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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
B - nHTepdepupytowme BelecTsa

K- - oTpuuUaTesbHbIM KOHTPO/bHbIN 06paseL
K+ - MONOXNUTESbHbIA KOHTPOJbHbIA 0bpasel,
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 NMonHoe HauMMeHoOBaHMe Habopa peareHToB: Habop peareHTOB ANS KOJNYECTBEHHOM
OLLEHKN HOPMOOWMOTbI M OCHOBHbIX YC/IOBHO-MATOrE€HHbIX MUKPOOPraHM3MOB, KA4yeCTBEHHOIMO M
Konu4yecteeHHoro onpegeneHns JHK OCHOBHbIX MaTOreHHbIX MUKPOOPraHM3MOB B pPernpoayKTUBHOM
TpakTe XeHWMH MeToaoM [MUP B pexume peanbHoro BpemeHu (GPEMOD®JIOP®AenbTaCKpuH),

Aanee rno TeKCTy — Habop peareHToB.

1.2 Ha3HauyeHune: Habop peareHTOB NpeaHa3HayeH Aas KoanvyecTBeHHOoro onpegenenmsa AHK
npeacrasutener HopmobuoTel Lactobacillus iners w Lactobacillus He-iners, yCNOBHO-NATOrEHHbIX
MUKpoopraHmamoB Ureaplasma urealyticum, Ureaplasma parvum, Mycoplasma hominis, Candida spp.,
Candida albicans, Gardnerella vaginalis, Fannyhessea vaginae, Mobiluncus spp., Staphylococcus spp.,
Streptococcus spp., Enterobacteriaceae, Enterococcus spp., Haemophilus spp., Ka4yeCTBEHHOIo
M Konn4dectBeHHoro onpeaenerHusa OAHK natoreHHbix MmkpoopraHmamoB Chlamydia trachomatis,
Neisseria gonorrhoeae, Mycoplasma genitalium, Trichomonas vaginalis, HSV1, HSV2, CMV
B 6MosiormyeckoM Matepuane m3 penpoayKTUMBHOIO TpakTa XeHWwuH (Ma3ok/cockob anutenus
Co cnusuncrtor 06oso0ukM BRaranunwa, LepBUKasbHOro KaHana) MeToaoM NOJIMMepasHoOW LEenHOM

peakunn B pexxmMe peasibHoro BpeMeHu.
1.3 QOyHKUMOHANbHOE Ha3HavyeHue: AnarHocTuka in vitro.

1.4 lMoka3aHWga K NpoBeAeHUIO aHanusa:
- MHbEKLMOHHO-BOCNanMTenbHble 3aboneBaHns penpoayKTUBHOIO TpaKTa;
- HapyLleHne penpoAyKTUBHOIro 340poBbs (becnnoame, HeBblHaAWLMBaHNE 6epeMeHHOCTH).

npOTMBOHOKaBaHMVI K NTPUMEHEHUIO HET.

1.5 MonynaumMoHHbIE U p,eMorpaq)quCKme dCNEKTbl: Ha6op peareHToB npeaHasHayeH Ans

obcnenoBaHus nnL XXEHCKOro nona no 3aBepLieHnn ny6epTaTHoro nepumoaa.

1.6 O6nactb NMPUMEHEHUA Ha60p peareHToB MOXET 6bITb MCNONb30BaH B KJWMHWKO-

ANarHOCTn4YeCKnxXx na60paTopMﬂx MEANUNHCKUX yqpe>K,u,eHm7|.

1.7 MoTeHUManbHble NoMb30BaTENN: KBAaNMMUUNPOBaAHHbIN NepcoHasn, obyyeHHbIn MeToaaM
MOJIEKYIAPHOA AMArHOCTUKKM M npaBunam paboTbl B KAMHMKO-AMArHOCTUYeCKon nabopatopun:
Bpau KIIMHUKO-AMarHoctnyeckom  nabopartopuu, denbawep-nabopaHt  (MeAUUMHCKUIA

nabopaTopHbIf TEXHUK).

1.8 MpuMeHATb HAabop peareHTOB CTPOro MO Ha3HAYEHMUIO COrMacHO AAHHOW MHCTPYKUMU NO

NPUMEHEHMUIO.
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2 XAPAKTEPUCTUKA HABOPA PEATEHTOB

’ AHK-TEXHONOruA

Habop peareHTOB BbiNyCKaeTcs B CTaHAApTHOM dacoBke (MapkupyeTcsa — dbacoBka S) u

B chacoBKkax A/1S aBTOMaTM3MPOBAHHOI0 A03MPOBaHus (Mapkupytotcst — dbacoBka A, cdacoBka A-TL).

2.1

CocTaB Habopa peareHToB

R1-P816-S3/5, cbacoBka S, cTpmribl

. Konnyectso HOMUHaNbHbIN
HanmeHoBaHMe KOMMNOHEHTa BHewHWn Bua .
npo6umpok 06bEM KOMMNOHEHTaA
MNMpo3payHas 6ecuseTHas, po3osas
CMecu ans amnandukaumm, po3p 4 ' P 24 cTtpuna
nnn ronybas XuaKocTb nosa no 20 Mkn
3arne4yaTaHHble napaguHoOM no 8 npobupok
BOCKOOb6pasHbIM 6enbiM cnoem
PacTteBop Tag-nonnmMepassbl Mpo3payHas 6ecuBeTHas XUAKOCTb | 2 NMpobupku rno 1,0 mn
Mpo3payHasg 6ecuBeTHasa BA3Kas
MuHepanbHoe Macno po3p H 4 npobupkmn no 1,0 mn
MacAsHUCTas XWAKOCTb
MonoXxnTtenbHbI
o 1 Mpo3payHas 6ecuBeTHas xuakocTtb | 1 npobupka 160 MKn
KOHTPOJIbHbIN 06pa3seL,
KpbIWKK Ana cTpunos 24 wr.

R1-P816-XA/4, cbacoBka A

o Konuyectso HoMWHanbHbIN
HanMeHoBaHMe KOMMOHEeHTa BHewHun Bna N
npobupok 061bEM KOMMOHEeHTa
Cmecn ans amnangukaumm Mpo3payHas 6ecuseTHas, po3oBas 2 cTpuna
no 120 mkn

Ctpum nnu ronybas XuakocTb no 8 npobupok

Mpo3pavHas 6ecuyBeTHas
nup- TpUM 2n MPKN n MKN

LIP-6ycep Ctp KULKOCTb pobup 0 600

Monnmepasa TexHoTaq MAX Mpospaynas becuseTHas Bsskas 2 npobupkun no 60 mMkn

XNAKOCTb

Mpo3pauHas 6ecuBeTHas
Bydep ana passeneHus HK KULKOCTD 4 npobupku no 1,0 mn
I‘Ionommenbtibm ) Mpo3payHas 6ecuyBeTHas 2 NPo6YpPKY 16 100 MKn
KOHTPOJIbHbIN 06pa3sel, XNAKOCTb
Ctpunbl no 8 npobupok 10 wr.

R1-P817-XA/4, dacoska A-TL

. Konnuectso HOMMHanbHbIN
HanmeHoBaHMe KOMMoHeHTa BHewHun Bug ..
npobumpok 06bEM KOMMOHEHTaA
Cmecn ang amnandukaumm MNMpo3payHas 6ecuseTHas, po3osas 2 cTpuna 1o 120 MK
Ctpum nnu ronybas XuaKkocTb no 8 npobmnpok
Bydep TL MNMpo3payHas 6ecuseTHas XWAKOCTb | 2 Npobupku no 715 Mkn

Monnmepasa TL-65

Cyxoe BeLecTBo 6enoro nnm
6exeBoro LpeTta

2 npobupkun (nnodununsar)

Bydep ana passeaeHus HK Mpo3payHas 6ecuBeTHas XUAKOCTb | 4 Npobupku rno 1,0 mn
HonomMTenbijbm 1 Mpo3pauHasa 6ecuBeTHas XNAKOCTb | 2 Npobupku no 100 mkn
KOHTPOJbHbIN 06pasel

Ctpunbl no 8 npobupok 10 wr.

Bce KOMMOHeHTbI Habopa peareHTOB rOTOBbI K MPUMEHEHMIO U He TPeBYIOT A0MOHUTENTbHOM

noaroToBkn K pabote.

1 - Ha 3TUKeTKe KOMMOHEHTa Ana Bcex CI)aCOBOK «[oNnoXnTenbHbIN KOHTpOﬂbeIVI o6pa3eu,>> YKa3blBaeTCA

Kak «K+»
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KOMNNeKTHOCTb:
- Habop peareHTOB B OAHOM M3 BapWaHTOB MUCMOHEHMS — 1 wrT.
- Bknagpiw (Tonbko gacoeka S, ctpunbl) — 1 3k3.
- NHCTpYKUMSA NO NnpUMeHeHuto — 1 3K3.

- MacnopTt - 1 3K3.

2.2 KonnuectBo aHanmnsnpyembix 06pasLos

Habop peareHTOB B hacoBke S paccuuTaH Ha npoBeaeHue 24 onpepenennin (He 6onee
8 NoCTaHOBOK), BK/OYaa aHanM3 HeusBeCTHblIX 06pa3uoB, oTpuuaTeSibHbIX KOHTPOJbHbIX
06pa3uoB M MOMOXKUTENbHBIX KOHTPOJIbHbIX 06pa3LoB.

Habop peareHtoB B dacoBke A n B ¢acoBke A-TL paccumtaH Ha npoBeaeHue
48 onpegeneHun (ogHa NocTaHOBKa Ha 48 06pa3uoB Mau ABe NOCTAaHOBKM No 24 obpasua), Bkaoyas
aHanM3 Heu3BeCTHbIX 06pasuoB, OTpuuUaTeSIbHbIX KOHTPOJIbHbIX 06pa3uoB M MOAOXKUTENbHbIX

KOHTpPOJIbHbIX 06pa3uos.

2.3 MpuHUMN MeTOAa

MeTtoa: MNMonumepasHaa uenHas peakumsa (MUP) ¢ getekumen pesynbTaToB B pexumme
peanbHOro BPEMEHU; KONIMUYECTBEHHDIN M KQYeCTBEHHbIA MYNIbTUMIEKCHbIN aHanns.

MpuHUMN MeToda OCHOBaH Ha WCNOMb30BaHWMM npouecca amnandukaumm OHK,
3aK/lloyaloLlerocs B MOBTOPSKOWMXCA UMKAax TeMmnepaTtypHol peHaTtypaumn [AHK, omxura
npanMepoB C KOMIMJIEMEHTAPHbIMX TMOCAEA0BATE/NIbHOCTAMM UM MOCMeAyloWen [OCTPONKM
NOSIMHYKNEOTUAHbIX uenen Tag-nonnMmepason.

Ons noBbIWEHUS 4YYBCTBUTESIBHOCTU U CreuyudUUHOCTM peakunum npeaycMoTpeHO
npuMeHeHne «ropsiyero» craprta. [na gacoBkm S «ropaumii» ctapt obecneumBaeTcs MeTOAMKOM
NPUroToBIEHNS peakLUMOHHOM CMeCu, COCTOosLLEN U3 ABYX CNOEB, pa3AenéHHbIX NPOCNONKON U3
napaduHa. CmeweHne Cnoés M npeBpalleHne UX B PEeaKUMOHHYI0 CMeCb MPOMCXOAUT TOSIbKO
nocne nnaeneHnMs napaduHa, 4YTO MUCKAOYAET Hecneuumduyeckoe cCBA3blBaHWE MNpanMepoB C
OHK-MuweHbto npun 6onee HM3KMX Temnepartypax. <«lopsuuii» crapt ana dacoBkm A un
dacoBkn A-TL  obecneumBaeTca  UCMOSb30BaHMEM  MNOJAMMEpasbl, aKTUBHOCTb  KOTOPOM
61okMpoBaHa aHTUTENaMm, akTueauusa depmeHTa NponucxoamT TONbKO MOCie nNpeaBapuTenbHOro
nporpeea peakUuMOHHOM cMecu npu 94 °C. D70 UCKIK4aeT Hecneuudumnyeckoe CBA3bIBaHME
npanmepos ¢ AHK-muweHbto npu 6onee HU3KUX TeMnepaTypax.

B cmecb ans amnandukaumm eeegeHbl OHK-30HAbI, KaXxAablh M3 KOTOPbIX COAEPXUT
dnyopecueHTHYO MeTKy M racutenb dnyopecueHumun. MNpu obpasoBaHum cneumdunyeckoro
npoaykta [OHK-30H4 pa3pywaercs, Agencrenme racutens Ha GNyopecueHTHY  MeTKy
npekpawaeTcsa, 4To BeAET K BO3pacTaHUIo YpOBHS dnyopecueHunn, KOTOpbii UKCupyeTtcs
AETEKTUPYIOWNMM aMmnandumkaTopoM. Konnyectso paspylleHHbIX 30HA0B (@, crefoBaTeNbHO, U
YpoBeHb (yopecueHUun) yBeInYMBAETCS MNpPOMoOpUMOHaNbHO Koanm4vectsy o6pa3oBaBLuMxCs
cneunduryeckmx NpoayKToB aMnandukauumn. YposeHb payopecueHUnm n3MepsaeTcss Ha KaXKaom
umkne amnnmdumKaumm B pexmme peasibHOro BpeEMeHMU.

Habop peareHTOB BK/HOYAET CMecu Ana amnandukaumu, cneumdunyHble ans BbisiBNEHUS

OHK naktobauwnni, naToreHHbIX M YC/IOBHO-MATOreHHbIX MWKPOOPraHM3MOB, a Takxe Aans

6
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onpeaeneHnst BcrnoMmoraTtenbHbiX aHanutos: OHK Bcex 6aktepuin (OKB - obuee kKonmyecTtso
6akTepuin) n reHomHon AHK yenoseka (F4Q4).

B coctaB cmecen ansa amnamdukauum (3a ucknioveHunem npobupok N21, N°5) Bxoamt
BHYTpPEHHUN KOHTponb (BK), KoTopbli npeaHasHayeH ANA OUEHKW KadecTBa MPOXOXAEHUS
NnoJIMMepasHol LIeNMHOM peakunm B KaXKaon oTaenbHOM npobupke.

[ns KOHTpoNsa pacnonoXxeHus cTpuna B TepMobnoke AeTeKTupytowero amnandgukaropa
B cMecn ana amnaudukaumm npobupkm N°3 pobaBneH ONUroHykneoTua C GyopecLeHTHOM
meTkon Cy5.5 — «Mapkep». OH ncnonb3syetcss Nnpnbopom aAna onpeneneHus noaoXeHus crpuna
B TepMobrioke pgeTekTupytowero amnamdukatopa. [locne npoxoxaeHus amnnvdbukaunm
nporpamMMa CpaBHMBAET 3aJaHHOE OnepaTopoM pacrnofioXKeHMe Mapkepa C ero peasibHbiM
MOSIOXKEHNEM, U, eC/TN HaXoaAUT HecoBnageHue (Npu HenpaBW/bHOM PacrosiOXeHUU cTpuna), To
npeaynpexaaeT onepatopa 06 3TOM HecoOTBETCTBMW. B 3TOM cnyyae Heob6xoAMMO MpOBEpPUTb
pacnosioXxeHunn ctpuna B Tepmobrioke (nepBas Nnpobupka cTpuna oTMedeHa ronyboim 6ycdepom)
M CKOppeKTupoBaTb naeHTudukKaTopbl NpobMpok B NpoOTOKOE.

B coctas OHK-30HAOB, mMcnonb3ylwmMxca ANna AeTeKuun npoaykKToB aMmnandukauum
(parMeHToB reHOMOB OnpeaensieMbIX MUKPOOPraHM3MOB, BKKOYEHbI ONyOpeCUeHTHbIE MEeTKW:
Fam, Hex, Rox, Cy5, Cy5.5. B coctaB [1HK-30HAa, NCNONb3yoLWeroca Ans AeTekumn rnpoaykra
amnnngukaummn BHyTpeHHero kKoHTpons (BK), BxoanT dnyopecueHTHbIn KpacuTenb Hex.

Ncnonb3oBaHne HeCKOsbKMX (YOPEeCLEeHTHbIX KpacuTenen mno3BosseT COKpaTUTb
KonM4yectBo npobupok un 6Huomatepmana, HeobxoaMMOro Ans MNpoBeAeHUs WUccnenoBaHus,
NMOCKOJIbKY MNOSABASIETCH BO3MOXHOCTb OAHOBPEMEHHO perucTtpupoBaTth pe3ynbTaTbl pasHbIX
peakumin amnandukaummn, npoxoaawmx B ogHoM npobupke.

B tabnuue 1 npuBeneHbl BbisSBAsSEMble NoKasaTenu, LUBETOBas MapkKMpoBKa M KaHanbl

AEeTEeKUNN NpoAYKTOB aMnandukauuu.

Tabnuua 1 - Bbigsnaembie NnoKasaTesin, LUBETOBad MapKMpOBKa W KaHalbl AeTeKLUUU

NMpoAyKTOB aMnandukaumm

LiBeTtoBas
Ne KaHanbl gerekuum
. MapKUpoOBKa
6UDKM . H 2 c c cMecu gns
P am ex (0)' y5 y5.5 aMnandmukaummn
1 Lactot_vaci/lus Lactgbaci/lus Fann yf_lessea OKEB Gard/_verg//a Fony6as
He-iners iners vaginae vaginalis
2 Staph é/ é %COCCUS BK Streptococcus spp. - -
3 Mobiluncus spp. BK - Hael:[;)é) hilus Mapkep
. Enterococcus
4 - BK Enterobacteriaceae Spp. - BecuseTHas
5 Mycoplasma | Ureaplasma Ureaplasma roy N nnu
hominis urealyticum parvum po3oBas
6 Candida spp. BK Candida albicans - -
Trichomonas Mycoplasma Chlamydia Neisseria
7 . BK g ;
vaginalis genitalium trachomatis | gonorrhoeae
8 HSV2 BK CMV HSV1 -
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OnpepeneHve pecatuyHoro norapudma (Lg) KoHueHTpaumm (KOIMYECTBO KOMWUM
OHK-muwenn B 1,0 mn npenapata AHK) npoBoanTCs C MCNONb30BaHWEM MeToAa CpaBHEHUS
NOPOroBbIX LNKNOB, TakXe Ha3biBaeMbiM MeToaoM AACE. Mpenmywectsom metoaa AACt asnsetcs
onpegeneHne konuvectea AHK-MuweHen paxe B ycnoBusax cybonTuManbHON 3pdeKTUBHOCTH
MLUP 6e3 Heob6xoamMOCTM MOCTpoeHus Kanubposo4dHom Kpueon (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/s00109-006-0097-61]).

B pacuéte vyuuTbiBaeTca 3HadveHuss noporosoro uumkna (Ct) wn addekTnBHoCTM
amnandunkaymun. NMoporosBbIn LMK — 3TO TOYKA Ha ocm abcumcc rpadmka HaKonIEHUS NPOAYKTOB
B 3aBMCMMOCTM OT HOMepa uuknia amnandukaumn. [OnS HaxoXAeHMs MNOpOoroBoro UWKIa
ncnonb3ytoT Metog Crossing point — onpegeneHne MakcuMmyma BTOpon npoussogHon (Cp)
(Pebpukos u ap., 2014). 3ddekTnsHocTb MLUP — 3TO 4ncno, NnokasbiBakLlee, BO CKOMIbKO pa3 3a
OAMH UMKA aMmnnmndukaumm naMeHnTcs konmyectso ¢pparmeHtos OHK.

PacueT npoBoAMTCS cornacHo dhopmMyne:
Log(NO,) = Log(E) x (Cp — Cpa), (1)

rae NOa - ncxogHoe konunyectBo konui [AHK-mmwenHn B 1,0 Mn  npenapata [AHK
aHanusmpyemoro obpasua;
E - adpdekTnBHOCTL MUP;
Cp - noporosbIit unkn ansa obpasua, coaepxalwlero eAnHCTBeHHY0 Monekyny AHK;

Cpa — NOpOroBbIN LMK ons aHanmsmpyemoro obpasua.

NccnepoBaHue COCTOMT M3 cneaylowmnx atanos: BbigeneHne AHK (npobonoarotoska) um
nupP-amnandukauma AOHK c pgeTtekumein pes3ynbTaToB B peXuUMe peasibHOro BpeEMEHU

C ucnonb3oBaHMeM Habopa peareHToB PEMOD/IOP®JenbTaCKpuH.

3 AHANTUTUYHECKME U ANATHOCTUYECKUE XAPAKTEPUCTUKHN

3.1 AHanuTnyeckas cneumduyHoOCTb

B ob6pa3suax 6umonormyeckoro matepuana 4enoBeka, cogepxawmx AHK BbisBNsieMbIx
aHanuToB, BO BpeMs npoBeAeHns amnamdukaumm nporpaMmHoe obecneveHne getekTmpyroLwero
amnandumkaTopa AO/DKHO perucTpupoBaTb MNOAOXKUTENbHbIE pe3ynbTaTbl  aMmnandukaumm
CI'IeLI,VICbI/Il-IeCKVIX npoAYyKTOB B COOTBETCTBYOLWNX npo6V|pKax Mo 3a4B/1IEHHbIM KaHalaM AeTeKunn.

B o6bpasuax ébunonormyeckoro matepuana yenoseka, He cogepxawmnx AHK BbisBnseMbix
aHanuToB, NpW npoBeAeHMM amnandukaumm nporpaMMmHoe obecrneyeHne peTekTUpylowero
amnnuduKkaTopa AO/DKHO perncTtpuposaTb OTpuUaTesibHble pe3ynbTaTbl  aMmiamdukaunm
CI'IeLl,VICbVI‘-IGCKVIX npoAYKTOB B COOTBETCTBYOLWNX npo6|/|pKax no 3asdaB/1IeHHbIM KaHa1aM AeTeKkunn
M NONOXUTENbHbIMA pe3ynbTaT aMnandukKaumMn BHyTPEHHEro KOHTPO/S MO KaHany geTekunm Hex

(3a ncknroveHmem npobupok 6e3 BK, cMm. Tabnuuy 1).
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AHanuTuyeckasi cneumdnyHocTb Habopa PEMOD®JIOP®JenbTaCKpuH 6blna oueHeHa Ha
naHenn MUKPOOPraHM3MoB, onpeaenseMmbix HabopoM peareHToB, M MWUKPOOpraHmM3aMmax,
HaxO0XAeHne KOTOPbIX BO3MOXHO B 06pa3ue bnomaTtepumana, C KOHLEHTpaumMein MMKpOOpraHM3mMoB
He MeHee 1,0 x 10% konwuit/Mn. To pe3ynbTaTaM TeCTMPOBaHUSA MOKa3aHO OTCYTCTBUE
HecneumMdryecknx NoONOXMTENbHbIX pe3ybTaToB aMnandukaumu.

MNoka3aHo OTCYTCTBME NepeKpPeCcTHbIX HeCNeUun@UUYeckmnx peakuuin Kaxxaoro KOMMOHeHTa,

BXOAsLero B coctaB Habopa peareHToOB, NO OTHOLWEHMIO K APYFrOA MULLEHN CUCTEMBI.

Tabnwuuya 2 - MukpoopraHmaMbl, WCMNOJIb30BaHHble AN19 OUEHKM aHanuTU4ecKom
cneunduyHoOCTH
HasBaHua MMKpOOpraHu3Mos
Anaerococcus vaginalis Fusobacterium nucleatum Mycoplasma genitalium
Bacteroides fragilis Gardnerella vaginalis Neisseria gonorrhoeae
Bifidobacterium bifidum Haemophilus influenzae Parvimonas micra
Burkholderia cepacia HSV1 Peptoniphilus asaccharolyticus
BVAB1 HSV2 Peptostreptococcus anaerobius
BVAB2 HPV16 Porphyromonas vaginalis
BVAB3 HPV18 Prevotella copri
Candida albicans HPV45 Propionibacterium acnes
Candida parapsilosis Human herpesvirus 6 Proteus mirabilis
Chlamydia trachomatis Human herpesvirus 8 Pseudomonas aeruginosa
Corynebacterium vaginale Lactobacillus crispatus Sneathia vaginalis
CMV Lactobacillus iners Staphylococcus aureus
Dialister invisus Lactobacillus jensenii Streptococcus agalactiae
Eggerthella lenta Lactobacillus mulieris Treponema pallidum
Escherichia coli Lactobacillus gasseri Trichomonas vaginalis
Enterobacter intestinihominis Leptotrichia massiliensis Ureaplasma urealyticum
Enterococcus faecalis Megasphaera cerevisiae Ureaplasma parvum
Epstein-Barr virus Mobiluncus curtisii
Fannyhessea vaginae Mycoplasma hominis

3.2 NHTepdepupylouwme BewecTsa

Hannune wHrnébutopos TMLP B ob6pasue 6uonornyeckoro matepuana MoxeT 6biTb
MPUYNHON COMHUTENbHbIX (HEeAOCTOBEpHbIX) pe3ynbTaToB. [Mpu3HakKoM uHrmbuposaHusa [LP
SBNSIeTCS  OAHOBpPEMeHHoe  OTCyTCTBMe  amnauduKaumm  BHYTPEHHEero  KOHTposas u
cneymduyeckoro npoaykTra.

MoTeHumnanbHble MHIMBUTOPLI MLP 1N nX MakcMManbHble KOHLEHTpPaunm, KOTopbie MOryT
npucyTcTBoBaTb B obpasue, U ANa KOTOPbIX OLEHMBaNoOCb WUHrnbupytowee snamsaHue Ha TUP,

npuBeaeHbl B Tabnuue.


https://www.ncbi.nlm.nih.gov/Taxonomy/Browser/wwwtax.cgi?mode=Info&id=187101&lvl=3&lin=f&keep=1&srchmode=1&unlock
https://www.sciencedirect.com/topics/immunology-and-microbiology/eggerthella
https://www.ncbi.nlm.nih.gov/Taxonomy/Browser/wwwtax.cgi?mode=Info&id=3133180&lvl=3&lin=f&keep=1&srchmode=1&unlock
https://www.ncbi.nlm.nih.gov/Taxonomy/Browser/wwwtax.cgi?mode=Info&id=1852388&lvl=3&lin=f&keep=1&srchmode=1&unlock
https://www.ncbi.nlm.nih.gov/Taxonomy/Browser/wwwtax.cgi?mode=Tree&id=2051&lvl=3&lin=f&keep=1&srchmode=1&unlock
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Hannume BO3MOXHOro uHrMbupytowero sddekta oueHuBanocb NyTéM aobaBneHus
NnoTeHUWanbHbIX MHTepdepeHTOoB B 06pa3ubl 6MonorM4yeckoro Martepuana B KOHUEHTpauusx
cornacHo Tabnuue 3. Janee BbinonHsANMCb npoueaypa Bblaenenma OHK u MUP c petekunen
B peXXuMMe peanbHOro BpeMeHu C UCrosib3oBaHMeM Habopa peareHtoB PEMO®JSIOP®JensTaCKpuH.
B pesynbTate ucnbiTaHWIA NOATBEPXAEHO OTCYTCTBUE BIINSAHUSA UCCNEAOBaHHbIX NOTEHUMANbHbIX

MHrnémTopos Ha MLP, npoBoaMMyto € ncnonb3oBaHmeM Habopa peareHToB.

Tabnuuya 3 - MHTep(bepeHTbl, MCNOJZIb30BaHHbIE AJ1A OLEHKN NX BO3MOXHOIo VIHFVI6VIpOBaHVI9|
nup

.. . KoHueHTpauus
Uccnepyembin AdencrtByroujee Tvn = pau
MmaTepuan UnTepdepent BeLlecTBo nHTepcgepeHTa S
P — pdep B npenaparte AHK
LlenbHas KpoBb Femorno6buH 0,1% v/v (0,35 mr/mn)
SDHAOrEHHbIN
Cnusb MyuunH 10%
BeHsnngumeTun
MupaMuncTnH®, 3-(MUpucTonn-aMmHo
po [3-(Mmp . ) . 10% (0,001%)
Ma3ku/cockobbl 0,01% pacTBOp nponun] aMMOHMUM DK30reHHbIN —
W3 BRaranuiia, xnopwua MmoHorungpat MECTHbIN
XnoprekcnmauH aHTUCENTUK
LepBuMKanbHOro OoprekcmamnHa XnoprekcuanHa
KaHana éurniokoHaT 10% (0,0050/0)
6urnokoHaT
0,05% pacTtBop
M3onponunosblii . DK30reHHbIN —
P M3onponunosbii cnupT 10% (100 mkn/mn)
cnupT KOMMOHEHT
HabopoB ans
M M 10% (1
eTunauetart eTunauerar Bbigenenms AHK 0% (100 mkn/mn)

3.3 Mpenen obHapyxeHus

Mpepen obHapy)XeHMs MuweHen, onpegensembix HabopoM peareHTOB, YKa3aHHbIN
B Tabnuue HMXKe, yCTaHOBMEH MNyTEM aHaau3a JIMMUTUPYIOLWMX pa3BEeAEHUI KONMYECTBEHHO
OXapaKTEPM30BaHHbIX 1TAabOpPaTOPHbLIX KOHTPOJIbHbLIX 06pas3uoB, COAEepXalUMX BEKTOPbI
co cneumnduryecknmu nocnegosatenbHocTAMN [HK BbiSBASIEMbIX @HANMUTOB (C YYETOM KOMUIAHOCTMU
MULUEHEBbLIX TE€HOB), W MNOATBEPXAEH pe3ysbTaTaMu, MOSYYEHHbIMM Ha pa3BeAeHUsX

KOJIMYECTBEHHO OXapaKTepPU30BaHHbIX KYJbTYpP MUKPOOPraHM3MOB.

BHUMAHME! lNpegen obHapyxeHUsa 3aBUCUT OT 06bEMa antoummn Habopos ans BbigeneHmna AHK
(4yeM 6onblie 06BLEM 3an0OUMKM, TEM Bbilwe npegen obHapy)XeHusi, YTO CBS3aHO CO CHUXEHUEM

KOHUeHTpaumn OHK).

Mpenen
o6Hapy>xeHus
r/mn c yuetom
KOMUWUHOCTHU

AHK-MuLweHun

Trichomonas vaginalis 1,0x102

Candida spp., Candida albicans, Chlamydia trachomatis 5,0x102

OKB, I'44, Lactobacillus iners, Lactobacillus He-iners, Ureaplasma urealyticum,
Ureaplasma parvum, Mycoplasma hominis, Gardnerella vaginalis, Fannyhessea
vaginae, Mobiluncus spp., Staphylococcus spp., Streptococcus spp., 1,0x103
Enterobacteriaceae, Enterococcus spp., Haemophilus spp., Neisseria gonorrhoeae,
Mycoplasma genitalium, HSV1, HSV2, CMV
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3.4 JnanasoH naMepeHus, npenen namepeHus

JnanasoH wu3MepeHUss KOJIMYeCTBEHHO onpeaensemMbiX aHanuMToB, onpeaensieMbix
HabopoM peareHToB, HaxoauTcs B npeaenax ot 1,0 x 104 no 1,0 x 10° '3/MN, yCTaHOB/IEH NYyTEM
aHanuMsa /AUMUTUPYIOLLMX pa3BeAeHMN KOJIMYECTBEHHO OXapaKTepu30BaHHbIX KOHTPOJbHbIX
obpa3uoB npeanpmaTMa (C y4eTOM KOMMMHOCTM MULLEHEBbLIX NEHOB), COAEPIKalUMX BEKTOPbl CO
cneundunyeckmmn nocnegosatesibHocTaMn [OHK BbisBNsSieMbIX aHanMTOB, MNOATBEPXAEH Ha
pa3BefeHUsaX KOSIMYeCTBEHHO OXapaKTepU30BaHHbIX KYJbTYP MUKPOOPraHU3MOB.

Mpenen wusMepeHnss Habopa SABNSETCS HMXHMM MpeaenoMm JIMHENHOro AuanasoHa
n3MepeHuns Habopa peareHToB, COOTBETCTBYET 3HaueHuo 1,0 x 10* ansa Bcex aHanuToB Habopa.

KoadhdurumeHT Bapuaumm (%CV) npu onpeaenenHnn npeaena namepeHust — He 6onee 10%.

3.5 MeTponornyeckas NpocrexXnBaeMocTb

K Habopy peareHTOB NpUMEHAITCA TpeboBaHUS METPOSIOrMYECKON MPOCIEXMBAEMOCTH
KOHTposibHbIX o6pa3syoB (FOCT P MCO 17511-2022). OAns NpoCNnexmBaeMOCTU KOHLUEHTpauuu
B MOJSIOXUTENIbHOM  KOHTPOJSIbHOM  ob6pasue  UMCnonb3yeTcsa MeToh  crnekTpodoToMeTpun.
lMpwn BbINOMHEHMN KOHEYHbIM NOTpebuTeneMm pyTUHHOW MEeTOAWKM onpefesieHUs KOHLUeHTpauuu
,D,HK Ka>Xgoro aHaanTa B NOJOXNTEIbHOM KOHTPOJIbHOM o6pa3ue 3Ha4yeHna A0N1XXHbl HAXO0ANTbCA
4,0 - 6,0 Lg kon/mn. MOCT P UCO 17511-2022

KOHTpOJ'IbeII7I o6pa3eu, ABNAETCA KOHTPOJZIbHbIM MaTeEPMaAIOM NMpaBUJIbHOCTU.

B WHTepBane CornacHo MOMOXUTENbHbIN

HeonpeaenéHHoCTb naMmepeHunsa cocrasnsdet 0,4.

3.6 AnarHocTnyeckme xapakTepucTnkm

3HayeHuns ANarHoCTn4yeckomn UYBCTBUTENBHOCTH ANArHoOCTM4YeCcKomn

(A4)  w

cneundunyHocTtn (AC) Habopa c goBepuUTeIbHOM BEPOATHOCTbIO 95% yKasaHbl B Tabnuue.

. Konuuectso o6pasuos
Buonornyeckum AHK Ay, % Ac, %
AERE LD Monoxw- OTpuua-
TeJibHble TeJibHble
Al '
Chlamydia 100 300 100% (97,2 - 100) | 100% (99,1 - 100)
trachomatis
’\;e’sslfrf . 100 300 100% (97,2 - 100) | 100% (99,1 - 100)
Masok/cockob 'C’/\’/IO orr/ o€a
snuTenus co ycoplasma 100 300 100% (97,2 - 100) | 100% (99,1 - 100)
Cn3uncTon genitaliurm
0605104KM Tr'Cho.mTas 100 300 100% (97,2 - 100) | 100% (99,1 - 100)
Ll,epBVI KaJibHOro Vaglna Is
kaHana, HSV1 100 200 100% (97,2 - 100) | 100% (98,6 - 100)
BAaranuilia
HSV2 100 200 100% (97,2 - 100) | 100% (98,6 - 100)
cMV 100 200 100% (97,2 - 100) | 100% (98,6 - 100)
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[unarHoctmyeckne xapakTepucTUKM Habopa Ans KONMYecTBEHHOro onpeaenenus AHK
6akTepuin, yenoseka, npeacraBuTenen HopmobuoTsl Lactobacillus iners, Lactobacillus He-iners,
Konu4yectBeHHoro onpeaenedns [OHK ycnoBHO-naToreHHbIX MuUKpoopraHusmoB 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., He yCTaHaBNMBAKTCA B CBA3M C TEM, UYTO MEPEYUCIIEHHbIE @HaNUTbl MOryT
NPUCYTCTBOBATb Y 340POBbIX XXEHLLINH B pENpPOAYKTUBHOM TpaKTe, MO3TOMY Habop onpeaensieT nx
TONbKO B KOJIMYECTBEHHOM dopMaTe. [N KONMYECTBEHHbIX MEeTOAWMK ANArHOCTUYECKME

XapaKTEPUCTUKN HE MPUMEHMUMBI.

3.7 TOYHOCTb M3MepeHUn (NOBTOPSIEMOCTb M BOCMPOM3BOAUMOCTL)

MoBTOpPSAE€MOCTb UM  BOCMPOM3BOAMMOCTb W3MEpPEHUN C ucnosb3oBaHmeMm Habopa
peareHToB oLeHMBanuM NyTéM TeCTUpoBaHMA MoAesibHOro obpasua, NpUroToBAEeHHOro B MaTpuue
buonornyeckoro ™Martepuana B uJeTblpex KoHueHTpauusax (npegen obHapyXeHusa, npenen
N3MEepeHMa 1 ABYX 3HAUEHUI B NMHENHOM AnanasoHe — 1,0 x 10% n 1,0 x 10°). Kaxablit o6pasel,
npoxoamn Bce 3Tanbl uccnenoBaHusa (Bbigenenme [OHK, amnandwukaumio wn  getekuuto
pe3ynbTaToB).

MoBTOPAEMOCTb M3MEpeHUn Bbina nccnefgoBaHa C KaXaom M3 YeTblpeX KOHUeHTpauui,
B Kaxxaon m3 ¢acosok (S, A, A-TL), Ha ogHoM npubope (ans dacoskn S - «ATnpanm 5M*»,
ansa dacosok A, A-TL - <«[OTnpanm 5X*»), ogHMM onepaTtopoM, B TedyeHue 5 gHen, no
2 MOCTAaHOBKM B AEHb, B ABYX MNOBTOpPax B KaXAoW nocTtaHoBke. [ns8 nocTtaHoBKkM 6bls10
MCNoNb30BaHO MO OAHON cepun Habopa peareHToB AN Ka)xaon hacoBKu.

KoadhduumeHt Bapumaumm npu  UCCAefoBaHMM  MOBTOPSIEMOCTM  U3MeEpeHun ans
KOHLEeHTpaunun «npegen obHapyxeHus» coctaBun He 6onee 20%, AnS BCeX KOHUEHTpauwui B
NMHENHOM Anana3oHe — He 6onee 10% Ansa Bcex BapvaHToB hacoBOK.

Bocnpon3BoanMMOCTb U3MepeHu 6Hblna  uccnegoBaHa C  KaXAoW U3 YeTblpex
KOHLIeHTpauunii, B Kaxxaon ns dacosok (S, A, A-TL). Ana dacoBku S NOCTaHOBKM OCYLLECTBASNUCD
Ha ABYyX Mogensax npubopoB («OTnpanm 5M*», «[OTnant 55*»), Ha aByx npubopax Kaxaomn
mogenun, gnst dacoBok A, A-TL — Ha ogHon mogenun («OTnpanm 5X*») Ha Tpéx npubopax.
NS NoCcTaHOBKM O6blM MCMOIb30BaHbl MO 2 cepum HaAbOpOB peareHTOB Kaxaown dacoBKkM.
[MocTaHOBKY BbINOSHANM 2 onepaTtopa B 2 pa3HbIX AHS.

KoadpdnumeHt Bapuaumm nNpu  UCCAeA0BaHMM  BOCMPOM3BOAUMOCTU  U3MEPEHUN
ONS1 KOHUEHTpauun «npeaen obHapykeHus» coctaBun He 6onee 20%, A9 BCEX KOHLUEHTpauui

B IMHENHOM anana3oHe — He 6onee 10% pnsa Bcex BapnaHToB (hacoBOK.
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4 MEPbI MPEAOCTOPOXXXHOCTH

OpraHusauma pabotbl [UP-nabopatopun, ob6opyaoBaHune U MaTepuanbl [OMKHbI
cooTBeTcTBOBaTh TpeboBaHmsaM MOCT P MCO 15190-2023, meToanyeckmx ykasaHuin MY 1.3.2569-09
«OpraHunsaumns paboTbl nabopaTtopuii, UCNOAb3YKOLWNX MeToAbl amnaMdumKaumm HYKIEUHOBbIX
KnucnoT, npu paboTte ¢ MaTepmanoMm, cogepkalimnmMm MMKpoopraHmambl I-IV rpynn natoreHHoCcTU»,
c cobnogeHvem CaHUTapHbIX npasun u HOpM CaHlluH 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 natoreHHoOCTM BbI6Op TMMa 3aWMTHOro
KocTioma (pabouer ogexabl M CpeacTB MHAMBMAYA/bHOWM 3aWMTbl) MPOBOAUTCS B CTPOrOM
COOTBETCTBMM C CaHUTapHbIMM Npasuiammn n Hopmamm CaHlnH 3.3686-21 n onpepensieTcs BUAOM
B0o36yauTens, paboyel 30HOI, oOcHaweHMeM ee 6okcamu buonornyeckomn 6esonacHoOCTK.

CnepyeT ncnonb3oBaTh TO/IbKO OAHOPA30Bble HAKOHEYHMKN U NMPOoBbmpKM.

He ponyckaeTcs WCNOMb30BaHWME OAHMX W TeX e HaKOHEeYHMKOB npu obpaboTke
pa3nnyHbix o6pa3uos bnonorMyeckoro matepuana.

K pabote ¢ HabopoMm peareHTOB JOMycCKaeTca nepcoHan, obydeHHbIn MeToAaMm
MOJIEKYNIAPHOM ANArHOCTUKU M nNpaBunamM paboTbl B KIIMHUKO-AMArHOCTMYECKON nabopaTopun.

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

3anpewaeTca nepemelleHne nabopatopHoro obopyLoBaHus, B TOM 4yMcne A03aTopos,
WwTaTMBOB, JNlabopaTOpHOM MOCyAbl, XajaToB, rO/OBHbIX y6OpOB M Mp., a TakXe pacTBOpPOB
peareHToB U3 O4HOro NMOMeLeHnsa B Apyroe.

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

Ncnonb3oBaHHble OAHOpPAa30Bble MPUHAANEXHOCTM (MPOoBMPKM, HaKOHEYHUKM Wn A4p.)
OO/MKHbI  cbpacbiBaTbC B KOHTeMHep A8  MeAMUMHCKMX — OTX0A0B,  CoAepXXaliui
Ae3nHduumpyowmnin pacteop (Npn HeobxoanmmocTn).

MoBepxHOCTM pabounx CTOMOB, @ TaKXe NOMeLLEHNS, B KOTOPbIX MPOBOANTCS BblAeseHune
HK wn noctaHoeka [MUP, cneayer obsizatenbHo, 40 M nocne nposegeHus paboTt, obnaydatb C
NOMOLLbIO BaKTepUUMAHbIX YCTAHOBOK B TeyeHue 30 MUHYT.

Bce noBepxHocTn B nabopatopum (paboume ctonbl, wTtatuebl, obopyaoBaHue u ap.)
eXXegHeBHO MoABepraloT BfaxHoh ybopke C MNpUMEHEeHMEM Ae3nHPUUUPYOWMX/MOKLWMX

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

BHUMAHME! YTnnusnposaTb 0TX0A4bl C NpoaykTamu MNLP Heo6xoanMo TONbKO B 3aKpbITOM BUAE.
He ponyckaeTca oTKpbiBaTb NpPoO6MpKKU nocne amnamdukauum, Tak Kak 3TO MOXET MPUBECTU K

KOHTaMuHaumun npoayktamum MUP (MY 1.3.2569-09).
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Mpn wncnonb3oBaHnMM Habopa peareHToB B KJIMHMKO-AMArHOCTMYECKOW nabopaTopum
obpa3yloTcs oTxoAbl Kiacca B, koTopble yTUIN3UPYHOTCS B COOTBETCTBMM C TpeboBaHusMU
CanlunH 2.1.3684-21

Tpe6OBaHVI9I K coaep>XaHUKo TeppMTOpMVI ropoacCKux n CenbCKnx I'IOCGJ'IGHVIVI, K BOAHbIM 06'beKTaM,

CaHUTApHbIX npasun “n HOpPpM <<CaHMTapHO-3I'IM,Cl,eMMOJ'IOFMLIeCKMe

NMUTLEBOM BOJE W MUTbEBOMY BOAOCHAbXEHUI, aTMOC(EepHOMY BO34yXy, MOYBaM, >XWJbIM
NMOMELLEHNSAM, BKCMyaTauMn NpoOU3BOACTBEHHbIX, 0OLIECTBEHHbIX MOMELLEHWUI, OpraHM3auum u

NpoBeAEeHNI0 CAHNUTApHO-NMPOTMBOINMAEMUYECKNX (NPODUNAKTUHECKNX) MEPONPUATUI».

OnacHble KOMMOHEHThLI B Habope peareHToB

KomMmnoHeHT Habopa
peareHToB

HanM‘-lMe/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 - - -
BELLEeCTB
CmMecn ans amnandukaumm HeT onacHbIX HeT onacHbIX
Ctpum BeLWecTB BeLWecTB
HeT onacHbIX
MuP-6ydep Ctpum - - -
LP-6ycbep CTp BELLECTB
HeT onacHbIX
Monumepasa TexHoTag MAX - - -
BELLECTB
HeT onacHbIX HeT onacHbIX
Bydep ansa passegeHnsa HK - -
BELLECTB BELLECTB
HeT onacHbIX
Bydep TL - - -
BELLEeCTB
HeT onacHbIx
Monnmepasa TL-65 - - -
BELLEeCTB

MonoXunTenbHbIn
KOHTpO/IbHbIN 06paseL

A3up HaTpusa
meHee 0,1%

A3unpa HaTpusna
meHee 0,1%

A3unpa HaTpusna
meHee 0,1%

He knaccuduumpyetcs
KaK onacHbIn Ans
3[0pOBbS YesioBeKka 1
OoKpYy>KatoLlen cpeabl

MNpu paboTe c HabopoM peareHToB cCliefyeT MCMOoJ/Ib30BaTb CPEACTBA MHAVUBUAYANbHOM

3aluUTbl ANg NpeaoTBpalleHns KOHTakTa C opraHuM3MoM yesioBeka. llocre okoH4YaHus pa6OTbI

TWATENIbHO BbIMbITb PYKW. N3b6eraTb KOHTaKTa C KO)KeVI, rnasaMmm U CanM3ncTbiMu 060104YKaMu.

lMpn “cnonb3oBaHUM NO Ha3HAYEHUIO U cobntoaeHumn MeEpP NpeaAOoCTOPOXXHOCTU, KOHTAKT

C OpraHM3aMoM 4esioBeKa UCKJTHOYEH.

He ncnonbsoBaTtb Habop peareHToB:

- Npu HapyLUEHWUN YCNOBUIA TPAHCMOPTUPOBAHUSA U XPAHEHUS;

- NMpn HECOOTBETCTBUN BHELLIHEINO BUAa peareHToB, YKa3aHHOro B nacrnopTte K Ha6opy peareHTos,

- Npu HapyLIeHUN BHYTPEHHEN yNaKoBKM KOMMOHEHTOB Habopa peareHToB;

- Mo UCTEYEHUIO CPOKA FOAHOCTU Habopa peareHToB.

MpuMmeyvaHune

- Habop peareHTOB He cOAepXXUT MaTepuanoB 6MONOrMUYECKOr0 MPOUCXOXAEHUS,

BeLWeCTB B KOHUEHTpaUuAXx, obnaparowmx KaHUEPOreHHbIM, MyTareHHbIM AeVICTBMEM, a TakKXXe Bandarumnx

Ha PpenpoAyKTUBHYI (YHKUUIO 4enoBeka. [pyM UCNONb30BaHUM MO Ha3HAYEHWIO U COBMOAEHUM Mep

NpeaoCTOPOXHOCTK siBNseTcs 6e3onacHbIM.
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5 OBOPYAOBAHUE U MATEPUAJDbI

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 aa
amMnnudukaTop C AeTEKLMEN B peXUMe peanbHoro BpemMeHnt ha na?
MUKpOLEHTpU@dyra-sopTekc Aa ha
pOTOp AN MUKPOLEHTPUDYrM-BOpTEKCA ANS CTPUNOBAHHbLIX NPO6MpoK

o06bémom 0,2 mMn Ad Aa
XONOAWBHUK NN XONOAMNbHAA KaMepa aa aa
MOpO3ubHas Kamepa HeT aa
wTaTne «paboyee MecTo» AJ1s CTPUNOBAHHbIX 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, nossonsawWmMe oT6MpaTh 06BHEM XUAKOCTH Aa na
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 na
200 Mk, 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 ApYyruX na na

pacxoAHbIX MaTepuanos

YcTponcTteo go3mpytowee OATctpum no TY 9443-005-96301278-2012
B BapuaHTe ucnosHeHmnsa *M4, OO0 «HMO AHK-TexHonorua», Poccus, HeT aa
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 NCMOJIb3YeMOro A03UpYHoLero HeT Aa
YCTPOWNCTBa

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

LeHTpudyra c agantepomM ans MmukponnaHwetos, ¢ RCF(g) He Huxe 100 HeT na
nonuMepHas TepMonaéHka Ansa 3anedyaTbiBaHWs MmKponaaHweTtos MLUP HeT aa
MukponnaHwert MNUP 384 nyHku HeT ha

TpaHCropTHas cpefa, pekoMeHayTcss:

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

- TpaHcnopTHas cpeaa 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 JuKMHCOH 3HA Komnanun", CLUA,
PY N2 P3H 2013/1335;

— CellPrep, CP Biodyne, 10.Kopes, PY N2 ®C3 2010/07117;

— EASYPREP, YD Diagnostics, 10.Kopes, PY N° P3H 2021/14717;

— Cell Preservative Solution, Human Lituo Biotechnology Co.Ltd, Kutai, PY N2 P3H 2022/17203
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dacoBka A,
®dacoska A-TL
— 30HAbl MegmumnHckme no TY 9436-002-98349125-2016 B BapuaHTax ucnonHenus: tun 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 nabopaTopHOW AMArHOCTUKM B FTMHEKONOrUK
Qvintip (KBnHTMMN), «Aprovix AB», LLiBeuns, PY N°P3H 2019/8249;

— YcTponcteo MeamumHckoe — CBab-cuctema Copan, "KonaH Utanus C.n.A.", UTtanus,
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-TexHonoruna TC», Poccus, PY N2 P3H 2021/14391;

- Habop peareHToB ans sbigenenns JHK/PHK yenoseka, 6aktepuin, Bupycos u rpubos ns
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.

MpuMeuaHua k Tabnuue:

1 - fanee no TeKCTy — AETEKTUPYOLWMI aMnandukaTop; TpebyeMble NnapaMeTpbl AeTEKTUPYOLWMNX

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

3 — ponyckaeTcs UCMoNb30BaThb 1t06ble TPAHCMOPTHbIE CPpebl, NpeAHasHauYeHHble ANs
TPaHCNOPTMPOBAHMA N XpaHeHus obpa3uos 6uonornyeckoro Mmatepmana ans NuP-uccneposaHuin mn
3aperncTpmpoBaHHble Ha TeppuTopmn PO B ycTaHOBNEHHOM nopsake

4 — He pekoMeHAYyeTCs AN COBMECTHOro NpuMeHeHus ¢ HabopoM peareHToB NMPOBA-MY-PAMNNA II

O60pyaoBaHMe, peareHTbl U pacxoAHble MaTepuanbl ®acoBka S

Habop peareHTOB MpPUMEHSIETCS C AETEKTUPYOWMMU aMnandukaTopaMm MiaaHWeTHOro
TMNa C CUCTEMOW JeTekumn (yopecueHTHOro CurHana B pexuMe peanbHOro BpeMeHMU,
3apernMcTpMpoBaHHbIMA B YCTaHOB/IEHHOM nopsiake B PO M COOTBETCTBYIOLWMMU CleayOLNM

TpeboBaHuAM:

obecneumBaeTcsa paboTa c 06LEMOM peakUMOHHOM cMecu 35 Mkn (dacoska S) nnum 12 mMkn
(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 oXxJlaxkaeHus He MmeHee 1 °C/c;

- TOYHOCTb NOAAEPXAHMSA N OAHOPOAHOCTb TeMnepaTypbl He 6onee = 0,4 °C.
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Onsa paboTtel ¢ HabopoM peareHTOB BanWAMPOBaHbl cneaylolwme AeTeKTUpytowme
aMnanguKaTopsbl:
- AMnnndukaTop aetektupytowmii «ATnpanm» no TY 9443-004-96301278-2010 (Moandurkaums
«ATnpanm 5M*»), 000 «HMO AHK-TexHonorusa», Poccus, PY N° ®CP 2011/10229, panee
no Tekcty — «ATnpanim>»;
- AMnandukaTop getektupyrowmn «4Tnpanm» no TY 9443-004-96301278-2010 (Moamndurkaums
«ATnpanm 5X*») OO0 «HMO AOHK-TexHonormna», Poccus, PY N2 ®CP 2011/10229 (TOonbKO
aonga Habopa peareHToB B acoBke A; B dacoske A-TL), panee no Tekcty - <«ATnpanm»
B Moamdukaumm «Tnpanm 5X*»;
- AMnnndukaTop getektupytowmin «ATnant» no TY 9443-003-96301278-2010 (Mmoandvkaums
«OTnant 55*»), 000 «HMNO OHK-TexHonorusa», Poccmsa, PY N2 ®CP 2011/10228, panee

Mo Tekcty — «ATnant».

Mo BonpocaM MPUMEHEHUS AETEKTUPYIOWMX aMmIndUKaTopoB, He yKas3aHHbIX Bbllle,

TpebyeTcs cornacoBaHue C NpoM3BoAMTENEM Habopa peareHToB.
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6 AHAJTIUSNPYEMbBIE OBPA3L bl

6.1 MaTepuan ons nccneaoBaHus
Ona uvccnepoBaHUMSa UCMOJb3YHOT Ma30K/Cockob anuTenns Co CNM3UCToM 060/104KKU

Bnaranuula, uepBunKasibHOro KaHarsna.

6.2 O6bwme TpeboBaHus

6.2.1 NccnepoBanme w™etogoMm T[UP oTHocutCcs K npsiMbiM  MeToaaM nabopaTopHOro
nccnenoBaHusi, NMoaToMy B3siTMe 6uonormyeckoro Mmatepuana 4denoBeka Heobxoammo
npoBoaMTb W3  MeCTa Nokanusaumm  MHAMEKUMOHHOro  npouecca. PeweHune
0 Heo6X0ANMOCTU UCCneaoBaTb TY WAM MHYIO JIOKANM3auuilo NpMHUMAET fedalinii Bpay
Ha OCHOBaHMM COBpaHHOro aHaMHe3a N KJIMHUYECKOW KapTuHbl 3abosieBaHus.

6.2.2 [ns nony4YeHMs KOPPEKTHbIX pe3yibTaToB 60/bloe 3HAaYEHME MMEET KayecTBO B3ATUSA
obpasua 6uomaTepmana ANS WUCCNeAOBaHWUSA, €ro XpaHeHwe, TpaHCrnopTMpoBaHue U
npeaBaputenbHas obpaboTtka. HenpasuibHoe B3sTUEe 6GmoMaTepuasa MOXET NpPUBECTU
K MNOSyYEeHUIO HefOCTOBEPHbIX pe3ysbTaToB M, BCNEeACTBME 3TOro, HeobxoaMMOCTU ero
NOBTOPHOrO B3ATUS.

6.2.3 Tpun HeobxogmMmoCTn B3ATUS OuMoMaTepuana W3 HECKONbKUX 6OGMOTOMOB NOBTOPUTE
npoueaypy, Kaxabli pa3s 3abupas matepuan HOBbIM 30HAOM B HOBYIO NMPOBUPKY.

6.2.4 Ha »3Tanax noarotoBku 6uomaTepumana WCMNONb3yWTE OAHOPA30Bble HAKOHEYHWUKU
c ¢punbTpoM, cBoboaHble oT PHKa3 1 [IHKas.

6.2.5 [Ons npepoTBpalleHns KOHTaMMHaLMWM BCerga OTKpbiBalWTe KPbIWKY TOJIbKO TOM
npobnpku, B KOTOpPYH OyaeTe BHOCUTb OMOMOrMYECKUMA MaTepuasn, U 3akpbiBanTe ee

nepea paboTon co cnenytowen npobupkKon.

MpuMmeyaHne - B3aTue, npeaBapuTenbHyto 06paboTKy, XpaHeHMEe U MepeBO3KYy, nepeaavy
nuccriegyemMoro MaTepuana B Apyrve opraHusaumy oCyLLeCTBASIIOT COMIaCHO MHCTPYKTUBHO-METOAMYECKUM
[IOKYMEHTaM, PpErnaMeHTUpyoLWMM BbINO/IHEHNE WCCNEA0BaHUI B COOTBETCTBUM C TpeboBaHMAMU
MY 1.3.2569-09, CaHluH 3.3686-21.

6.3 B3aTne matepmana Ha nccnegoBaHue

BHUMAHME! Tlepen BbigeneHnem [OHK wMoxeTr noTpeboBaTbCcs mnoarotoBka o6pasuos

éunonormnyeckoro Mmatepuana (6.5).

B3aTne Matepumana OCyLeCcTBASIOT C NMOMOLbIO CreunanbHbiX MeAUUWHCKUX WU34enui,
UMELWMNX perncTpaunoHHble YAO0CTOBEPEHUS, COMNacHO YCTaHOBJIEHHOW B 3aBUCMMOCTU
OT UCTOYHUKa Buonornyeckoro Mmatepmana npouenype.

B3aTne MaTepuana npoBOAUTCSA B COOTBETCTBMW C WMHCTPYKUMAMU MO MNPUMEHEHUIO
ncnonb3yemMblx HabopoB/KOMMNMEKTOB peareHToB Ana BblgeneHns HK (7.1) un ycTpowucTts

Ansa camo3abopa MaTepunana (nNpu Heob6xoaANMMOCTH).
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OrpaHuueHue MeTogal: MecCcTHOe TpUMEHEHME JNleKapCTBEHHbIX MpenapaTtos,
ncrnosib3oBaHue nybpmkaHToB, Y3M BarnHaabHbIM 4AaTYMKOM, KO/TIbMOCKOMUS — MEHEE YEM
3a 24 yaca [0 uccnenoBaHus.

6.3.1 OcobeHHOCTM B3ATUS YpOreHMTanbHbIX Ma3koB/cockoboB
XXeHWuHblI HakaHyHe o6cnefoBaHUS He AO/KHbI MPOBOANTL TyaneT MoJIoBbiX OPraHoB 1
cnpuHueBaHue. [Onsd nony4veHusa O6bEeKTUMBHOro pesynbTata Heobxoammo, 4Tobbl
nccneayeMbln Matepuan cogepxkas BO3MOXHO 6onbluee KOMMYeCcTBO 3NUTENasnbHbIX

KNETOK N MMHMUMaJZIbHOE KOJIMYECTBO C/IN3N N MPUMECKU KPOBMW.

BHUMAHME! [llepen nony4deHveMm Maska/cockoba anuTenmanbHbIX KNETOK C 3agHero cBoja
BNaranuwa u uepBuKasbHOro KaHana csobogHo cTekatlee otaensieMoe HeobxoAMMo yaanutb

CTepuibHbIM BATHbIM TA@MIMOHOM.

6.3.2 OcobeHHOCTM B39TUSA MaTepuana m3 Braranauuwa
MaTepuan gofxeH 6biTb B34T A0 NPOBEAEHUS MaHyaslbHOro MUCCnefoBaHUs. 3epkano
nepea MaHunynsumen MOXHO CMOYUYUTb ropsiyert BOAOW, NPUMEHEHMEe aHTUCENTUKOB
ans obpabotkm 3epkana npotusBonokasaHo. Cockob 6epyT ¢ 3agHebokoBOro ceoga
Bnaranuwia.

6.3.3 OcobeHHOCTM B3AaTMS MaTepuana U3 LepBUKanbHOro KaHana
MNepen B3ATMEM MaTepuana Heob6XOAWMMO yAanuTb BaTHbIM TaMMOHOM CAU3b M 3aTeM
obpaboTaTb LWenKky MaTKM CTepusibHbIM (PU3NONOrMYECKMM PacTBOPOM. 30HA BBOASAT
B LilepBUKasnbHbIn KaHan Ha rnybuHy 0,5-1,5 cM. Mpn nssnevyeHun 3oHaa HeobxoanMMO

MOJTHOCTbIO UCKNKYNUTb €ro KaCaHMe CTeEHOK Baranauiia.

6.4 TpaHcnopTupoBaHue n xpaHeHue obpasuoB 6mMonormyeckoro Matepumana

YcnoBus TPaHCMOPTMPOBAHUS M XpaHEeHUs Ma3KoB/COCKOOOB anuTenns cO CAM3UCTOMN
060104KN LepBMKaNbHOro KaHasaa, BAaranvuwa onpeaensitoTcs UMHCTPYKUMAMU NO NPUMEHEHUIO
pekoMeHayeMblX HabopoB/KOMMNIEKTOB peareHToB Ans Bbiaenenms AHK (7.1) nnm ncnonb3syembix

ANnga TPaHCNOPTUPOBaHNA U XpaHEHUA O6paBLI,OB TPAHCNOPTHbIX Cpea.

6.5 MoaroToBka 6monornyeckoro Mmatepuana ana sbigenedns HK

MoarotoBka Mas3KoB/COCKOBOB 3nUTENMs CO CAM3UCTON 060/I0YKM  LEepBUKaIbHOIo
KaHana, snaranuwa (npu HeobxoaMMOCTWM) NPOBOAUTCSH B COOTBETCTBMM C MHCTPYKUMAMU MO
MPUMEHEHNID MUCNO/b3yeMblX HabopoB/KOMMNAEKTOB peareHToB Ans BblgeneHuns HK (7.1) wnm
NCNOMb3YEMbIX A/ TPAHCMOPTUPOBAHUSA U XpaHEHUs 06pa3L0B TPaHCNOPTHbLIX cpes.

Ons obpasuos, B3ATbiIX B cpeabl BD SurePath™ Liquid-Based Pap Test n CellPrep,
TpebyeTca npeaBaputTenbHas MOAroToBka C WUcCnonb3oBaHueM Habopa peareHTOoB AN
npenobpabotkn 6uomaTepuMana npu  BblAeNeHUM  HykneuHoBbiX  kucnot  (MPOBA-TK),
000 «[HK-TexHonorus TC», Poccusi, PY N2 P3H 2021/14384, B COOTBETCTBUM C MHCTPYKLMNEN

no NpUMEHEHNIO.

1 — ecnu 3TO He MNpOTUBOPEUUT TpeboBaHUAM K WCMOSb3yeMbiM HabopaM/KOMMIEKTaM peareHToB Ans
BblaeneHns HK
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Ons obpasuyos, B3aTbix B cpeabl PreservCyt, EASYPREP n Cell Preservative Solution:

1. TwaTenbHO NepeMellanTe cogepXxnmoe Bmasbl C 06pa3LiOM B TpAHCMNOPTHOM cpeae (pacTeope),
WHTEHCMBHO BCTPAXHYB BUany.

2. MNepeHecuTte B 0A4HOPa30BYH NAacTUKOBYK npobupky obvémom 1,5 mn 1,0 Mn MmaTepuana.
MnoTHO 3akponTe Npobupky.

3. UeHTpudyrupyiite npobupky npm RCF(g) 12000 - 16000 B TeveHue 3 MUH.

4. MakcuManbHO NOMHO yaanute HaAoCaAO4YHYIO XUAKOCTb.

5. JobaBbTe K ocaaKky TpaHcrnopTHyto cpeay CTOP-® wnm cTepuibHbIi  (PU3NONOrMYecKnii
pacTBop B 06bEMe, yKazaHHOM B MHCTPYKLUUM K HA6OpYy/KOMMNNEKTY peareHToB AN4 BblAeNeHns

OHK, n pecycneHampymnTe 0Ccagok NMNETUpPOBaHUEM.

B cnyyae mncnonb3oBaHMs YCTPOWCTB Ass camo3abopa MaTepuana 30HA MEpPEeHOCUTCS
B NpobupKy C TPaHCMOPTHOM Cpeaoi, npeaHa3HauYeHHOW ANs TPAaHCMOPTUPOBAHUSA U XPaAHEHUS
obpasuoB 6uonormdeckoro ™Matepuana ans [UP-uccneposaHuii. [anbHenwas nNoAroTtoBKa
NPOBOANTCS B  COOTBETCTBMM C  MHCTPYKUMAMM MO MPUMEHEHUID  UCMOJIb3YEeMbIX
HabopoB/KOMMAEKTOB peareHToB An4 BblaeseHms HK (7.1) vAnm WMHCTpyKUMENH No NpUMEHEHULO

NCNonb3yeMol TPaHCNOPTHOW cpeabl.

7 NMPOBEAEHVE AHAJIN3A

7.1 Boigenenne AHK 13 6uonormyeckoro matepunana

Ons  Bbiaenenms [OHK 13 Ma3KoB/COCKOOOB 3nUTENMst CO CNAM3UCTOM 060104YKMK
BNnaranuwa, LUepBMKANbHOro KaHana peKoMeHAYyeTCs MCnonb3oBaTb Habopbl/KOMMNEKTHI
peareHTOB, WMewLlMe perncTpaumoHHble YyAOCTOBEpPEeHMs Ha MegUUUMHCKoe wu3genne u
npegHasHadeHHble AN COOTBETCTBYHOWMX BuAOB 6MoMaTepmana C Uenbio nocsenyrollero
uccnegosanna  AOHK metogom TUP, Hanpumep, [MPOBA-HK-TUTKOC, T[POBA-IC-IJIKOC,
MPOBA-MY-PANMKNA, MPOBA-MY-PAMKA II, MPOBA-MY MAKC.

MWHUManbHOe KOJIMYECTBO 3MaTa MNpu  UCMONb30BaHMU  BbllernepevyncrieHHbIX
HabopoB/KOMMIEKTOB peareHToB coctaBnsiet 300 MK/.

Boigenenne [OHK npoBoasT B COOTBETCTBMM C MHCTPYKUMENW K MWCMNONb3yeMOMY
Habopy/KOMNNEKTYy peareHToB UM B COOTBETCTBUM C NpunoxeHneM B (B cnyyae ncnonb3oBaHUS

COKpalEHHOMN MeToAMKKN Ansa KoMmnnekTa peareHToB NMPOBA-HK-MJTHKOC).

BHUMAHME! OpHoBpeMeHHO ¢ BbigeneHnem OHK n3 6unonornyeckoro matepmana Heob6xoanmo
NOAroTOBUTb OTpuUaTeNbHbI KOHTPOJIbHbIA Ob6pasel, M NpoBecTM ero 4epes BCe 3Tanbl
npob6onoaroToBkKU. [Ana 3TOro pekoMeHAyeTCs WMCNosb30BaTb (U3NMOAOrMUYECKMN pacTBOp WU
oTpuuUaTenbHbIN KOHTPObHbIM 06pa3sel, BXoasaWMA B cocTaB Habopa/KoMnaeKTa peareHToB AN
BblaeneHms HK, B o06béMe, yKka3zaHHOM B WHCTPYKUMM MO NpuUMeHeHuo Habopa/koMmnnekTa

peareHToB.
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7.2 Moprotoeka mn nposegeHue MNLP. ®acoska S
BHUMAHME!
1. Mpn npoBeAeHUN BCeX MOCNEAYOLWNX AENCTBUN cnenyeT usberatb BO3AENCTBUS MPSAMbIX

COJTHEYHbIX IyYel Ha NpPoBUpPKM CO CMecsMU A8 aMnandukaumm.
2. Cneayet cTporo cobntogaTb KOMMIEKTHOCTb CTPUMOB U KpblleK K HUM. He ucrnonb3oBaTb

KPbILWKW K CTpUMaM 13 Apyrmx Habopos peareHToB!

7.2.1 TlpoMmapkupynTe No oAHOMY CTpUNy CO CMecsaMu Ans amnnmdukaumm, 3anedyaTaHHbIMU
napaduHoM, OS5 KaXaoro HemsBecTHoro obpasua, Ansd oTpuuaTeslbHOro KOHTPOJbHOIo

obpasua (K-) n ana nonoxutenbHOro KOHTposnbHoro obpasua (K+).
MpunmeuvaHune - OauH CTPUN paccyMTaH Ha nccnegoBaHme ogHoro obpasua.

Mpumep:
Heobxoanmo npoaHanu3supoBaTb 4 Hem3BeCTHbiX obpasua. [Ang 3TOro  Hy>XHO
npoMapkmpoBaTtb 4 cTpuna Ansa Hen3BeCTHbIX 06pasuos; oanH cTpun ansg «K-» n oauH
ctpun anga «K+», Obuiee KONM4YecTBo CTPUMoB — 6.

7.2.2 BcTpaxHuTe npobupKy C pacTtBopoM Tag-nonmMmepasbl Ha MUKpPOLEHTpudyre-sopTekce
B TeyeHume 3-5 ¢ n ueHTpudyrnpynte Ha MUKpoueHTpudyre-sopTekce B TeyeHme 1-3 c.

7.2.3 [dobaBbTe B Kaxayt nNpobupKy NpoMapKMpOBaHHbIX CTPUMNOB, He MoBpexaas C/oi
napadgwuHa, no 10 mkn pacteopa Tag-nonnmepassbi.

7.2.4 [ob6aBbTe B Kaxayl npobMpKy npoMapKMpOBaHHbIX CTPMMNOB MO OAHOM Kanje (oKoso
20 MKN) MMHepanbHOro Macna. HenoTHO MPUKPOKWTE CTPUMbI KPbILLKaMW.

7.2.5 BcTpaxHuTe npobupKy C MONOXUTENbHbIM KOHTPOAbHbIM obpasuyoMm (K+) Ha
MUKpPOLEeHTpudyre-soptekce B TeyeHMe 3-5¢Cc u LeHTpudyrmpynte  Ha

MUKpOLEHTpudyre-sopTekce B TeyeHne 1-3 c.

BHMUMAHME!

1. Ona npenapata AHK u oTpuuaTtenbHOro KOHTposbHOro obpasua nepen BHECEHMEM B
NpobupKM C peakuMoOHHONW CMeCbio HEO6XOAMMO BbIMOSIHUTL peKoMeHAaUnn No UCNob30BaHUIO
npenapata AHK, npuBeaéHHble B MHCTPYKLUM NO NpUMeHeHUt0 Habopa/KoMniekTa peareHToB
ans sblaeneHns HK.

2. Mpn ncnonb3osaHnm ana eblaeneHnsa AHK komnnekTtoB peareHToB [MPOBA-HK-TMJIIOC un
MPOBA-IC-MJIIOC (Tonbko B Cry4Yae, e€cAu nocse BblAeNeHus HaaocagouyHash >XXWMAKOCTb,
cogepxawas sbigeneHnyto AHK, 6bi1a nepeHeceHa B HOBble MPOBUpPKM) HEOHXOAMMO BCTPAXHYTb
npobupku ¢ npenapatom AHK 1 oTpnuaTenbHbIM KOHTPOJIbHLIM 06pa3LoM Ha MMKpoueHTpudyre-
BOpTeKce B TedyeHne 3-5 ¢ n ueHTpudyrnposaTb Ha MUKpoLeHTpudyre-sopTekce B TedeHne 1-3 C.
3. Mpn wucnonb3oBaHun ans BbigeneHuna OHK Habopos peareHtoB [MPOBA-MY-PAMNL n
MPOBA-MY MAKC HeobXx0anMo, He BCTPSAXMBAs, LeHTpudyruposaTb Npobupku ¢ npenapatom AHK
W oTpuuaTefibHbiIM KOHTPOJIbHbIM 06pas3uoM Ha MUKpoUeHTpudyre-sopTekce B TeveHue 1-3 ¢,
3aTeM MNOMeCTUTb NpobupkM B MarHUTHbIX wWTaTMB. B cnyyae ecnu nocne BblAeneHus
HaZocagouHas XUAKOCTb, coaepxalwas BblageneHHyw [OHK, 6bina nepeHeceHa B HOBble
npobupkun, cneayet BCTPAXHYTb Npobupku ¢ npenapatoM AHK n oTpuuaTesibHbIM KOHTPOJIbHbIM
obpasuoM Ha MuKpoueHTpudyre-soptekce B TedeHue 3-5c U uUeHTpudyruposaTtb

Ha MUKpPOLIEHTpUdyre-BopTeKkce B TeueHne 1-3 c.
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’ AHK-TEXHONOruA

4. [ns npeaoTBpalLleHMs KOHTaMUHaUUW cnegyet neped BHeceHneM [HK oTKpbIBaTb KpbIWKM

TOJIbKO TEX CTpUNOB, B KOTOPpbIE 6YLl,eT BHOCUTbCS AaHHbIM o6pa3eu,, M 3aKpbiBaTb UX Nepea

BHECEHMEM Clieayroulero.

Heobxoanmmo 3akpbiBaTb CTpunbl MAoTHO. [penapatel OHK n

KOHTPOJ1bHbIE o6pa3u,b| cneayetr BHOCUTb HAKOHEYHUKAMU C CbVIJ'IprOM.

7.2.6

7.2.7

7.2.8

7.2.9
7.2.10
7.2.11

Tabnuuyua 4 -

BHecuTe B Kaxayl nNpobupKy COOTBETCTBYHOLMX MPOMAPKUPOBAHHbBIX CTPUMOB,
He nospexzaas cnon napaduHa, no 5,0 MkN BblAeNneHHOro 13 obpasuos npenapata AHK.
B cTtpunbl, npoMapknpoBaHHble «K-» 1 «K+», NIHK He BHOcUTCA.

BHecuTe B Kaxayto npobmpky cTpuna, NnpoMapknpoBaHHoOro «K-», He nospexgas Cnom
napacdwuHa, no 5,0 MKn OTpuUATENbHOrO KOHTpPONAbHOro obpasua, npouwejuwero 3tan
Bblaenenms AHK (cm. 7.1).

BHecuTe B Kaxxayto Npobupky ctpuna, npoMapKnpoBaHHoro «K+», He noespexaas Cnom
napaduHa, no 5,0 MK/ NOSIOXNUTENBHOIO KOHTPOJIbHOro obpasua.

LleHTpndyrnpyrite Bce CTpumnbl Ha MUKpPoOLEHTpUdyre-sopTekce B TeveHme 1-3 c.
YcTaHoBUTE BCe CTpUMbl B AeTeKTupyowmin amnandukaTop.

3anycTuTe nporpaMmHoe obecneyeHue getekTumpytowero amnandukartopa. lNMpu nepsom
nposeaeHun MMLP 3arpy3uTe cooTBeTCTBYHOWMI TecT!. [Janee v npu nocneayowmx
MoCTaHOBKax Cco3danTe COOTBETCTBYIOLWMA  MNPOTOKON

nccneaoBaHnAa: YKaxuTte

KOMMYEeCTBO W uAeHTMdMKaTopbl 06pasuoB, B TOM 4YUCIe OTPULATENIbLHOMO MU

MONTIOXKUTENBHOIO KOHTPOJ1IbHbIX O6pa3Ll,OB, OTMETbTE pacnonoxeHume CcTpunos

Ha MaTpuue Tepmobnoka B COOTBETCTBUM C UMX YycCTaHoBKon wn nposegute TLP.

Mpun BbIBOpE TecTa foMKHA oTobpaxaTbCcs nporpamMma, npuseaéHHasa B Tabnuue 4.

MporpaMMa aMnandukaumn Ans  AeTEeKTUPYLWMX aMnandukaTopos

«ATnpanm», «ATnant» (dbacoska S)

Ne e e OF MUH = Yucno Pe>XuM onTnyeckux T G
6noka patypa, LIMKJIOB n3MepeHun
80 0 30
1 1 Unkn
94 1 30
94 0 30
2 5 Unkn
64 0 15 v
94 0 10
3 45 Lunkn
64 0 15 v
4 94 0 5 1 Lunkn
5 252 XpaHeHue XpaHeHue
V - pexuM onTUYECKUX U3MepeHui

1 — TecT Ans AeTeKTUPYOLWMX aMnnndukaTopos cepum AT co3aaérca nyTéM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa ykasaHbl B [punoxeHun A) nnm npefoctaBnsieTcss nponssoanTeneM Habopa peareHToB
2 — fonyckaeTcs XxpaHeHue npu TemnepaTtype 10 °C
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7.3 MoarotoBka wn npoBeaeHne [LP. ®acoska A, ¢dacoBka A-TL C uMCnonb3oBaHMEM
posuvpytollero ycrporicresa ATcTpuM (TONbKO ANg AETEKTMpytowero amnandukatopa «ATnpanm»

B Moamdukaumm «Tnpanm 5X*»)

BHUMAHME!

1. Onsa amnnmdunkaumm cnenyet MUCMoNb30BaTb MuKponnaHweTbl MUP 384 nyHku,
repMeTmanpyemMblie TEPMOMIEHKON.

2. Mpu npoBeaeHMM BCeX MOCAeAYyOWNX AeNCTBUA cnepyeT mlberatb BO3AENCTBUSA MPSAMbIX

COJTHEYHbIX Sly4eil Ha NpobunpkM co cMecbto AN amnnmdpunkaumnm!

7.3.1 ®acoBka A. BctpsaxHute npobupkn ¢ TMLP-6ydepom CTpum U1 nonmMmepason
TexHoTaq MAX Ha MuKpoueHTpudyre-soptekce B TedeHue 3-5 ¢ n ueHTpudyrmpymte
Ha MUKpoueHTpudyre-sopTekce B TeyeHme 1-3 c. [ns nposeaeHunss 48 onpeneneHuni
€AVHOBPEMEHHO MCMonb3ytoTcsa ase npobupku c MUP-6ydepom CTtpum 1 aBe npobupku
c nonmMmepason TexHoTaq MAX. [Insa nposeaeHus 24 onpeaeneHnin NCNosb3yrTcs ogHa
npobupka c MUP-6ydepom Ctpum 1 ogHa npobupka c nonmmepason TexHoTaq MAX.
®dacoBka A-TL. BctpsaxHute npobupkun ¢ 6ydepom TL Ha MuUKpoueHTpudyre-sopTekce
B TeuyeHune 3-5 c. UeHTpudyrnupymnte npobmpkmn c 6ydepom TL n nonumepason TL-65
Ha MUKpoLeHTpudyre-sopTekce B TeyeHne 1-3 c. Ona nposeneHus 48 onpeneneHuni
€AMHOBPEMEHHO WCMOMb3YKTCS ABe npobupkun ¢ 6ydepom TL u aBe npobupku
c nonumepason TL-65. [na npoBepeHus 24 onpefeneHvin  UCNOb3YOTCS OAHa

npobupka c 6ydepom TL n ogHa npobupka c nonnmepason TL-65.

BHVUMAHME!

1. Monumepasy TexHoTaq MAX HeobxoaMMO AocTaBaTb W3  MOPO3WIbHOM  KaMepbl
HenocpeaCcTBEeHHO nepej UCNosb30BaHUEM.,

2. Ona 6a3oBoro cnocoba NMOCTaHOBKK TpebyeTcs npeaBapuTesibHas NOArotoBka obpasuos

OHK n KoHTponbHbIX 06pasuos (7.3.2, 7.3.7).

7.3.2 TNpu ncnonb3oBaHnm 6a30B0Oro cnocoba NOCTaHOBKWN:
dacoBka A. [logrotoBbTe pacTtBop nonuMepasbl TexHoTaq MAX n aHanuanpyemble
o6pa3ubl HK cornacHo pykoBoACTBY MO 3Kcnayataumm OTCTpumM.
®dacoBka A-TL. NMogrotoebTe pacTtBop noamMmepasbl TL-65 n aHanmsmnpyembie obpasubl
AHK cornacHo pykoBoACTBY Mo akcnayaTtaumm OTCTpuMm.

7.3.3 Tpun ncnonb3oBaHWM MHTErpanbHOro cnocoba NnocTaHOBKM:
dacoBka A. lpegBaputenbHO NOArOTOBKM pacTeBopa nonmmepasbl TexHoTaq MAX u
aHanusnpyeMbix obpas3uos He TpebyeTcs.
dacoBka A-TL. [lpeaBapuTenbHOM MOArOTOBKM pacTBopa nonvMmepasbl TL-65 wu
aHanusnpyembix 06pasLoB He TpebyeTcs.

7.3.4 UeHTpudyrmpyite CTpunbl co cMecsaMu ans amnangukaumm CTpuM Ha MUKpoueHTpudyre-

BOpPTEKCE B TeueHne 1-3 c.
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7.3.5 [pwn ncnonb3oBaHnn 6a3oBoro cnocoba NOCTaHOBKMU:
YcTaHoBuUTE CTpUNbl CO cMecaMum ans amnnmdumkaumm CTpuM, OpUEHTUPYSICb Ha LIBETOBYIO
MapKUpOBKYy cMecu (Nepsas npobupka cTpmna oTMeyeHa ronybeim 6ydepom), npobumpkn
C NoAroTOBJIEHHBIM pacTBOPOM nosinMepasbl TexHoTaq MAX unu nonuMmepassbl TL-65,
a Takxke MukponnaHweTt MUP Ha pabouunin cton OATCTpuUM.

7.3.6  Tpn ncnonb3oBaHMM MHTErpanbHOro cnocoba NocTaHoOBKU:
dacoBka A. YCTaHOBUTE CTpUMbI CO cMecaMm ans amnnmdunkaunm CTpmm, OpUeHTMpysCb
Ha UBETOBYID MapKMpoBKY cMecu (mepBas npobupka cTpuna oTMedeHa ronybbim
6ydepom), npobupku c MLUP-6ydepom Ctpum, nonmMmepason TexHoTaq MAX, 6ydepom
ans passegenmns HK, a Takxe mukponnaHwet MUP Ha pabouun cton OATcTpumM.
®dacoBka A-TL. YcraHoBuTe CTpunbl CO cMecsMm Ansa  amnindukauun Ctpum,
OpPUMEHTUPYSCb Ha LIBETOBYID MapKUpPOBKY cMecu (nepsas npobupka cTtpuna oTMedeHa
ronybeim 6ydepom), npobupku c 6ydepom TL, nonmumepasomn TL-65, 6ydepom ans
pa3segeHusa HK, a Takxe MmukponnaHweTt MUP Ha pabounn cton OTcTpum.

7.3.7 BcTpsaxHuTe npobupky C MOSIOXUTESNbHbBIM KOHTPOJIbHbIM obpasuom Ha
MUKPOLIEHTpUdYyre-BopTekce B TeueHne 3-5 c n ueHTpudyrnpymte Ha MUKpoueHTpudyre-

BOpTEKCE B TeyeHue 1-3 c.

BHVUMAHME!

1. MNepen npoBegeHMeM NoOAroToBku (NpM HEOH6XOAMMOCTM) M A03MPOBaHMA ANS npenapaTa
OHK n oTpuuaTenbHOro KOHTposibHOro obpasua HeobxoAMMO BbIMOAHUTL PEKOMEeHAAUMKU Mo
ncnonb3oBaHuo npenapata [AOHK, npuBeaéHHble B MHCTPYKUMM NO  MPUMEHEHUIO
Habopa/KoMnieKkTa peareHToB Ans BbigeneHus HK.

2. Mpu ucnonb3oBaHnn ansa BblgeneHnsa OHK koMmnnektoB peareHToB MPOBA-HK-TMHOC un
MPOBA-ITC-MJIIOC (Tonbko B Cny4vae, ecnAu nocse BblAeNneHus HaaocaaouyHash >XWAKOCTb,
copepxauwasn sbigeneHHyto HK, 6bina nepeHeceHa B HOBble NPOBUPKN) HEOH6XOANMO BCTPSAXHYTb
npobupku ¢ npenapatom AHK 1 oTpnuaTenbHbIM KOHTPOJbHLIM 06pa3LoM Ha MUKpoLeHTpudyre-
BOpTEeKce B TeyeHune 3-5 ¢ 1 ueHTpndyrmposaTb Ha MUKpoLEeHTpUdyre-sopTekce B TeveHmne 1-3 C.
3. Mpu wucnonb3oBaHun ans BbigeneHna OHK Habopos peareHtos [MPOBA-MY-PAMUL wn
MPOBA-MY MAKC HeobxoamMo, He BCTpsSiXmBasi, LeHTpudyrnposaTb Npobupkm C npenapaToM
OHK n oTpuuatenbHbiM KOHTPOJSIbHbIM 06pa3uoM Ha MuKpoueHTpudyre-sopTekce B TeyeHue
1-3 ¢, 3aTeM noMecTUTb NpobUPKM B MarHUTHbIM WTaTtne. B cnydyae ecnm nocne BblaeneHus
HagoCado4YHas XWUAKOCTb, cogepxawasa BblgeneHHyt [OHK, 6bina nepeHeceHa B HOBble
npobupkun, cneayet BCTpAXHYTb Npobupku ¢ npenapatoM AHK n oTpuuaTesibHbIM KOHTPOSIbHbIM
obpa3uoM Ha MUKpoUeHTpugyre-sopTekce B TedeHne 3-5cCc wn ueHTpudyrmposaTb Ha

MUKPOLIEHTPpUdYre-BopTeKce B TeueHne 1-3 c.

7.3.8 YcraHoBMTEe HemsBecTHble obpasubl [AHK, oTpuuaTenbHblli KOHTPONbHbIN 0b6pasey u
NOJIOXUTENbHbIA KOHTPOSbHbLIN 0bpa3ey Ha pabounii cton ATcTpuM.

7.3.9 OTKpoWTe CTpunbl CO cMecaMn ans amnambukaumm CTpUMM, akKypaTHO CHSIB 3alUMTHYHO

donbry.
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7.3.10
7.3.11

7.3.12

7.3.13

7.3.14
7.3.15

MpoBegnTe [03MpOBaHNUE KOMMOHEHTOB COrflacHO PyKOBOACTBY MO 3KCM/yaTaumu.
NMoMecTuTe akKypaTHO, He BCTpsAXuBas, MukponaaHweTt MNLUP B noanioxky ycTponcrea
ON4 3anedaTbiBaHUS nNaaHweToB JTnak nocne 3aBeplleHms NnporpaMmbl Ha A03UPYHOLLEM
ycTpoictee ATCTpuM.

MpoBeanTe 3aneyaTbiBaHMe MuKponaHweta MLUP TepMonnéHKoOM COrnacHo pyKoBoACTBY
no akcnayaTtauum npmbopa ATnak.

LeHTpndyrmnpyinte mukponnanuwet MUP npu RCF(g) 100 B TeueHune 30 c.

Momectnte MnkponnaHwert MUP B 610k geTekTupyowero amnamdmkaropa.

3anyctute nporpaMmHoe obecnedyeHue geTekTmpytowero amnandukatopa. NMpu nepsom
nposeaeHun MMLUP 3arpysuTe cOOTBETCTBYWOWMNI TecT!. Janee u npu MocneayoLwmx
MOCTaHOBKAxX CO34alTe COOTBETCTBYHLWMA MPOTOKOA  WUCCAEAOBaHUSA:  YKaXuTe
KONM4ecTBO W wunaeHtudukaTopbl o06pas3uoB, B TOM 4ucne oOTpuUaTeNnbHOro u
MOJSIOXUTENBbHONO0  KOHTPOJIbHbIX 06pa3uoB, OTMeTbTe pacnonoxeHue ob6pasuos
Ha maTpuue Tepmobnoka B COOTBETCTBUM C UMX YyCTaHoOBKoM wun nposegute TUP.

Mpun BbIBOpE TecTa AoOMKHA oTobpaxaTbCs NporpamMma, npueeaéHHas B Tabnuue 5.

Tabnuuya 5 - TlNporpamma amnaudukaumm ana AgeTeKTupyowero aMmnangukatopa «ATnpanm»
(cdpacoska A, dacoska A-TL)

N2 Yucno Pe>xuM ontnyeckux
TeMmnepartypa, °C | MUH c » Tuvn 6n0ka
6noka LMKIOB n3MepeHumn
80 0 5
1 15 Unkn
94 0 5
2 94 5 00 1 Unkn
94 0 30
3 5 Unkn
64 0 15 v
94 0 10
4 45 Lmkn
64 0 15 %
5 94 0 5 1 Unkn
6 252 XpaHeHune XpaHeHue
V - pexuM ONTUYECKNX U3MepeHui

1 — TecT Ans AeTekTUpYOLWMX amnnndukaTopos cepum AT co3aaércs nyTéM BBoAa NapameTpos (NapameTpbl
TecTa ykasaHbl B [punoxeHun B) nnm npepocrasnsieTcs nponssoanTeneM Habopa peareHTOB
2 — fonyckaeTcs XxpaHeHue npu TemnepaTtype 10 °C
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8 PETNCTPALUMSA PE3SY/IbTATOB AMIVIMOUKALINN

Perncrpauma curHana cbnyopecueHuMM npoBOoAUTCA AETEKTUPYOLWNM aMI'IJ'IMCbMKaTOpOM

aBTOMaTU4e€CKMN BO BpeEMA aMI'IJ'IMCbMKaLI,MM.

9 YYET U MHTEPMNPETALUSA PE3YJIbTATOB

9.1 YueT pe3ynbTaTtoB aMI'IﬂVICbVIKaLI,VIVI OCYLLECTBNAETCA aBTOMaATU4ECKNM C MNOMOLWbHKO

nporpamMMHoro o6ecrnedyeHunsi, NOCTaBASAEMOro C AETEKTUPYIOLWNM aMMIMbUKATOPOM.

9.2 Mocne npoxoxaeHus amnandukaumn nporpaMmmHoe obecrnedyeHme CpaBHUBaeT 3a4aHHoe
ornepaTopoM pacnosioxeHne npobupok C peanbHbIM MOSIOXKEHMEM MapKepa W, €CnuM HaxoauTt
HecoBnageHwue, To NpeaynpexaaeT onepatopa 06 3ToM. B aToM cnydae Heo6xoaAnMMO NpoOBepUTb
pacnosioxeHune ctpunoB B TepMmobnoke (nNpobupka N21 ctpuna oTMedeHa ronybeim 6ydepom) um

CKOpPPEKTUPOBaTh naeHTudmkaTopbl NpobMpoOK B NpOTOKOSE.

9.3 Mpn aHanuse pe3ynbTaToB HeobX0AMMO Y4UUTbIBaTb 3HAYEHUS  KOHTPOJIbHbIX
nokasatenen (OKB, npobupka N°1 cTtpuna, kaHan getekumm Cy5; A4, npobupka N5 cTpuna,
kKaHan getekumn Cy5) n BHyTpeHHero koHTpons (BK, npobupkn N°N? 2-4, 6-8 cTpuna, KaHan
aetekumm Hex):

9.3.1 [1ns oueHKM KayecTBa NPOXOXAEHUS MOSIMMEPA3HOM LEeNHOM peakunm ncnonbdyetca BK

(oTcyTcTBYEeT B npobupkax N21, N°5 crtpuna). [lNpu oTpuuaTenbHbIX pe3ynbTaTax,
NONy4YeHHbIX B 0AHOM Npobupke ogHoBpeMeHHO ans BK no kaHany getekumn Hex v ans
BbISIB/ISEMbIX @HANIMTOB MO COOTBETCTBYIOLMM KaHasnam geTtekumun (3a UCKIYEeHueM
npobupok 6e3 BK), pesynbTaT uccnepoBaHusa Ans AaHHoro obpasua cuymTaeTcs
HeaoCTOBepHbIM (HA).
HepoctoBepHbIn pe3ynbTaT MOXET OblTb CBA3a@aH C MPUCYTCTBMEM UWHIMBGMTOpPOB
B Nnpenapate [AHK, nonyyeHHOM wn3 6Mo0S0rM4YeCcKkOro Matepuana; HeBepHbIM
BbIMOSIHEHMEM MpPOTOKONA aHanusa, HecobnwaeHveM TeMmnepaTypHOro pexuma
amnnmdpukaumm mn gp. B 3ToM cnydae Tpebyetca nosBTopHOe npoBeaeHune [LUP
C nMmewwmmcs npenapatom AHK, nnb6o nostopHoe BbiaeneHne AHK n nocraHoska lMLUP
ans atoro obpasua, MMbo NMOBTOpPHOE B3sSiTME BMOOrMYECKOro Matepuana y naymeHTta
(BbINOAHSIETCA NOCNeAoBaTENbHO).

9.3.2 o nokasatenam OKB u 'A4 onpegensieTcss AOCTaTOYMHOCTb KonmyecTBa bmomartepunana
ONs OUEHKM Konu4yectBa HopMmobumoTbl M YIMM, Ansg naTtoreHHbIX MWKPOOPraHW3MoB

pe3ynbTaT yunTbiBaeTCs He3aBMCUMMO OT 3HauyeHnin OKB n 44 (9.7).

9.4 B ob6pasuax nccneayemoro 6uomatepmana, cogepxawmnx AHK BbisBAsSieMbiX aHaAAUTOB
B KOHLIEHTpauuMuM Bbille ropora obHapyXeHusi, HO HWXe nopora usMepeHums 6yaeT ykasaHo —
«0bHapyXXeHo, HMXe nopora naMepenus». B cnyyae, ecnm konmyectso JHK aHanuTa npeBbllaeT
nopor wusMepeHus, pesynbtat 6yaeT npeacrasneH B Buae Lg M'D/mn obpasua. Ona AHK
NaToOr€HHbIX MMUKPOOPraHmM3MoOB, BbIAB/IEHHbIX B KOJIMYECTBE HWXXE MOpora M3MEPEHUA, 6yp,eT
yKasaH nosIoOXUTeNbHbIN pe3ynbtaT («+») A9 COOTBETCTBYHOLWEro aHanuta. PesynbTarT,

I'IOJ'IyLIeHHbIﬁ ona BK, B 3TOM cny4yae He y4uTbiBaeTCH.
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9.5 B obpasuax mccnegyemoro 6uomatepmana, cogepxawmnx AHK BbisBnasseMbix aHanuToB,
3@ WCK/IIOYEHMEM MNAaTOreHHbIX MUKPOOPraHM3MoOB, B KOHUeHTpauum [OHK Huxe nopora
obHapyXxeHuns byaeT ykasaH oTpuuaTenbHbI pe3ynbTaT AN COOTBETCTBYHOLMX aHANUTOB («—>»)

M MONOXUTENbHbIM pe3ynbTaT ans BK (3a ncknioveHmem npobupok 6e3 BK).

9.6 Pe3ynbTaTbl MNOCTAHOBKW BaAWAHbI, €CAN BbIMNOMHSAKTCA YCNOBUMS WHTeprnpeTauum

pe3ysbTaToB, MNOJIyYeHHbIX AJ151 KOHTPObHbIX 06pa3uoB:

9.6.1 [ns oTpuuaTesibHOro KOHTPOsbHOro obpasua AoskeH 6biTb Mony4YeH oTpuuaTesbHbIN
pe3ynbTaT («—>») AN BbISIBAISEMbIX aHA/IMTOB NO COOTBETCTBYHOLMM KaHanam AeTeKkumn
M NOSIOXUTENbHbIN pe3ynbTaT ang BK (3a uckniodeHnem npobupok 6e3 BK) no kaHany
netekummn Hex.
PesynbTatbl HMxXe nopora obHapyXeHus ANna BCeX aHalMTOB, 3a MCKJIIOMEeHUEM
Chlamydia trachomatis, Neisseria gonorrhoeae, Mycoplasma  genitalium,
Trichomonas vaginalis, HSV1, HSV2, CMV, cumnTaloTcsa oTpuulaTenbHbIMU.
Mpn  nNony4YeHMW NONOXMTENbHOrO pe3ynbTaTa ANs  BbIBASEMbIX  aHANMTOB
ANa oTpuuaTenbHOro KOHTPONbHOro obpasua pel3ynbTaTbl BCEW MOCTAHOBOYHON Cepum
CUNTalOTCA HeAOoCTOBEPHbLIMM. B 3TOM cniyvyae HeobxoAMMO npoBefeHue cneuuranbHbIX
MEpONpUATUA 0N BbISIBIEHNS WU YCTPAHEHUS BO3MOXHOW KOHTaMMHaUWN.

9.6.2 [0S NONOXWTENbHOro KOHTPOJIbHOro obpasua Ao/KeH ObiTb MOAYyYEH MOSOXUTENbHbIN
pesynbtaTt (4,0 - 6,0 Lg '2/mMn). Pe3ynbTaT, nonyyeHHblin ans BK, B 3TOM cnydae
He yuyuTbIBaEeTCS.
Mpn nonydyeHMn oTpuUATENBHOrO pe3ysbTata AN MNOSIOXUTENbHOr0O KOHTPOSIBHOMO
obpasua pesynbTaTbl BCEW MOCTAHOBOYHON CEPUM CUUTAOT HEAOCTOBEPHbIMU. B 3TOM

cny4yae Tpe6yeTcs1 NMOBTOPHaA NoCTaHOBKa aMI'IJ'IVICI)MKaLl,VIVI BCen napTmm 06paBLI,OB.

9.7 NHTepnpeTauusa pe3ynbTaTta uccneayemblx o6pasuoB 6uomaTepmana CcoCcTOMT U3
cneaylowmx 3TanoBs:

- no nokasatenam OKB wn A4 onpepensieTca A0OCTaTOYHOCTb Kosau4vectBa 6uomaTepmana
ONS OUEeHKK KonmyectBa HopMmobuotbl n YIMM (3HadeHus Lg M/mn gna OKb w QY < 3,0
AN Ma3KkoB/COCKOB6OB 3anuTenuss co  CAmM3ncTon  060M0YKM  LEepBUKANbHOrO KaHana W
3Hauenusa Lg M/mn ana OKB wu A4 < 3,5 ang maskos/cockob60B €O CAM3MCTONM 060104KM
Bnaranuwa cneanyet MHTeprnpeTupoBaTbh KakK HEAOCTAaTOYHOE KOMIMYECTBO MaTepmana Ans Takoro
aHanusa;

- Mo nokasatensMm HopmobuoTbl Lactobacillus iners, Lactobacillus He-iners, YyCnoBHO-
naTtoreHHblX MuKpoopraHmamos Ureaplasma urealyticum, Ureaplasma parvum, Mycoplasma
hominis, Candida spp., Candida albicans Gardnerella vaginalis, Fannyhessea vaginae,
Mobiluncus spp., Staphylococcus spp., Streptococcus spp., Enterobacteriaceae, Enterococcus spp.,
Haemophilus spp. pe3ynbtat MoXeT 6biTb OTpuuaTeNnbHbIM B Cnydae KoHueHTpauum [AHK
COOTBETCTBYIOLMX aHANIMTOB HMXE Nopora 06Hapy>XeHUst UK MOSIOXKMTENbHbIM B ABYX BapyaHTax —
«O6HapyXeHOo, HUXe Mopora M3MepeHus» B ciydae, ecnm KoHueHTpaumsa AHK Huxe nopora
n3MepeHus, n B BuAae 3HaudeHusa Lg M/mn obpasua B cnydvae, ecnm kKoHueHTpaumsa AHK Bbiwe

rnopora u3aMepeHusi;
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- A5l NATOreHHbIX MMKPOOPraHNU3MOB pe3ynbTaT YYUTbIBAETCS HE3AaBUCMMO OT 3HaveHuin OKB
m A4. OH MoxeT ObiTb OTPULATENIbHLIM WAM MNOJIOXUTENbHBIM B ABYX BapuaHTax -
«O6HapyxeHo» («+») B cnyyae, ecin KoHueHTpauma OHK Huxe nopora naMepeHus, n B Buae
3Ha4yeHunsa Lg '2/mn obpasua B cnydae, ecnm KoHueHTpaumsa OHK Bbilwe nopora naMepeHus;

- ONs1 KONMYEeCTBEHHOW OUEHKW npeacTaBuTene MMKpobmnoTbl NpoOBOAMTCS HOPMUPOBaHMe,
TO eCcTb onpeaeneHve ponu b6aktepuanbHoro aHanuta (ABA) B o06pasue wuccnegyemoro

6nomaTepuana oTHoCcUTeNbHO obuero Konndvectsa baktepun (OKB) no dopmyne:
,U,BA — K10] Lg (aHaHMT)/ K].O] Lg (OKB) X 1000/0,

rae Lg (aHanuT) n Lg (OKB) — 3HaueHunsa Lg, nony4YyeHHble 45151 ICKOMOro 6akTepmnanbHOro aHanuta
n ansa OKB cooTBeTCTBEHHO.

[Onsa KonMuyecTBeHHOW OUueHKM npeacTtaBuTesnieinl MUKpObUOTbl MOXHO TakuMM e obpasom
onpegenutb gont rpynn 6aktepuin (HOpMOH6MOTa, YCMOBHO-MaToreHHole daKybTaTUBHO-
aHaspobHble MWKPOOpPraHm3Mbl, AacCOLMMPOBAHHble C BarMHWTOM/LEPBULUNTOM, OCHOBHbIE
YCNOBHO-NAaTOreHHble aHaspobHble MWKPOOPraHW3Mbl, accouMMpoOBaHHble C 6akTepuanbHbIM
BarMHO30M, OTHOCUTENbHO obuero konnyectsa 6akrepuin).

B pesynbTate MOXHO cAaenatb BbiIBOA O AOMWUHUPOBAHUM WM CHUMXKEHUU [0Nu
HOPManbHON MUKPOBGUOTHI.

B cayyae AOMWMHMPOBaAHMSA  YC/IOBHO-MATOrEHHbIX  aKynbTaTUBHO-aHA3POO6HbIX
MUKPOOPraHM3MOB MOXHO cAesflaTb 3aK/loUYeHne, YTo AMcbumo3 Bbi3BaH 3TOWN Fpynnoi 6bakTepui.

B cnyyae 3HauMTeNbHbIX pas3iMumi Mexay 3HaYeHUAMN CYMMbl OnpeaensieMbix bakrtepumn
n nokasaTteneMm OKB MOXHO caenaTb BbIBOA O NpucyTctBum B obpasue 6uomaTepuana
MUKPOOpPraHM3MoB, He onpeaensieMbiXx HabopoM peareHTOB, a B C/lydae COYeTaHUs TaKuX
pasfiMuYnin Co CHUXKEHMEM HOPMOBMOTLI CAenaTh BbiBOA O HaNN4mm Ancburosa «HeyCcTaHOB/IEHHOM
3TMONOrUN >,

MPUHLUMNbI TPAKTOBKU pe3yNbTaTOB U3M0XEHbI B [MpunoxeHuu I.
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TPAHCNMOPTUPOBAHMUE, XPAHEHUE N SKCINMJZIYATALNA

TpaHcnopTupoBaHme
TpaHcnopTMpoBaHMe Habopa peareHTOB OCYLLEeCTBAAOT B TEPMOKOHTEMHepax
C XJlalo3NIeMeHTaMn BCEMW BUAAMU KPbITOro TpaHCnopTa Mpu TeMnepaType BHYTpuU
TEPMOKOHTENHEpPA, COOTBETCTBYIOWEN YCNOBUAM XPaHEHUST KOMMOHEHTOB, BXOASLLMX
B coCcTaB Habopa peareHToB.
dacoska S
[lonyckaetcsa  TpaHcnopTupoBaHue Habopa peareHTOB B  TEePMOKOHTeMHepax
C XJlago31eMeHTaMmn BCEMWU BUAAMU KPbITOro TpaHCnopTa Mpu TeMnepaType BHYTpu
TepMOKOHTenHepa oT 2 °C go 25 °C He 6onee 5 cyToK.
dacoska A
JonyckaeTca TpaHcnopTupoBaHue Habopa peareHToB, 3a UCKOYEHNEM MOSIMMepa3bl
TexHoTaq MAX, B TEPMOKOHTENHEpPaAX C XJ1IaA03/IeMEHTAMMU BCEMWU BMAAMU KPbITOro
TpaHcnopTa npu TemnepaType BHYTPU TepMOKOHTeNHepa oT 2 °C go 25 °C He 6onee
5 cyTok.
[lonyckaeTcs TpaHcnopTupoBaHMe nosnnmepasbl TexHoTaq MAX B TeEpMOKOHTelHepax
C X/1ago3n1eMeHTaMm BCEMWU BMAAMU KpbITOrO TpaHCNopTa nMpu TemMnepaTtype BHYTpuU
TEPMOKOHTenHepa Ao 25 °C He 6onee 5 cyTok.
dacoBka A-TL
[Jonyckaetca  TpaHcnopTMpoBaHue Habopa peareHTOB B  TepPMOKOHTEMHepax
C XJlaflo3N1IeMeHTaMn BCEMW BUAAMU KPbITOrO TpaHcnopTa Mpu TeMnepaType BHYTpu
TepMoKOHTenHepa oT 2 °C go 25 °C He 6onee 5 cyToK.
Habopbl peareHTOB, TPaHCNOPTUPOBAHHbLIE C HapylLUeHMeM TeMnepaTypHOro pexwuma,

NMPUMEHEHUNIO HE nMoANeEXarT.

XpaHeHune

®dacoBka S

Bce KOMMOHeHTbI Habopa peareHTOB cregyeT XpaHUTb B XONOAWIbHUKE WM

xonoaunebHoOM Kamepe npu TemnepaTtype oT 2 °C go 8 °C B TeyeHMe BCEro cCpoka

rogHoctn Habopa peareHToB. CMecn gna amnandukaummn, 3anedaTaHHble napaduHoM,

cneayeTt XpaHuTb B 3allMWEHHOM OT CBETa MecTe.

®dacoska A
Bce komMnoHeHTbl Habopa peareHTOB, 3@ UCKJIIOYEHMEM nonmMepasbl TexHoTaq MAX,
cnegyet XpaHUTb B XONIOAWSIBHUKE WAW XON0AMSIbHOW Kamepe Mnpu TemnepaTtype
oT 2 °C pgo 8 °C B TeueHMe BCero cpoka rogHoctm Habopa peareHToB. CMecu Ans
amnandukaunm CTpum cnegyeTt XpaHuUTb B 3alUMWEHHOM OT CBETa MecTe.
Monumepasy TexHoTaq MAX cnegyer XpaHuTb B MOPO3WIbLHOW Kamepe npu
TemnepaTtype OT MuUHyc 22 °C go MuHyc 18 °C B TeyeHue BCero cpoka rofgHocCcTu

Habopa peareHTOB.
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10.2.3 ®dacoBka A-TL

Bce KOMMOHEHTbLI Ha6opa peareHToB cnenyer XpaHuUTb B XONOAWNIbHUKE WA

10.2.4

10.3
10.3.1

10.3.2

10.3.3

XofloaAnnbHOM Kamepe npu TemnepaType oT 2 °C go 8 °C B TeuyeHue BCero cCpoka

roaHoctn Habopa peareHToB. CMecn ana amnavdukaumm CTpuM criegyeT XpaHUTb

B 3alUMLLEHHOM OT CBeTa MecTe.

Habopbl peareHToB, XpaHWBLUMECS C HaApPYLIEHWEM PEraMEHTUPOBAHHOIO PEXNMa,

NMPpUMEHEHUNIO HE MoANEXaT.

YKasaHud no akcnsyaTtaumu

Habop peareHTOB 40MXXEH MPUMEHATLCSA COrlaCcHO AENCTBYIOLEN BEpPCUM YTBEPXKAEHHOM

WMHCTPYKLMWN MO NPUMEHEHMIO.

Ans  nonyyeHusl [OOCTOBEPHbIX pe3ynbTaToB HeobXxoAMMOo CTporoe cobntoaeHue

WMHCTPYKLUMW MO NPUMEHEHMIO Habopa peareHToB.

Mocne BCKPbITUS YMaKOBKW KOMMOHEHTbl Habopa peareHTOB cneayeT XpaHuTb MNpu

cneayruwmnx ycnoBuax:

BCe KOMMNOHEHTbI Habopa peareHToB, 3a UCK/OYEHMEM nonuMepasbl TexHoTaq MAX
(dacoska A), cneayeT XpaHWUTb B XONOAUSIbBHUKE WAW XONOAMSIbHOM KaMmepe npwu
TemnepaType oT 2 °C g0 8 °C B Te4yeHMe BCero cpoka rogHoCcTn Habopa peareHTos;
cMecu ansg amnandukaummn, 3anedataHHble napaduHOM, U CMecu Ana amnandukaumm
CtpuM, cneayetr XpaHuUTb B XOJOAWIbHWUKE WM XONOAWNBHOW Kamepe npwu
TemnepaTtype oT 2 °C go 8 °C B 3allMWEHHOM OT CBETa MeCTe B TeYeHUe BCEero Cpoka
roaHoOCTN Habopa peareHToB;

nonumepasy TL-65 (dacoska A-TL) crneagyeTr XpaHuUTb B XOJIOAWIbHUKE WK
XofoAnnbHOM Kamepe npu Temnepatype oT 2°C pgo 8°C B 3aKpbiToM
oNbrMpoBaHHOM rpunnepe ¢ BAaronornoTUTeNIeM B TEYEHUE BCEro Cpoka rogHoOCTU
Habopa peareHToB;

nonumepasy TexHoTaq MAX (dacoBka A) cneayeT XpaHUTb B MOPO3UJIbHOW Kamepe
npu TemnepaTtype oT MUHYC 22 °C go MuHyc 18 °C B TeueHWe BCero cpoka rogHocTu

Habopa peareHToB.

10.3.4 Habopbl peareHToOB C UCTEKLWIMM CPOKOM FOAHOCTU MPUMEHEHUIO HE Noasiexar.
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11 YKA3AHNUA NO YTUWIN3ALNN

11.1 [pu wncnonb3oBaHWM Habopa peareHTOB B KJIMHWKO-AMArHOCTMYECKOW nabopatopuu
obpasyloTcsa 0oTXoAbl Knacca B, KOTopble YTUAM3MPYKTCA B COOTBETCTBUM C TpeboBaHUSIMU
CaHlunH 2.1.3684-21 n MY 1.3.2569-09.

11.2 Habopbl peareHToB, NpuweiLllMe B HEMPUIOAHOCTb, B TOM YUC/IE€ B CBSA3U C UCTEYEHUNEM
CpoKa TrogHOCTWM, TMOBpEeXAEHWEM YMaKOBKM rmnognexar yTuam3auum B COOTBETCTBUMU
c TpeboBaHusaMmn CaHlumH 2.1.3684-21.

12 FAPAHTUN N3TOTOBUTENA

12.1 MpeanpuaTue-mn3roTosuTenNb rapaHTupyet COOTBETCTBUE Habopa peareHToB
TpeboBaHMAM TEXHUYECKNX YCAOBUIA NpU cobNogeHnn YCNOBUIA TPaHCNOPTUPOBAHMS, XpaHEHUS

M aKcnayatTaunn, yCtTaHOBJIEHHbIX TEXHUYECKNUMU YCNTOBUAMN.

12.2 Cpok rogHoctu Habopa peareHTOoB - 12 MecsueB npu cob0a4eHUM BCEX YCIOBUIA

TPAHCMOPTUPOBAHUS, XPAHEHUS M 3KCMyaTauum.

13 PEMOHT U TEXHUYECKOE OBCJ1Y)KXUBAHME

Ha6op peareHTOB npeaHasHayeH AN OAHOKPATHOrO MPUMEHEHUS M He MNoANeXUT

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

TeMmnepaTypHbI gnanasoH M3rotoBuTenb

He monyckaTb Bo3aencTeus
COJIHEYHOrO CBETa

Coaep>XmMMoro 4oCTaTouyHo
ANa npoBeAeHus <n> TecToB

Mcnonb3oBaTb A0 HectepunbHo

> % k|

B B << | o< [3

Koa naptum (cepun)
ObpaTnTtechb K MHCTPYKLUK

Nno NPUMEHEHUIO NN K UHCTPYKUNN
no NpUMEHEHUIO B JIEKTPOHHOM BUaeE

B
=

[aTa nsrotossieHUs
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15 MNEPEYEHb NPUMEHAEMbIX HALIMOHAJIbHbIX CTAHAAPTOB

FOCT ISO 14971-2021 N3penunsa MeANLUMHCKUE. [MpuMeHeHne  MeHeaXXMeHTa pucka
K MEANLUMHCKUM U3LeNnNsaM

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 KOHCTPYKTOpCKOM pAokyMmeHTauum (ECKA). O6wwme
TpeboBaHUSA K TEKCTOBbIM AOKYMEHTaM

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

FOCT P 51088-2013 MeguumHckne wnspenust Ans AMarHoCTUKM MH BUTPO. PeareHTbl, Habopbl
peareHTOB, TeCT-CUCTeMbl, KOHTPOJibHble MaTepuanbl, nuTaTefbHble cpeabl. TpeboBaHus
K U34envsM 1 NoAAEPXUBAKOLWEN JOKYMeHTaumm

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

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

FOCT P NCO 18113-1-2024 MeaMuUMHCKME wm3aenust onas AWArHoCcTuku in vitro. WHdopmaums,
npenocTaBneHHas msrotosutenem (Mapkuposka). Yacte 1. TepMuHbl, onpeaeneHuns u obwme
TpeboBaHus

FOCT P NCO 18113-2-2024 MeaMuUMHCKUE wm3aenus onsa AWArHoCcTuku in vitro. WHdopmaums,
npeaocTaBneHHas M3rotosutenem (MapkupoBka). Yactb 2. PeareHTbl ANS AMArHOCTMKM in vitro
Ans NpodeccMoHanbHOro NCNob30BaHUS

FOCT P NCO 23640-2015 N3pgenua  MeOMUMHCKUME  ANA  AMArHOCTUKM  in vitro.  OueHka
CTabunbHOCTN peareHToB AN ANArHOCTMKM in vitro

FOCT P 53022.3-2008 TpeboBaHus K KadecTBY KAMHUYECKUX slabopaTopHbIX WCCneaoBaHWUMn,

Y.3. MpaBuna OLEHKN KIMHUYECKON MH(DOPMATUBHOCTM NabopaToOpHbIX TECTOB

MpuMmeyaHuMe - YKaszaHHble Bbllle CTaHAapTbl 6blIM AEWCTBYOWMMU Ha MOMEHT YTBEPXAEHUS
WHCTPYKLMW MO NMpUMEHeHWto. B fanbHeliweM, Npyn Nob30BaHUM AOKYMEHTOM, Lienecoobpa3Ho NpoBEPUTL
[leAICTBUE CCbIJIOYHbIX HOPMATUBHbIX JIOKYMEHTOB Ha TEKYLLMA MOMEHT. ECin CCbITIOYHbIN AOKYMEHT 3aMeHEH
UAN U3MEHEH, TO nNpu MPUMEHEHUM HACTOSLLEro J[AOKYMeHTa cneayeT MoMb30BaThCs 3aMEHEHHbIM

(M3MEHEHHbIM) AOKYMEHTOM.
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16 ALOPEC AN OBPALLEHUA

MpoussoacTeo HabopoB peareHTOB MMEET CeEPTUDULMPOBAHHYIO CUCTEMY MEHEAXMEHTA
KayecTBa M COOTBETCTBYET TpeboBaHMSAM CTaHAapTa CUCTEM MeHea)XMeHTa kadectBa ISO 9001
B obnactu paspaboTkum, npomnssoacTea n npogaxu IVD peareHToB 1 NnpnbopoB 419 MONEKYASPHO-
reHeTUYeCKoW AMarHoCTUKM W Apyroro nabopaTopHoro npuMeHeHus m ISO 13485 B obnactu
pa3paboTku, npomssoacTtBa M npogaxun IVD peareHToB wn npumbopoB ANa MeAMUMHCKOM

MOﬂeKYHﬂpHO-FeHETMHeCKOl}’I ANarHoCTukKu.

MpousBoanTenb: 0O6WeECTBO C OrpaHMYEHHOW OTBETCTBEeHHOCTblo «[HK-TexHonormsa TC»
(000 «OHK-TexHonoruns TC»), Poccus.

Appec npounsBoguTensa: 117246, Poccus, r. MockBa, npoe3sg HayuHbin, 4. 20, ctpoeHune 4.

MecTo npou3BoAacTBa:

- 000 «[HK-TexHonoruns TC», 117246, Poccus, r. MockBa, npoe3a HayuHbin, Aa. 20,
CTpoeHune 4.

- 000 «HIMO AHK-TexHonorma», 142281, Poccus, MockoBckas obnactb, r.o. Cepnyxos,

r. MpoteuHo, yn. XXenesHonopoxHas, 4. 3.

Mo BonpocaM, KacawwuMmcs KadectBa Habopa peareHTOB, crneayeT obpawaTbcs
B CNYX0Y KIMEHTCKOM NOAAEPKKU.
Cnyx6a KNMeHTCKOM NoAAEPXKKU:
8-800-200-75-15 (ansa Poccum, 3BOHOK 6ecnnaTHbIn),
+7 (495) 640-16-93 (ansa crtpaH CHI n 3apy6exbsi, 3BOHOK MJ1aTHbIN).
E-mail: hotline@dna-technology.ru,

www.dna-technology.ru

Homep 1188
2025-06-04
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Mpuno>xeHnune A

MapameTpbl TecTa, KOTOpble Heo6xoaMMO BHECTU B nporpaMmMmHoe ob6ecneueHune

AeTeKTUpyLWmMX aMmmandukaTopoB «ATnpanm>», «ATnanr>»

npyv UMcnonb3oBaHuM Habopa peareHToB DEMO®JI0OP® flenbTaCKpuH

B ¢pacoBke S

1) «MeTop aHanusa» - «'eomeTpuueckuin (Cp)»;

2) O6béM peakUMOHHOM cMecn — 35 Mk,

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

Pe>xxum
N2
6n0Ka Temnepartypa, °C MWH C Yucno uuknos ONTUYECKNX Tvn 6noka
n3mepeHuin
80 0 30
1 1 Lnkn
94 1 30
94 0 30
2 5 LUnkn
64 0 15 %
94 0 10
3 45 LUnkn
64 0 15 \
4 94 0 5 1 LUnkn
5 251 XpaHeHune XpaHeHune
V - pexuM ONTUYECKNX U3MepeHui
4) BHecTu cneaytowme napamMeTpbl KaHanoB AeTeKUnn:
Ne KaHan perekuum, BbisiBiIS€Mbii NoKasaTenb
npoGuMpky Fam Hex Rox Cy5 Cy5.5
1 Lactobacillus Lactobacillus Fannyhessea OKEB Gardnerella
He-iners iners vaginae vaginalis
2 Staphylococcus BK Streptococcus spp. - -
spp.
Mobiluncus spp. BK - Haemophilus spp. Mapkep
4 - BK Enterobacteriaceae |Enterococcus spp. -
Mycoplasma Ureaplasma Ureaplasma
5 . , rav -
hominis urealyticum parvum
6 Candida spp. BK Candida albicans - -
2 Trichomonas BK Mycoplasma Chlamydia Neisseria
vaginalis genitalium trachomatis gonorrhoeae
8 HSV2 BK CMV HSV1 -

1 - ponyckaeTcsi XxpaHeHue npu TemnepaType 10 °C
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Mpuno>xeHue b

MapameTpbl TecTa, KOTOpble Heo6xoaQMMO BHECTU B nporpaMmMmHoe ob6ecneueHune

AeTekTupylouwero amnnudukaTopa «ATnpanm>»

npyv ucnonb3oBaHun Habopa peareHToB DEMO®JI0OP® flenbTaCKpuH

B chacoBke A, ¢pacoBke A-TL

1) «MeTop aHanusa» - «feomeTpuuecknii (Cp)»;
2) O6béM peakUMOHHON cMecn — 12 MK,

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

Pexxum
N2
6n0Ka Temnepartypa, °C MWH C Yucno umkios ONTUYECKUX Tun 6n0ka
n3MmepeHunin
80 0 5
1 15 Unkn
94 0 5
2 94 5 00 1 Lunkn
94 0 30
3 5 Unkn
64 0 15 \
94 0 10
4 45 Unkn
64 0 15 \
5 94 0 5 1 Unkn
6 251 XpaHeHune XpaHeHue
V = pexuM ONTUUYECKMX U3MEpeHWit
4) BHecTu cneayolwine napaMeTpbl KaHaNoB AeTeKLUUNN:
Ne KaHan perekuum, BbiiBJIS€EMbIW NoKa3aTesib
ORSoupEM Fam Hex Rox Cy5 Cy5.5
1 Lactobacillus Lactobacillus Fannyhessea OKB Gardnerella
He-iners iners vaginae vaginalis
2 Staphylococcus spp. BK Streptococcus spp. - -
Mobiluncus spp. BK - Haemophilus spp. Mapkep
4 - BK Enterobacteriaceae | Enterococcus spp. -
5 Mycoplasma hominis Ureap /a.sma Ureaplasma rad -
urealyticum parvum
6 Candida spp. BK Candida albicans - -
2 Trichomonas BK Mycoplasma Chlamydia Neisseria
vaginalis genitalium trachomatis gonorrhoeae
8 HSV2 BK CMV HSV1 -

1 - ponyckaeTcsi XxpaHeHue npu TemnepaType 10 °C
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Mpuno>xeHune B

CokpalwéHHana MmeToauka BboigeneHus AHK n3 ma3skoB/cocko60B anuTenus
CO CNIN3UCTON 060/10UKM Bnarasvila, UepBUKAJSIbHOIO KaHaJsla

C ucnosib3oBaHmeMm koMmriekta peareHtos NMPOBA-HK-IMJ1HOC

BHUMAHME!

1. MNepen HavyanoM paboTbl Heo6xoaNMO:

- BKJIIOUUTb TEPMOCTAT AN nporpeBaHuns Ao 65 °C;

- AOCTaTb M3 XOJ0AMIbHUKA KOMMIEKT peareHToB ANS BblAeNeHUs HYKIEMHOBbIX KUCAOT U
NMPOKOHTPOSIMPOBaTb OTCYTCTBME OCaaKa B NM3MPYLOLWeEM pacTBope. B ciy4yae BbinageHus ocagka
Heobxoammo nporpeTb hNakoH C AU3UPYIOWMM pacTBOPOM Ha TepMmocTaTe, npeaBapuTesibHO
nporpetoM ao 65 °C, Ao nosHOro pacTBOpeHUs ocajka. 3aTeM creayeT nepemMewaTtb pacTBop
nepesopaymBaHneMm ddnakoHa BBepx gAHOM 5-10 pa3, u3beras neHoobpas3oBaHusa. [lepea
MCMNOSIb30BaHMEM OX/1aAnTe pacTBOp A0 KOMHaTHoMW Temnepatypbl (oT 18 °C go 25 °C). Ocagok
TakXXe MOXHO pacTBOpUTb MNpW KOMHaTHon TemnepaTtype (ot 18 °C pmo 25 °C) B TeuyeHue
npubnnsntensHo 12 yacos.

2. Mpun nporpeBaHun npobupok ¢ obpasuamMu BO3MOXHO OTKpbiBaHWe Kpbiwek! Cnepyer
MCcnonb3oBaTb Npobmpku C 3allénkuBarwmmmca Kpbiwkamm (Hanpumep, Eppendorf Safe-Lock
Tubes) wnn nporpaMmMmmpyeMbie TEPMOCTaTbl C MPUMXMMHOM KpbllWKOM (Hanpumep, TepMocTaT
TBEpAOTENbHbIA  NporpamMmumpyeMbln  ManorabaputHbii  TT-1-«AHK-TexH.», npoun3BoOACTBa
000 «HMO AHK-TexHonorus»).

1. MpoMapkupynTe OA4HOpPA30BYK MJacTMKkoByto npobupky obvémom 1,5mMn  ansa
OTpMUaTENIbHOIrO KOHTPOJIbHOro obpasua (K-).

2. BHecuTe B Kaxayl NpoMapKuUpoBaHHYK NpobupKy C NOArOTOB/IEHHbIM A4S UCCNef0BaHUA
MaTepuanoM B 06bEMe 100 mkn (cM. 6.5) n B npobupKky, NpOMapKMpoBaHHYH «K-»,
no 300 MK NM3upyloLero pacTBopa, He Kacasicb Kpas npobupku.

3. BHecuTe B NpobupKy, NnpoMapknpoBaHHyt «K—», 100 MK OTpuULaTENbHOrO KOHTPObHOIO
obpasua.

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

. TepmocTaTupyinTe Npobupku npu TemnepaTtype 65 °C B TeyeHne 5 MuH.

LeHTpndyrnpynte npobrpku Ha MmmkpoueHTpudyre-sopTekce B TedeHume 3-5 c.

N o u »

[ob6aBbTe B Kaxayt npobupky no 400 Mkn peareHTa Ans npeumnuTaumm, BCTPSAXHUTE

Ha MUKpoueHTpudyre-sopTekce B TeveHue 3-5 c.

8. LleHTpndyrnpymnte npobupkm npn RCF(g) 12000 - 16000 npu KOMHaTHOM TemnepaType
(o1 18 °C pgo 25 °C) B TeueHue 10 MUH.

9. He 3apeBas 0cafoK, MNOMHOCTbI YyAanUTE HAAOCALOYHYIO >KMAKOCTb (OTAENbHbIM
HaKOHEYHMKOM M3 KaXkgon npobupku).

10. [obasbTe K ocagky no 500 mkn npombiBoYHOro pactesopa N°1, 3akporte npobupkm wu

nepemMewanTe, 3-5 pa3 akKypaTHO NepeBepHYB Npobupku.
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11. UeHtpudyrmpynte npobupkm npm RCF(g) 12000 - 16000 npn KOMHATHOM TemnepaType
(o1 18 °C go 25 °C) B TeueHme 1 MuH.

12. He 3apeBas 0CafoOK, TMOMHOCTb yAanuMTe HAAOCAAOYHYK >XWAKOCTb (OTAENbHbIM
HaKOHEYHWKOM M3 KaXKaon npobupku).

13. [ob6asbTe K ocagky no 300 Mkn npoMbiBOYHOrO pacteopa N°2, 3akponTe npobupkn wm
nepeMewanTe, 3-5 pa3 akKypaTHO nepeBepHyB Npobupku.

14. LUeHtpudyrmpyiite npobupkun npm RCF(g) 12000 - 16000 npu KOMHaTHOW TeMmnepaTtype
(ot 18 °C pgo 25 °C) B TeueHne 1 MUH.

15. He 3apeBas 0cajokK, yaanuTe HaAOCAAOYHYK XWAKOCTb (OTAENbHbIM HAKOHEUYHUKOM
N3 Kaxkaon npobupku). [lonyckaeTcs oCTaBUTb XNUAKOCTb, MOKPbIBAOLLYIO 0CaAoK, 06 bEMOM
He 6onee 20-30 MK.

16. OtkpounTe NpobuUpkM N BbiCYLLNTE 0CaAAOK Npu TemnepaTtype 65 °C B TeyeHne 5 MUH.

17. [obaBbTe Kk ocagky 300 mkn 6ydepa AN pacTBOpPeHMs, BCTPSAXHUTE NpobmMpKu
Ha MUKpoLUeHTpudyre-sopTekce B TedeHne 3-5 c U ocaauTe Kanam LeHTpudyrmposaHmem
npobupok Ha MUKpoLeHTpudyre-sopTekce B TeyeHme 3-5 c.

18. TepmoctaTtupyiite npobupku npu TemnepaType 65 °C B TedeHme 5 MUH. BcTpsixHuTe
npobupkM Ha MUKpOLLeHTpUdyre-sopTekce B TedeHue 3-5 c.

19. OcaauTte koHAeHcaT ueHTpudyruposaHuem npm RCF(g) 12000 - 16000 npu KOMHaTHOWM

TemnepaTtype (oT 18 °C no 25 °C) B TeueHune 30 c.

MpenapaTt AHK rotoB K BHECEHUIO B peakuUOHHY cMecb ansa Mup.

Mepen wcnonb3oBaHueMm npenapata AOHK anga noctaHoBku TLUP nocne XxpaHeHud
HeobxoanmmMo pasmMopo3uTb npenapat [AHK w©n oTpuuaTenbHbll  KOHTpPONbHbIN  Ob6pa3sel,
npu KoMmHaTHoM TemnepaTtype (ot 18 °C go 25 °C) unu npmn Temnepatype oT 2 °C go 8 °C, 3atem
BCTPSAXHYTb npobupkn ¢ npenapatoMm [OHK w©n oTpuuaTenbHbIM KOHTPOJSIbHbIM  06pa3uoM
Ha MuKpoueHTpudyre-sopTekce B TedeHne 3-5 C M UeHTpudyrnpoBaTtb Ha MUKpoueHTpudyre-

BOpTeKce B TeyeHue 1-3 c.
BHUMAHME! [1na npenapata AHK gonyckaeTcsa To/NbKO OAHOKpaTHOe pa3Mopa)XunsaHue!

MpenapaT AHK roToB K BHECEHUIO B peaKUMOHHYI cMecb ang MLUP.
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MpunoxxeHune I

MpUHLMNDbI TPAKTOBKMX pe3yJibTaTa

TpakToBKa pe3ynbTaTa BKOYAET aHanus abConMOTHBIX KOJIMYECTBEHHbIX AaHHbIX U

abCoMOTHBIX KOINMYECTBEHHbIX AadHHbIX, HOPMWUPOBAHHbLIX Ha obuwee konn4yecTtso 6aKTepVIl71 C

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

KoJ1n4yecTBe 6aKTepm7|, COCTOUT U3 cneayrwmnx atanos.

- KayecCcTBeHHO-KoMyecTseHHoe onpegeneHme AHK naTtoreHHbIX MUKPOOPraHU3MoB:

MokasaTtenb/MukpoopraHmsm

TpakTOoBKa pe3ynbTaTta

Chlamydia trachomatis, Mycoplasma genitalium,
Neisseria gonorrhoeae, Trichomonas vaginalis,
HSV1, HSV2, CMV

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

- KO/IMYECTBEHHOE onpeneneHne KOHTPOJbHbIX MoKasaTtesnen gns obpasua buomaTtepumana,

OHK gpoxokesbix rpubos Candida:

Moka3zartenb/MukpoopraHmsm

TpaKTOBKa pe3ysbTaTta

OKB, 'Y, Candida spp, Candida albicans

He obHapyxeHo (Humxe nopora obHapyxeHus) /
HWXe npeaena usMepenus /
KOHueHTpaumsa (Lgio n)
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- onpeaeneHve abconOTHOrO U OTHOCUTENILHOrO (HOPMMPOBAHHOMO Ha 06LIee KOJIMYECTBO

6akTepuin) konudectea AHK 6akTepuin, OTHOCALWMXCA K HOPMasbHOM W YC/IOBHO-MATOreHHOM

MukpobuoTe:
MUKDOODIaHNSM TpakTOBKa abCcoNOTHOro TpakTOBKa pe3ynbTaTta,
poop pe3ynbTtarta, N /mn HOpMupoBaHHoOro Ha OKbB (%)
HOPMOBUOTA

Lactobacillus iners,
Lactobacillus He-iners

He obHapy»eHo
(Hmxe nopora obHapyxeHus) /
HUXXe npeaena uamepeHus /

KOHUEeHTpauusa Lgion

Hopmo6uora, cymma

>80 HopManbHOe KOIMYecTBO
20<80 - yMepeHHO CHMXEHHOE KOJIMYeCTBO
<20 - 3HaYUTENIbHO CHMXKEHHOE KOJIMYECTBO

YCJIOBHO-NMATONEHHbIE MUKPOOPIrAHU3MbI (YINM)

B cnyuyae cHmxeHusi konnyecrsa HOPMOBUNOTDI

cdhakynbTaTUBHO aHa’pob6Hbie YIM,
accouMMpoBaHHble C a3po6HbIM BarmHMTOM, CyMMa

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

He obHapyxeHo

(Hwxe nopora obHapy»xeHus) /
HUXe npeaena namepeHus /
KOHLEHTpaums Lgion

aHa’pob6Hbie YIM,

aCcCouMMMMpoBaHHbIie C GaKTepMaanblM BarmHO3o0M

Gardnerella vaginalis,
Mobiluncus spp.,
Fannyhessea vaginae

He o6bHapy>xeHo /
HUXe npeaena naMepeHus /
KOHUEeHTpauus Lgion

YIMM reHuTasibHbleé MUKOIJ1a3Mbl:

Mycoplasma hominis,
Ureaplasma urealyticum,
Ureaplasma parvum

He obHapy»xeHo /
HMXe npeaena namepeHus /
KOHUeHTpaums Lgion

YCnoBHO-NaToreHHble MUKpPpOOpPpraHn3ambl, Ccymma

CyMMa daKynbTaTUBHO aHas3pobHbIX

YMNM 280 ot OKB - cHMxXeHne HOpMO6UOTbI
CBsI3aHO C yBenunyeHumneM YIM,
aCcCoOUNMPOBAHHbLIMU C a3pO6HbLIM BarMHUTOM

CyMMa aHaspobHbix YIMM =80 ot

OKB - cHMXeHne HOpMObMoTbl CBSA3AHO

C yBenunyeHunem YIM, accoummnpoBaHHbIMU
c 6akTepuanbHbIM BarMHO30M

CyMMa reHuTanbHbixX YINM-mukonnasm =80
oT OKB - cHuxeHne HopMobUOTbI CBA3aHO
C YBEIMYEHNEM FrE€HUTAsIbHbIX
YIMM-Mukonniasm

CyMMa dakynbTaTMBHO-aHaspobHbix YIMM
N aHaspobHbix YIMM < 80% ot OKB -
CHUXeHWe HOpMObMOTbl CBA3AHO

C yBenu4yeHmem cmewaHHon YINMm

- ecnu cyMMma abcontoTHoro konmyectsa b6aktepuin HMxe, yem OKB, 6onee yem Ha 0,5Lg,

3TO CBMAETENBCTBYET O MNPUCYTCTBUN B 06pa3u,e 6aKTepVIVI,

He onpeaensemMbix Habopowm,

a B COYETaHNUU CO CHUXKXEHUNEM HOpMO6VIOTbI - 0 Ancbmose <<HEYCTaHOBJ'IEHHOI7I 3TNOJIOrnn>.,
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117587, Poccud, r. MockBa,
BH. Tep. . MyHUUMNanbHbI OKpyr YepTaHoBo CeBepHoe,
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