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Mporpamma

NpPoBepKMU KauecTBa uccnegosaHuii no sbissnenuto AHK M. genitalium, N. gonorrhoeae, C. tracho-

matis, M. hominis, U. species, U. urealitycum, U. parvum (UNNN) meTtogom NLP

nocpeAacTBOM MeXK1abopaTopHbIX CANYEHU

MpoBangep
Accoumauma cneunanmncToB HEKOMMeEpPYECKOE NAPTHEPCTBO «LLeHTp BHELIHEro KOH-
1 Me1360paTopHbIX TPO/IA KayecTBa KAMHMUYECKMX 1abopaTOPHbIX UCCeg0BaHNN»
CﬂVILIVITe}'IvabIX (ACHM «LIBKK»).
ncnoitaHnin (MCH)
2 }Tg:pl\p./lvg-ll/lamp pasAe- K.6.H. Me3eHueBa Hagerkaa MiBaHOBHa.
3 Appec n tenedoH Ko- 109316, r. MockBa, Boarorpaackuii npocnekr, a. 17, ctp. 1, nom. 2/1, ten. (495) 225-
opAamHaTopa 5031, labs@fsvok.ru, www.fsvok.ru
Hanunume KoHTpaKkTa/morosopa ¢ ydactHMkom MCW Ha oKasaHue ycayr no BHellHen
OLLeHKe KayecTBa BbIMOJHAEMbIX UM UCCNEeL0BAHNN MyTEM MEXKIAOOPATOPHbIX CAK-
YnTenbHbIX UcnbliTaHnn B MCU «PCBOK-2026».
n/n | KatanoxHblit Homep HanmeHoBaHue nporpammbl MCU
1 07-09 Boissnenne AHK M. hominis, U. species, U.
urealitycum, U. parvum metogom MNLP
4 | Kputepun ebibopa yya- (wnnn).
CTHUKOB MICU 2 07-10 Boissnenne HK N. gonorrhoeae, C. tra-
chomatis metogom MUP.
3 07-11 Boissnenne AHK M. genitalium metogom
nup.
YuperkaeHus, B COCTaBe KOTOPbIX COCTOAT NabopaTopun, A0NKHbI ObITb 3aperncTpu-
POBAHbI tOPUANYECKN B COOTBETCTBUM C 3aKOHOAaTENbCTBOM PP, nmeTb 060pyaoBa-
HWe M NepcoHan A/ BbINOAHEHUA COOTBETCTBYHOLLMX UCCEL0BaAHUIA.
Konunuectso,
5 TMN Npeanoaaraemblix 300, KAMHWUKO-ANArHoCTUYeCKue n apyrue nabopaTtopuu.
y4yacTtHukos MCU
Wccneyembiii KyanyPa IfHETOK MMKPOOPraHNU3mMOB UK pacTBop FeHOM.H(.)l)‘I OHK .
6 maTepuan M. genitalium, N. gonorrhoeae, C. trachomatis, M. hominis, U. species, U.
urealitycum, U. parvum.
7 Uccneayemole KayectBeHHoe BbisBneHne HK M. genitalium, N. gonorrhoeae, C. trachomatis, M.
noKasaTenu hominis, U. species, U. urealitycum, U. parvum.
CTabunnsmpoBaHHble MHAKTUBMPOBaHHbIE 06Pa3LLbl Ky/bTypbl KNETOK MUKpPOOpra-
HM3MOB MK pacTBop reHomHon OHK M. genitalium, N. gonorrhoeae, C.
OnwucaHue obpasua trachomatis, M. hominis, U. species, U. urealitycum, U. parvum nnopunnsmposaH-
3 ONA NPOBEPKM KAYeCT- | Hble B MUKPONPODBUPKAX C repMeTUYHO 3aBMHYMBAIOLLENCA KPbILLKOM.
Ba UccnenoBaHui O6bem Orl1K B KoHeyHoM popme 200 MKA.
(ONK) CeeaeHuUs o ctabunbHocTM M oaHopoaHocTh ONMK: ctabunbHbl Noc/e nepesoaa B
KOHeuHyto popmy (pacTBopeHUa/BCKPbLITUA NPOBUPKK) - HE MeHee 7 CYTOK Npu Tem-
nepaTtype 2 - 8° C n He meHee 2 4 npu Temnepatype 25° C.
TpeboBaHus Mpw xpaHeHMM B yNaKOBKe NpoM3BOAUTENA - He bonee 12 mecALeB ¢ AaTbl NPOM3-
9 K XpaHeHUo BOZACTBA Npu Temnepatype 2-8°C; He bonee 7 cyToK Npu TemnepaTtype He 6onee
OnkK 37°C. Cpok rogHoctn ONK - go 12.2027 .
Mepbl npegoctopokHo- | 1. OlNK paccoinatotca B nabopatopum 6e3 yKkasaHMA NPUNUCAHHbIX 3HAYEHUIA U3Mme-
CTW MO NPeAOTBPALLEHUIO | PAEMbIX NOKa3aTenen.
10 2. OMK “MeloT TONbKO NopAAKOBble HOMEepPa.

CroBopa MexKay y4acTHu-
Kamn nnum danscndmKa-
UMM pesybTaToB

3. KoHdumaeHumanbHocTb noctynatowmx B ACHIM «LUBKK» pe3ynbTaTtoB 1 oTcyTCTBME
[0CTyna K pe3yabTaTtam Apyrux nabopaTtopuil.
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YT0

1. Mporpamma MCU.
2. ONK 1 MHCTPYKUMSA NO BbINOJIHEHUIO UCCAEA0BAHUA.
3. BO3MOKHOCTb BBOAA M OTNpPaBKKU pe3yabTatos uccneposaHma OlK B nn4HOM Ka-

11 | npepocrasnsetca yda- | BUHETe MHTepPHET-NOPTaNa UK C UCNOb30BaHWeM ByMarkHOro 61aHKa.
CTHUKam MCU 4. OT4eTbl (NPOMENKYTOUHbIE U UTOTOBbIE) MO NPOBEPKE KAYeCTB UCCAef0BaHUI Na-
6opaTopum, BKAOYAIOLLME KOMMEHTAPUM U TabaunLbI.
5. CBMAEeTenbCTBo 0 pernctpauunn, Cenaetenbcrso /CeeaerHns o6 yuactum 8 MCH.
12 TpeboBaHuA K pacnpe- | Kaxaomy yyacTHUKY byaeT npegocTtaBieHo no Bocemb ONK B KaXK40oM U3 ABYX LMK-
aeneHunto OMNK NoB.
Mpoueaypbl Ana ucnbl-
TaHWl (meToapl uccne- Mpoueaypbl NPOBEPKM OAHOPOAHOCTU WU CTabuUAbHOCTU, onucaHHble B TOCT P

13 | posaHuit) nposepkm oa- | 50779.60-2017 «Cratuctnyeckne metoabl. NMpumeHeHne npu nposepke KBannduka-

HOPOAHOCTM 1 CTabub- LMK NOCPenCcTBOM MeXK1abopaToOPHbIX UCMbITAaHUIAY.
HocTu OlK
TpeboBaHuA .
14 | k noarotoske OMNK K Moarotoska OlK K VICC}'Iep,OBaHUMFIM Npou3BOAUTCA B COOTBETCTBUM C UHCTPYKLMEN
no BbINONIHEHUIO UccneaoBaHuin OMNK .
nccnenoBaHMAM

15 MeTtoauKku YyacTHMKM BomKHbl uccnenosatb ONMK Kak 0bblyHbIe Npobbl NALMEHTOB, NO TOM Xe
nccnenoBaHusA MeTOAMKe, B TEX e aHANUTUYECKUX CEPUAX U B TEX }KE YCNOBUAX.

YyacTHMKM npepocTaBaatoT MpoBangepy NPOTOKON pe3yibTaToB UCCAef0BaHUMN B

16 dopma oTyeTHOCTH dopme, onpeaeneHHoM B IMMHOM KabnHeTe MHTepHeT-nopTana uam BymarkHbim
YYaCTHUKOB 61aHKOM BBOZA M OTNPABKKU pe3ynbTatos uccnegosaHuna OMNK, B cOOTBETCTBMM C UH-

CTpyKumei no npumeHeHuto OMMK.
KauecTBo pe3ynbTaTtoB uccaenoBaHua no soiasneHuto AHK M. genitalium, N.
Kputepumn oueHKM Ka- gonorrhoeae, C. trachomatis, M. hominis, U. species, U. urealitycum, U. parvum,

17 |decrsa nccnegoBaHUn, | NoaydYeHHbIX 1abopaTOPUAMM, OLLEHUBAETCA NYTEM UX CPABHEHMA C NPaBUAbHbIMU
MeTOZ, CTaTUCTUYECKO- | (NPUNMCAHHBIMK - AaHHbIE MPOM3BOANUTENA U UCMbITAaTENbHbIX labopaTopuit). Oue-
ro aHanusa HWBAKOTCA YyBCTBUMTE/IbHOCTb, CNEUUMPUYHOCTb M BOCNPOM3BOANUMOCTb PE3y/1bTaToB.

B oTueTax npepocraBnseTca pacnpegeneHue pesynbTtatos BCEX YH4aCTHUKOB.
MponcxoskaeHme ns- MpunucaHHble 3HavyeHna OMNK I'IpeAOSTaBJ'IﬂI-OTCﬂ npoussoguTenem BuaHanMque—
MEepEHNIi NpUMMCaH- crio:v\ nacnopTe KayecTsa gna Kaxgoi naHenu OMNK u ucnbitatenbHoli nabopaTopu-
7 ONK. en. MeTponoruyeckan NnpocnexnBaemocTb: onpegeneHne KoHueHTpauum HK nap-
18 HMngHaquMM TUM 06pasLOB NPOBOANTCA C MCNONb30BaHMEM 3aperncTpmpoBaHHoro B PO Habopa
POTOTUAECKAR peareHTOB. HeonpeaeneHHOCTb CpeaHero xapakrepusyeTca OTHOCUTEIbHbIM CTaH-
NpocneXxnBaemocTb. o
HeonpeaeNeHHOCTb. DAPTHbIM OTK/IOHEHNEM pacnpep,eneHuMﬂ pe3ynbtaTtos . OTKNOHEHWE cpeaHen KOH-
ueHTpaumm B naptum OMNK oT 3agaHHoOM gonyckaetcs B npeaenax 30% (p<0,05).
Ons yyactHnkos MCU cobntogaetca NpUHLMN KOHPUAEHLMANbHOCTU:
1. Kaxkgomy yyactHMKy MCU npucBamBaeTca Kogosbli Homep. NaeHTuduKaums yya-
CTHMKOB M3BECTHA TO/bKO coTpygHuKkam ACHI «LIBKK», ecnm TONbKO y4aCTHUKK He
OTKa3blBalOTCA OT KOHOUAEHUMANBHOCTH.
2. MpoBainaep obs3yeTca He NepesaBaTh pe3ynbTaTbl y4acTua M 3akaodeHus MCU
CreneHb rnacHoCTH TPEeTbMM NnLam 6e3 cornacus y4acTHMKa.
19 KoHpuaeHUManbHOCTb MOKET BbITb OTBEPrHYTa YY4ACTHUKOM C Lie/Iblo 06CyKAeHUS U

pe3ynbTaToB U 3aKt0-
yeHun MCU

B3aMMOMNOMOLLM, NPW BbINOJHEHUW PAbOT B 3aKOHOAATEIbHO peryanpyemoin obnac-
TU WU C LLe/IbIo NPU3HAHMUA. B 60ONbLUMHCTBE C/ly4aeB pe3y/bTaTbl MPOBEPKU KayecT-
Ba MOryT 6bITb NPefoCTaBeHbl COOTBETCTBYHOLLEMY OPraHy CaMUMM YYaCTHUKAMM.
3. B UcKAtounTeNbHbIX CNyYanx, Koraa opuLmManbHblii opraH TpebyeT oT npoBanaepa
MCU npenocTaBneHUs emy pe3ybTaToB NPOBEPKM KAYeCTBa, YHAaCTHUKU LOJIXKHbI
6bITb yBEAOMEHDBI 06 3TOM MMCbMEHHO.
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HerictBus B cnyyae
yTEPU UK NOBpPEXae-
Hua OTK npu TpaHc-
NOPTUPOBKE 3aKa3UMKy

Mpun 0H6Hapy»KeHNN HECOOTBETCTBUA NOCTaBAeHHbIX OMNK npunaraembim AOKYMEH-
Tam, a TakxKe nospexgeHuna OMNK, aenarowmx nx HeNPUro4HbIMU SR UCCAeA0BaHUA,
KoMMccuA 3aKasumKa COCTaBAsET U NoANMCbIBaeT AKT HecooTBeTCTBUA (popma AKTa
(obpaseu) npeacrasneHa Ha canTe Mposaiagepa MCU) u ysegomnsaet 06 atom Mpo-
Bagepa B TeyeHue 5-Tn paboumnx aHel ¢ MomeHTa nonyyerus. Mposaiaep pac-
CMaTpuBaeT AKT HECOOTBETCTBMA M B C/lyYae ero 060CHOBAHHOCTM NMOBTOPHO Ha-
npasnset 3akasumky OlMK ¢ MHCTPYKUMen no BbINOIHEHUIO nccnegoBaHuii OMMK.
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