-2* | E=90-110%| E=90-110% E=90-110% -
Jlis myneTumuiekcoB popmel kommutektanun «BITU-tect-14
OKO Ct>35 Ct>35 Ct>35 Ct>35
WU OTC. WU OTC. WK OTC. WIN OTC.
[IKO Ct <30 Ct <30 Ct <30 Ct<30
KO-1 u KO-2* | E=90-110%| E=90-110% E=90-110% | E=90-110%

O6o3nauenue: E — spdexrusnocts ITLP.

3 Toabko JJIA KOJIMYCCTBCHHOI'O aHaJIn3a.
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[Ipy nomydeHun [UIs OTPULATENBHOIO KOHTPOJIBHOTO 0oO0Opa3ua
3HAYeHUH, OTIMYAIOIINXCS OT YKa3aHHBIX B Ta0nuIe 16, pe3yabTaThl BCei
IIOCTAHOBOYHOM CEPUM CUYUTAIOT HEJOCTOBEpPHBIMU. B 3TOM ciydae
HEOOXOIMMO TIPOBEJCHHE CIEIHATbHBIX MEPOIPUATUH I yCTPaHEHUS
BO3MO>KHOM KOHTAMHWHALIUH.

[lpy mony4yeHHMH A TIOJOXKUTEIBHOTO KOHTPOJIBHOTO 0O0pa3ua
3HAYEHUHM, OTIMYAIOIIMXCS OT yKa3aHHbIX B Tabmuue 16, TpeOyercs
NOBTOpHAs TOCTAaHOBKA aMILTU(HUKAIMKU Bcell maptuu oOpasuoB. Ilpu
HOBTOPHOM IMOJYYEHUU AJIS TOJIOXKUTEIBHOTO KOHTPOJBHOIO o0pa3la
3HAYeHUH, OTIMYAIOIIMXCA OT YKa3aHHBIX B Tabiume 16, HeoOXoauMo
3aMEHUTb PEArcHTHI.

HuTepnperanusi pe3yJbTaTOB B HMCCJIEIYeMBIX KIMHUYECKHX
o0pa3zuax

[lpyHIMOBl  MHTEPHpPETAUUH PE3YJNbTaTOB Ul  HCCIEAyeMbIX
KJIMHUYECKUX 00pa3LoB OTpakeHbl B Tabuuue 17.
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Ta6mmma 17 — [IpuHIMI HHTEpIPETAMK PE3yJIbTaTOB

MynbTumiexkc FAM ROX Cy5s HEX
HPV-Nel 6 11 44 KBM
HPV-Ne2 16 18 26 KBM
HPV-Ne3 31 33 35 KBM
HPV-Ne4 39 45 51 KBM
HPV-Ne5 52 68 56 KBM Pesynprar
HPV-Ne6 58 59 66 KBM
HPV-Ne7 53 73 82 KBM
HPV-16/18 16 18 - KBM
HPV-31/33 31 33 - KBM
HPV-6/11 6 11 - KBM
JIHK cooTBetcTBYyIOI11IETO
resotuna BIIY ne
Ct orc. mmu Ct > 35 Ct<35
00OHapyIKEeHa WK HIDKE
npezena 00HapyKEHUs.
JIHK cooTBeTcTBYyIO1IETO
Ct<35 HE y4. rerotuna BITY
0o0Hapy)XeHa
Ct>35
Ct orc. nnu Ct > 35 unu HeBamunuslil pesyabraT
OTCYTCTBYET

IIpnurHON MONy4YEHUsT HEBAJIUIHOIO pPEe3yJIbTaTa MOKET CIYKUTh
Hu3Kkas koHueHtpauusa JIHK, npucyrcTtBue MHruOUTOpOB B mpemnapare
JHK, moixydeHHOM U3 KIMHUYECKOT0 MaTEpHUaIIa; HEBEPHOE BBIIIOJIHEHHE
IPOTOKOJIA aHANIN3a; HecoOtoieHne TemneparypHoro pexuma [P u np.

B cnywae HeBamuaHOro pe3yibpTaTa 3aKIIOUYEHHUE HE BBIAACTCH,
HE0O0X0JMMO NOBTOPHO B3ATh Yy THallMeHTa Ouomarepual MU 3aHOBO
IIPOBECTHU aHAJIN3.

BHUMAHMUME! Toabko mnpu  BBINOJHEHHMH  YCJIOBHIl
HHTEepIpeTauuu YKa3aHHbIX B Ta0iauue 17, mpucTynarb K OLEHKe
KOJIMYECTBEHHOI0 aHAJIN3a (IPH He00X0AMMOCTH).

HNuTepnperanusi pe3yjbTaTOB KOJHYECTBEHHOI0 AHAJIM3A B
uccjeayeMbiX KJIMHUYECKHX 00pa3nax

WuTepniperanysi pe3ysibTaToOB IPOBOJUTCA aBTOMATHYECKH C
MOMOIIBI0 IIPOrPaMMHOI0 00€CHEeYeHHs, IOCTAaBIsIEMOr0 BMECTE C
UCTIOJIb3YEMbIM JIETEKTHPYIOLUUM aMILTU(PUKATOPOM, WK BpyuHyro. Ha
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OCHOBaHUU TMOJy4YeHHBIX 3HaueHUU Ct 11 KanuOpOBOYHBIX 00pa3loB U
UX KOHIIEHTpAIUi HEOOXO0IMMO MTPOU3BECTH TOCTPOCHUE KAITMOPOBOYHOM
npsmoii. O6pazenr KO-1 conmepxuT Bce lielieBble aHAIUTHI (T€HOTHIIBI
BITU u renomuyto JHK uenmoBeka) B koHmenTtpamuu 10° xommii/mm;
o6pazen; KO-2 — 10* xormit/min.

DddexruBnocts NP nomkna 6bITh B uanazone ot 90 mo 110%; B
MPOTUBHOM cllyyae HEoOXOJUMO 3aHOBO IMPOBECTH aHAINU3, HAYMHAS C
srana Bbigenenus JHK. B cnydae, ecim B OJHOW IOCTaHOBKE
MPUCYTCTBYET HECKOJBKO IMpaliMep-MUKCOB, KaTuOpaTopbl HEOOXOIMMO
Ha3HaA4aTh I KaXXJOTO I€HOTHNA MO OTAeNbHOCTH. COOTBETCTBEHHO,
koHUeHTpauuu BITY oTaenbHBIX MeHOTUIIOB HEOOXOIMMO MPOU3BOIUTH
Mo KaquOparopaM COOTBETCTBYIOIIETO MYJbTHUIUIEKCA. Tak, Hampumep,
CHayaja aHaJIM3HPYIOTCS oOpa3lbl C peakuHoHHOW cmechio Nel ¢
YCTAaHOBJICHMEM  COOTBETCTBYIOIIMX  KaluOpaTopoB, jgajlee — C
peakiuoHHoM cmecbto Ne 2 u T.4. [lpu ucnons3oBanuu KanuOpOBOYHON
OpsIMOM TPOM3BOAMTCS PAcUET 3HAu€HUM aOCOJIIOTHBIX KOHLEHTpaluil
JHK BITY kaxxgoro u3 oOHapyxeHHbIX TeHoTHnoB u JJHK uenoBeka B
KOTHUSTX/MIL.

[lonmyyeHHble 3HAUEHHUS] MCHOJB3YIOTCS AJIA pacyera KOJWYEeCTBa
JIHK BITY. Tounocts u3mepenuii: £0,5 1g koHIIeHTpaIHy.

B cnydae, ecnu KOHIEHTpalMs LIEJIEBOrO aHAJIUTAa HAXOJIUTCSA B
muanazone 1x10° — 2x10° kormii/mo, YKa3bIBa€TCS TOYHAS KOHLEHTPALMS
B Komusax/mi. B ciywae, ecniu KOHIIEHTpalusi MEHbIE WU OoJbIie
YKa3aHHOTO JMara3oHa, BBIJAIOTCS PE3YJIbTaThl «KOHIEHTpAIUs MEHEe
1000 xomwmii/mMm» WM «KOHIIEHTpamus Oojee 2x10°  xommii/Mi»,
COOTBETCTBEHHO, 0€3 YKa3aHUsI TOYHOTO 3HAYECHUSI.

[lonyyeHHblE TOYHBIE 3HAYEHMS] KOHIIEHTPALMA MOTYT TaKXKe
MCIIONb30BaThes uis pacuera konndyectsa JJHK BITY, npuxonsieiics Ha
10° k1eTok uenoBeka (OTHOCHTENIbHAS KOHLIEHTPALHs ), 10 (opMyIIe:

yucso konui JJHK BITY B Ma

x 2 % 10°

C = -
OT " ypcno konui JIHK yesnoBeka B M1

JluarHocTuyeckoe 3Ha4YeHHEe  TMOJYYEHHOI0  pe3yJbTara
HCCJIeT0BAHUSA:

[TonyuyeHHbIe pe3yabTaThl MOTYT UCIIOJIB30BATHCA ISl BHISABICHUS U
tunupoBanus JIHK Bupyca nanumnomel yenoseka 6, 11, 44, 16, 18, 26,
31, 33, 35, 39, 45, 51, 52, 68, 56, 58, 59, 66, 53, 73, 82 Ttunos (Habop
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TUTIOB MOXET OTJIMYaThCsl B pa3HBIX (GopMax KOMIUICKTAIMil) B
OMOJIOTUYECKOM MaTepuae YelloBeKa.

s pacuera KIIMHUYECKH 3HAUMMOM KoHIleHTpauuu BITY Beicokoro
KAHIIEPOT€HHOTO pPHUCKA JUIS JIMI] >KEHCKOrO0 TI0JIa PEKOMEHAYETCS
HICIIONB30BaTh CIEAYIONINE ToKa3aTean®:

o ot 107 konuii/mn u 6osee — Beicokas BITU Harpyska (puck
paka menKy MaTKu);

e 10° — 107 xonuii/mn - ymepennas BITU marpyska (Hanuuue
CIN);

e wmenee 10° komumit/MI — KJIMHHYECKH MAaJlO3HAYNMOE
konmyecTtBo BITY.

Jns pacuera KIMHMYECKU 3HAUYUMOM KoHIeHTpauuu BIIY
BBICOKOTO KAHILEPOTEHHOTO pHUCKa JJsi JIMIl MYXKCKOro Iojia
PEKOMEH IyeTcsl HCIONb30BaTh CEYIOIME TOKA3ATEIH

e ot 10’ konwmii/Mi 1 60Jiee — KIMHUYECKH BHICOKO3HAYNMAs
BUPYCHAsl HAarpy3Ka, PUCK MPOTPECCUU;

e 10° — 10° xomuii/MN1 - KIMHUYECKM 3HAUMMAs BUPYCHas
Harpy3Kka, yKa3bIBaeT Ha MEPCUCTEHIUIO BUPYCa;

e Menee 10° konmii/Mi — KJIMHUYECKH Majo3HAYMMAsl
BHUpYyCHAasi Harpy3Ka.

YcraHoBieHHMe JWarHo3a W Ha3HAUCHHE JICUCHUS  JIOJDKHBI
MIPOU3BOUTHCS BpAYOM COOTBETCTBYIOIIEH CIICIIMAIM3AIIMN B COUYETAHUHN
c KIUHUYECKUMH HaOJI0ICHUSIMH, ucTopuen 0oJre3Hn u
SIUIEMUOIOTHYECKON HHpOpMaITHEi.

® B COOTBETCTBMM ¢ KIMHHYECKMMH PEKOMEHAAUMAMH MHHHCTEPCTBA
3apaBooxpaHenus Poccuiickoit ®Denepamun «/loOpokauecTBeHHbIE M IIPEAPAKOBBIE
3a0o0JIeBaHuUs MIEHKN MAaTKH C TTO3ULUH NPOo(UIaKTHKH paka». Mocksa, 2017r.

7 B  COOTBETCTBUM ¢ KIMHMYECKMMH DPEKOMEHIANUIMH MUHHCTEPCTBA
3npaBooxpanenus Poccuiickoit denepaunn «Pak nosgosoro wienay. 2020 r.
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12. YciioBusi XpaHeHUs, TPAHCIOPTHPOBAHMS U IKCILIYyaTAllUU
Ha0opa peareHToOB

XpaHeHnue

Habop «BIIY-Ttect» B yIakoBKe MNPeaIPHUATHSI-U3TOTOBUTEIS
XpaHUTh IIPU TeMIeparype oT MUHYC 16 10 Munyc 24°C B TeUeHHE BCETO
CpOKa TOJHOCTH Habopa, J0MmycKaeTcsl XpaHeHue Mpu TemrepaType oT 2
10 8°C B TeUEHUU JABYX HEJENb.

Homnyckaetcst 3amopo3ka/oTTanBanue Habopa «BITU-tect» He 6osee

10 pas.

[locne BCKpBITUS XpPaHUTh B TEX XKE YCIOBUSX, YTO U PEAreHTHI 10
BCKPBITHSL.

Ha6op peareHToB, XpaHUBIIMICS c HapylIEeHUEM
PErIIaMCHTUPOBAHHOI'O PEIKHUMA, IPUMEHCHUTIO HC MMOAJICIKHUT.

TpancnopTupoBaHue

TpancnoptupoBate Habop pearentoB «BIIYU-tect» cnemyer
TPAHCIIOPTOM BCEX BHJOB B KpPBITBIX TPAHCIOPTHBIX CPEICTBaxX B
COOTBETCTBUU C IIPaBHJIaMU IIEPEBO30K, JACUCTBYIOUIMMH Ha TPAHCIIOPTE
JAaHHOTO BHJA.

Habop «BITY-TecT» TpaHcnOpTHPOBATH IPU TEMIIEPATYPE OT MUHYC
16 no muuyc 24 °C B TeuyeHHME BCEro CpoKa TOJHOCTH Habopa.
JomyckaeTcst TpaHCTIOPTUPOBKA Mpu TemriepaType ot 2 10 8°C B TeueHUn
JIByX HEZIEIIb.

ATMOC(epHOe aBIeHHE HE KOHTPOJIUPYETCS, TaK KaK HE BIUSET Ha
KaueCTBO U3JIEIHSL.

Jlns obecrieueHust cOONIOEHUS YCIIOBUM TPaHCHOPTUPOBAHUS Ha
OPOTSDKEHUM BCEro CpoKa TPAaHCIOPTUPOBaHHS HaOOp peareHTOB
MOMEIAETCSI B TEPMOKOHTEHHEP MEHONOJINYPETAHOBBII MHOTOPa30BOT0
WCIIOJIb30BAaHUs NIl BPEMEHHOIO XpaHEHUS M TPAHCIOPTUPOBAHUS C
NOJTOTOBJICHHBIMH  XJIaZl0dJIeMEHTaMu. Tumn, o0beM U KOJIUYECTBO
XJIaJJ02JIEMEHTOB, 3aKJIaJbIBAEMBbIX B TEPMOKOHTEHHED C
TPaHCIIOPTUPYEMBIMH ~ HaOOpaMu  peareHTOB, a TaKke 00beM
TEPMOKOHTEIHepa MoI0MparoTcs B 3aBUCKMOCTH OT IIPOI0JIKUTEIBHOCTH
U YCJIOBHM TPaHCIIOPTUPOBAHMSI.

HabGopsl peareHTOB, TpaHCHIOPTHPOBAHHBIE C  HapyIIEHUEM
TEMIEPATYPHOT'0 PeKUMa, IPUMEHEHHIO HE MOJIeXKAT.

Cpoxk rognocTu

Cpoxk rogHoctu Habopa pearentoB «BITU-tect» — 12 mecsieB co
nHs npueMkn OTK mpennpusiTUsa-U3roTOBUTENS IPU TEMIEPAType OT
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MuHyc 16 1o wmuHyc 24°C, CcOONIOACHWUM  BCEX  yCIIOBHH
TPAHCIIOPTUPOBAHMS W JKCIuTyaTanuu. Habop peareHTOB ¢ HMCTEKIIUM
CPOKOM T'OIHOCTH IPUMEHEHHUIO HE MOJJIEKHUT.

Cpok rogjHoCTH BCKPBITHIX KOMIIOHEHTOB Ha0opa

12 mecsiues co ausa npuemkd OTK npeanpustusi-u3roToBUTENS U
YCIIOBUU XpaHEHMsI IIpU TeMIiepatype oT MUHYyC 16 1o munyc 24°C.

Cpox TrogHOCTM NPHUIOTOBJEeHHOH s mnpoBexenusi ITLP-
aHa;u3a peakunonHoii cmecu (3tan «Iloaroroska I P»)

1 wac mpu Temmneparype ot 2 10 8°C mpu COOJNIOACHUHU YCIIOBHA,
MPENSTCTBYIONIMX BBICBIXaHUIO KOMIIOHEHTOB, a TaK)K€ KOHTaMUHAIIUU
MIOCTOPOHHUM OHOJIOTMYECKUM MaTepUaIoM.
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13. Yruanzanus

Habops!l pearenToB, npuileAnne B HENPUTOJHOCTh, B TOM YHCIIE B
CBA3M C HCTEYEHHEM CpoKa TOJHOCTH, NOMJIEKaT yTWIM3ALUU B
cootBeTcTBUU ¢ TpeOoBanusmu CanlluH 2.1.3684-21.

B cootBercTBUM ¢ KiaccupuUKauedl MEIUIMHCKHX OTXOJIOB
HAOOpBl OTHOCATCS K Kiaccy A (3MHIAEMHUOJIOTUYECKH Oe30macHbIe
OTXOJIbI, TPUOIMKEHHBIE MO COCTAaBY K TBEPIBIM OBITOBBIM OTXO/aM).
Heucnonb3zoBanueie peaktuBbl B cooTBeTcTBUU ¢ CanlluH 2.1 3684 21
«CaHuTapHO-3NUIEMUOJIOTHYECKHEe TpeOOoBaHMA K OOpaIlIeHUI0 ¢
MEIULUHCKUMU 0TXOZaMu» coOuparoTcst B OJIHOPAa30BYIO
MapKUPOBaHHYIO YIIaKOBKY JIFOOOI0 I[BETa (KPOME JKEITOr0 U KPaCHOI0).

OcraBimecs Mocie BBIMOJHEHUS pabOT MPOOHPKH M MaTephalibl
YTHIN3UPYIOT B cooTBeTcTBUM ¢ MY 287-113 (Meronnueckue yka3aHus
no Je3uH(EKINH, NPEICTePUIN3AUOHHON OYHCTKE U CTEPUIIN3ALUU
U3JIeIMA MEUIIMHCKOTO Ha3HAUEHU ).

Kunkne KOMMIOHEHTHI (peareHThl, PEAKTHUBBI) YHUUYTOKAIOTCS
CIIMBOM B KaHAJIM3aLUIO C IPEIBAPUTEIIbHBIM Pa30aBIIEHUEM peareHTa
BoZONpoBoAHOW BOMOM 1:100 M BBIBO30M OCTATKOB YMNAaKOBOK Kak
MIPOU3BOJICTBEHHBIN WM OBITOBON MYyCOP.

[Torpeburensckas ymakoBka Habopa peareHtoB «BITY-Tect»
HNOJJIE)KUT MEXaHWYECKOMY pa3pyLIEHHIO C BBIBO30OM OCTATKOB Kak
MIPOU3BOJICTBEHHOTO WM OBITOBOTO MYyCOpa.

[lepconain, oCymIeCTBISIONIMN YHUYTOXKEHHE Habopa peareHToB,
JOJKEeH COOII0IaTh TpaBuiia 6€30MacHOCTH MPOBEIEHUSI TOTO U HHOTO
croco0a yHUYTOXKEHUS.
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14. I'apanTHiiHbie 00513aTEJIbCTBA, KOHTAKTBI

[IpennpusTHe-u3roTOBUTENb TapaHTHPYET COOTBETCTBHE Habopa
«BITY-tect» TpeboBanusm TY mnpu cOOMIOAEHUU yCTAaHOBICHHBIX
TpeOOBaHUI K TPAaHCIOPTUPOBAHUIO, XPAHEHHIO U SKCILTyaTalllu.

[lpy BO3HMKHOBEHMHM TPETEH3MH IO KadyecTBY HaOOpOB,
HE)KeNaTeJIbHbIX COOBITUI UM MHIUACHTOB HAIIPABJIATH HHPOPMAIHUIO 110
azapecy:

OO61iecTBO ¢ orpaHM4eHHOM 0TBeTCTBeHHOCTHIO «Tectl en»

(000 «Tectl'en»),

432072 r. YaesaHoBcK, MHxeHepHsiit 44-ii ipoesa, 1om 9, oduc 13

Ten.: +7 (499) 705-03-75

www.testgen.ru

Cay:xx0a TeXHUYeCKOM MOJAePKKM:

Ten.: +7 927 981 58 81

E-mail: help@testgen.ru
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IMpuioxenne A

O0o3HaueHNE

HanmeHoBaHME TOKYMEHTA

I'OCT ISO 14971-2021

N3nenus menunuHckue. [Ilpumenenue
MEHEPKMEHTa PUCKA K METUITTHCKIM H3/ICTIHSIM.

I'OCT P 51088-2013

MenuuuHckue U3Aenus A1 TUarHOCTUKYA UH
BUTpPO. PearenTsl, HAOOPHI pearecHTOB, TECT-
CUCTEMBI, KOHTPOJIbHBIE MaTepHabl, IUTAaTeIbHBIC
cpensl. TpeOoBaHUs K U3IEIUAM U
NOAACPKUBAIOIIEH JOKYMEHTAIIUH.

I'OCT P UCO 23640-2015

W3 nennst MEQUIIMHCKHUE TSI JUATHOCTHKY 1N Vitro.
OreHKa CTaOHIFHOCTH PEareHTOB IS
IUArHOCTHKH 1n Vitro

I'OCT P 51352-2013

MeguiuHacKkyue W3OEIUsS I OUArHOCTUKH WH
BUTPO. MeToAbl UCIIBITAHUN.

I'OCT P UCO 17511-2022

W3z nenust MeAUIIMHCKHUE Il TMArHOCTUKY In Vitro.
TpeOoBaHUs K YCTaHOBJICHHUIO METPOJIOTHYCCKON
HpOCHe)KI/IBaCMOCTI/I 3Ha‘leHHI71, HpI/IHI/IcaHHbIX
KanubpaTopam, KOHTPOJbHBIM MaTepuaiam
MPaBUJILHOCTA W 00pa3maM  OHOJIOTHYECKOTO
MaTepuaja 4eJIoBeKa

I'oOCT P UCO 18113-1-
2015

MeauuuHcKue U3aeans I JUArHOCTUKH 1N Vitro.
Wndopmanus, npegocTapisieMas H3rOTOBUTEIEM
(mapkupoBka). Yacts 1. TepmuHsl, onpeeneHus 1
o011ve TpeOOBaHMUSI.

I'OCT P UCO 18113-2-
2015

MeauuuHcKue U3aeans I JUAaTHOCTUKH 1N Vitro.
Wndopmanus, npegocrapnsiemMas
n3roroButeneM(mMapkupoBka). Hacts 2. PeareHnTsr
JUISL IMATHOCTHUKH in Vitro Juist poghecCHOHAILHOTO
[IPUMEHEHHUS

I'OCT P UCO 23640-2015

W3nenust MeAMIIMHCKYE IS AMATHOCTHKY in Vitro.
OreHka cTabMIIBHOCTH PEareHToB IS
JHUArHOCTHKH in Vitro

I'OCT P UCO 15223-1-
2023

Wznenust meguumuHackre. CUMBOJIBL, IPUMEHAEMBIE
IIpY MapKUPOBAaHUH HAa MEAULIMHCKUX U3JIENHSX,
JTUKETKaX U B COMPOBOAUTENHHON TOKYMEHTAIHH.
UYactp 1. OcHOBHBIE TpeOOBaHHS

I'OCT ISO 13485-2017

Wznenust MeguumHackne. CUCTEMBI MEHEDKMEHTA
kayecTBa. TpeOoBaHMs AJIs eIl peryJIupoBaHus
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puiaoxenne b

CuMBOJIBI MADKUPOBKH
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IMukTorpamma «Bepx» noka3biBaeT NPaBUIBHOE MOJI0KEHUE
rpy3a B npocTpaHcTBe. CTpeNnKd yKas3bIBalOT Ha BEPXHIOK
9acTh COAEPKUMOro. TpaHCIOPTHYIO YHMAKOBKY C O3THM
CHMBOJIOM Hellb3s NEePEeBOPAaYMBATh MM CBAIMBATH Ha OOK.
Ee HyXHO XpaHUTP M TIEPEBO3UTH HCKIIOYHUTEIHHO
BEPTUKAIBHO.
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