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CMUCOK COKPALLEHUA 1 OBO3HAYEHUI

B HacToswen MHCTPYKUUN NCNONb3YKOTCA cnegyroumne CoKkpaweHna mn 0603HaueHuns:

RCF - OT aHrn. relative centrifugal force, oTHocMTENbHOE YCKOpPEHUE LEHTPUDYTU
BK - BHYTPEHHUI KOHTPO/1b

rady - reHoMHas AHK yenoBeka

OBA - pons 6akTepmanbHOro aHanuTa

OHK - Ae30KCUpUBOHYKeMHOBas KMUCIoTa
OHKa3bi - Ae3oKcnpuboHykeasbl

ac - AvarHoctmnyeckas cneundmnyHoCTb

ad - AMarHoCTnyecKkasa 4YyBCTBUTENbHOCTb
mB - nHTepdepupyowme BewecTsa

K- - oTpuuUaTesbHbIM KOHTPO/bHbIN 06paseL
K+ - MONOXNUTESbHbIA KOHTPOJbHbIA 06pasel,
HK - HyknenHoBble kncnotbl (AHK n PHK)
OKbB - obwee konnyecTso b6akTepuii

nupP - NosinMepasHagd uenHasa peakuma
PHKa3bl - puboHykneassbl

YIMM - YCNIOBHO-MATOreHHble MUKPOOPraHMN3Mbl
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1 NPEAHA3HAYEHHOE NPUMEHEHMUE

1.1 MNonHoe HamMmeHoBaHWe Habopa peareHTOB: Habop peareHTOB AN KOJIMUYECTBEHHOM
OLIEHKM COCTaBa MUKPOBMOTbI, KAUECTBEHHOIO U KOIMYECTBEHHOrO onpeaeneHns AHK oCHOBHbIX
NaTOreHHbIX MWUKPOOPraHM3MOB B PEMNPOAYKTUBHOM TPaKTE XeHWMH MeToaoMm [LP B pexume

peanbHoro BpemMeHn (PEMO®JIOP®II), nanee no TeKCTy — HAbop peareHToB.

1.2 Ha3sHaueHue: Habop peareHTOB NpeaHa3Ha4YeH Assi KONMYecTBeHHOro onpeaenenmns HK
npeacraButenem HopmobuoTbl Lactobacillus spp., Lactobacillus iners, Lactobacillus crispatus,
Lactobacillus jensenii / Lactobacillus mulieris, Lactobacillus gasseri / Lactobacillus paragasseri,
Bifidobacterium spp., YCNOBHO-NATOrNeHHbIX MWKpoopraHmamoB Ureaplasma urealyticum,
Ureaplasma parvum, Mycoplasma hominis, Candida spp., Candida albicans,
Staphylococcus spp., Streptococcus spp., Streptococcus agalactiae, Enterobacteriaceae,
Enterococcus spp., Haemophilus spp., Gardnerella vaginalis, Fannyhessea vaginae, Mobiluncus spp.,
Anaerococcus spp., Peptostreptococcus spp., Bacteroides spp. / Porphyromonas spp. / Prevotella spp.,
Sneathia spp. / Leptotrichia spp. / Fusobacterium spp., = Megasphaera spp. / Veillonella spp. /
Dialister spp., BVAB1/BVAB2/BVAB3, Ka4eCTBEHHOIro M KOJMYECTBEHHOro onpeaenenHns [OHK
nmaToreHHblX MuUKpoopraHmamoB Chlamydia trachomatis, Neisseria gonorrhoeae, Mycoplasma
genitalium, Trichomonas vaginalis, HSV1, HSV2, CMV, HPV 16, HPV 18, HPV 45,
HPV 31/33/35/39/51/52/56/58/59/66/68 B 6uonornyeckom maTtepuasne U3 penpoayKTUBHOMO
TpakTa XeHWwnH (Ma3ok/cockob anuTenns co CAM3NCTon 060N04UYKM LEepBUKANbHOIMO KaHana,

Bnaranuwa) metogom MLUP B pexnme peasibHOr0 BPEMEHMN.
1.3 OyHKLUMOHaNIbHOE Ha3HavyeHne: anarHocTuka in vitro.

1.4 lMokasaHng K NpoBeAEHMIO aHanusa:

- OCTpble U1 XpoHu4yeckne  ¢GopMbl  MHPEKUMOHHO-BOCNANUTENbHbLIX  3aboneBaHui
penpoAyKTUBHOIO TpakTa;

- HapylleHne penpoAyKTUBHOIro 340poBbs (becnnoaue, HeBbliHaWLMBaHUE 6epeMeHHOCTH).

npOTMBOHOKaBaHMVI K MPUMEHEHUIO HET.

1.5 MonynaumoHHblE U ﬂ,eMOFpaCbVILIeCKMe aCneKThbl: Ha6op peareHToB npegHa3Ha4dyeH Aans

obcnenoBaHmMa NuL, XXEHCKOro nonaa no 3aBepuieHnmn ny6epTaTHoro nepwuoaa.

1.6 O6nactb nNpuMeHeHus: Habop peareHToB MOXET 6biTb WCMOMb30BaH B  KJIMHWUKO-

ANarHocTuyeckmnx nabopaTopmsax MEAULMHCKUX YUPEXAEHUN.

1.7 MoTeHUWanbHble NONb30BaTENN: KBaNMMOULUMPOBAHHbIN NepcoHasn, obyuyeHHbIn MeToaam
MOJIEKYIAPHOMA AMArHOCTUKM M npasunam paboTbl B KIMHMKO-AMArHOCTUYECKOW nabopatopuu
(HanpuMep, Bpa4y KAWHWYECKON nabopaTOpHOM AMarHOCTUKM, Bpaud-nabopaHTt, denbawep-

nabopaHT (MeaNUMHCKMNIA NabopaTopHbIN TEXHUK)).

1.8 MpuMeHsATb HAabop peareHTOB CTPOro MO HAa3HAYEHWUIO COr/IAaCHO AAHHOW MHCTPYKLUMKU NO

NPUMEHEHNIO.
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2 XAPAKTEPUCTUKA HABOPA PEATEHTOB

’ AHK-TEXHONOruA

Habop peareHTOB BbiNyCKaeTCca B CTaHAApPTHOM dacosBke (MapkupyeTcsa — pacoBka S) u

B chacoBKkax AJ1S aBTOMaTM3MPOBAHHOI0 A03MPOBaHUs (Mapkupytotcst — dbacoBka A, cdacoBka A-TL).

2.1

CocTaB Habopa peareHToB

R1-P811-S3/6, cpbacoBka S, cTpunbl

. Konunuectso HoMWHanbHbIN
HanmeHoBaHWe KOMMOHEHTa BHewHun Bua .
npobunpok 06bEM KOMMNOHEHTA
Cmecn ansa amnandukaumu, Mpo3payHas 6ecuBeTHas, po3oBas 12 crpvnos
3anevyaTaHHble napaduHOM nnm rony6as XuakocTb noa P no 20 mMkn
0 no 8 npobupok
Crpun N°1 BOCKOO6pasHbIM 6enbiM croem
Cmecun ans amnandukaumm, MNMpo3payHas 6ecuseTHas, po3osas 12 CTOUNOB
3anevyaTaHHble NnapaduHOM unu ronybas XmMAKoCTb Noa P no 20 mMkn
o no 8 npobupok
Ctpun N22 BOCKOOb6pa3HbIM 6enbiM Ccnoem
PacTteBop Tag-nonnmMepassbl Mpo3payHas 6ecuBeTHas XUAKOCTb | 2 Mpobupku rno 1,0 mn
Mpo3payHas 6ecuBeTHasn BA3Kas
MuHepanbHoe Macno po3p 4 4 npobupkmn no 1,0 mn
MacCNSaHUCTas XUAKOCTb
MonoXxnTtenbHbIn
o 1 Mpo3payHas 6ecuBeTHas xuakoctb | 1 npobupka 320 mMkn
KOHTPOJIbHbIN 06pa3zeL,
KpbIWKK Ana cTpunos 24 wr.

R1-P811-XA/5, dpacoska A

o Konnuectso HOMWHanbHbIN
HavMeHoBaHMe KOMMOHeHTa BHewHMn Bng .
npobunpok 06BbEM KOMMOHEeHTa

Cmecun ans amnandukaumm Mpo3payHas 6ecuyseTHas, po3osas 2 cTpuna no 120 Mkn
Ctpum unu rony6as XuaKoCTb no 8 npobupok

Mpo3payHas 6ecuseTHas
MLP- TPUM 2n MpKU n MK/

LIP-6ycdep Ctp KUAKOCTD pobup 0 600

Monumepasa TexHoTag MAX Mpospaunas becuseTHas Baskas 2 npobupku no 60 mMkn

XKNAKOCTb

Mpo3payHasa 6ecuBeTHas
Bydep ana passeaeHus HK KUIKOCTb 4 npobupku rno 1,0 mn
I'Ionommenm:mm ) Mpo3payHas 6ecuseTHas 2 Npo6upKN no 100 MKn
KOHTPOJIbHbIV 06pa3sey, XUAKOCTb
Ctpunbl no 8 npobupok 10 wr.
KpbIWwKK ang cTpunos 2 WrT.

R1-P812-XA/5, dpacoska A-TL

o Konunuectso HOMWHanbHbIN
HanmeHoBaHWe KOMMOHEHTa BHewHun Bua .
npobumnpok 06bEM KOMMOHEHTA
Cmecn ans amnandukaumm Mpo3payHas 6ecuBeTHas, po3oBas 2 cTpuna Mo 120 MKn
Ctpum nnu ronybas Xuakoctb no 8 npobupok
Bydep TL Mpo3payHasa 6ecuBeTHas XUAKOCTb | 2 Mpobupku no 715 mkn

Monnmepasa TL-65

Cyxoe BeLlecTBo 6enoro nam
6exeBoro LBeTa

2 npobupkun (nnodununsar)

Bydep ana passegeHns HK Mpo3payHasa becuBeTHas XUAKOCTb | 4 Npobupku no 1,0 mn
I'Ionommenm:mm 1 Mpo3payHasa 6ecuBeTHas XUAKOCTb | 2 Npobupku no 100 mkn
KOHTpPOJIbHbIN 06pa3seL,

Ctpunbl no 8 npobupok 10 wr.

KpbIWwKK ang cTpunos 2 WrT.

1 - Ha 3TMKeTKe KOMMOHEHTA Ana Bcex d)aCOBOK «MonoXnTenbHbIN KOHTpOJ'IbeIVI o6pa3eu>> YKa3blBa€TCA

Kak «K+»
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Bce KOMMOHeHTbl Habopa peareHTOB TrOTOBbl K TMPUMMEHEHUID WU He TpebytoT
OOMONHUTENbHOM NOAFOTOBKKN K paboTe.
KoMnaeKkTHOCTb:
- Habop peareHTOB B 0AHOM M3 BapMaHTOB MCMNOSIHEHNSA — 1 wWrT.
- Bknagbiw (Tonbko gacoska S, cTpunbl) — 1 3K3.
- NHCTpyKUMS NO npuMeHeHunto — 1 k3.

- MacnopT - 1 3K3.

2.2 KonnuectBo aHanmnsnpyembix 06pasLos

Habop peareHTOB B hacoBke S paccuuTaH Ha npoBeaeHue 12 onpepenenuin (He 6onee
4 NOCTAHOBOK), BKJ/OYas aHaan3 Heu3BeCTHbIX 06pa3yos, oOTpuUaTeNbHbIX KOHTPOJIbHbIX
06pas3uoB M NOMOXNTENbHbIX KOHTPOJIbHbIX 06pa3LoB.

Habop peareHtoB B dacoBke A n B ¢acoske A-TL paccumtaH Ha nNpoBeaeHue
24 onpepenenun (ogHa NnoctaHoBKa Ha 24 obpa3sua uin aBe NoctaHoBKK no 12 obpa3uos), BKIOYas
aHanM3 HeusBeCTHbIX 06pasuoB, OTpuuUaTeSIbHbIX KOHTPOJIbHbIX 06pa3uoB M MOAOXKUTENbHbIX

KOHTpPOJIbHbIX 06pa3uos.

2.3 MpuHUMN MeTOoAa

Metoa: MonumepasHasa uenHas peakumsa (MUP) c aetekumer pe3ynbTaTOB B pexunme
peanbHOro BPEMEHU; KONIMUYECTBEHHDIN U KQYeCTBEHHbIA MYNIbTUMNEKCHbIN aHanns.

MpuHUMN MeToda OCHOBaH Ha WCNOMb30BaHWMM npouecca amnandukaumm OHK,
3aK/lloyaloLerocs B MOBTOPSIOWMXCA UMKIaxX TemnepaTypHol aeHaTypaumu [AHK, omxkura
npanMepoB C KOMIMJIEMEHTAPHbIMM TMOC/EA0BATENbHOCTAMM UM MOC/eaylowen [OCTPONKMU
NOSIMHYKNEOTUAHbIX Lenei ¢ 3Tux nparMepos Tag-nonmmepason.

Ona noBbIWEHUS YYBCTBUTESIBHOCTU U CreuyMdUyHOCTM peakunum npeaycMoTpeHo
npuMeHeHne «ropsiyero» craprta. [na gacoBkmn S «ropsaumii» ctapT obecneymBaeTcs MeTOAMKOMN
NPUroToBIEHNS peakLUMOHHOW CMeCcu, COCTOosLEN U3 ABYX CN0EB, pa3AenéHHbIX NPOCNONKON U3
napadpuHa. CmeweHne cnoés M npeBpalleHne UX B PEeaKUMOHHYI0 CMeCb MPOMCXOAUT TOJSIbKO
nocne nnasseHuMsa napaduHa, 4YTO MCKIOYAET Hecneumduueckoe cBA3blBaHWE MNpanMepoB C
OHK-MunweHbio npu HavanbHOM nporpeBe npobupku. «lopsuynin» ctapT ana ¢dacoBkn A u
¢dacoBkm A-TL  obecneuymBaeTca  MCMNOMb30BAaHMEM  MNOJSIMMEpA3bl, AaKTMBHOCTb KOTOPOW
6noknMpoBaHa aHTUTENaMn, akTueauusa depMmeHTa NponucxoamT TOMbKO MOC/e nNpeaBapuTenbHOro
nporpeea peakUMOHHOM cMecu npu 94 °C. DTO UCKIK4YaeT Hecneuudunyeckoe CBA3bIBaHME
npanmepos ¢ HK-MuweHbo NpM HavyabHOM Nporpese NpobmMpKu.

B cmecb ans amnaundukauum eeegeHbl AHK-30HAbI, KaXAablh M3 KOTOPbIX COAEPXUT
dnyopecueHTHYIO MeTKy W racutenb dnyopecueHumm. lMpu obpasoBaHum cneymdmyeckoro
npoaykta [OHK-30H4 pa3pywaertca, AenctBne racutenss Ha  QryopecueHTHYH  METKY
npekpawaeTcsa, 4To BeAET K BO3pacTaHUio YpOBHS dryopecueHunn, KOTOpbI UKCupyeTcs
OETEKTUPYIOWMM aMnnmndumkaTopoM. KonnmyectBo paspylleHHbiX 30HA0B (a, cnepoBaTefibHO, U
YpoBeHb (yopecueHUun) yBennYMBaAETCS NpPOnopuMoHanbHO Koanvectsy obpa3oBaBLUMXCS
cneunduryecknx amMnaMKoHoB. YpoBeHb @GryopecueHUnn WM3MepseTcs Ha KaxaoM uukne

amMnnnduKaunmn B pexmme peasibHOro BpeEMeH!.
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Habop peareHTOB BK/HOYAET CMecu Ana amnandukaumu, cneumduyHble ans BbisiBNEHUS
OHK naktobaumnn, naTtoreHHbIX W YCNOBHO-MATOMEHHbIX MUKPOOPraHM3MOB, a TakKXxe ans
onpeaeneHns BcrnoMmoraTesnbHbiX aHanutoB: OHK Bcex 6aktepuin (OKB - obuee kKonu4yecTtso
6akTepun) n reHomHonm AHK yenoseka (r44).

B coctaB cmecein gnsa amnandukaummn (3a ncknrdveHmem npobupkum N°3 Crtpuna N1 um
npobupkn N4 Ctpuna N°2) BXOAWUT BHYTpPeHHMI KOHTponb (BK), KOTOpbIM npegHasHayeH Ans
OLEHKM Ka4yecTBa MPOXOXAEHUS TMOSIMMEPasHOM LENMHOM peakumum B KaX4on OoTAesIbHOM
npobupke.

[N KOHTPONS pacnosioXeHust CTPUNoB B TepMobioKe ageTekTupytowero amnamdunkaTopa
B cMecn ana amnandukaumm npobmpkm N°2 Ctpuna N21 u npobupkmn N23 Ctpuna N22 npobasneH
ONUroHykneotug ¢ dayopecueHTHoM MeTkon Rox — «Mapkep». OH ncnonb3yetcsa npnbopom ans
onpeneneHna nNOAOXeHUs cTpuna B Tepmobrioke aeTekTupylowero amnnumdukaTtopa. [lMocne
npoxoxaeHusa amnandukaumm nporpaMma CpaBHWMBAET 3afaHHOE OornepaTopoM pacrosioXkeHue
MapKepa C ero peasjbHbIM MOJIOXEHUEM, U, €CNU HaxoauT HecoBnageHue (Npu HernpasUSIbHOM
pacnonoXeHun cTpuna), To npeaynpexaaeT onepatopa o6 3TOM HECOOTBETCTBUU. B 3TOM cnyyae
Heobx0ANMMO NpoBEPUTb PacrnosioXeHun cTpunoB B TepMmobnoke (nepsas npobupka Ctpuna N°1
n BTOpas npobupka Ctpuna N22 oTMeyeHbl ronybbiMm 6ydepoM) ©n CKOPpeKTUpoBaTb
naeHTndnKaTopbl NPO6UpPOK B NPOTOKOJIE.

B coctas [HK-30HOOB, MCNONb3YKOLWUXCA ANS OETEKUMW MPOAYKTOB aMnandukauum
¢dparMeHToB reHOMOB OnpeaesnsieMblX MUKPOOPraHU3MOB, BK/OUEHbI (PJTyOpEeCLUEHTHbIE METKMW:
Fam, Rox, Hex, Cy5, Cy 5.5. B coctas AHK-30HAa, ucnonb3ytoweroca Ans getekunmm npoaykra
aMnanduKaunum BHYTPEHHEro KOHTPOoJs, BXoAMT hNyopecLeHTHbI Kpacutenb Hex.

Ncnonb3oBaHue HeCKONbKMX (NyOopecueHTHbIX KpacuTenen no3BOASEeT COKpaTUTb
KOM4yecTBo npobmpok mn 6uomaTepmana, HeobxoauMMOro Ans NpoBeAeHUs uccienoBaHus,
MOCKOJIbKY TMOSABNSAETCS BO3MOXHOCTb OAHOBPEMEHHO PperucTpMpoBaTb pe3ynbTaTbl PasHbiX
peakuun amnandukaumm, npoxoaawmx B ogHon npobupke.

B Tabnnue 1 npmBeaeHbl BbisBASEMble MOKasaTenu, LBETOBas MapKMpoBKa M KaHasbl

AeTeKUUN NpoAyKTOB aMnanduKaumm.



®EMO®JIOPCII | UHCTPYKLUMSA NO NPUMEHEHUI0 | 1151-4 ot 27 HoA6pa 2025 roaa

} AHK-TEXHONOruA

Tabénwu ua 1 - BbigBnsieMble noKasaTtesnn, UuUBEeToBad MapKMpoOBKa W KaHanbl AETEKUUU
NPOAYKTOB aMnandukaumm
N¢ KaHanbl perekumm DSy
MapKMpOBKa
Tpos cMmecu gnsa
F H R .
6upkun am ex (0)' Cy5 Cy5.5 T T
Ctpun N°1
1 OKB BK - - Gardr.rere'lla Fonyb6as
vaginalis
2 Lactobacillus spp. BK Mapkep - -
Lactobacillus Lactobacillus
3 Lactobacillus Lactobacillus jensenii / gasseri / B
crispatus iners Lactobacillus Lactobacillus
mulieris paragasseri
Streptococcus
4 Staphylococcus spp. BK Streptococcus spp. agalactiae
i BecuseTHas
5 Mobiluncus spp. BK - Haer:;g hilus - UK
po3oBas
6 Anaerococcus spp. BK Fanny l7essea - -
vaginae
Bacteroides spp. /
7 Porphyromonas spp. / BK Enterobacteriaceae Entegococcus -
Prevotella spp. Pp-
Sneathia spp. /
8 Leptotrichia spp. / BK - - -
Fusobacterium spp.
Ctpun N22
Megasphaera spp. /
1 Veillonella spp. / BK - - - BecusetHas
. WM posoBas
Dialister spp.
BVAB1/
2 BVAB2/ BK - - - Fony6as
BVAB3
3 Peptostreptococcus BK Mapkep Bifidobacterium _
spp. SPP-
4 Mycoplasma Ureaplasma Ureaplasma Y _
hominis urealyticum parvum
5 Candida spp. BK Candida albicans - -
5}
Trichomonas Mycoplasma Chlamydia Neisseria ecLBeTHas
6 o BK o ) nnu pososasi
vaginalis genitalium trachomatis |gonorrhoeae
7 HSV2 BK CMV HSV1 -
HPV 31/33/35/39/
8 HPV 16 BK 51/52/56/58/59/ HPV 18 HPV 45
66/68

OnpepeneHne pecatunyHoro norapudma (Lg) kKoHueHTpaumm (KOAMYECTBO KOMWI

OHK-mMnwenn B 1,0 Mn npenapata OHK) nposoguTtca € Mcnonb3oBaHMEM METOAa CpaBHEHUS

MOpPOroBbIX LUMKIIOB, TaKXe Ha3biBaeMbiM MeTogoM AACt. MNpenmyuwectsoM metoaa AACt aensaeTtca

onpeaeneHve konuyectsa AHK-MulieHel faxe B yCnoBusix Cyb6onTuManbHON 3¢hheKTUBHOCTU

MLUP 6e3 Heob6xoaMMOCTM MOCTpoeHus kanubposo4dHoM kKpuson (Shefe J. H. Quantitative real-

time RT-PCR data analysis: current concepts and thenovel «gene expression’s Ct difference»
formula [Text] / J. H. Shefe, K. E. Lehmann, I. R. Buschmann, T. Unger, H. Funke-Kaiser //
J. Mol. Med. - 2006. - Vol. 84. - P. 901-910 [DOI 10.1007/s00109-006-0097-6]).
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B pacuéte vyuuTbiBaeTca 3HadyeHuss noporosoro uumkna (Ct) wn addekTnBHOCTU
amnnmdukaumm. NMoporoBbIN LMK — 3TO TOYKA Ha ocu abcumcc rpadrka HaKoMneHMs NPoAYyKTOB
B 3aBMCMMOCTWU OT HOMepa Uuukna amnandukaumn. LOna HaxoXAeHWs MOoporoBoro uUMKIa
ncnonb3ytoT Metog Crossing point — onpegeneHve MakcMMyMma BTopow npowussogHon (Cp)
(PebpukoB u ap., 2014). 3ddekTnBHOCTb MLP — 3TO 4Mcnio, NokasbiBakLlLee, BO CKOMIbKO pa3 3a
OAVIH UMK aMnnmdukaumm n3aMeHnTcs konmdectso ¢pparmeHtos AHK.

PacyeT npoBOAMTCS cornacHo cdopmyne:
Log(NO,) = Log(E) x (Cp — Cp,), (1)

rae NOa — ucxogHoe konmyectso konmn [OHK-muwennm B 1,0 Ma npenapata [AHK
aHanusupyemoro obpasua;

E - adbdekTusHocTb MLUP;

Cp - noporosblin unkn Ans obpasua, coaepxallero eANHCTBEHHYO Monekyny OHK;

Cpa — NOpOroBbIN LMK ons aHannsmpyemoro obpasua.

NccneposaHmne cocTouT M3 cnepylowmx aTanos: BbiaeneHne AHK (npobonoarotoska) m
NnuP-amnandwmkauma AHK c pgeTekumen pe3ynbTaTtoB B peXMMe peanbHOro BpeMeHu C

ncnonb3oBaHneM Habopa peareHtoB PEMO®JIOP®II.

3 AHANTUTUYECKME U ANATHOCTUYECKUE XAPAKTEPUCTUKHN

3.1 AHanuTmnyeckasa crneymdnyHOCTb

B obpa3suax 6umonormuyeckoro Matepumasna 4denoBeka, coaepxawmx OHK BbisBnsembix
aHanuMToB, BO BpeMs NpoBeAeHuns amnnmdukaumm nporpaMmHoe obecneyeHne aeTeKTMpytowwero
amnnmdumkaTopa AO/MHKHO pPerncTtpupoBaTb MOMIOXUTENbHbIE pe3yfbTaTbl  aMnandukauum
cneunduryeckmx NpoayKTOB B COOTBETCTBYOWMX NpobmpKax No 3as9BNEeHHbIM KaHanaMm AeTeKumun.

B o6pasuax 6buonornyeckoro matepuana yenoseka, He cogepxawmnx OJHK BbisBnsembix
aHanuToB, Npu npoBeAeHMM amnamdukaumm nporpamMMHoe obecrnevyeHune aAeTeKTUpPYHoLWero
amnnuduKkaTopa AO/MKHO perncrpMposaTb OTpuUaTesNbHble pe3ynbTaTbl  aMnandukauum
cneunduryeckmx NpoAyKTOB B COOTBETCTBYHOLWMX NpobMpKax No 3asdBf€HHbIM KaHasaM AeTeKuumn
M NONOXUTENbHbIN pe3ynbTaT aMmnandukaumMn BHYTPEHHErO KOHTPOSA MO KaHany geTekunn Hex
(3a ncknrodeHnem npobupok 6e3 BK, cm. Tabnuuy 1).

AHanuTuyeckast cneunduyHocTb Habopa GEMO®JIOP®II 6bina oueHeHa Ha naHenwu
MUKPOOPraHM3MoB, onpeaensemMbix HabopoM peareHToB, WM MUKPOOPraHuMsMax, HaxoxaeHue
KOTOPbIX BO3MOXXHO B obpasue 6momatepmana, C KOHUEHTpaunen MMKPOOPraHM3MOB He MeHee
1,0 x 10 konwuii/mMn. Mo pe3ynbTaTaM TECTUPOBAHUA MOKA3aHO OTCYTCTBUE Hecneundpunyeckmnx
NOMOXUTENbHbIX pe3ysbTaToB amMmnandukaumu.

lNMokasaHo OTCYTCTBME NEPEKPECTHLIX Hecrneumdmnyecknx peakumm KaXkaoro KOMNoHeHTa,

BXOoAdALWEro B CoCtaB Ha6opa peareHToB, No OTHOWEHUIO K ,D,perVI MULLEHUN CUCTEMBDI.
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Tabnuuya 2 - MUKpPOOpraHm3mbl, WUCMOMb30BaHHbIe AN  OLEHKWU aHanUTU4ecKkomn

cneunduyHoOCTH

HasBaHusa MMKpoOpraHuMsMoB

Anaerococcus octavius Haemophilus parainfluenzae Mycoplasma hominis
Anaerococcus vaginalis HSV1 Mycoplasma genitalium
Bacteroides fragilis HSV2 Neisseria gonorrhoeae
Bacteroides ovatus HPV 16 Parvimonas micra
Bifidobacterium bifidum HPV 18 Peptoniphilus asaccharolyticus
Bifidobacterium breve HPV 31 Peptoniphilus septimus
Burkholderia cepacia HPV 33 Peptostreptococcus anaerobius
Burkholderia cenocepacia HPV 35 Peptostreptococcus faecalis
BVAB1 HPV 39 Porphyromonas vaginalis
BVAB2 HPV 45 Porphyromonas gingivalis
BVAB3 HPV 51 Prevotella copri
Candida albicans HPV 52 Prevotella stercorea
Candida parapsilosis HPV 56 Propionibacterium acnes
Chlamydia trachomatis HPV 58 Propionibacterium avidum
;Zrcygri[:z;;igzrmn HPV 59 Proteus mirabilis
Corynebacterium vaginale HPV 66 Pseudomonas aeruginosa
CMV HPV 68 Pseudomonas alcaligenes
Dialister invisus Human herpesvirus 6 Sneathia vaginalis
Eggerthella lenta Human herpesvirus 8 Staphylococcus saprophyticus
Eggerthella hominis Lactobacillus salivarius Staphylococcus aureus
Escherichia coli Lactobacillus crispatus Streptococcus pneumonia
Enterobacter intestinihominis Lactobacillus iners Streptococcus agalactiae
Enterococcus faecalis Lactobacillus jensenii Treponema pallidum
Enterococcus faecium Lactobacillus mulieris Trichomonas vaginalis
Epstein-Barr virus Lactobacillus gasseri Ureaplasma urealyticum
Fannyhessea vaginae Leptotrichia massiliensis Ureaplasma parvum
Fusobacterium nucleatum Megasphaera cerevisiae Veillonella dispar
Gardnerella vaginalis Mobiluncus curtisii
Haemophilus influenzae Mobiluncus mulieris

3.2 NHTepdepupyowne BelecTsa

Hannume wuHrubutopos [MLUP B o6pa3sue 6Guonormyeckoro martepuana MoxeT 6biTb
MPUYMHON COMHUTENbHbLIX (HEe4OCTOBEpPHbLIX) pe3yabTaToB. [lpu3HakoM uHrnMébmposanusa T[LP
SIBNSIeTCA  OAHOBpPEMEHHOEe  OTCYTCTBME  aMnauduKaumm  BHYTPEHHEro  KOHTpons u
cneundunyeckoro npoaykra.

MoTeHunanbHble MHIM6UTOPLI MLUP 1 X MakcMMasnbHble KOHUEHTPaLUWn, KOTopble MOryT
npucyTcTBoBaTb B obpasue, U ANa KOTOPbIX OLEHMBANOCb WUHrnMbupytowee snusiHme Ha [UP,

NMPpUBEAEHDbI B Tabnnue.
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’ AHK-TEXHONOrusa

Hannune BO3MOXHOIO MHFM6MPYFOLLI,€FO BdJ(beKTa OLEeHMBaNoCb NYyTEM AobaBneHus

NnoTEHUMANbHbIX MHTepCbepeHTOB B o6pa3u,b| 6rnonornyeckoro MaTepuasia B KOHUEHTpaUnAax

cornacHo Tabnuue 3. [anee BbINOAHSAUCL Npoueaypa Bblaenenmsa OHK un MUP c aetekunen B

pexmnme

peanbHoro

BpEMEHU

C HMCNoJIb30BaHUEM

Habopa

peareHToB

OEMOD/IOP®II.

B pesynbTaTe NCMbITaHMN NnoATBEPXAEHO OTCYTCTBUE BIIMAHNA UCCNEAOBAHHbBIX NMOTEHUMATbHbIX

MHrnémutopos Ha MLP, npoBoaMMyto € ncnonb3oBaHmeM Habopa peareHToB.

Tabnuya 3 - MHTepCbGDEHTbI, MCNOJIb30BAaHHbIE ANA OUEHKN NX BO3MOXHOIO VIHFVI6VIpOBaHMH

rnupP
.. o KoHLeHTpauusa
Uccnepyembin encTByloulee Tun
MaT:yuan UnTepdepent . Be e‘::TBu:) nHTepdgepeHTa S
P - pdep B npenapare AHK
LlenbHas KpoBb FemornobuH 0,1% v/v (0,35 mr/mn)
DHAOreHHbIN
Cnusb MyuwnH 10%
BeH3nngnmeTun
MupaMuncTnH®, 3-(MupmucTonn-aMmmMHoO
P [3-(Mmp Ho) 5 10% (0,001%)
Ma3ku/cockobbl 0,01% pactBop nponun] aMMOHUM DK30reHHbIN -
W3 BRaranuiia, Xnopwua MmoHormapart MECTHbIN
aHTUCEeNnTUK
LepBuKanbHoro | XnoprekcuanHa Xnoprekcuana
KaHana 6urniokoHaT 10% (0,0050/0)
burntokoHaTt
0,05% pactBop
M3onponunosbii . DK30reHHbIN —
P M3onponunosbiii cnmupT 10% (100 mkn/mn)
cnupTt KOMMOHEHT
HabopoB ans
MeTunaueTtaTt MeTunaueTtaTt BblﬂeﬂgHMﬂﬂ,U,HK 10% (100 mkn/mn)
3.3 Mpenen obHapyxeHus

Mpenen obHapyXeHUs MULIEHEW, onpeaenseMbix HabopoM peareHToB, YKa3aHHbIA B

Tabnuue Huxe,

YCTaQHOB/IEH MyTeM aHanvMsa JUMUTUPYIOLWNX pasBeAeHU KOMYECTBEHHO

OXapaKTepU30BaHHbIX NabopaTOpPHbIX KOHTPOSbHLIX 06pasuoB, coAepXallMx BEKTOpbl CO
cneumduyeckuMmn nocnegoBaTtesibHOCTAMU OHK BbISIBNSieMbIX aHaMTOB (C yYE€TOM KOMUHOCTU
MULLEHEBbIX TE€HOB), W MOATBEPXAEH pe3ysbTaTamu,

nony4vYeHHbIMM Ha pa3BejeHunax

KOJIMYECTBEHHO OXapaKTepPU30BaHHbIX KYJbTYpP MUKPOOPraHM3MOB.

BHUMAHME! lNMpegen obHapyxeHUsa 3aBUCUT OT 06bEMa antoummn Habopos ans sbigenenHns AHK
(yem 6onbwe 06LEM 310OUMM, TEM Bbie nNpeaes 0bHapyXeHUs, YTO CBSA3AHO CO CHUXEHMEM

KoHueHTpauun JHK).
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Mpenen
o6Hapy>xeHusn
AHK-MuwueHu rn/mn
C yyeToMm
KOMUWUHOCTHU
Trichomonas vaginalis 1,0x102
Candida spp., Candida albicans, Chlamydia trachomatis 5,0x10?
OKB, 'Y, Gardnerella vaginalis, Lactobacillus spp., Lactobacillus crispatus,
Lactobacillus iners, Lactobacillus jensenii / mulieris, Lactobacillus gasseri /
paragasseri, Staphylococcus spp., Streptococcus spp., Streptococcus agalactiae,
Mobiluncus spp., Haemophilus spp., Anaerococcus spp., Fannyhessea vaginae,
Bacteroides spp., Porphyromonas spp., Prevotella spp., Enterobacteriaceae,
. . ) 1,0x103
Enterococcus spp., Sneathia spp., Leptotrichia spp., Fusobacterium spp.,
Megasphaera spp., Veillonella spp., Dialister spp., BVAB1, BVAB2, BVAB3,
Peptostreptococcus spp., Bifidobacterium spp., Mycoplasma hominis, Ureaplasma
urealyticum, Ureaplasma parvum, Neisseria gonorrhoeae, Mycoplasma genitalium,
HSV1, HSV2, CMV
HPV 16, HPV 18, HPV 45, HPV 31/33/35/39/51/52/ 56/58/59/66/68 5,0x103

3.4 Jvana3oH namepeHus, npenen n3aMepeHus

JnanasoH wu3MepeHuss KOJMYeCTBEeHHO onpeaensemMbiX aHanuMToB, onpeaensieMbix
HabopoM peareHToB, HaxoauTcsa B npegenax oT 1,0 x 104 go 1,0 x 10° '3/MN, ycTaHOBJIEH NYTEM
aHanuMsa JUMUTUPYIOLLNX pa3BeAeHMN KOJIMYECTBEHHO OXapaKTePM30BaHHbIX KOHTPOJbHbIX
obpa3uoB npeanpmsaTMa (C Y4ETOM KOMMMHOCTM MULLEHEBLIX MEHOB), COAEPXALLUMX BEKTOPbl CO
cneundunyeckmmn nocnegosatenibHocTamMn [OHK BbisBNsSieMbIX aHanMToB, MNOATBEPXAEH Ha
pa3BefeHUsaX KOSIMYeCTBEHHO OXapaKTepU30BaHHbIX KY/bTYp MUKPOOPraHM3MoB.

Mpepnen wusMepeHnss Habopa SBASETCS HWXHWUM NpeaesioMm JWMHEeNHOro AuanasoHa
n3MepeHuns Habopa peareHToB, COOTBETCTBYET 3HadeHuo 1,0 x 10* ansa Bcex aHanuMToB Habopa.

KoadpdurumeHT Bapuauum (%CV) npu onpegeneHun npegena naMepenms — He 6onee 10%.

3.5 MeTponornyeckas NpocrexnBaeMocTb

K Habopy peareHTOB NpUMEHSAITCS TpeboBaHUS METPONIOrMYECKON MPOCIEXMBAEMOCTH
KOHTpOsibHbIX 06pa3uoB (FOCT ISO 17511-2011). [Ons npoCieXxuBaeMOCTU KOHLEHTpauum
B MOJIOXUTENbHOM KOHTPOJIbHOM o6pa3ue wucnonb3lyetcsa MeTon cnektpodotomeTpuun. [pu
BbIMO/ITHEHUM KOHEYHbIM NoTpebuteneMm pyTMHHOW METOAMKWU onpeneneHust KoHueHTpauun OHK
Ka)4oro aHanuTa B MOJIOXUTE/IbHOM KOHTPOSIbHOM oO6pa3ue 3Ha4yeHUs AO0JSHKHbl HaXoAWUTbCS
B MHTepBane 1,0 x 104 - 1,0 x 10°% kon/mMn. CornacHo MOCT ISO 17511-2011 MONAOXUTENbHbIN
KOHTPOJIbHbIN 06pa3el SABASETCS KOHTPOJIbHbIM MaTepuanoM NpaBuUIbHOCTHU.

HeonpenenéHHoCTb U3MepeHuna coctasnset 0,4.
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3.6 [OnarHoctuyeckme xapakTepucTukm
3HayeHMs  aMarHocTtMyeckom  yyscTBuUTeNnbHOCTM  (AY) KW AMArHOCTUYECKOM

cneundunyHoctn (AC) Habopa c goBepuTeNbHON BEPOATHOCTbIO 95% ykasaHbl B Tabnuue.

Enonornaeckmii KonnuecrBo o6pasuos
maTepman AHK Monoxn- OTpuua- AY, % AC, %
Te/lbHblE Te/lbHblE
Chlamydia
) 100 300 100% (97,2 - 100) | 100% (99,1 - 100)
trachomatis
Neisseria 100 300 100% (97,2 - 100) | 100% (99,1 - 100)
gonorrhoeae
Mycoplasma 100 300 100% (97,2 - 100) | 100% (99,1 - 100)
genitalium
Ma3zok/cockob Trichomonas
SIUTENVS CO vaginalis 100 300 100% (97,2 - 100) | 100% (99,1 - 100)
cmsmncron HSV1 100 200 100% (97,2 - 100) | 100% (98,6 - 100)
060n104KHM
LepBUKaNbHOrO HSV2 100 200 100% (97,2 - 100) | 100% (98,6 - 100)
KaHana, CMV 100 200 100% (97,2 - 100) | 100% (98,6 - 100)
Bnaraauiia
HPV 16 100 200 100% (97,2 - 100) | 100% (98,6 - 100)
HPV 18 100 200 100% (97,2 - 100) | 100% (98,6 - 100)
HPV 45 100 200 100% (97,2 - 100) | 100% (98,6 - 100)
HPV 31/33/35/39/51/ . ~ . ~
52/56/58/59/66/68 100 200 100% (97,2 - 100) | 100% (98,6 - 100)
n pnmMmeyaHumne - ﬂ,VIaFHOCTMHECKaFI YYBCTBUTENIbBHOCTb U CI'IELI,VICI)VILIHOCTb 6blna YCTaHOBJIEHa B XOoAe

npoBeAeHNs KINHUYECKMX nccnenosaHnii B cootsetctenm ¢ NOCT P 53022.3-2008.

OnarHoctmyeckue xapakKTepuctmkm Habopa ans KonudectBeHHoro onpegenenHms AHK
bakTepun, 4yenoBeka, npeacrtaBuTenen HopmobuoTel Lactobacillus spp., Lactobacillus iners,
Lactobacillus crispatus, Lactobacillus jensenii / mulieris, Lactobacillus gasseri / paragasseri,
Bifidobacterium spp., KOJINYECTBEHHOIO onpeaeneHus OHK YC/TOBHO-MATOr€HHbIX
MUKpoopraHmamoB Ureaplasma urealyticum, Ureaplasma parvum, Mycoplasma hominis,
Candida spp., Candida albicans, Staphylococcus spp., Streptococcus spp., Streptococcus
agalactiae, Enterobacteriaceae, Enterococcus spp., Haemophilus spp., Gardnerella vaginalis,
Fannyhessea vaginae,  Mobiluncus spp.,  Anaerococcus spp., Peptostreptococcus spp.,
Bacteroides spp. / Porphyromonas spp. / Prevotella spp., Sneathia spp. / Leptotrichia spp. /
Fusobacterium spp., Megasphaera spp. / Veillonella spp. / Dialister spp., BVAB1/BVAB2/BVAB3
He onpefensiTcsa B CBA3M C TeM, YTO MNepeyvYncsieHHble aHanuTbl MOryT MpUCYTCTBOBaTb Y
340pOBbIX XEHLWWH B penpoayKTUBHOM TpakTe, MO3TOMYy Habop onpegenser ux TONbKO B
KonmM4yecTBeHHOM dopmaTte. [Ana KonmyecTBeHHbIX MeToamk cornacHo MOCT P MCO 18113-1-2015

ANArHoCTU4eCKneE Xapaktepnctmkm He npuMeHmUMbI.
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3.7 TOYHOCTb M3MepPEeHU (MOBTOPSAEMOCTb M BOCMPOMU3BOANMOCTD)

MoBTOPSIEMOCTb M BOCMPOM3BOAMMOCTb U3MEPEHMIN C UCMONb30BaHNWEM Habopa peareHToB
oUueHuBann nNyTéM TeCTUpoBaHUA MoAenbHOro obpasua, MpPUroTOBAEHHOrO B MaTpuue
6uonornyeckoro ™Matepuana B u4eTblpex KoOHUeHTpauusax (npegen obHapyXxeHus, npegen
N3MepeHMs 1 ABYX 3HAYEHUI B NMMHENHOM AnanasoHe — 1,0 x 10° n 1,0 x 10°). Kaxabliii o6pa3sey,
npoxoamn BCe 3Tanbl uccnegoBaHusa (BbigenenHme [OHK, amnandwukaumio wn  getekuuto
pe3ynbTaToB).

MoBTOpSEMOCTb M3MepeHuin Bblna nccnegoBaHa C KaXAoW M3 4YeTblpex KOHLEeHTpauui,
B Kaxaomn mn3 gacosok (S, A, A-TL), Ha ogHoM npubope (ana dacoskn S — «ATnpanm 5M*», ang
dacoBok A, A-TL - «Tnpanm 5X*»), ogHMM onepaToOpoM, B TeueHme 5 gHeln, No 2 NOCTaHOBKMU
B AleHb, B ABYX MOBTOpPaX B KaXA0M NocTaHoBKe. [1/19 NOCTaHOBKM 6bI/10 MCMONb30BAHO MO OA4HOM
cepumn Habopa peareHToOB AN Kaxaon dacoBKu.

KoadduumeHt Bapuaumm npuv  UCCNEAOBaHMM MOBTOPSIEMOCTU  WU3MEPEHUIN  Ans
KOHUeHTpauuun «npegen obHapyxeHusi» coctaBun He 6onee 20%, A9 BCEX KOHUEHTpauun
B IMHENHOM aAnana3oHe — He 6onee 10% pansa Bcex BapnaHToB (hacoBOK.

BocnponzBoanMoCTb UM3MepeHMM 6blna  uMccnesoBaHa C  KaXAoW M3 YeTbipex
KOHLeHTpaumi, B kaxaon ns cdacosok (S, A, A-TL). Ana ¢acoBkn S NoCTaHOBKM OCYLLECTBASINCD
Ha AByx moaenax npumboposB («ATnpanm 5M*», «ATnant 5S*»), Ha AByx npubopax Kaxaon
mMoaenu, ana dacosok A, A-TL — Ha ogHon Mopenu («ATnpanm 5X*») Ha Tpéx npubopax. OAns
NOCTaHOBKW 6blIN MCMOBb30BaHbI MO 2 Cepum HABOPOB peareHToB Kaxaoln GacoBku. MNocTaHoBKY
BbIMOSIHANM 2 onepaTopa B 2 pa3HbiX AHS.

KoadbdunumeHT Bapumaumm npu uccnefoBaHUM BOCMPOU3BOAMMOCTU U3MEPEHUA ANns
KOHUeHTpaunun «npeaen obHapyxeHus» coctaBun He 6onee 20%, Ana BCeX KOHLEHTpauwui

B NIMHENHOM aAnana3oHe — He 6onee 10% ans Bcex BapnaHToB hacoOBOK.
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4 MEPbI MPEAOCTOPOXXXHOCTH

OpraHusauma pabotbl [LP-nabopatopuu, obopyaoBaHue u MaTepwuanbl LOKHbI
cooTBeTcTBOBaTh TpeboBaHmsaM MOCT P MCO 15190-2023, meToamMyeckmx ykasaHuii MY 1.3.2569-09
«OpraHunsauuns paboTbl nabopaTtopuii, UCNOAbL3YKOLWNX MeToAbl aMmnaMduKaunmm HYKIEMHOBbIX
Knucnot, npu paboTte ¢ MatepmanoM, cogep)xawmmMm MmKpoopraHmamel I-IV rpynn natoreHHOCTU»,
c cobnogeHvem CaHUTapHbIX npasun u HOpM CaHlnH 3.3686-21 «CaHunTapHo-
anuaeMunonornyeckme TpebosaHus no npodunakTmke MHOEKUNOHHbIX 6onesHen».

HenseecTHble 06pa3ubl pacCMaTpMBAOTCS KakK MoTeHuManbHO-onacHble. MNMpu paboTte ¢
HabopoM cnepyeTt HageBaTb o4HOpa30Bble nepyaTkm 6e3 Tanbka.

Mpu pabote ¢ MukpoopraHmamamm I-IV rpynn natoreHHoCTu BbI6Op TMMa 3aWMUTHOro
KocTioma (pabouer ogexabl M CpeacTB MHAMBUAYA/IbHOW 3awWuTbl) MNPOBOAUTCS B CTPOrOM
COOTBETCTBMM C CaHUTapHbIMM Npasuiammn n Hopmamm CaHluH 3.3686-21 n onpepensieTcs BUAOM
B0o36yauTens, paboyel 30HOI, oOcHaweHMeM ee 6okcamu buonornyeckomn 6esonacHoOCTK.

CnepyeT ncnonb3oBaTh TO/IbKO OAHOPA30Bble HAKOHEYHMKN U NMPOoBbmpKM.

He ponyckaeTcs WCNoOAb30BaHWE OAHMX W TeX Xe HakoHeyHuKkoB npu obpaboTke
pa3nnyHbix o6pa3uos bnonormyeckoro matepuana.

K pabote ¢ Habopom peareHTOB JoMnycKaeTcsa nepcoHan, obydeHHbl MeToAaMm
MOJIEKYNIAPHOM ANArHOCTUKM M nNpaBunamM paboTbl B KIIMHUKO-ANArHOCTMYECKON nabopaTtopun.

Boinenenve AHK cneayet nposoanTb B 6okcax buonornyeckomn 6esonacHocTu II knacca.
MoaroTtoBky k MNLP c ncnonb3osaHneM Habopa peareHTOB BO3MOXHO npoBoauTb B ML P-60kcax.

3anpewaeTca nepemelleHne nabopaTtopHoro obopyaoBaHUsA, B TOM 4Yucne A03aTOpos,
WTaTMBOB, J1labopaTOPHOM MOCyAbl, XanaToB, rofOBHbIX Y6OpoB M nNp., a TakXe pacTBOPOB
peareHToB U3 O4HOro NMOMeLeHnsa B Apyroe.

[losaTopbl AOMKHbI 6bITb COOTBETCTBYHOWMM 06pa3oM noBepeHbl (B aKKpeAMTOBaHHbIX
nabopaTtopuax) n NpoMapKMpoBaHbl.

Ncnonb3oBaHHble OAHOPAa30Bble MPUHAANEXHOCTM (NMPOBUMPKKM, HAKOHEYHUKW U Ap.)
OO/MKHbI  cbpacbiBaTbC B KOHTeMHep A9  MeAMUMHCKMX  OTX0A0B,  CoAepXXaliumi
Ae3nHduumpyowmnin pacteop (Npn HeobxoanmocTtn).

MoBepxHOCTM pabounx CTOMOB, @ TaKXe NOMeLLEHNS, B KOTOPbIX MPOBOANTCS BblAeNeHne
HK wn noctaHoeka [MUP, cneayer obsizatenbHo, 40 M nocne nposegeHus paboTt, obnyyatb C
NOMOLLbIO BaKTepULUMAHBbIX YCTAaHOBOK B TeyeHue 30 MUHYT.

Bce noBepxHocTn B nabopatopum (paboume cTtonbl, wWTaTuebl, obopyaoBaHne un ap.)
eXXegHeBHO MoABepralT BaxHoh ybopke C MpUMEHEeHMEM Ae3nHPUUUPYOWMX/MOKLWMX

CpeacTB, pernaMeHTUpOBaHHbIX CaHUTapHbIMW NpasuiamMm u Hopmamm CanluH 3.3686-21.

BHMUMAHME! YTunusnposaTb 0TX0Abl C npoaykTamu MNLP Heo6X0ANMMO TONBKO B 3aKpbITOM BUAE.
He ponyckaeTcs OTKpbiBaTb NpobMpKK nocne amniamdukaumm, Tak Kak 3TO MOXeT NpUMBeCTU K

KOHTaMuHaumun npoayktamum MUP (MY 1.3.2569-09).
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Mpn uncnonb3oBaHnMM Habopa peareHTOB B KAMHUKO-AMarHoctuyeckom nabopaTtopumu
obpasylTcs oTX0oAbl Kfhacca B, KOTopble yTUAM3MPYKOTCA B COOTBETCTBMM C TpeboBaHMSAMMU
CaHuTapHbIX npasun U HopM CaHluH 2.1.3684-21 «CaHuTapHo-anuaeMuonormyeckme
TpeboBaHMS K coaepXaHWUIO TEPPUTOPUIN TOPOACKNX U CENbCKUX NOCENEHUN, K BOAHbIM 06beKkTaM,
NUTbEBOM BOAE U MNUTLEBOMY BOAOCHabXeHWto, aTMocdepHOMy BO34yXY, MO4YBaM, XMWUJbIM
noMeLleHNsaM, 3KCnyaTaunum nNpousBOACTBEHHbIX, 06WECTBEHHbIX MOMELLEHUA, OpraHnu3aunum u

NpoBeAEeHNI0 CAHNUTapHO-NMPOTMBOINMAEMUYECKNX (NPODUNAKTUHECKNX) MEPONPUATUI».

OnacHble KOMMOHEHThLI B Habope peareHToB

KomMmnoHeHT Habopa
peareHToB

HaanMe/OTCYTCTBMe OMNaCHOro KOMNOHEHTa

®dacoBka S

®dacoBka A

®dacoBka A-TL

YKasaHue Ha pUCKM

CMmecu ans aMmnnudukaumu,

HeT onacHbIX

3anedyaTaHHble NapauHoOM BELLECTB
HeT onacHbIx
Pacteop Tag-nonnmMepassbl - - -
BELLECTB
HeT onacHbIx
MuHepanbHoe mMacno - - -
BeLecTB
CmMecn ans amnandukaumm HeT onacHbIX HeT onacHbIX
Ctpum BELLEeCTB BeLWecTB
HeT onacHbIx
MuP-6ydep Ctpum - - -
LP-6ycbep CTp BELLECTB
HeT onacHbIX
Monumepasa TexHoTag MAX - - -
BELWECTB
HeT onacHbIX HeT onacHbIX
Bydep ansa passegeHnsa HK - -
BELWECTB BELLECTB
HeT onacHbIX
Bydep TL - - -
BELLEeCTB
HeT onacHbIx
Monnmepasa TL-65 - - -
BELLEeCTB

MonoXunTenbHbIn
KOHTpO/IbHbIN 06paseL

A3up HaTpusa
meHee 0,1%

A3up HaTpusa
meHee 0,1%

A3unpa HaTpusa
meHee 0,1%

He knaccuduumpyetcs
KaK ornacHbIin ans
340pOBbS YenoBeka 1
OKpYy>atoLlen cpeapbl

MNpu paboTe c HabopoM peareHToOB clefyeT MCMoJ/Ib30BaTb CPEACTBA MHAUBUAYANbHOM

3alunTbl ANg NpeaoTBpalleHmns KOHTakTa C OpraHM3MoM 4esioBeka. [locne oKoH4YaHus pa60Tb|

TWAaTENIbHO BbIMbITb PYKW. N3b6eraTb KOHTaKTa C KO)KeVI, rnasaMmm U CanM3ncTbiMn 060104YKaMu.

Mpn ncnonb3oBaHUK MO Ha3HAYEHUIO U cobnoaeHumn MepP NpeAOCTOPOXHOCTU, KOHTAKT C

OpraHM3MoM 4ejsioBeKa UCKJTHOYEH.

He ncnonb3oBaTb Habop peareHToB:

- Npu HapyLUEHWUN YCNOBUIA TPAHCMOPTUPOBAHUSA U XPAHEHUS;

- NMpuY HECOOTBETCTBUN BHELLIHENO BUAa peareHToB, YKa3aHHOIMo B nacriopTe K Ha6opy peareHToB;

- Npu HapyLUEHUN BHYTPEHHEN yrNaKoBKM KOMMOHEHTOB Habopa peareHToB;

- Mo UCTEYEHMIO CPOKA FOAHOCTU Habopa peareHToB.

MpuMmeyvaHune

- Habop peareHTOB He coAep>XUT MaTepuanoB 6GMONOrMUYECKOr0 MPOUCXOXAEHUS,

BeLWeCTB B KOHUEHTpaUuAXx, obnaparowmx KaHUEePOreHHbIM, MyTareHHbIM ,D,emCTBMEM, a TakKXXe Bandarwmx

Ha penpoayKTUBHYH dYHKLUMIO 4denoBeka. MpuM UCNOb30BaHMMU MO Ha3HAUYEHUID U cobnoaeHun Mep

NpeaoCTOPOXHOCTK siBNseTcs 6e3onacHbIM.
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5 OBOPYOQOBAHME N MATEPUAIDbI
Mpwn paboTe c HabopoM peareHToB TpebytoTca cneayowme obopyaoBaHne, peareHTbl U

pacxXogHble MaTeEpUalbl:

dacoBka A,

O6opynoBaHue, peareHTbl U pacxoaHble MaTepuanbl ®dacoBka S ®acoska A-TL
MuP-6okc aa na
amMnnudukaTop C AeTEKLMEN B peXUMe peanbHoro BpemMeHnt ha na?
MUKpOLEHTpU@dyra-sopTekc Aa Aa
pOTOp AN MUKPOLEHTPUDYrM-BOpTEKCA ANS CTPUNOBAHHbLIX NPO6MpoK

06bémom 0,2 mn Ad Ad
XONOAWBHUK NN XONOAMNbHAA KaMepa aa aa
MOpO3ubHas Kamepa HeT ha
wTaTuB «paboyee MecTo» Ans CTPUNOBAHHbLIX NPobupok 06bEMOM 0,2 Mn aa HeT
wTaTme «pabouee mecto» Ansg npobupok o6vEMOM 1,5 mn aa aa
[03aTOpbl MEXaHUYECKNE UITN SNEKTPOHHbIE OAHOKaHasbHble

rnepemeHHoro o6véma, nossonsawLWmMe oT6MpPaTh 06BHEM XUAKOCTH Aa aa
ot 2,0 po 20 mkn, ot 20 ao 200 mkn, ot 200 ago 1000 mkn

HaKOHEYHMKN OAHOpa3oBble C GUABTPOM AN MOJyaBTOMaTUYECKUX

nosaTtopoB, cBob6oaHblie oT PHKa3 n [1HKa3, o6vémom 10 mkn, 20 MKn, aa aa
200 mkn, 1000 mkn

wTaTue Ansg 403aTopos aa aa
NpobUpKM MUKpOLEHTPUPYXKHble 06BbEMOM 1,5 M C KpblWKaMu,

cBoboaHble oT PHKa3 n AHKa3 Aa HeT
OAHOpa30Bble NepyaTkn MeanumHCKme, 6e3 Tanbka, TeKCTYPUPOBaHHbIE aa aa
EMKOCTb ANnsa cbpoca MCNosb30BaHHbIX HAKOHEYHUKOB, NPO6UPOK U ApYyruxX na na

pacxoAHbIX MaTepuanos
YcTponcTteo go3mpytowee OATctpum no TY 9443-005-96301278-2012
B BapuaHTe ucnosHeHmnsa *M4, OO0 «HMO AHK-TexHonorua», Poccus, HeT na
PY N2 P3H 2015/2982, nanee no Ttekcry — ATcTpum

OAHOPa30Bble HAKOHEYHUKM C PUNLTPOM AN A03MPYIOLEro YCTPOMCTBA
OTctpumM, cBoboaHble oT PHKa3 n JHKa3, o6bémom 200 MK nnu

peKoMeHAOBaHHbIe A1 aHaNIOrMYHOIro NCMOJSIb3YeMOro A03UpYHoLero HeT Aa
YCTPOWNCTBa

YCTpOMNCTBO ANA 3anedyaTbiBaHUs nnaHweTos [Tnak, et na
000 «HMNO AHK-TexHonorusa», Poccus

ueHTpudyra c agantepom asas mukponnaHwetos, ¢ RCF(g) He Huxe 100 HeT aa
nonuMepHas TepMonaéHka Ansa 3anedyaTbiBaHWs MmKponaaHweTtos MLUP HeT ha
MukponnaHwert MNUP 384 nyHku HeT Aa

TpaHCropTHas cpefa, pekoMeHayTcss:

— TpaHcnopTHas cpega ans 6uonpob CTOP-® no TY 21.20.23-101-46482062-2019,
000 «AHK-TexHonorus TC», Poccus, PY N2 P3H 2020/9640;

— TpaHcrnopTHas cpefa ans 6uonpob ¢ mykonutukom (CTOP-M)4 no TY 21.20.23-102-46482062-2019,
000 «[HK-TexHonorusa TC», Poccusa, PY N2 P3H 2019/9453.

BanuanpoBaHbl cieayowmne cpeabl AN XUAKOCTHOM LMTONOMrnmn:

— PreservCyt®, Hologic Inc., CLUA, PY N2 ®C3 2012/11752;

— BD SurePath™ Liquid-Based Pap Test, "bekToH AnknHcoH 3Ha Komnanun", CLUA,
PY N2 P3H 2013/1335;

— CellPrep, CP Biodyne, KO.Kopes, PY N2 ®C3 2010/07117;

— EASYPREP, YD Diagnostics, 10.Kopesi, PY N2 P3H 2021/14717;

— Cell Preservative Solution, Hunan Lituo Biotechnology Co.Ltd, Kutan, PY N2 P3H 2022/17203.
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dacoBka A,
®dacosBka A-TL
— 30HAbl MeauumHckune no TY 9436-002-98349125-2016 B BapnaHTax ucnosHenumsa: tyin A, Al,
npomnseoacTeo OO0 «MeauumHckme nsgenmsa», Poccus, PY N2 P3H 2018/7058.

YCTPOWCTBO Anst camo3abopa MaTepuana (Npyv HeobxoAMMOCTM), PEKOMEHAYOTCS :

— YCTPOWNCTBO A/15 CaMOCTOSATE/IbHOIO B3STMSA Npobbl Ans nabopaTopHOM AMArHOCTUKM B FTMHEKONOrUK
Qvintip (KBnHTMMN), «Aprovix AB», LLiBeuns, PY N°P3H 2019/8249;

— YcTponcteo MeamumHckoe — CBab-cucrtema Copan, "KonaH Utanusa C.n.A.", UTtanuns,
PY N2 ®C3 2010/07660.

dusnonornyecknin pacteop (0,9% NaCl) ctepunbHbIn (Npy HEO6X0AUMOCTH)

Habop/kKoMnnekT peareHToB AN BbiageneHns HK n3 6nonormyeckoro matepmana, peKoMeHAyTCs:

— KoMnnekT peareHToB 415 BblaeneHus HyknemHosbix kucnoT (MPOBA-HK/MPOBA-HK-MJOC)
rno TY 9398-035-46482062-2009 B ¢popme koMniekTaumm: komnnekt NMPOBA-HK-MJTHOC,

000 «OHK-TexHonoruna TC», Poccusa, PY N2 ®CP 2010/08867;

— KomnnekT peareHToB ans Bbiaenenms AHK no TY 9398-037-46482062-2009 B (hopMe KOMMNEKTaLMn:
MPOBA-TC-MNJIKOC, OO0 «AHK-TexHonorusa TC», Poccusa, PY N2 ®CP 2010/08696;

— Habop peareHTOB ANs BblAeneHns HyknenHosBbix kucnoTt (MPOBA-MY)
no TY 9398-088-46482062-2016 B komnnekTaumun NMNPOBA-MY-PAMNNL, OO0 «OAHK-TexHonormsa TC»,
Poccus, PY N2 P3H 2017/5753;

— Habop peareHToB ansa sbigenenna JHK MPOBA-MY MAKC no TY 21.20.23-106-46482062-2019,
000 «[OHK- TexHonorus TC», Poccusa, PY N2 P3H 2021/14391;

— Habop peareHToB ans sbigenenHns AHK/PHK yenoseka, 6aktepuin, Bupycos u rpubos us
6uonornyeckoro matepunana yenoseka (MPOBA-MY-PANMNA II) no TY 21.20.23-136-46482062-2023,
000 «[dHK-TexHonorusa TC», Poccusa, PY N2 P3H 2024/23205.

MpuMmeuaHua k Tabnuue:

1 — nanee no TeKCTy — AETEKTUPYIOLWNI aMnnndurkaTop; TpebyemMble napaMeTpbl AETEKTUPYIOLLUX

aMnan@UKaTopoB yKasaHbl HUXe
2 — BaNMAMpOBaH AeTekTUpyowmnii aMmnnmdukaTop «ATnpaim» (Moaudukauma OTnpaiim» 5X*),
000 «HMO AHK-TexHonorua», Poccusa, PY N2 ®CP 2011/10229

3 — ponyckaeTcs UCMoNb30BaThb 1t06ble TPAHCMOPTHbIE CPpebl, NpeAHasHauYeHHble ANs
TpPaHCNOPTUPOBaHMA N XpaHeHnsa obpa3uos 6uonormyeckoro matepuana ans MNMUP-nccnegosaHnii n
3aperncTpmpoBaHHble Ha TeppuTopmn PO B ycTaHOBNEHHOM nopsake

4 - He pekoMeHAyeTCsa A/ COBMECTHOro NpuMeHeHUs ¢ HabopoM peareHToB MPOBA-MY-PAMNA 11

O60pyaoBaHMe, peareHTbl U pacxoAHble MaTepuanbl ®acoBka S

Habop peareHTOB MpPUMEHSIETCS C AETEKTUPYOWMMU aMnandukaTopaMm MiaaHWeTHOro
TMNa C CUCTEMOW JeTekumn (IyopecueHTHOro CuUrHana B peXWMe peasibHOro BpPEMEHMU,
3apernMcTpMpoBaHHbIMA B YCTaHOB/IEHHOM nopsiake B PO M COOTBETCTBYIOLWMMU CleayOLWNM

TpeboBaHuAM:

obecneumBaeTcsa paboTa ¢ 06bLEMOM peakUMOHHOM cMecn 35 Mkn (dacoBka S) nnum 12 Mkn
(dbacoska A, dpacoBka A-TL);

- obecneumnBaeTtcsa paboTa c dnyopodopamu: Fam, Hex, Rox, Cy5, Cy5.5;

- nogorpeBaeMas Kpbluwka c Temnepatypomn 6onee 100 °C;

- CKOpPOCTb Harpesa He MeHee 2 °C/c;

- CKOpPOCTb oxJlaxkaeHust He MeHee 1 °C/c;

- TOYHOCTb NOAAEPXAHMSA N OAHOPOAHOCTb TeMnepaTypbl He 6onee = 0,4 °C.
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Onsa paboTtbl ¢ HabopoM peareHTOB BaJWAMPOBAHblI Cneaylolme AeTeKTUMpylowune
aMnanguKaTopsbl:
- AMnnndukaTop aetektmpytowmii «ATnpanm» no TY 9443-004-96301278-2010 (Moandurkaums
«ATnpanm 5M*»), 000 «HIMO OHK-TexHonormsa», Poccus, PY N2 ®CP 2011/10229, panee no
TekcTy — «ATnpaiim»;
- AMnnndukaTop getektupyrowmn «ATnpanm» no TY 9443-004-96301278-2010 (Mmoandunkaums
«ATnpanm 5X*») 000 «HMO AHK-TexHonorus», Poccusa, PY N2 ®CP 2011/10229 (Tonbko ans
Habopa peareHTOoB B acoBke A; B dacoBke A-TL), panee no Tekcty - <«[ATnpaiim» B
Moamndukaumm «ATnpanm 5X*»;
- AMnnndurkaTop getektmpyrwowmn «ATnant» no TY 9443-003-96301278-2010 (moandukaums
«OTnant 55*»), OO0 «HMO AOHK-TexHonorms», Poccusi, PY N2 ®CP 2011/10228, panee no

TekCTy — «OTnant».

Mo BompocaM NPUMEHEHUS AETEKTUPYOWMUX aMnandUKaTopoB, He yKas3aHHbIX Bbille,

TpebyeTca cornacoBaHue C npousBoauTenemM Habopa peareHToB.
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6 AHAJTIUSNPYEMbIE OBPA3Lbl

6.1 MaTepuan ons nccneaoBaHus
Ona uvccnepoBaHUMSa UCMOb3YHOT MAs30K/CoCKob anuTenns co CAM3ucTo 060/104KK

LEePBUKA/IbHOIo KaHana, eaaraauua.

6.2 O6bwme TpeboBaHus

6.2.1 NccnepoBanme w™etogoMm T[UP oTHocuTcs K npsiMbiM  MeTodaM JlabopaTopHOro
nccnenoBaHusi, MoaToMy B3sTMe 6uonormyeckoro Mmatepuana 4denoBeka Heobxoammo
npoBoAMTb W3 MecCTa Jiokanumsaunmm WHGMEKUMOHHOro npouecca. PeweHue o
HeobXxoaMMOCTN nccrenoBaTb TY WM UHYIO NOKaanU3auMio NpUHMMaeT fedalmii Bpay Ha
OCHOBaHMK CObpaHHOro aHaMmHe3a N KJIIMHUYECKOW KapTuHbl 3abonieBaHus.

6.2.2 [Ons nony4YyeHMs KOPPEKTHbIX pe3ysibTaToB 60/bloe 3HaYEHME MMEET KayecTBO B3ATUS
obpasua 6uomaTepmana ANs WUCCNeAoBaHWUSA, ero XpaHeHwe, TpaHCNopTMpOBaHue U
npeaBaputenbHas obpaboTka. HenpaBunbHoe B3TMe 6MomMaTepmana MOXET NPMBECTU K
NOAYyYEHUD HeAOCTOBEPHbIX pe3ynbTaToB W, BCNeACTBME 3TOro, Heob6xoAMMOCTU ero
NOBTOPHOI0 B3ATUA.

6.2.3 lpun HeobxognmmocTn B3ATUS OuoMaTepuana W3 HECKOJIbKMX O6MOTOMOB NOBTOPUTE
npoueaypy, Kaxabli pa3s 3abupas matepuana HOBbIM 30HAOM B HOBYIO NMPOBGUPKY.

6.2.4 Ha stanax noArotoBkun 6uomaTepuana M BblAENEHUN U3 HEro HYKJEUHOBbLIX KWUCAOT
NCNONb3ynTe 04HOPA30Bble HAKOHEYHNKN C HdUNbTpoM, cBob6oaHble OoT PHKa3 1 [JHKas.

6.2.5 [Ons npepoTBpalleHns KOHTaMMHaLMWM BCerga OTKpbiBalTe KPbIWKY TONIbKO TOWM
npobupku, B KOTOpPYlD b6yaeTe BHOCUTb BMonornyeckuin maTtepuarn, U 3aKpbiBanTe ee

nepea paboTon co cnenytowen npobupkon.

MpuMeyaHne - B3aTue, npeaBapuTenbHyl 06paboTKy, XpaHeHMe W NepeBO3Ky, nepeaavy
nuccriegyemMoro MaTepuana B Apyrve opraHusaumy OCyLLeCTBASIIOT COMIaCHO MHCTPYKTUBHO-METOAMYECKUM
[IOKYMEHTaM, pEerfnaMeHTUpPYIoLWMM BbINO/IHEHNE WCCNEA0oBaHUI B COOTBETCTBUM C TpeboBaHUAMMU
MY 1.3.2569-09, CaHluH 3.3686-21.

6.3 B3aTne matepmana Ha nccnegoBaHue

BHUMAHME! Tlepen BbigeneHnem [OHK Moxer noTpeboBaTbCcs mnoarotoBka o6pasuos

éunonormnyeckoro Mmatepuana (6.5).

B3aTve Matepuana oCyLeCcTBASIOT C NMOMOLWbIO cCreumanbHbiX MeANUWMHCKUX M3aenun,
MMeLWMX perncTtpauuoHHble YAOCTOBEPEHMUS, COMNacHO YCTAaHOBMNEHHOW B 3aBUCUMOCTU OT
MCTOYHWKa brnonornyeckoro Matepuana npouegype.

B3aTne ™Matepuana npoBOAUTCS B COOTBETCTBUM C WMHCTPYKUMSMU MO MNPUMEHEHUIO
ncnosb3yeMblX HabopoB/KOMNNEKTOB peareHToB ang BblgeneHns HK (7.1) n yctponcTts ans

camo3abopa maTtepuana (npm HeO6XO0AMMOCTH).
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OrpaHuueHue MeTogal: MecCcTHOe TpUMEHEHME JNleKapCTBEHHbIX MpenapaTtos,
ncrnosib3oBaHue nybpmnkaHToB, Y3M BarnHa bHbIM 4AaTYMKOM, KOJIbMOCKOMNSA — MEHEE YEM
3a 24 yaca [0 uccnenoBaHus.

6.3.1 OcobeHHOCTM B3ATUS YpOreHmTanbHbIX Ma3koB/cockoboB
XXeHWuHblI HakaHyHe o6cnefoBaHUS He AO/KHbI MPOBOANTL TyaneT MosiIoBbiX OPraHoB 1
cnpuHueBaHue. [Onsa nony4vyeHumsa O6bEeKTUMBHOro pesynbTata Heobxoammo, 4Tobbl
nccneayeMbln Matepuan cogepxkas BO3MOXHO 6onbluee KOMM4YeCcTBO 3aNUTENnanbHbIX

KNETOK N MMHMUMaJIbHOE KOJZIMYECTBO C/ZIN3N N NMPUMECKU KPOBMW.

BHUMAHME! [llepen nonydeHmeMm Maska/cockoba anuTenmanbHbIX KNETOK C 3agHero ceoaa
BNaranuwa u uepBuKasbHOro KaHana csoboaHO cTekawllee oTaensemMoe HeobxoaMMO yaanuTtb

CTepuibHbIM BATHbIM TAMIMOHOM.

6.3.2 OcobeHHOCTM B39TUSA MaTepuana m3 Braranauwa
MaTepuan gonxeH 6biTb B34T A0 NpPOBEAEHUS MaHyaslbHOro MUCCnefoBaHUs. 3epkano
nepea MaHUNynsuMen MOXHO CMOYUTbL ropsyen BOAON, NPpUMEHEeHUe aHTUCENTUKOB ANs
obpaboTkn 3epkana npotuBonokasaHo. Cockob 6epyT ¢ 3agHebokoBoro csoga
Bnaranuwia.

6.3.3 OcobeHHOCTU B3ATMSA MaTepuana u3 LepBuMKanbHOro KaHana
MNepen B3ATMEM MaTepumana Heob6XO0AWMMO yAanuTb BaTHbIM TaMMOHOM C/U3b M 3aTeM
obpaboTaTh LIeinKky MaTKM CTepwusibHbIM (PU3NONOrMYECKMM PacTBOPOM. 30HA BBOAST
B LilepBUKasnbHbIX KaHan Ha rnybuHy 0,5-1,5 cM. Mpun nssneveHnn 3oHaa HeobxoanMMO

MOJTHOCTbIO UCK/TKOYNUTb €ro KaCaHmMe CTEHOK Baranuiia.

6.4 TpaHcnopTupoBaHue n xpaHeHue obpasuoB 6Monormyeckoro Matepumana

YcnoBus TPaHCMOPTMPOBAHUSA M XpaHEeHUs Ma3KoB/COCKOBOB anuTenns co CAM3UCTOM
060M104YKN LEepBUKaANbHOrO KaHasna, Briaranuila onpenenstoTcsd UHCTPYKUMSMUM MO MPUMEHEHUIO
pekoMeHayeMblX HabopoB/KOMMNIEKTOB peareHToB Ans BbigeneHmns AHK (7.1) nnm ncnonbsyembix

ANna TpaHCNOPTUPOBaHUA U XpaHEHUA O6paBLI,OB TPaAHCNOPTHbIX CpeA.

6.5 MoaroToBka 6monornmyeckoro Mmatepuana ang sbiaeneHns HK

MoagrotoBka Mas3KoB/COCKO60OB anuUTeENnss CO CAM3MCTONM 060M0YKM LEePBUKANbLHOIo
KaHana, snaranuwa (npu HeobxoaMMOCTWM) MPOBOAUTCSA B COOTBETCTBMM C MHCTPYKUMAMMU MO
MPUMEHEHUNID MUCNOJIb3yeMbIX HabopoB/KOMMNAEKTOB peareHToB Ans BbigeneHns HK (7.1) wnm
NCNOMb3YEMbIX A5 TPAHCMOPTUPOBAHUS U XpaHEHUs 06pa3L0B TPaHCNOPTHbLIX cpes.

Ona obpasuos, B3ATbIX B cpeabl BD SurePath™ Liquid-Based Pap Test u CellPrep,
TpebyeTca npeaBapuTenbHas MNOArOoToBka C WUCNosb3oBaHneM Habopa peareHToB AN
npenobpabotkn 6uomaTteprana npu  BblAENEHUM  HykneuHoBbix kucnot  (MPOBA-TK),
000 «[OHK-TexHonorusa TC», Poccus, PY N2 P3H 2021/14384, B COOTBETCTBMWU C MHCTPYKLMEN

no NpUMEHEHNIO.

1 - ecnuM 3TO He NpoTMBOpPEYUT TpeboBaHMSAM K MCMOJIb3yeMbIM HabopaM/KOMMJIEKTaM peareHToB ANs
BblaeneHnsa HK
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Onsa obpa3uos, B3aTbiX B cpeabl PreservCyt, EASYPREP un Cell Preservative Solution:

1. TwaTenbHO NepeMelanTe coaepXxnmoe Bmnasbl C 06pasLoM B TPAHCNOPTHOM cpeae (pacTeBope),
WHTEHCMBHO BCTPSIXHYB BMany.

2. MNepeHecnuTte B 0AHOPA30BYH MAACTUKOBYK nNpobupky ob6bémom 1,5 mn 1,0 Mn mMaTepumana.
MNoTHO 3aKpoiTe NpobumpkKy.

3. UeHTpudyrmpyiite npobupky npm RCF(g) 12000 - 16000 B TeyeHue 3 MUH.

4. MakcMManbHO MNOSIHO yAaninTe HaAO0CaAOUYHYO XUAKOCTb.

5. JobaBbTe K ocaaky TpaHcrnopTHyto cpeay CTOP-® wnam cTepwuibHbIi  (PU3NONOrMYecKnii
pacTBop B 06bEéMe, yKa3zaHHOM B MHCTPYKLUMKM K HAbopy/KOMNIeKTy peareHToB A/ BblaeneHns
OHK, n pecycneHampymnTe 0CagoK NMNETUpPOBaHUEM.

B cnyyae mncnonb3oBaHuWa YCTPOMCTB AN camo3abopa maTepumana 30HA NepeHoCUTCs

B NpobupKy C TPaHCMOPTHOMW Cpeaoi, npeaHasHa4YeHHOW A/ TPaHCMOPTUPOBAHUSA U XpPaHEHUS

obpasuoB 6uonornyeckoro ™Matepuana pgns [UP-uccneposanuii. [anbHelwass noarotoBKa

NpoBOAUTCA B  COOTBETCTBMM C  MHCTPYKUMSAMWM MO MPUMEHEHUKD  UCMOJSb3YEMbIX

HabopoB/KOMMAEKTOB peareHToB Aa4 BblaeseHms HK (7.1) uam WMHCTpyKuMen no npuMeHeHuto

NCNoNb3yeMol TPaHCNOPTHOW cpeabl.
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7 NMPOBEAEHUE AHAJTU3A

7.1 Boigenenmne AHK 13 6mMonormyeckoro matepuana

Ons Bblgenedna [HK wn3 Mas3koB/cockoboB 3nUTENUA CO  CAM3UCTOM 060M104KHK
LepBMKaNbHOrO KaHaja, Bfaraauwa peKoMeHAyeTCcs Wcnonb3oBaTb Habopbl/KOMMNIEKTbI
peareHToB, WMelWMe perncTtpaumoHHble YAOCTOBEPEHUS Ha MeaAUMUMHCKOe wusgenue u
npegHasHayeHHble ANns COOTBETCTBYHOWMX BMAOB 6uMoMaTepmana C uenblo nocienytoulero
uccnepgosanHma OHK metogom TUP, Hanpumep, T[MPOBA-HK-MJIIOC, MPOBA-IC-MJOC,
MPOBA-MY-PANKNLA, MPOBA-MY-PAMNA II, MPOBA-MY MAKC.

MWHMManbHOE KOJIMYEeCTBO 3nKaTta nMpu UCNOAb30BaHUM  BbillenepeyvyncrieHHbIX
HabopoB/KOMMNEKTOB peareHToB coctasnseT 300 Mki.

Boigenenme [OHK npoBoasT B COOTBETCTBMM C  WMHCTPYKUMEN K UCMNOSIb3yeMOMY
Habopy/KOMMNNEKTY peareHToB UAu B COOTBETCTBUMU C [punoxeHnem B (B cnyyae Ucnosb3oBaHns

COoKpawéHHOM MeToaAMKN Ans KoMmnsekTa peareHtos NMPOBA-HK-TIJIHOC).

BHMUMAHME! OpHoBpeMeHHO ¢ BbigeneHnem OHK u3 6nonornyeckoro matepmana Heob6xoanmo
MOAroTOBMUTb OTpUUATENbHbIN KOHTPOJIbHLIN 06pa3el, M MNpPOBECTU €ro 4epe3 BCe 3Tanbl
npobonoarotoBku. [nsa 3TOro pekoMeHAYEeTCs WUCMoJjib30BaTb (PU3MONOrMYECKUI pacTBoOp MU
OTpULATENbHbIM KOHTPOJIbHBLIA 06pa3eLl, BXoaAaWwmMin B COCTaB Habopa/KoMMaeKTa peareHToB Afs

BblaeneHna HK, B 06bEéMe, yKasaHHOM B WHCTPYKLUMW MO MpUMEHEHUI0 Habopa/KomnnekTa

peareHToB.
7.2 Moarotoeka n nposegeHue MNLP. ®acoska S

BHUMAHME!

1. Mpn nNpoBeaeHMM BCeEX NocCneaylownx Aencreun cnepyet niberatb BO34ENCTBUS MPSIMbIX

COJTHEYHbIX Jly4el Ha NpPoBbUpPKM CO CMecsiMU AJis aMnandgukaumm.
2. Cnepayet cTporo cobniogaTb KOMMMIEKTHOCTb CTPUMOB M KpbIWEK K HUM. He ucnonb3oBaTb

KPbILWKK K CTpUnNam u3 apyrux Habopos peareHTos!

7.2.1 Tpomapkupyinte no pgBa crpuna (Crpun N°1 wn Crtpun N22) co cMmecamu ans
amnnmdukaunm, 3anevyataHHoiMM NnapadmHOM, ANS KaXA0ro HemssecTHoro obpasua, 4nsg
OTpMUATENIbHOIO KOHTpPOJsibHOro obpasua (K-) n ana nonoXuTenbHOro KOHTPOJbHOMO

obpasua (K+).
n pnmMmeyaHumne - ,U,Ba CTpuna pacCH4nUTaHbl Ha nccneaoBaHne oaAHOro o6pa3u,a.

Mpumep:
Heobxoanmo npoaHanuampoBaTb 4 HeusBeCTHbiXx obpa3ua. [Ans 3Toro  Hy>XHOo
npomapkupoBaTtb 4 Ctpuna N°1 u 4 Crtpuna N22 ans Hem3BeCTHbix obpasuos; OAMH
Ctpun N1, oamH Ctpun N°2 ana «K-» n oanH Ctpun N21, oamH Ctpun N22 ansa «K+».
ObLlee KONNYECTBO CTpMNOB — 12.

7.2.2  BcTpsAxHUTe Nnpobupky ¢ pacTBOpoM Tag-noanmepasbl HA MUKPOLIEHTpUdYre-BopTeKCE B

TeyeHune 3-5 c 1 ueHTpUdYrmpyinTe Ha MUKpoLEHTpUdyre-BopTekce B TeyeHme 1-3 c.
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7.2.3 [obaBbTe B Kaxayl NpobupKy MpoMapKMpOBaHHbIX CTPMMNOB, He MoBpexaas Cok
napadguHa, no 10 mkn pacteopa Tag-nonnmepassbl.

7.2.4 [obaBbTe B Kaxayl nNpobuMpKy NpoMapKUpOBaHHbIX CTPMMNOB MO OAHOM Kanjae (oKoo
20 MKN) MMHepanbHOro Macna. HenaoTHO MPUKPOWTE CTPUMbI KPbILLKaMW.

7.2.5 BcTpaxHuTe npobupky C NONOXMUTENbHbIM KOHTPOAbHbIM ob6pasuomM (K+) Ha
MUKpOLEeHTpndyre-sopTekce B  TeueHwue 3-5¢ 7 ueHTpudyrmpymte Ha

MUKpOLEeHTpudyre-sopTekce B TeyeHne 1-3 c.

BHUMAHME!

1. Ona npenapata AHK n oTpuuaTenbHOro KOHTpPOJIbHOrO obpasua nepen BHeCeHMEM B
NpobupKM C peakuMOHHOMW CMeCbio HeEO6XOAMMO BbIMOSIHUTL peKoMeHAaUnM No UCMNONb30BaAHUIO
npenapata AHK, npuBeAéHHbIE B MHCTPYKLMUM MO NpUMeHeHU0 Habopa/KoMnjieKTa peareHToB
anga solgenednsa HK.

2. Mpn ncnonblosaHnm ansa eblgeneHnsa AHK komnnektos peareHToB [MPOBA-HK-TJTIOC un
MPOBA-TC-TJTIOC (Tonbko B Cny4yae, ecau nocne BblaeNleHUs HagocagouvHash >XWUAKOCTb,
coaepxallas ebigeneHHyto JHK, 6bina nepeHeceHa B HOBble NMPOBUpPKK) HEOH6XOAMMO BCTPSAXHYTb
npobumpku c npenapatom AHK 1 oTpuuaTenbHbIM KOHTPOJIbHLIM 06pa3LoM Ha MUKpoueHTpudyre-
BOpTeKce B TedeHne 3-5 C n ueHTpmudyrnposaTb Ha MUKpOLIEHTpUdYyre-BopTeKkce B TedeHne 1-3 c.
3. Mpun wncnonb3oBaHum ana BbigeneHns AHK HabopoB peareHtoB MPOBA-MY-PANWA w
MPOBA-MY MAKC HeobxoanMo, He BCTpaxuBas, LeHTpudyrMpoBaTb Npobupku C npenapaToM
OHK n oTpuuatenbHbiM KOHTPOJIbHbIM 06pa3uoM Ha MUKPOLEHTpUdYyre-BOpTeEKCE B Te4yeHue
1-3 ¢, 3aTteM noMecTuTb NpobUpPKM B MarHUTHbIM WTaTtme. B cnydyae ecnu nocne BblaeneHus
Hagocado4Has >XWAKOCTb, coaepxawas BblgeneHHyto [OHK, 6blna nepeHeceHa B HOBble
npobupkun, cneayeT BCTPAXHYTb Npobupku ¢ npenapatom AHK n oTpuuaTenbHbIM KOHTPOIbHbIM
obpa3uoM Ha MUKpoueHTpudyre-sopTekce B TedeHme 3-5C wn ueHTpudyrmposaTb Ha
MUKpoLeHTpudyre-sopTekce B TeveHne 1-3 c.

4, Ona npenoTepalleHns KOHTaMUHaUun cneayet nepeq BHeceHmeM JHK oTKpbiBaTh KpbILWLKK
TONIbKO TexX CTpWUMoB, B KOTOpble 6yaeT BHOCUTBLCA AaHHbIM obpaseu, M 3akpbiBaTb UX Mepepg
BHeceHMeM cnegywuwero. Heobxoammo 3akpbiBaTb CTpunbl MoTHO. [Mpenapatel OHK wu

KOHTpPOJIbHble 06pa3subl c/leayeT BHOCUTb HAKOHEYHMKAMKN C DUNLTPOM.

7.2.6 BHecuTe B Kaxayt npobupKy COOTBETCTBYKOLUMX MPOMapKNUpPOBaHHbIX CTPUNOB,
He noBpexaas caon napadwuHa, no 5,0 Mkn BblaeneHHoro n3 obpasuos npenapata AHK.
B cTpunbl, npoMapkmnpoBaHHble «K-» 1 «K+», IHK He BHOCKUTCA.

7.2.7 BHecuTe B Kaxayto npobupky cTtpuna, npoMapknpoBaHHoro «K-», He nospexaasi Cnowm
napaduHa, no 5,0 Mk OTpuUaTenbHOro KOHTPONbHOro obpasua, npoweawero 3Tan
BblageneHmnsa AHK (cm.7.1).

7.2.8 BHecuTe B Kaxayl npobupky cTpuna, NpoMapKMpoBaHHOro «K+», He noBpexaas C/oM
napadgwuHa, no 5,0 MK NOMOXUTENbHONO KOHTPO/bHOIO obpasua.

7.2.9 LUeHTpudyrupynTte BCe CTPMNbI HA MUKPOLIEHTPUGYre-BopTeKce B TeyeHue 1-3 c.

7.2.10 YcTaHOBUTE BCe CTPUMbI B AETEKTUPYIOLWMIA aMnandukaTop.
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7.2.11

3anycTuTe NporpaMMHoe obecneyeHue geTekTmpytowero amnandukartopa. NMpu nepsom
npoeeaeHun [MLP 3arpysuTe COOTBETCTBYWOLWMNIA TecT!. Janee n npu NocneayLmnx
MOCTaHOBKAxX CO34alTe COOTBETCTBYHLWMA MPOTOKOA  WCCAEAO0BaHUS:  YKaXute
KONMYecTBO W unaeHtudukaTopbl 06pas3uoB, B TOM 4ucne OTpuUaTeNbHOro u
MOJIOXXUTENBbHONO0 KOHTPOJbHbIX 06pa3uoB, OTMETbTE pacnosioXXeHne CTPUMNOB Ha
MaTpuue Tepmobsioka B COOTBETCTBUM C UX YCTaHOBKOM n nposeauTe MLP. Mpu Bbibope

TecTa Ao/HKHa oTobpakaTbCsl NporpaMMa, nNpuBeaéHHas B Tabnuue 4.

Tabnuuya 4 - [Mporpamma aMmnavdukaumm aAns AETEKTUPYHOLWMX aMnandukaTopos
«ATnpanm», «ATnant» (dacoska S)
Ne Yucno Pe)xxuM ontnuyeckux
6 TeMmnepartypa, °C MMH (o = Tun 6noka
JioKa LUMKNIOB N3MepeHun
80 0 30
1 1 LUnkn
94 1 30
5 94 0 30 c U
WK
64 0 15 v
3 94 0 10 45 "
WK
64 0 15 v
4 ‘ 94 ‘ 0 ‘ 5 | 1 ‘ ‘ Lunkn
5 ‘ 252 ‘ ‘ | XpaHeHue ‘ ‘ XpaHeHue
V - pexuM ONTUYECKNX U3MepeHui

7.3

Mogrotoeka u nposegeHue TILUP. ®acoska A, dacoska A-TL C KWCMNoNb30BaHMEM

posuvpytollero ycrporcresa ATcTpuM (TONBKO ANg AETeKTMpytowero amnandukatopa «ATnpanm»

B Moamdukaumm «Tnpanm 5X*»)

BHVUMAHME!

1. Ona  amnavdwukauun  cnegyetr  uCNonb3oBaTb  MuKpornnaHweTtbl  MUP 384 nyHkn,

repMeTu3npyeMble TEPMONIEHKOIA.

2. Mpy NpoBeaeHUN BceX MOCNeaywlunx AencTBuin creayeT nsberatb BO3AENCTBUSA MPAMbIX

COJTHEYHbIX fly4ein Ha NpobunpkM co cMecbio AN amnnmdpunkaumnm!

7.3.1

dacoBka A. BctpsaxHute npobupkmn ¢ MLUP-6ydepom CTpum U1 nonmMmepason
TexHoTaq MAX Ha MukpoueHTpudyre-sopTekce B TeueHne 3-5 ¢ u ueHTpudyrnpyinte Ha
MUKpoOLEeHTpudyre-soptekce B TeueHume 1-3 c. [Onsa npoBeaeHuss 24 onpeaeneHuni
eANHOBPEMEHHO MCnob3ytoTcs ase npobupku c MNUP-6ydepom Ctpum n ase npobmpku
c nonnmepason TexHoTaq MAX. [lna nposeaeHus 12 onpeaeneHnii NCNonb3yTca ogHa

npobupka c MUP-6ydpepom Ctpum 1 ogHa npobupka c nonmmepason TexHoTaq MAX.

1 — TecT ana geTekTMpyoWwmnX amnandukaTopos cepmmn AT co3aaéTtca nyTéM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa ykasaHbl B MpunoxeHun A) unm npenocraBnsieTcs Npon3BoanTeneMm Habopa peareHToB
2 - nonyckaetca XxpaHeHue npu Temnepatype 10 °C
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®dacoBka A-TL. BcTpsaxHuTe npobupku ¢ 6ydepom TL Ha MukpoueHTpudyre-BopTekce
B TedeHune 3-5 c. LeHTpudyrmnpynte npobupku ¢ 6ydepom TL n nonnumepason TL-65 Ha
MUKpOLEeHTpUdyre-soptekce B TedeHue 1-3 c. Ona nposBeaeHus 24 onpeaeneHuin
€AVHOBPEMEHHO WCMNONbL3YKTCA ABe npobupkn ¢ 6ydepom TL n aBe npobupku
Cc nonumepason TL-65. ina npoBeaeHns 12 onpeaeneHnin MCNonb3yTCcs ogHa Nnpobupka

c 6ydepom TL 1 ogHa npobumpka c nonnmepason TL-65.

BHVUMAHME!

1. Monumepasy TexHoTaq MAX HeobxoauMMO AocTaBaTb W3  MOPO3WIbHOM  KaMmepbl
HenocpeaCcTBeHHO Nepej UCNosb30BaHNEM.,

2. Ons 6asoBoro cnocoba noctaHOBKKW TpebyeTcss nmpeaBapuTesibHas NoArotoBka obpasuos

OHK n koHTponbHbIX 06pasuos (7.3.2, 7.3.7).

7.3.2 TNpwu ncnonb3oBaHnm 6a3oBoro cnocoba NoCTaHOBKWN:
dacoBka A. [logrotoebTe pacTtBop nonuMmepasbl TexHoTaq MAX M aHanusnpyemble
o6pasubl HK cornacHo pykoBoACTBY Mo 3Kcnayataumm OTCTpumM.
®dacoBka A-TL. lNMoagrotosbTe pacTtBop nonmmepasbl TL-65 n aHanusupyemble o6pasubl
OHK cornacHo pykoBoACTBY No 3Kcnayataumm OTcTpumM.

7.3.3  [pn ncnonb3oBaHMM MHTErpanbHOro cnocoba NOCTaHOBKMN:
®dacoBka A. lNpeasapuTenbHON NOAFOTOBKM pacTBopa nonuMmepasbl TexHoTaq MAX u
aHanusmpyembix 06pasLoB He TpebyeTcs.
®dacoBka A-TL. [peaBaputenbHOWM MNOArOTOBKM pacTBopa nonmMmepasbl TL-65 u
aHanusmpyembix 06pasLoB He TpebyeTcs.

7.3.4 UeHnTpudyrmupynte cTpunbl co cMecsiMu ansa amnandukaunm CTpuMm Ha MUKpoLeHTpudyre-
BOpTEKCe B TeyeHue 1-3 cC.

7.3.5 Mpu ncnonb3oBaHum 6azoBoro cnocoba NOCTaHOBKMU:
YcTaHOBUTE CTpUMbI CO cMecaMu ansd amnnmbukaunm CTpuM, OpUEHTUPYSCH Ha LIBETOBYIO
MapkmpoBky cMecu (nepsast npobupka Crtpuna N°1 n BTOpas npobupka Ctpuna N°2
oTMeueHbl ronyboim 6ydepom), npobupku € NOAFOTOBAEHHbLIM PacTBOPOM MOAMMepasbl
TexHoTaq MAX vnn nonnmepasbl TL-65, a Takxe mmkponnaHwert MUP Ha pabounin cton
OTcTpum.

7.3.6  Tpu ncnonb3oBaHWM MHTErpasbHOro crnocoba NoCTaHOBKU:
dacoBka A. YCTaHOBUTE CTpUNbl CO cMecsiMK ans amnamdukaumm CTpuMm, OpMeHTUPYSACh
Ha UBETOBYI MapkmpoBKy cMecu (nepsas npobupka Ctpuna N°1 mn BTOpas npobupka
Ctpuna N22 oTMmeuyeHbl ronybbiMm 6ydepom), npobupku c¢ TLUP-6ydhepom Crpum,
nonumepason TexHoTaq MAX, 6ydepom ans passeaeHus HK, a Takxe mukponnaHwert MLUP
Ha pabouwnin cton OTCTpuUM.
®dacoBka A-TL. YcrtaHoBUTE CTpunbl CO cMecaMn Ana  amnandukaumm Crpum,
OpPUEHTUPYSChb Ha LIBETOBYIO MAapKUPOBKY cMeck (nepsas npobupka Ctpuna N°1 u BTOpas
npobupka Crtpuna N°2 oTMeueHbl ronybeiMm 6ydepom), npobupkm c 6ydepom TL,
nonuMmepason TL-65, 6ydepom ana paseeaeHus HK, a Takxe MmukponnaHweT MLP Ha

pabounn cton ATcTpum.
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7.3.7 BcTpaxHUTe  NpobuMpKy C  MNOSIOXWUTENbHbIM  KOHTPO/SbHbIM  06pasuLoM  Ha
MUKpOLEHTPpUdyre-BopTekce B TedeHne 3-5 ¢ 1 LeHTpudyrmpyinTe Ha MMKpoueHTpudyre-

BOpTEKCe B TeueHne 1-3 c.

BHUMAHME!

1. Mepen npoBegeHneM NOAroToBku (NpyM HeobXxo0AMMOCTM) U OO3MPOBaHMS AN npenapaTa
OHK n oTpuuaTenbHOro KOHTposibHOro obpasua HeobxoAMMO BbIMOAHWUTbL pPeKoMeHZauun no
ncnonb3oBaHuo npenapata AHK, npuvBeaéHHble B MHCTPYKUMM N0 MPUMEHEHUIO
Habopa/koMnneKkTa peareHToB ANs BblaeneHnsa HK.

2. Mpu ucnonb3oBaHnn ana sblaeneHusa OHK komnnektoB peareHToB MPOBA-HK-TIHOC wm
MPOBA-TC-MMKOC (Tonbko B ciay4yae, €CnM NOCAe BblAENEeHUs HafoCaAo4YHas XWUAKOCTb,
cogepxallas sbigeneHHyto JHK, 6bina nepeHeceHa B HOBble MPOBUpPKU) HEOH6XOAMMO BCTPSAXHYTb
npobupku ¢ npenapatom AHK 1 oTpuuaTebHbIM KOHTPOJIbHbIM 06pa3uomM Ha MMKpoueHTpudyre-
BOpTeKce B TeyeHne 3-5 ¢ n ueHTpudyrnposaTtb Ha MMKpoOLEHTpUdyre-sopTekce B TeyeHne 1-3 c.
3. Mpn wucnonbsoBaHun ansa BbigeneHnsa OHK Habopos peareHtoB [MPOBA-MY-PAMNL wn
MPOBA-MY MAKC HeobxoanMo, He BCTpsAXuBas, UeHTpudyrnposaTb NpobuMpkn C npenapaTom
OHK n oTpuuaTtenbHbiM KOHTPO/bHbIM 06pa3LOM Ha MUKPOLEHTpUdYyre-BopTeEKCE B TeYyeHUe
1-3 ¢, 3aTteM nomecTnTb NpobuMpKM B MarHUTHbIA WTaTtne. B cnydyae ecnn nocne BblaeneHus
Hajocado4yHas >XWAKOCTb, coaepxawas BblgeneHHyto [OHK, 6blna nepeHeceHa B HOBble
npobupkun, cneayeT BCTPAXHYTb Npobmpku ¢ npenapatomM AHK n oTpuuaTenbHbIM KOHTPObHbLIM
ob6pa3uoM Ha MUKpoOLEeHTpudyre-soptekce B TedeHne 3-5c u ueHTpudyrmpoBaTb Ha

MUKPOLIEHTpUdYre-BopTeKce B TeueHne 1-3 c.

7.3.8 YcTaHoBUTe HeusBecTHble obpasubl OHK, oTpuuaTenbHblil KOHTPOSbHbIA 0bpa3eul u
NONOXMUTENbHbIN KOHTPONbHbIN 06pa3sel Ha pabouni cton ATcTpuM.

7.3.9 OTkKpoiTe CcTpunbl co cMecamMn ansa amnandbumkaumm CTpmMM, aKKypaTHO CHSIB 3aLMTHYIO
donbry.

7.3.10 T[lpoBeauTe A03MpPOBaHME KOMMNOHEHTOB COrM/IAaCHO PYKOBOACTBY MO 3KCrayaTaunm.

7.3.11 TloMecTuTe aKKypaTHO, He BCTpsxmBas, MukponsaHwet MLUP B noanoxky ycTponcTea
A1 3anedaTbiBaHU4 niaHweToB Tnak nocne 3aBeplleHns NporpaMmbl Ha A03UPYIOLLEM
ycTponctee OTCTpuM.

7.3.12 TlpoBeauTe 3aneyaTtbiBaHMe MmkponaaHweta MNLP TepMonaéHKOM cornacHoO pyKoBOACTBY
no akcnayataumm npnbopa ATnak.

7.3.13 UeHTpudyrmpymnte mnkponnanuwet MLUP npn RCF(g) 100 B Teuenune 30 c.

7.3.14 Tlomectute MmmkponnaHwet MNLP B 6510k geTekTmpytowero amnamdukartopa.

7.3.15 3anyctute nporpamMmMHoe obecneyeHue getekTupytowero amnangukartopa. lNMpu nepsom
nposeaeHun TMLP 3arpy3uTe cooTBeTCTBYlOWMIA TecT!. [danee M Npu NOCAeayoLWnxX
MOCTAaHOBKAxX CO34alTe COOTBETCTBYHOLWMA MPOTOKOA  WUCCAeAOBaHUSA:  YKaXuTe

KOMYEeCTBO W WAeHTUdUKaTopbl 06pasuoB, B TOM 4YUCIe OTPULATENIbLHOIMO MU

1 — TecT Ansa AeTekTUpYOLWMX aMmnandukaTopos cepum AT co3aaércs nyTéM BBOAA NapaMeTpos (NapaMeTpbl
TecTa ykasaHbl B MpunoxeHun B) nnm npegoctaBnseTcs NnpousBoamTeneM Habopa peareHToB
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NOJSIOXUTENBHOrO KOHTPOJSIbHbIX 06pasuLoB, OTMETbTE pacrnosiokeHne o6pas3uoB Ha
MaTpuue TepMo6sioKa B COOTBETCTBMM C UX yCTaHOBKOW 1 nposeanuTte MLP. Mpwu BbiGope

TecTa A0/KHa oTobpaxaTbCs nNporpamMMa, NpuBeaéHHas B Tabnuue 5.

Tabnuuya 5 - MporpamMmma amnaudmkaumm ana getektupyowero aMmnandunkatopa «ATnpanm»

(dbacoska A, ®acoska A-TL)

Pe>xxum
N2 Yucno
TemnepaTtypa, °C MWH C ONTUYECKUX Tvn 6noka
6noka LMKNOB -
U3MepeHum
80 0 5
1 15 LUnkn
94 0 5
2 94 5 00 1 LUnkn
94 0 30
3 5 LUnkn
64 0 15 v
94 0 10
4 45 LUnkn
64 0 15 %
5 94 0 5 1 Lnkn
6 251 XpaHeHue XpaHeHue
V - PeXUM ONTUYECKUX U3MEPEHUI
8 PErNCTPALUNA PE3YJIbTATOB AMITJTMOUKALIAN

Perncrpaumua cumrHana q)nyopecueHuMM npoBOoAUTCA AETEKTUPYOLWUNM aMI'IJ'IMCbMKaTOpOM

aBTOMaTU4e€CKMN BO BpeEMA aMI'IJ'IM(bVIKaLI,MVI.

9 YYET U MUHTEPMNPETALUSA PE3YJIbTATOB

9.1 YueT pe3ynbTaTtoB aMI'IﬂVICbVIKaLI,VIVI OCYLLECTBNAETCA aBTOMaTU4ECKNM C MNOMOLWbHKO

nporpamMMHoro o6ecrneyeHunsi, NOCTAaBASAEMOrO C AETEKTUPYIOLLNM aMMIMbUKATOPOM.

9.2 Mocne npoxoxaeHus amnandukaumm nporpammHoe obecnedeHne cpaBHMBaeT 3a4aHHoe
ornepaTopoM pacnosioxeHne Npobupok C peanbHbIM MOSIOXKEHMEM MapKepa W, €CnuM HaxoauTt
HecoBMNageHue, To NpeaynpexaaeTt onepatopa 06 3ToM. B 3TOM cnyyae HeobxoAnMMO NMpPoOBEpPUTL
pacnosioXxeHune cTtpunoB B TepmMobnoke (npobupka N21 Ctpuna N°1 n npobupka N22 Ctpuna N°2

OTMeYeHbl ronybbiM 6ydepom) n CKOppeKTUpoBaTb MAEHTUMUKATOPbI NPOBUPOK B MPOTOKOJIE.

1 — ponyckaeTtcs xpaHeHue npu TemnepaTtype 10 °C
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9.3 Mpn aHanuse pe3ynbTaToB HEOOXOAMMO  YUMTbIBATb 3HAUYEHUSA  KOHTPOJIbHbIX
nokasateneinn (OKB, npobupka N°1 Ctpuna N91, kaHan Fam; '4A4, npobupka N4 Crtpuna N22,
kaHan getekumm Cy5) n BHyTpeHHero koHTpons (BK, npobupku NONe 1-2, 4-8 Ctpuna N°1 u
npobupkm N2N? 1-3, 5-8 Ctpuna N92, kaHan aetekumm Hex):

9.3.1 [N oueHKM KayecTBa NpOXOXAEHUS NOSIMMEpPasHoM LIenHOMW peakunm ncnonblyetcsa BK

(otcytctByeTr B npobupke N°3 Crtpuna N21 un npobupke N°4 Crtpuna N°2). [pm
OTpULUATENbHbIX pe3ysbTaTax, NoslyYeHHbIX B 04HON npobupke oaHoBpeMeHHO ansa BK
Nno KaHany getekumu Hex n ans BbisSIBASIEMbIX @aHA/IMTOB NO COOTBETCTBYIOLWMM KaHanam
Aertekuunmn (3a ncknroveHmem npobupok 6e3 BK), pesynbtat nccneaosaHmsa onas AaHHOro
obpasua cuntaeTcss HeaoCTOBEPHbIM (HA).
HepoctoBepHbin pe3ynbTaT MOXeT ObiTb CBSi3aH C MNPUCYTCTBMEM WHIMO6MTOpPOB B
npenapate AHK, nony4yeHHOM 13 6nonornyeckoro Matepumasna; HeBepHbIM BbINOSIHEHMEM
NpoToKosa aHanusa, HecobnoaeHneM TeMnepaTypHOro pexuma amnandukaumm mn ap.
B aTom cnydae Tpebyetcsa nosTopHoe npoBegerue MNLP ¢ nmerownmcs npenapatom JHK,
nmbo nosTopHoe BbigeneHne [OHK wn noctaHoBka [UP agns atoro obpasua, aubo
NnoBTOpHOE B3ATME OWoMorMyeckoro MaTtepumana Yy nauyveHta  (BbINOSHSAETCA
nocnenoBaTenbHO).

9.3.2 Mo nokasatenam OKB n 'A4 onpenensieTcs A0CTAaTOYHOCTb KonyecTtBa buomaTtepmana
ANa OUEeHKM Konu4yecTBa HOpMob6MOTbl U YIMM, AN NaToOreHHbIX MWUKPOOPraHW3MOB

pe3ynbTaT yYMUTbIBAETCS HE3aBUCUMO OT 3HadeHun OKB n a4 (9.7).

9.4 B obpa3suax mnccneayemoro 6uomartepumana, cogepxawmx OHK BbisBNsSieMbIX aHaNMTOB
B KOHLIEHTpauMu Bbile nopora obHapyXeHusl, HO HMXe nopora mamepeHus 6ypeTr ykasaHo -
«0BHapy»XeHo, HMXe nopora naMepeHus». B cnyyae, ecnm konmyectso JHK aHanuTa npeBblllaeT
nopor wusMepeHusi, pesynbTaT 6yaeT npeacrasneH B Buge Lg M/mn obpasua. Ana OHK
NnaToOreHHbIX MWKPOOPraHW3MOB, BbISIBIEHHbIX B KOJMYECTBE HWXe nopora mamepeHus, byper
yKasaH nosioXUTeNbHbIN pe3ynbtaT («+») A9 COOTBETCTBYHOLWEro aHaauTta. PesynbTarT,

NoJly4YeHHbIn ana BK, B 3TOM c/lyyae He yunTbiBaEeTCS.

9.5 B obpasuax nccneayemoro 6momatepmnana, cogepxawmnx AHK BbisBASEMbIX aHaNMTOB,
3@ WCK/IIOYEHMEM NaTOrMeHHbIX MWKPOOPraHuU3MoB, B KOHUeHTpauunm [OHK Huxe nopora
obHapyxeHus byaeT ykasaH oTpuuaTesibHbIN pe3yabTaT A/19 COOTBETCTBYHOWMX aHANNTOB («—>»)

M NONOXUTENbHbIN pe3ynbTaT a4na BK (3a ncknrodeHnem npobupok 6e3 BK).

9.6 Pe3ynbTaTbl MNOCTAHOBKWM BanugHbl, €CW BbINOJHATCA YCN0BUS MHTEpnpeTaumm

pe3ynbTaToB, MOJIYYeHHbIX A5 KOHTPOJIbHbIX 06pa3uoB:

9.6.1 [Onsa oTpuuaTesibHOro KOHTPOSibHOro obpasua AosikeH 6biTb MONy4YeH oTpuuaTeNnbHbIN
pe3ynbtaT («—») ANS BbIABASEMbIX @aHANMTOB MO COOTBETCTBYIOLMM KaHanaM AeTeKLUUn
N NONOXUTENbHbIN pe3ynbTaTt ansa BK (3a ncknouyeHneM npobupok 6e3 BK) no kaHany

netekummn Hex.
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Pe3ynbTaTtbl HMXe nopora obHapyXeHus Ans BCEX aHanMTOB, 3a MUCKJ/IIOYEeHUEM
Chlamydia  trachomatis, Neisseria  gonorrhoeae, Mycoplasma  genitalium,
Trichomonas vaginalis, HSV1, HSV2, CMy, HPV 16, HPV 18, HPV 45,
HPV 31/33/35/39/51/52/56/58/59/66/68 cunTatoTcs oTpuLUaTENbHbIMU.

Mpn nonydyeHUU MOSIOXKUTENBHOINO pe3ynbTaTa 479 BbISBASEMbIX aHaAWUTOB Ans
OTPULATENBbHOr0 KOHTPONbHOro o6pasua pe3ysbTaTbl BCEW MOCTAHOBOYHOM Cepumn
CUNTAIOTCS HEeAOCTOBEpPHbIMU. B 3TOM cnyyae Heo6xoaMMO MpoBeAeHMe creuunasnbHbIX
MeponpuUATUA ANsl BbiIBJIEHUS U YCTPAHEHUS BO3MOXHOW KOHTaMUHaLWK.

9.6.2 [1n9 NONOXWTENbHOro KOHTPONAbHOro obpasua Ao/MKeH 6biTb Moay4YeH NOSIOXUTENbHbIN
pesynbtat (5,0 £ 1,0 Lg M>/mn). PesynbraT, nonydeHHbir ansg BK, B 3ToM cnyuae
HE YYUTbIBAETCS.

Mpn nony4YeHUM OTPULATENBHOIO pe3ynbTata A MNOSIOKUTENbHOIO0 KOHTPOJIbHOIO
obpasua pesynbTaTbl BCeM MNOCTAaHOBOYHOW CEPUM CUMUTAOT HEeAOCTOBEPHbLIMU. B 3TOM

cnyyae TpebyeTcs noBTOpHas NocraHoBka amMmnandukaumn scen naptum obpasuos.

9.7 NHTepnpeTaumsa pe3ynbTaTta wucciegyembix ob6pasuyos 6uomaTepmana CcOCTOUT U3
cneayouwmx 3TarnoBs:

- rno noka3sartenam OKB n A4 onpenensieTca 4OCTaTOYHOCTb KonmyecTsa buoMatepumana ons
OLEHKN KonunyectBa HopMmobuoTtbl n YMNM (3Hayenus Lg M/mn gna OKB n A4 < 3,0 ans
Ma3KoB/COCKO60OB 3NMUTENNA CO CNIM3UCTOM O0B0I0YKM LIEePBMKANbHOMO KaHana W 3Ha4yeHus
Lg I/mn ana OKB mn I'OY < 3,5 ana Ma3koB/COCKOBOB CO CAM3UCTOM 060/104KM BRaranuviia
cnenyeT MHTepNpeTUpoBaTb Kak HeAOCTaTOYHOE KONIMYECTBO MaTepuana 4Jss Takoro aHanmsa;

- A5 NATOreHHbIX MMKPOOPraHU3MOB pe3ybTaT YYUTbIBAeTCS He3aBMCMMO OT 3HavyeHunin OKB
m A4. OH MoxeT ObiTb OTPULATENbHLIM WAM MNONOXUTENbHbIM B ABYX BapuaHTax -
«O6HapyxeHo» («+») B cnyyae, ecin KoHueHTpauma OHK Huxe mopora naMepeHus, n B Buae
3HayveHunsa Lg '2/mn obpasua B cnydae, ecnm KoHueHTpaumsa AHK Bbilwe nopora naMepeHus;

- Ans apoxxesBblx rpubos Candida spp., YCNOBHO-MATOrMEHHbIX FEeHUTAsIbHbIX MWKOMAAa3M
Mycoplasma hominis, Ureaplasma urealyticum, Ureaplasma parvum pe3ynbTaT MOXeT 6biTb
oTpuuaTenbHbIM B Cllydae KOHUeHTpaumn [OHK COOTBETCTBYHOLWMX aHaIUTOB HWXKe nopora
obHapyXeHnss Wnn noNoOXUTENbHbIM B ABYX BapumaHtax - «O6HapyXeHo, HuXe nopora
n3MepeHus» B cny4ae, ecnim kKoHueHTpaumsa OHK Huxe nopora namepeHus, U B BUAE 3HAYEHUS
Lg '3/mn obpasua B ciyyae, ecnm KoHueHTpauusa HK Bbilwe nopora namepeHus;

- ONs KONMYECTBEHHOW OLEHKW cocTaBa MUKPOOBMOTbI MPOBOAMTCS HOPMWUPOBAHME, TO €CTb
onpeneneHue gonn 6aktepmanbHoro aHanuta (ABA) B obpa3ue mnccnegyemoro 6momatepuana

OTHOCMTenbHO obuiero konuyecrtea 6aktepuin (OKB) no dopmyne:
ABA = K].Oﬂ Lg (aHanMT)/ K].Oﬂ Lg (OKB) y 1000/0,

raoe Lg (aHanut) u Lg (OKB) - 3HaueHus Lg, nosy4veHHble ANs MCKOMOro 6akTtepuanbHOro

aHanuta u ansa OKB cooTBETCTBEHHO.
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Ona KOMMYEeCTBEHHOM OLEHKM COCTaBa MUKPOOMOTbI MOXHO TakuMM e o6pasom
onpegenutb gont rpynn 6aktepuit (HOpMO6MOTA, YCNOBHO-MAaTOreHHble daKybTaTUBHO-
aHaspobHble MWKPOOPraHmM3Mbl, aCCOUMUPOBAHHbIE C BarMHMTOM/LUEPBULMTOM, YC/IOBHO-
naTtoreHHble aHaspobHble MMKPOOPraHmM3Mbl, acCoLMMpPOBaHHbIE C 6akTepmanbHbIM BarMHO30M,
OoTHOCUTEeNbHO oblero konnyecTtea 6akTepuin).

B pesynbTaTe MOXHO OUEHUTb COCTaB MMKPOOWOTLI, caenaTb BbiBOA4 O AOMUHUPOBAHUMU
HOpPMasibHOW WAW YC/IOBHO-MAaTOreHHOM MWKPOB6MOTbLI, @ TakXe BblAeNNTb Cpean YCNOBHO-
NnaToreHHon MUKpPOBUOTbl AOMUHUPYIOWMA MUKPOOPraHM3M/rpyrnny MUKPOOPraHM3MOB WK
caenaTtb 3aKal4eHne 0 CMelaHHoOM 6akTepuasibHOM COCTaBe MUKPOBMOThI.

MpMHUKMNBI TPAKTOBKWU pe3ysibTaTa U3oXeHbl B MpunoxerHuu I,

10 TPAHCNMOPTUPOBAHME, XPAHEHUE N 3KCIJIYATALUUA

10.1 TpaHcnopTupoBaHue
10.1.1 TpaHcnopTupoBaHme Habopa peareHTOB OCYLWECTBAAIT B TEPMOKOHTENMHepax C
XnapoaneMeHTaMm BCEMUM BMAAMU KpbITOro TpaHCnopTa npu TemnepaType BHYTpuU
TEPMOKOHTENHEpPA, COOTBETCTBYHOWEN YCNOBUAM XpPaHEHUS KOMMOHEHTOB, BXOASLNX B
cocTtaB Habopa peareHTOB.
10.1.2 ®dacoBka S
[Jonyckaetca TpaHcnopTupoBaHue Habopa peareHToB B TEPMOKOHTEMHEpax C
XflagosneMeHTaMm BCEMU BUAAMM KPbITOrO TpaHCNopTa MNpu TeMnepaType BHYTPMU
TepMOKOHTeNHepa oT 2 °C go 25 °C He 6onee 5 cyTok.
10.1.3 ®acoska A
10.1.3.1 [donyckaeTcs TpaHCnopTMpoBaHue Habopa peareHTOB, 3a UCKJIKOYEHMEM NoSIMMepasbl
TexHoTaq MAX, B TepMOKOHTElHepax C xsafo3/lIeMeHTaMM BCEMU BUAAMU KPbITOro
TpaHCcnopTa Npu TemMnepaType BHYTPU TepMoKoHTelHepa oT 2 °C go 25 °C He 6onee
5 cyTok.
10.1.3.2 [onyckaeTcs TpaHCnopTMpoBaHue nonmMmepasbl TexHoTaq MAX B TepMOKOHTENHEpaXx
C XJlaflo3N1IeMeHTaMn BCEMU BMAAMM KPbITOFO TpaHCMopTa npu TemriepaType BHYTpU
TepMOKOHTenHepa Ao 25 °C He 6onee 5 cyTok.
10.1.4 ®acoska A-TL
Jonyckaetca TpaHcnopTupoBaHme Habopa peareHTOB B TEepPMOKOHTEMHepax C
XnagosneMeHTaMm BCEMU BMAAMU KpbITOro TpaHCnopTa nNpwu TemnepaType BHYTpU
TepMoKOHTenHepa oT 2 °C go 25 °C He 6onee 5 cyToK.
10.1.5 Habopbl peareHTOB, TPaHCNOPTMPOBAHHbIE C HapyLeHMeM TeMMnepaTypHOro pexmma,

NMPUMEHEHUNIO HE MnMoAaNneXar.

10.2 XpaHeHue
10.2.1 ®acoska S
Bce koMnoHeHTbl Habopa peareHToB creAyeT XpaHUTb B XONOAWABHUKE  UAN

XonoaunebHoM Kamepe npu TemnepaTtype oT 2 °C go 8 °C B TeyeHMe BCEro Cpoka
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10.2.2
10.2.2.1

10.2.2.2

10.2.3

10.2.4

10.3
10.3.1

10.3.2

10.3.3

10.3.4

rogHoctn Habopa peareHToB. CMecu ansa amnaudukaumm, 3anedyaTaHHble napaduHOM,

cnenyeT XpaHuTb B 3alUULWEHHOM OT CBeTa MecTe.

dacoska A
Bce komMnoHeHTbl Habopa peareHToB, 3a UCKIOYeHMEM nosanMepasbl TexHoTaq MAX,
cnepnyet XpaHuTb B XONOAWBHWKE WM XOMOAWIbHOM Kamepe npu TeMmnepaTtype
oT 2 °C po 8 °C B TeyeHue BCero cpoka rogHoctn Habopa peareHToB. CMecu ans
amnandunkaumm CTpuM cnegyeTt XpaHuTb B 3alMLWEHHOM OT CBETa MecTe.
Monumepasy TexHoTaq MAX creayeT XpaHUTb B MOPO3UIbHOW KaMepe npu
TemnepaTtype OT MUHYC 22 °C ao MuHyc 18 °C B TeyeHMe BCero cpoka rogHocCcTu
Habopa peareHTOB.

dacoska A-TL

Bce KoMnoHeHTbl Habopa peareHTOB cneayer XpaHUTb B XOJOAMNBHUKE WU

XonoaunbHOM Kamepe npu Temnepatype oT 2 °C go 8 °C B TeyeHue BCero Cpoka

rogHoctn Habopa peareHToB. CMecn ansa amnandukaumn CTpuM cneayet XpaHuTb B

3aWmnéHHOM OT CBETa MecTe.

Habopbl peareHTOB, XpaHMBLUMECS C HApYLWIEHMEM periaMeHTUPOBaHHOIO pexunma,

NMPpUMEHEHNIO HE nMoaneXar.

YKasaHug no akcnayaTtaumm

Habop peareHTOB AO/IXEH NPUMEHATBCSA COMTacHO AENCTBYHOLLEN BEPCUM YTBEPXKAEHHOWN

MHCTPYKLUMUM NO MPUMEHEHMUIO.

Ona nonydyeHnsa AOCTOBEPHbIX pe3ynbTatoB HeobxoAuMO cTporoe cobnwoaeHue

WHCTPYKLUMKM MO NpMMeHeHUto Habopa peareHToB.

lMocne BCKpbITMSA YMaKOBKM KOMMOHEHTbl Habopa peareHTOB cnegyeT XpaHuTb Mpwu

cneayouwmx ycnoBmax:

— BCe KOMMNOHeHTbl Habopa peareHTOB, 3a MCK/OYEHMEM nosmmepasbl TexHoTaq MAX
(dbacosBka A), cneayeT XpaHuUTb B XONOAWbHUKE WM XONOAWbHOM Kamepe mnpu
TemnepaTtype oT 2 °C go 8 °C B TeueHuMe BCero cpoka roagHocTn Habopa peareHToB;

— cMecu Ansd amnamdukaunm, 3anedyataHHble napaduHoOM, U CMecu 4N amnnmdunkaunm
CTpuM, cneayer XpaHuUTb B XONOAWIbHWMKE WAW  XONOAWIbHOMW KaMmepe npu
TemnepaTtype oT 2 °C go 8 °C B 3aWMWEHHOM OT CBETA MeCTe B TEYEeHMEe BCEro cpoka
rogHocTn Habopa peareHToB;

— nonuMmepasy TL-65 (dacoBka A-TL) cnegyer XpaHWTb B XONOAWIbHUKE WK
xonoaumneHoM Kamepe npu Temnepatype oT 2°C pgo 8°C B 3akpbiToM
GoNbrMpoBaHHOM rpunnepe ¢ BAAronornoTMTesieM B TeYEeHUE BCero Cpoka rogHoCTU
Habopa peareHTOB;

— nonuMmepasy TexHoTaq MAX (dacoBka A) cneayeTt XpaHuUTb B MOPO3UbHOW Kamepe
npu TemnepaTtype oT MUHYC 22 °C go MuHyc 18 °C B TedeHne BCEro cpoka rogHocTm
Habopa peareHTOB.

Ha6opb| peareHToB C UCTEKWLMNM CPOKOM rogHoCTu npnMEHEHNIO HE NoAasiexar.
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11 YKA3AHNUA NO YTUWIN3ALNN

11.1 [pu wncnonb3oBaHWn Habopa peareHTOB B KJIMHWKO-AMArHOCTMYECKOW nabopaTtopuu
obpasyloTcsa oTxoAbl Knacca B, KoTopble yTUAM3MPYHOTCS B COOTBETCTBUM C TpeboBaHUSIMU
CaHlunH 2.1.3684-21 n MY 1.3.2569-09.

11.2 Habopbl peareHToB, NpULLIEALLME B HENPUIOAHOCTb, B TOM UMC/IE B CBSA3N C UCTEUYEHUEM
CpoKa TrOAHOCTM, TOBPEXAEHUEM YMNaKOBKM nognexart yTWIMs3auuMm B  COOTBETCTBMU

c TpeboBaHusaMmn CaHlumH 2.1.3684-21.

12 FAPAHTUN N3TOTOBUTENA

12.1 MpeanpuaTue-mn3roTosuTenNb rapaHTupyet COOTBETCTBME Habopa peareHToB
TpeboBaHMAM TEXHUYECKNX YCAOBUIA NMpu cobnogeHnm yCnoBuim TpaHCNOPTUPOBAHUS, XpaHEHUS

M aKcnayatTaunn, yCtTaHOBJIEHHbIX TEXHUYECKNUMU YCNTOBUAMN.

12.2 Cpok rogHoctu Habopa peareHToB - 12 MecsueB npu cobnogeHnn BCeX YCOBUMN

TPAHCMOPTUPOBAHUS, XPAHEHUS M 3KCMyaTauum.

13 PEMOHT U TEXHUYECKOE OBCJ1Y)KXUBAHME

Ha6op peareHTOB npeaHasHayeH AN OAHOKPATHONO MPUMEHEHUS U He MNOoANEXMUT

TEXHNYECKOMY 06CJ'IY)KMBaHMPO N TEKYLLEMY PEMOHTY.

14 CNMBO/J1bl, NCNOJIb3YEMbIE NP MAPKUPOBKE HAGOPA PEATEHTOB

MeauuMHCKOe usgenve

L Homep no kaTtanory
Ons AUarHoCTUKWM in vitro

TemnepaTypHbI gManasoH M3rotoBuTenb

He aonyckaTb Bo3AeNCTBUSA
COJ/THEYHOro cBeTa

Coaep>XmMMoro 4oCTaTouyHo
ANa npoBeAeHus <n> TecToB

Mcnonb3oBaTb A0 HecTtepunbHo

> % k|

B B << | o< [3

Koa naptum (cepun)
Obpatntechb K MHCTPYKLMN

No NPUMEHEHUIO UNN K UHCTPYKLUNN
no NPpUMEHEHUIO B 3JIEKTPOHHOM BUAE

B
=

[aTa nsrotossieHUs
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15 MNEPEYEHb NPUMEHAEMbIX HALIMOHAJIbHbIX CTAHAAPTOB

FOCT ISO 14971-2021 W3pgenuna MeamumHckue. [lpuMeHeHMe  MeHeaXMeHTa pucka K
MeAVLMHCKUM n3aenunam

FOCT 15.309-98 Cucrtema pa3paboTku M MoCTaHOBKM NPOAYKUMM Ha Npom3BoAcTBO. NcnbiTaHus
W NpuémMka BbiNyckaeMon npoaykumm. OCHOBHbIE MOSIOXEHUS

FOCT P 2.105-2019 EauHas cucTeMa KOHCTPYKTOpPCKOWM pokymeHTaumn (ECKA). O6wwue
TpeboBaHUSA K TEKCTOBbIM AOKYMEHTaM

FOCT P 15.013-2016 Cuctema pa3paboTkm 1 NOCTaHOBKM Mpoaykuum Ha npomssoacteso (CPMM).
MeauuUMHCKWE n3genus

FOCT P 51088-2013 MeguumHckne uspgenust Ans GMarHoCTUKM WH BUTPO. PeareHTbl, Habopbl
peareHTOB, TeCT-CUCTEMbl, KOHTPOJIbHble MaTepuasnbl, NuTaTenbHble cpeabl. TpeboBaHusa K
n3genvsam u noaaepxuBarollert JOKYMeHTaunm

FOCT P 51352-2013 MeanuuHCKMe nsgenus ans AMarHoCTMKM MH BUTpo. MeToabl UCMbITaHUN
FOCT P MCO 15190-2023 JlabopaTopum MegmumnHckune. TpeboBaHusa 6e3o0mnacHOCTM

FOCT P NCO 15223-1-2023 WUspenusa MmepgmumHckne. CUMBOSIbI, MPUMEHSAeMble A7 nepegayu
nHdopMauunm, npeaoctasnaemMon nsrotosmutenem. Hacte 1. OcHoBHble TpeboBaHMS

FOCT P NCO 18113-1-2015 MeamuuHckue wmspenust ansa AWArHoCTMku in vitro. NHdopmaums,
npenocrasnsemas marotosuteneMm (Mapkuposka). Yactb 1. TepMuHbI, onpepeneHunsa mn obwme
TpeboBaHus

FOCT P NCO 18113-2-2015 MeauuuHcKkue usgenus Ans AnarHoCTukuM in vitro. NHdopmaums,
npeaocTaBnsemMas n3rotoputenemMm (Mapkumposka). Hactb 2. PeareHTbl Ans AMArHOCTUKMK in vitro
Ansa NnpodeccMoHanbHOro NpUMeHeHus

FOCT P NCO 23640-2015 W3pgenuna MeaumunmHcKMe AN AWMarHocTmku  in vitro.  OueHka
CTabunbHOCTN peareHToB AN ANArHOCTMKM in vitro

FOCT P 53022.3-2008 TpeboBaHus K KaudecTBY KAMHUYECKMX slabopaTopHbIX WCCneaoBaHWUM,

Y.3. MpaBuna oLEHKN KIMHUYECKON MHDOPMATUBHOCTM NabopaToOpHbIX TECTOB

MpuMmeyaHuMe - YKasaHHble Bbllle CTaHAAPTbl 6blIM AENCTBYHOWMMU Ha MOMEHT YTBEPXAEHUS
WHCTPYKLMW MO NMpUMeHeHuto. B fanbHeliweM, Npyn Noib30BaHUM AOKYMEHTOM, Lienecoobpa3Ho NpoBepuUTb
[leACTBUE CCbISTOYHbIX HOPMATUBHbIX JIOKYMEHTOB Ha TEKYLLMA MOMEHT. ECn CCbITIOYHbIN AOKYMEHT 3aMeHEH
MAN U3MEHEH, TO Npu MPUMEHEHUM HACTOSLWEro JAOKYMeHTa CneAyeT MoMb30BaThCs 3aMEHEHHbIM

(M3MEHEHHbIM) AOKYMEHTOM.
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16 ALOPEC AN OBPALLEHUA

MpoussoacTeo HabopoB peareHTOB MMEET CeEPTUDULMPOBAHHYIO CUCTEMY MEHEOXMEHTA
KayecTBa WU COOTBETCTBYET TpeboBaHMAM CTaHAapTa CUCTEM MeHeaXMeHTa kadyecTtsa ISO 9001 B
obnactn paspabotku, nponssoacTBa M nNpoaaxu IVD peareHToB n npnbopoB Ana MosieKynspHo-
reHeTUYeCcKoM AMarHoCTUKM u apyroro nabopaTtopHoro npumeHeHus u ISO 13485 B obnacrtu
pa3paboTku, npoumssoacTtBa M npogaxun IVD peareHToB wn npmbopoB ANa MeAMUMHCKOM

MOﬂeKYHﬂpHO-FeHETMHeCKOl}’I ANarHoCTukKu.

MpousBoanTenb: 0O6WECTBO C OrpaHMYeHHON OTBETCTBEHHOCTblO «[HK-TexHonormns TC»
(000 «OHK-TexHonormns TC»), Poccus.

Appec npounsBoguTensa: 117246, Poccus, r. MockBa, npoesg HayuHbin, 4. 20, ctpoeHune 4.

MecTo npou3BoAacTBa:

- 000 «[HK-TexHonorns TC», 117246, Poccusa, r. MockBa, npoe3a HayuHbin, 4. 20,
CTpoeHune 4.

- 000 «HMNO AHK-TexHonorus», 142281, Poccusa, MockoBckass obnactb, r. [1poTBMHO,

yn. XenesHogopoxHas, 4. 3.

Mo BonpocaM, KacawwmMcsa KadectBa Habopa peareHToB, cneayetr obpawatbcs B
CNyX6y KINEHTCKOM NoAAEPXKKN.
Cnyx6a KNMeHTCKOM NoAAEPXKKM:
8-800-200-75-15 (ansa Poccum, 3BOHOK 6ecnnaTHbIn),
+7 (495) 640-16-93 (ansa crtpaH CHI n 3apy6exbsi, 3BOHOK MJIaTHbIN).
E-mail: hotline@dna-technology.ru,

www.dna-technology.ru
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MpunoxxeHue A

MapameTpbl TECTA, KOTOPble HE0O6XOAMMO BHECTU B NporpamMMHoe obecneyeHue
AeTeKTUpymwux amminpukatopos «ATnpanm>», «ATnant»
npyv Mcnonb3oBaHun Habopa peareHToB ®EMO®JIOP®II
B ¢pacoBke S

1) «MeTop aHanusa» - «feomeTpuueckuin (Cp)»;
2) O6béM peakUMOHHOM cMecn — 35 Mk,

3) B okHe «[porpamMma amnnndukaumms» BBECTU Cleaylolme napaMeTpbl:

Pe>xum
No
6noka Temnepatypa, °C MMH c Yucno umknos ONTUYECKUX Tun 6n0oka
n3MepeHuu
80 0 30
1 1 Linkn
94 1 30
94 0 30
2 5 Lnkn
64 0 15 v
94 0 10
3 45 Lnkn
64 0 15 v
4 94 0 5 1 Lnkn
5 251 XpaHeHune XpaHeHune
V - PeXUM ONTUYECKUX U3MEPEHUI

1 — ponyckaeTtcs xpaHeHue npu TemnepaTtype 10 °C
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4) BHecTu cneaytowme napamMeTpbl KaHanoB AeTeKUnn:
Ne KaHan gerekuum, BbiiBJIS€MbIA NoOKa3aTtesnb
npo-
6upkm Fam Hex Rox Cy5 Cy5.5
- OKEB BK B _ Gardf.vere.//a
vaginalis
2 Lactobacillus spp. BK Mapkep - -
Lactobacillus
3 Lactobacillus crispatus Lactgbaal/us Lactobaal_/us ]ensgn//_ / gasser/. / _
iners Lactobacillus mulieris Lactobacillus
paragasseri
Streptococcus
4 Staphylococcus spp. BK Streptococcus spp. agalactiae
5 Mobiluncus spp. BK - Haemophilus spp. -
6 Anaerococcus spp. BK Fannyhessea vaginae - -
Bacteroides spp. /
7 Porphyromonas spp. / BK Enterobacteriaceae | Enterococcus spp. -
Prevotella spp.
Sneathia spp. /
8 Leptotrichia spp. / BK - - -
Fusobacterium spp.
Megasphaera spp. /
1 Veillonella spp. / BK - - -
Dialister spp.
! BVAB1/BVAB2/BVAB3 BK - - -
3 Peptostreptococcus BK Mapkep Bifidobacterium _
spp. spp.
L Ureaplasma
4 Mycoplasma hominis urealyticum Ureaplasma parvum rad
5 Candida spp. BK Candida albicans - -
6 Trichomonas vaginalis BK My co.pla.s ma Ch/amyd/alr Neisseria
genitalium trachomatis gonorrhoeae
7 HSV2 BK CMV HSV1 -
HPV 31/33/35/39/51/
8 HPV 16 BK 52/56/58/59,/66/68 HPV 18 HPV 45
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Mpuno>xeHnune b

MapameTpbl TECTA, KOTOPble HE06XOAMMO BHECTU B NporpamMMHoe obecneyeHue
AeTekTupyouwero amrnangukatopa «ATnpaim>»
npyv Mcnonb3oBaHun Habopa peareHToB ®EMO®JIOP®II
B (pacoBke A, bacoBke A-TL

1) «MeTop aHanuza» - «'eomeTpuuecknii (Cp)»;
2) O6béM peakUMOHHOM cMecn — 12 MKII;

3) B okHe «[lporpamMma amnnndukaumms» BBECTU Cleayolmne NnapaMeTpbl:

Pexxum
N2
6n0Ka Temnepartypa, °C MWH C Yucno uuknos ONTUYECKNX Tvn 6noka
n3mepeHuim
80 0 5
1 15 Lnkn
94 0 5
2 94 5 00 1 LUwvkn
94 0 30
3 5 LUnkn
64 0 15 v
94 0 10
4 45 Unkn
64 0 15 v
5 94 0 5 1 LUnkn
6 251 XpaHeHue XpaHeHue
V - pexuM ONTUYECKUX U3MepeHUi

1 — ponyckaeTtcs xpaHeHue npu TemnepaTtype 10 °C
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4) BHecTn cneaywwme napameTpbl KaHaNoB AETEKUMN:
Ne KaHan gerekuum, BbiiBJIS€MbIA NoOKa3aTtesnb
npo-
6upkm Fam Hex Rox Cy5 Cy5.5
- OKE BK B _ Gardf.vere.//a
vaginalis
2 Lactobacillus spp. BK Mapkep - -
Lactobacillus
3 Lactobacillus crispatus LaCl‘f)baCI//US Lactobaal/_us ]ense_n//_ / gasser/. / _
iners Lactobacillus mulieris Lactobacillus
paragasseri
Streptococcus
4 Staphylococcus spp. BK Streptococcus spp. agalactiae
5 Mobiluncus spp. BK - Haemophilus spp. -
6 Anaerococcus spp. BK Fannyhessea vaginae - -
Bacteroides spp. /
7 Porphyromonas spp. / BK Enterobacteriaceae | Enterococcus spp. -
Prevotella spp.
Sneathia spp. /
8 Leptotrichia spp. / BK - - -
Fusobacterium spp.
Megasphaera spp. /
1 Veillonella spp. / BK - - -
Dialister spp.
! BVAB1/BVAB2/BVAB3 BK - - -
3 Peptostreptococcus BK Mapkep Bifidobacterium _
spp. spp.
. Ureaplasma
4 Mycoplasma hominis urealyticum Ureaplasma parvum rad
5 Candida spp. BK Candida albicans - -
6 Trichomonas vaginalis BK My co.pla.s ma Ch/amyd/alr Neisseria
genitalium trachomatis gonorrhoeae
7 HSV2 BK CMV HSV1 -
HPV 31/33/35/39/51/
8 HPV 16 BK 52/56/58/59,/66/68 HPV 18 HPV 45
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Mpuno>xeHue B

CokpawéHHana meTtoauka BoigeneHus AHK n3 maskoB/cocko60B anutenus
CO C/IN3UCTO 060JZI0UKMN LLepBMKaJIbHOIO KaHaJa, Blaranauiia

C uUcnosib3oBaHueM Komrsiekta peareHtos NMPOBA-HK-MJTHOC

BHUMAHME!

1. MNepen HavyanoM paboTbl Heo6xoanMO:

- BK/OUNTb TEPMOCTAT AN nporpesaHuns Ao 65 °C;

- [OCTaTb M3 XOJ0AWIbHUKA KOMMJIEKT peareHToB A5 BblAeNEeHUS HYKNEUHOBbIX KUCNOT U
NMPOKOHTPOSIMPOBAaTb OTCYTCTBME OCaAaKa B NM3MPYLOLEM pacTBope. B ciyyae BbinageHMsa ocaaka
Heobxoanmo nporpeTb hNakoH C AU3UPYIOWMM pacTBOPOM Ha TepMmocTaTe, npeaBapuTenbHO
nporpetoM ao 65 °C, oo nosHOro pacTtBOpeHUs ocajka. 3aTeM cneayeT nepeMewaTtb pacTBop
nepesopaydmBaHneM dnakoHa BBepx paHoM 5-10 pa3, u3beras neHoobpasoBaHus. [lepea
MCMNOSIb30BaHMEM OXJ1laAnTe pacTBOp A0 KOMHaTHoM Temnepatypbl (oT 18 °C go 25 °C). Ocapok
TakK)Xe MOXHO pacTBOpUTb MNpW KOMHaTHoW TemnepaTtype (ot 18 °C po 25°C) B TeuyeHue
npubnnsntensHo 12 yacos.

2. Mpn nporpeBaHnn npobmpok C obpasuaMm BO3MOXHO OTKpbiBaHWe Kpbiwek! Cnegyet
MCNoAb30BaTb NMpobMpkM C 3allénkmBarWwmMMmca Kpbilwkamn (Hanpumep, Eppendorf Safe-Lock
Tubes) wnn nporpaMMmpyeMbie TEPMOCTaTbl C MPUXMMHOW KPpbIWKOW (Hanpumep, TepMocTaT
TBEpPAOTENbHbIA  MNporpaMmmupyeMbin  ManorabaputHeln  TT-1-«[AHK-TexH.», npou3BoACTBa
000 «HMO AHK-TexHonorus»).

1. MpoMapkupynTe OA4HOpPA30BYK MAacTMKoByko  npobupky obvéMom 1,5mMn  ans
oTpuUaTENIbHOIrO KOHTPOJIbHOro obpasua (K-).

2. BHecuTe B Kaxaylt NpoMapKuMpoBaHHYy NpobupKy € NOArOTOB/EHHbIM AN UCCNeA0BaHMNS
MaTepuanoM B 06bEMe 100 mkn (cM. 6.5) u B nNpobupky, NpoOMapKUpOBaHHYK «K-»,
no 300 MK NM3upylowWwero pacTBopa, He Kacasacb Kpas npobupku.

3. BHecuTe B npobupkKy, NnpoMapknpoBaHHyt «K—», 100 MK OTpuULATENbHOrO0 KOHTPObHOIO
obpasua.

MNOTHO 3aKpoiTe NPOBUPKU, BCTPAXHUTE HA MUKPOLIEHTPpUdYre-BopTeKCe B TeueHne 3-5 c.

. TepmocTaTupyinTe npobupkm npu Temnepatype 65 °C B Te4eHne 5 MuH.

LeHTpndyrnpynte npobmpku Ha MmmkpoueHTpudyre-sopTekce B TedeHme 3-5 c.

N o u b

[JobasbTe B Kaxay npobupky no 400 mMkn peareHTa 418 nNpeunnuTaumn, BCTPSXHUTE Ha

MUKpoLeHTpudyre-sopTekce B TeveHue 3-5 c.

8. LeHTpndyrmpynte npobupkmn npm RCF(g) 12000 - 16000 npu KOMHaTHOW TemnepaType
(o1 18 °C pgo 25 °C) B TeueHue 10 MUH.

9. He 3ageBas 0cafoK, MOMHOCTbI YyAanuUTe HAAOCAAOYHYI IKUAKOCTb (OTAENbHbIM
HaKOHEYHMKOM M3 Kakgon npobupku).

10. [JobaBbTe Kk ocaaky no 500 mMkn npombiBOYHOro pactesopa N91, 3akponTe npobupku wu

nepemMewante, 3-5 pa3 akKypaTHO NepeBepHYyB NPobupku.
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11.

12,

13.

14,

15.

16.

17.

18.

19.

UeHTpudyrmnpynte npobupkun npm RCF(g) 12000 - 16000 npwn KOMHaTHOM TemnepaType
(ot 18 °C go 25 °C) B TeueHme 1 MuH.

He 3apeBass 0CafoK, MOMIHOCTbIO YyAanuTe HaAOCAAOUYHYH XWAKOCTb (OTAeNbHbIM
HaKOHEYHWKOM M3 KaXKaon npobupku).

Job6aBbTe Kk ocaaky no 300 MKA NpOMbIBOYHOro pactesopa N°2, 3akpolite npobupku u
nepemewanTe, 3-5 pa3 akKypaTHO nepeBepHyB Npobupku.

LeHnTpndyrnpymnte npobupkun npm RCF(g) 12000 - 16000 npu KOMHaTHOWM TemnepaType
(ot 18 °C go 25 °C) B TeueHne 1 MUH.

He 3apeBas ocafok, yaanute Hafo0CaZlOMHYH XUAKOCTb (OTAENbHbIM HAaKOHEYHWKOM U3
Kaxgon npobupkun). [JonyckaeTcss oCTaBUTb XWUAKOCTb, MOKPbIBAOLWY 0CafoK, 06bEMOM
He 6onee 20-30 MKI.

OTkponTe NpobMpKK 1 BbICYLLNTE OCAAO0K Npu Temnepartype 65 °C B TeueHne 5 MuH.
JobaBbTe Kk ocagky 300 mkn 6ydepa Ansa pacTBOPEHUS, BCTPAXHUTE MNPOOUPKM Ha
MUKpoLEeHTpudyre-soptekce B TeuyeHne 3-5C M ocaguTe Kaniaum LeHTpudyrmpoBaHueMm
npobupok Ha MUKpoUeHTpudyre-sopTekce B TeyeHme 3-5 c.

TepMocTaTupynTe npobupkn npu TemnepaTtype 65 °C B TeuyeHne 5 MUH. BcTpaxHuTe
npobupkn Ha MUKpOLLEeHTpUdyre-sopTekce B TedeHue 3-5 c.

Ocaante koHAeHcaT ueHTpudyrmuposaHmem npu RCF(g) 12000 - 16000 npu KOMHaATHOM

TemnepaTtype (ot 18 °C po 25 °C) B TeueHue 30 c.

MpenapaTt AHK rotoB K BHECEHUIO B peakuUOHHY cMecb anga Mup.

Mepen wcnonb3oBaHuem npenapata AOHK ana noctaHoeku TILUP nocne XxpaHeHud

HeobxoAuMMO pa3Mopo3nTb npenapat AHK M oTpuuaTenbHblit KOHTPOJbHbIA 06pasey, npu

KOMHaTHOM TemnepaTtype (ot 18 °C go 25 °C) wnm npu Temnepatype ot 2 °C go 8 °C, 3aTteM

BCTPAXHYTb MNpo6bupku c npenapatoMm AHK u oTpuuaTenbHbIM KOHTPO/IbHbIM 06pa3LuoM Ha

MUKpOLEHTpUdYre-BopTeKCE B TedeHne 3-5C M UeHTpudyrnpoBatb Ha MUKpoLUeHTpudyre-

BOpTEKce B TeyeHue 1-3 c.

BHUMAHME! [1na npenapata AHK gonyckaeTtcsa To/NbKO OAHOKpaTHOe pa3Mopa)usaHue!

MpenapaT AHK rotoB K BHECEHUIO B peaKUMOHHYIO cMecb ang MLUP.
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MpunoxxeHue I

MpuMHUMNBbI TPAKTOBKMU pe3ysbTaTta

TpakToBKa pe3yfnbTaTa BKOYaeT aHanus abConMOTHBIX KOIMYECTBEHHbIX AaHHbIX U

abCoMOTHBIX KOINMYECTBEHHbIX AaHHbIX, HOPMWUPOBAHHbLIX Ha obLiee KOnNM4yecTso 6aKTepm7| C

LUeNbO OUEHKMN AO0JZIN TEX WIN WUHbIX MVIKpOOpFaHVIBMOM/prrII'I MUKpPpOOpraHnMamoBs B obwem

KoJ1n4yecTBe 6aKTepMVI, COCTOUT U3 cneayrwmx atanos.

- KayeCcTBeHHO-KomMyecTseHHoe onpegeneHme AHK naTtoreHHbIX MUKPOOPraHU3MoB:

MokasaTtenb/MukpoopraHmsm

TpakTOoBKa pe3ynbTaTta

Chlamydia trachomatis, Mycoplasma genitalium,
Neisseria gonorrhoeae, Trichomonas vaginalis,
HSV1, HSV2, CMV, HPV 16, HPV 18, HPV 45,
HPV 31/33/35/39/51/52/ 56/58/59/66/68

He obHapyxeHo (Huxe rnopora obHapy»XeHus) /
OBHAPY>EHO (Bblwe nopora obHapy>xeHus,
HO HWXe rnopora usmepeHus) /
KOHueHTpaumsa (Lgio n)

- KO/IMYEeCTBEHHOE onpeneneHne KOHTPOJIbHbIX Mokasartesnen gns obpasua buomaTtepuana,

OHK gpoxokesbix rpubos Candida:

Moka3zartenb/MukpoopraHmsm

TpaKTOBKa pe3ysbTaTta

OKB, 'Y, Candida spp, Candida albicans

He obHapyxeHo (Humxe nopora obHapyxeHus) /
HWXe npeaena usMepenus /
KOHUeHTpauusa (Lgion)
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’ AHK-TEXHONOrusa

- onpeaeneHve abcosoTHOrO U OTHOCUTENIbLHOrO (HOPMMPOBAHHOMO Ha obliee KOJIMYECTBO

b6akTepuin) konundyectsa AHK 6akTepui, OTHOCALWMXCA K HOPMasibHOM M YC/IOBHO-MNATOreHHOM

MukpobuoTe:

MukpoopraHusm

TpakToBKa abconoTHOro

pesynbrtarta, N /mMn

TpaKTOBKa pe3ysbTarTa,
HOpMupoBaHHOro Ha OKB (%)

HOPMOBMOTA

Lactobacillus spp.,
Bifidobacterium spp.

He obHapy»xeHo

(Hmxe nopora obHapyxeHus) /

HUXe npeaena namepenus /
KOHUeHTpauusa Lgion

Hopmo6buora, cymma

>80 HopManbHOEe KONYeCcTBOo

20<80 - yMepeHHO CHMXeHHoe
KOJIM4eCcTBO

<20 - 3HAYUTENbHO CHUXEHHOE
KO/IMYECTBO

YC/TOBHO-NATONEHHbIE MUKPOOPIrAHU3Mbl (YINM)

B cny4yae cHMxeHua konnuectsa HOPMOBUOTbI

¢akynbTaTMBHO aHa3po6Hblie YIM,
accoummpoBaHHble C a3pOo6HbIM BarmHUTOM, CyMMa

Staphylococcus spp.,
Streptococcus spp.,
Enterobacteriaceae,
Haemophilus spp.,
Enterococcus spp.

He obHapy»xeHo

(Hmxe nopora obHapyxeHus) /

HWXe npegena namepeHus /
KOHUeHTpauusa Lgion

aHas3pob6Hbie YIM,

accoummpoBaHHble ¢ 6akTepuasibHbIM BarmHO30M

Gardnerella vaginalis,
Mobiluncus spp.,
Anaerococcus spp.,
Fannyhessea vaginae,
Bacteroides spp. /
Porphyromonas spp. /
Prevotella spp,
Sneathia spp. /
Leptotrichia spp. /
Fusobacterium spp.,
Megasphaera spp. /
Veillonella spp. /
Dialister spp,
BVAB1/BVAB2/BVAB3,
Peptostreptococcus spp

He obHapyxeHo /
HUXe npeaena namepenus /
KOHUeHTpauusa Lgion

YIMM reHumTasibHbleé MUKOIJIa3Mbl:

Mycoplasma hominis,
Ureaplasma urealyticum,
Ureaplasma parvum

He obHapyxeHo /
HUXe npeaena usmepenus /
KOHUeHTpauma Lgion

YcnoBHO-NaToreHHbleé MMKPOOPraHM3Mbl, CyMMa

CyMMa daKkynbTaTUBHO aHas3pobHbIX
YIMNM =80 oT cyMMbl YIIM — CHUXeHune
HOPMOBWNOTbLI CBA3AHO C YBEIMYEHNEM
YIM, accounmpoBaHHbIMU C a3pO6HbIM
BarMHMTOM

CyMMa aHaspobHbix YIM =80 oT cyMMbl
YIMM - cHuxeHne HopMobMOTbl CBSA3AHO
C yBenunyeHuem YIM,
accouMMpoBaHHbIMK C BakTepuanbHbIM
BarMHO30M

CyMMa reHuTanbHbIX YIM-Mukonnasm
=80 oT cyMMbl YIIM — CHUxXeHue
HOPMOBMOTbI CBA3AHO C YBEIMYEHNEM
reHUTanbHbIX

YIMM-Mukoniasm

CyMMa dakynbTaTMBHO-aHaspobHbix YIM
N aHaspobHbIxX YIMM < 80% OT CyMMbl
YIMM - cHu>XXeHne HopMOo6MOTbI CBA3@HO
C yBenuyeHmem cmewaHHon YIMM

- onpepeneHue npucyTcTeusa B obpasue baktepuin, He onpegensieMbiXx HabopoM, B cryyae,

Korga cyMmma abcontoTHoro konmdectsa 6aktepuin HMxe, yem OKB 6onee 4yem Ha 0,5Lg.

Homep 1151-4
2025-11-27
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