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CMUCOK COKPALLEHUN
B HacTosLEN MHCTPYKLINK NPUMMEHSATCA  cregyroume
cokpalleHusi 1 0603Ha4YeHus:

BKO-FL - BHYTPEHHUI KOHTPOSbHbIN o6pa3e|:L ans Ha6OE)OB C
rmépmnan3aunoHHO-ITyopeCcUEeHTHON AeTeKUNeNn

2L - MHEeKUNK, nepesaBaemMble NOSIOBbIM NyTEM

OKO - OTpyLaTenbHbIN KOHTPONbHbIN 06paseL

MKO - NOJNTIOXXUTENBbHbBIN KOHTPOIbHbLIN 0bpasel|

MnupP - nonnMepasHag uenHasg peakums

FEP - oriyopecuUeHTHas AeTekUna No KKOHEYHOWN TOYKE»

FRT - oriyopecLeHTHas AeTeKUNA B peXNME «peanbHOro BpemMeHmn»
- ®epepanbHoOe rocygapCTBEHHOE YUYpEXOEHNE HaYKN

dryH yHMmMS «UeHTparnbHbIM Hay4yHO-UCCNeaoBaTeNbCKUA NHCTUTYT

PocnotpebHagsopa | anuaemuonornny ®eagepanbHon cnyxbbl o Hag3opy B cdepe
3aWmMThl NpaB noTpedbutenen n Gnaronony4ymsi YenoBeka

HA3HAYEHUE

HaGop peareHtoB «AmnnuCenc® Gardnerella vaginalis-FL»
npegHasHavyeH ans seisgeneHus OHK Gardnerella vaginalis nytem
amnnudpukauum  cneuyudpuyeckoro PparmeHta OHK agaHHoro
MWUKpOOpraHuama MEeTOO0M MuP C rmépran3aumnoHHO-
donyopecueHTHON aeTexkumen NPOLYKTOB amnnmndukaymn.
MaTtepnanom pgna nposegeHuss [MUP cnyxat npobel [OHK,
nony4vyeHHble nytem akctpakumm OHK n3 cockobHoro otgensemoro
cnusancTon obonoykn Bnaranuuwia. [Ons akcTpakumm (BblaeneHus)
OHK ncnonb3yoTca Habopbl peareHToB, pekoMmeHaoBaHHble OI'YH
LIHWNOS PocnoTtpebHaasopa.
BHUMAHMUE! Pesynbtatol lLUP-uccnegoBaHus y4duTtbiBalOTCA B
KOMMMNEKCHON anarHocTuke 3abonesaHns

NMPUHUUIN METOOA

BoisernieHne Gardnerella vaginalis metogoom nonumepasHoun
uenHon peakunn (MUP) ¢ rbpuansaynoHHo-dNyopecLeHTHON
OeTekunen BKIovaeT B cebda Tpu aTana: aKCTpakumio (BblaeneHue)
OHK wn3 obpas3yoB KNMHWYECKOro MaTepuana, amnnudukaunio
dparmeHta AHK gaHHOro mukpoopraHmama v rmopuamsaumoHHo-
donyopeCcUEHTHYIO  OeTekuuto, KoTopasi npousBogutca  nnobo
HenocpeacTteeHHo B xode [lUP (BapumanT FRT), nubo nocne ee
3aBepuweHnsa (BapuaHT FEP). 3kctpakumsa OHK u3 knuHuyeckoro
MaTepuana NnpoBOANTCS B NPUCYTCTBUN BHYTPEHHENO KOHTPOSTbHOIO
obpasua (BKO-FL), koTopbln no3BOMNSET  KOHTPONMpPOBATb
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BbINOSIHEHME npoueaypbl UccnegoBaHWA ONS Kaxpgoro obpasua.
3atemM c nonydeHHbiMn npobamn [OHK npoBoantca peakums
amnnudpukauum  dparmeHta LOHK Gardnerella vaginalis nipu
NOMOLUN CcheunduYHbIX K Hemy npanmepoB n depmeHta Tag-
nonumepasbl. B cocTtaBe peakuMOHHOW CMEeCWU MpPUCYTCTBYIOT
donyopeCUEHTHO-MEYEHbIE OJIUIOHYKITEOTUAHbIE 30HAbI, KOTOpPble
rmopnansyoTcd C KOMMNIEMEHTaPHbIM Yy4aCTKOM
amnnupunumpyemon OHK-muweHn, B pesynbtarte Yero Nnpomcxogut
HapacTaHMe WHTEHCUBHOCTU dpryopecueHuun. ITO Mo3BoNseT
perncTpmpoBaTtb HakonneHme cneumdgunyeckoro npoaykTa
amnnudpukaumm nyTem n3mepeHns NHTEHCUBHOCTMU
donyopecueHTHOro curHana. [etekumst doryopecueHTHOro curHana
npu wucnonb3oBaHun BapuaHta FEP ocywecTtenaerca nocrne
okoH4aHua MNP ¢ nomowbo dnyopecueHTHoro lMNLP-geTekTopa, a
npun wucrnonb3oBaHnn BapuaHTa FRT - HenocpeactBeHHO B xoae
MUP ¢ nomowbi amnnudpukatopa C CUCTEMOW OeTeKkunu
doryopecueHTHOro curHana B peXxmnMe «pearibHoro BpEMeEHN».

BAPUAHTbI N ®OPMbI BbIlTYCKA HABOPA PEATEHTOB
Habop peareHTOB BbinyckaeTcs B 2 BapuaHTax.

BapuaHt FEP

Habop peareHToB BbinyckaeTcda B 7 dpopmMax KoOMMnekTaumu:
Popma 1 Bkw4vaer Komrsiekt peareHtoB «[1LIP-komnnekT»
BapuaHT FEP (npobupkn 0,5 mn).

Popma 2 Bknw4YaeTr Komnnekt peareHtoB «[1LP-komnnekT»
BapuaHT FEP (npobupkn 0,2 mn).

Popma 3 BKIw4YaeT KomMsiekTt peareHToB «[1LIP-komnnekT»
BapuaHT FEP-1000 (npobwupkn 0,5 mn).

Popma 4 BknovaeT KoMmsekTbl peareHToB «[1LIP-komnnekT»
BapuaHT FEP (npobwupkn 0,5 mn), «dHK-copb-AM» BapunaHT 100,
«TpaHcnopTHyto cpeay ¢ mykonutukom (TCM)» 100 npobupok no
0,5 mn.

dopma 5 BkYaeT Komnnektbl peareHToB «[l1LIP-komnnekT»
BapuaHT FEP (npobwupkn 0,5 mn), «dHK-copb-AM» BapunaHT 100,
«TpaHcnopTHyto cpeay ansa maskoB» 100 npobupok no 0,5 mn.
Pdopma 6 BkOYaeT kKomnnektbl peareHToB «[l1LIP-komnnekT»
BapnaHT FEP (npobupkun 0,2 mn), «OQHK-cop6-AM» BapuanT 100,

BapuaHT FEP ®opma 1: B7-100-R0,5-FEP; H-1041-2-5; ®opma 2: B7-100-R0,2-FEP;
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«TpaHcnopTHyto cpeny ¢ mykonutukom (TCM)» 100 npobupok no
0,5 mn.
Popma 7 BKko4aeT KoOMMeKkTbl peareHToB «[1LIP-komnnekT»
BapnaHT FEP (npobupkun 0,2 mn), «OQHK-cop6-AM» BapuanT 100,
«TpaHcnopTHyto cpeay ana maskos» 100 npobupok no 0,5 mn.

dopmbl komnnekTaunm 1, 2 u 3 npeaHasHadeHbl Anst NpoBeAeHns
amnnudpukauum OHK Gardnerella vaginalis ¢ rmbpuansaumoHHo-
donyopecueHTHON aOeTekumen no  «KOHeYHOW Touke». [nA
nposeaeHus NMOMHOro MUP-nccnepgoBaHus Heobxoanmo
MCNOSIb30BaTb KOMMMEKTbl peareHtoB ans  akctpakuum [OHK,
pekomeHaoBaHHble PI'YH LUHNND PocnoTpebHaasopa.

®opmbl  komnnektTaumm 4, 5, 6 1 7 npegHasHaveHbl AOns
npoBegeHns  nonHoro  [NLP-uccnepoBaHus, BkNoyass  B3dATUE
KMMHUYECKOro Martepuara, aKcTpakumio (BblaeneHue) ns Hero AHK u
amnnndukauyuo OHK Gardnerella vaginalis ¢ rmbpugnsaumoHHO-
donyopecueHTHON aeTeKkumen No «kKOHEYHOM TOYKE Y.

BapuaHt FRT

Habop peareHTOB BbinyckaeTca B 7 hopMax KOMMeKTaunu:
Popma 1 Bkw4vaer Komrsiekt peareHtoB «[1LIP-komnnekT»
BapuaHT FRT.

Popma 2 Bkw4YaeT Komnnekt peareHtoB  «[1LP-komnnekT»
BapunaHT FRT-100 F.

Popma 3 BKw4YaeT KomMriekT peareHToB  «[1LIP-komnnekT»
BapunaHT FRT-1000 F.

Popma 4 BknovaeT KoMmsekTbl peareHToB «[1LIP-komnnekT»
BapuaHT FRT, «[OHK-cop6-AM» BapunaHT 100, «TpaHCROpPTHYO
cpeay ¢ mykonutukom (TCM)» 100 npobupok rno 0,5 mn.

Popma 5 Bkno4vaeT KomMsiekTbl peareHToB «[l1LP-komnnekT»
BapmaHT FRT, «[OHK-cop6-AM» BapuaHT 100, «TpaHCnopTHYO
cpeny ans maskos» 100 npodbupok no 0,5 mn.

Popma 6 BknovaeT KoMMekTbl peareHToB «[1LIP-komnnekT»
BapuanHt FRT-100 F, «OHK-cop6-AM»  Bapuant 100,
«TpaHcnopTHyto cpeay ¢ mykonutukom (TCM)» 100 npobupok no
0,5 mn.

Popma 7 Bko4YaeT KoMmsiekTbl peareHToB «[1LIP-komnnekT»
BapuanHt FRT-100 F, «OHK-cop6-AM»  Bapuant 100,
«TpaHcnopTHyto cpeany ana maskos» 100 npobupok no 0,5 mn.
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dopmbl KoMnnekTaumn 1, 2 U 3 npegHasHadeHbl Ans npoBeaeHns
MUP-amnnmndukaymmn
rmépunansaunoHHo-pIyopecueHTHOM

«peanbHoro

BPEMEHUY.

AHK

[nsa

Gardnerella
aeTekumen
npoBeaeHnd

NOJIHOIro

vaginalis C

B  pexume
MLP-

nccrnegoBaHnsa HeobxoaMmMo MCNONbL30BaTb KOMMIEKTbI peareHToB

ona  akctpakuum  OHK, pekomeHpgoBaHHble O®I'YH LHUNS
PocnoTtpebHansopa.

®opmbl  kKomnnektaumm 4, 5, 6 n 7 npeaHasHadeHbl ON4
npoBegeHnss  nonHoro  [NLP-uccnepoBaHusi, BkNoyass  B3dATUE

KIMMHUYECKOro Martepuana, akcTpakuuio (BblgeneHune) ns Hero OJHK w
amnnndpukauyuo OHK Gardnerella vaginalis ¢ rmbpungmsaumoHHoO-
donyopecueHTHOW OeTeKUMEN B PEXUME «peasibHOro BpeMEHU».

AHAJIMTUYECKUE XAPAKTEPUCTUKUN
AHanuTnyeckasa YyBCTBUTENbLHOCTb

Bun HabGop ans KomnnekT pna | AHanutn4yeckas
TpaHcnopTHas
KNMHUYeCcKoro 3KCTpakuuMm | amnnudcpukaumm | 4YyBCTBUTENb-
cpena
maTepuana OHK N geTeKkuum HOCTb
CockoBHOoe «TpaHcnopTHas «MNuP- , .
cpepa ans KOMMMEKT» 2x10° '3/mn
oTaensemoe
Ma3KoB» Unu BapuaHT FEP
CNUN3UCTbIX «TpaHcnopTHas «QHK-cop6-
obonoyek cpena c AM» «MyP-
yporeHuTarnb- peA KOMMEKT» 1x10* I'3/mn
HOro TpakTa MyKONMITKOM BapuaHT FRT
(TCM)»

AHanuTtnyeckasa cneunpPUYHOCTb

OTcyTcTBOBaNU Hecneunduryeckne peakuum nNpu TeCTUPOBaHUM
obpasuoB OHK 4yenoseka n naHenun obpasuos OHK cneayrowmx
MUKpoopraHmamoB:  Lactobacillus  spp.;  Escherichia  coli;
Staphylococcus spp.; Streptococcus spp.; Mycoplasma hominis;
Ureaplasma urealyticum; Ureaplasma parvum; Candida albicans;
Neisseria spp.; Neisseria gonorrhoeae; Mycoplasma genitalium;
Trichomonas vaginalis; Treponema pallidum; Toxoplasma gondii;
HSV 1 n 2 tTuna; CMV; HPV.

! KonuyecTBo reHOMHbIX 3KBMBaneHToB MukpoopranHmsma (M) B 1 mn obpasua KIMHUYECKoro
maTepuana, NoMeLLEeHHOro B yKa3aHHY TPaHCMNOPTHYIO cpeay.
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MEPbI NPEOOCTOPOXHOCTHU
PaboTta gormkHa npoBoauTbCs B Nnabopatopuu, BbIMOMHAOLWEN

mMonekynapHo-omnonorndeckue (MUP) nccnegosaHna KNMHUYECKOro

Matepuarna Ha Hanuyue Bo3byauTenen MHPEKUNOHHbIX DOoNesHewn,

Cc cobntogeHnemMm caHuTapHo-anmgemunyeckux npasun CI1 1.3.2322-

08 «bes3onacHocTb paboTbl ¢ MuKpoopraHmamamu Il — IV rpynn

naToreHHocTn (onacHocTn) n BO3DyaAUTENAMW NapasuTapHbIX

6onesnen», CI1 2.1.7.728-99 «[lpaBuna cbopa, XpaHeHUst Wu

yoaneHns oTxoaoB NevyebHO-NpoMUNakTUYeCcKuX ydpexageHumn» u

metoandecknx ykasaHunm MY 1.3.1888-04 «OpraHusauus paboTbl

npu nccnegosaHmax metogom MNLUP matepmnana, nHpuunpoBaHHOro
natoreHHblMn  Guonornyeckumn  areHtammn Il — IV rpynn

NaTOreHHOCTUY.

[Mpn paboTe Bceraa crieqyeT BoIMONHATL cregyowme TpeboBaHus:

- Wcnonb3oBaTb HAKOHEYHUKN C PuUnNbTpamMmn anst aBToMaTU4ECKNX
aosaTtopoB. [ns Kaxgowm npouenypbl UCMoSib30BaTb HOBBIN
HaKOHEYHUK.

- Cnepyetr paccmaTtpumBaTb obpasubl  Kak  NoTeHumarnbHO
Bbi3blBalOLWME WHAEKUMIO U  XpaHUTb B  OMOMOrMyeckom
kabuHeTe B cootBeTcTBUMM C CI1 1.3.2322-08 «be3onacHocTb
paboTbl ¢ MukpoopraHuamamu IlI — IV rpynn natoreHHoCTU
(onacHocTuK) 1 BO3byauTenaMmmn napasntapHbix bonesHemny.

- Ybupatb W pges3vHduuupoBaTb pasnutble obpasubl  Unu
peakTuBbl, WUCNONb3ya Ae3vHduuupylowme cpeacrea B
cootBetcTBMn CI1 1.3.2322-08 «besonacHocTb paboTbl C
MuKpoopraHmamamu Il — IV rpynn naTtoreHHocTn (onacHoCTn) w
BO30OyaAnTENAMU napasmTapHbiX 6onesHen».

- YHuyTOXaTb oO6pasubl W HEUCNOSIb30BaHHbLIE pPeakTUBbl B
cooTBeTCcTBMN C TpeboBaHuammn CI1 2.1.7.728-99 «[1paBuna
cbopa, XpaHeHuss M yganeHust  oTxogoB  nevyebHo-
NPOMUNAKTUYECKUX YHPEXOEHNNY .

BHUMAHMUE! [Npn ypnaneHun oTxogoB nocne amnimdukaumm m

aeTekumn - npobupok, cogepxawmx npoayktel MNMLUP, HegonycTumo

OTKpbiBaHME NpoGUPOK U1  pas3bpbl3rMBaHMEe  COLEPXKMUMOrO,

MOCKOMbKY 3TO MOXET MNPMBECTM K KOHTaMUHaUMK MpPoAyKTamu

amnnudpukaumm nabopaTtopHoun 30HbI, 060pyaOBaHNA U peareHToB.

- [NpumeHaTb Habop CTPOro nNoO HasHa4eHWo, COrfacHo OaHHOW
NHCTPYKLUMN.

BapuaHT FEP ®opma 1: B7-100-R0,5-FEP; H-1041-2-5; ®opma 2: -100-R0,2-FEP;
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[onyckaTb K pabote ¢ HA6oOPOM TOSBLKO crneumanbHO 00yYEHHbIN
nepcoHarn.

He ncnonb3oBatb HaboOp MO UCTEYEHUN CPOKA rOAHOCTH.
Mcnonb3oBaTtb 0aHOpa30Bble nepyaTku, nabopaTtopHble xanaThl,
3awmwiate rnasa Bo BpemMsa pabotel ¢ obpasuamu v
peakTnBaMmu. TaTenbHO BbIMbITb PYKM MO OKOHYaHUM paboThl.
N3beratb KOHTaKTa C KOXeWn, rnasamMm U Crim3aucTton o0ON0OYKON.
[Mpn KOHTaKTe HemeaneHHO NPOMbITb NOpPaXeHHOoe MeCcTo BOAOM
n obpaTnUTbCs 3a MEAULMHCKON MOMOLLIbIO.

Cneundukaumsa no 6GesonacHoctn wmartepuanos (MSDS -
material safety data sheet) goctynHa no 3anpocy.

B nabopatopun Henb3st e€cTb, NUTb, KypuUTb, WCMONbL30OBaTb
KOCMETUKY, CHUMAaTb UNN Ha4eBaTb KOHTAKTHbIE JINH3bI.

AONONHUTENBbHbLIE MATEPUAIIbI W OBOPYOOBAHUE

1.

o 0 b

TpaHcrnopTHada cpefa - «TpaHcnopTHaa cpeda C MYKONUTUKOM
(TCM)» (TY 9398-098-01897593-2009) wnun «TpaHcnopTHas
cpepa onga maskos» (TY 9398-088-01897593-2009), unn gpyrue
pekomeHaoBaHHble PI'YH UHUNWNG PocnoTtpebHaa3opa — npu
paboTe ¢ popmamu komnnektaummn 1-3 (BapuanT FEP n BapuaHT
FRT).

. Komnnekr peareHtoB ansg sbigenenna OHK - «[OHK-copb-AM»

(TY 9398-036-01897593-2009) wnnu pgpyrve pekomeHOoBaHHbIe
dIryH UHUNG PocnoTtpebHaas3opa — npu pabote ¢ opmamu
komnnektaummn 1-3 (BapuaHT FEP n BapmaHT FRT).
[ononHuTtenbHble MaTepuansl 1 0bopyaoBaHMe N9 SKCTpaKuum
AHK - cornmacHo WHCTPYKUUM K KOMMIEKTY peareHToB ASis
akcTpakumnm OHK.

Bokc abakTepuansHoin Bo3gyLuHon cpeabl (MLP-6okce).
LleHTpudyra/sopTekc.

ABTOMaTUYeECKNE Oo3aTopbl NepemMeHHoro obbema (o1 5 go 20
MKn, npun pabote ¢ «lUP-komnnekt» BapmaHT FRT-100 F — oT 5
no 20 mkn n ot 20 go 200 mkn).

. OpgHopasoBble HakOHeYyHukn ¢ dunbtpom o 100 mkn B

luTaTMBaXx.
LUTatuebl gnsa mukponpobupok obvemom 0,2 mn vnu 0,5 mn (B
COOTBETCTBUN C UCMNOMNb3YEMbIMUN KOMIMIEKTAMN peareHToB).

. XonoagunbHuk oT 2 o 8 °C ¢ MOpPO3UNbLHOW KaMepon He Bbllle

BapuaHT FEP ®opma 1: B7-100-R0,5-FEP; H-1041-2-5; ®opma 2: B7-100-R0,2-FEP;
H-1042-2-2; BapnaHT FRT ®opma 1: R-B7; H-1041-1-2; ®opma 2: R-B7-F(RG,iQ);
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MuHyC 16 °C anga BbigeneHHbix npob OHK.
10.071oenbHbIn XanaT, wanoyku, obyBb U OQHOPa30BbLIE Nep4vaTku

no MY 1.3.1888-04.
11.EmkocTb ansa cbpoca HaKOHEYHMKOB.

[Mpn paboTte ¢ «[NLIP-komnnekT» BapnaHTt FEP:

12.Mporpammupyembit  amnnudpukatop (Hanpumep, «Tepumk»
(«dHK-TexHonorusa», Poccus), «Gradient Palm Cycler» («Corbett
Research», Asctpanus), «MAXYGENE» («Axygen», CLUA),
«GeneAmp PCR System 2700» («Applied Biosystems») wunu
aHarnornyHole).

13.0nyopecueHTHbIM  [LP-getektop  (Hanpumep, «AJ1A-1/4»
(«BioSany, JlatBus), «xnu» («AHK-TexHonorua», Poccus) nnm
aHanornyHble).

14.lnacTukoBasa nuneTka ans MMHeparnbHOro macna (ans paboTobl
c «[MUP-komnnektom» BapmaHT FEP-1000).

[Mpwn pabote ¢ «[LP-komniekT» BapuaHt FRT:

15.Mporpammupyembii  aMmimdpukaTop C CUCTEMOM OeTeKkunu
driyopecueHTHOro curHana B pexume «peasibHoro BpeMeHn» —
npu pabote c «lUP-komnnekt» BapuaHT FRT (Hanpumep,

«Rotor-Gene» 3000/6000 («Corbett Research», AscTpanus),

«Rotor-Gene Q» («Qiageny», epmaHus), «iQ5» («Bio-Rady,

CLWA), «Mx3000P» («Stratagene», CLUA), «OT-96» («OHK-

TexHonornay, Poccus) nnm aHanornyHole).

16.04HopasoBble nonunponuneHosble Mukponpodbupkn ana MLP
obvemom 0,2 mn unu 0,1 mn — npu paboTte ¢ «lLP-komnnekT»

BapuaHT FRT-100 F:

a) TOHKOCTeHHble npobupkn gna [UP obvemom 0,2 mn c
BbINYKNOW KpblwKkon (Hanpumep, «Axygen», CLUA) - npwu
MCNosib30BaHUM Npmubopa niaHWeTHOro TMna;

0) TOHKOCTEHHble npobupkn ana [UP obvemom 0,2 mn c
NSIOCKOM KpblWwKon (Hanpumep, «Axygeny», CLUA), wnn
npooupkn gna MNUP k «Rotor-Gene», obbemom 0,1 mn B
ctpunax no 4 wr. C Kpblwkamu (Hanpumep, «Corbett
Research», ABcTtpanus; «Qiagen», [epmaHusi) — npu
NCNoJSib30BaHUM Npubopa poTOPHOro TMna.

BapVIaHT FEP ®opma 1 B7 100- RO 5-FEP; H 1041-2-5; ®opma 2: B7 100-R0,2-FEP;
A H-1042-2-2; BapMaHT FRT dJopma 1. [REA R-B7; - A H-1041-1-2; dJopma 2: - A R-B7-F(RG,iQ);
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B3ATUE, TPAHCNOPTUPOBAHUE N XPAHEHUE
UCCIIEOYEMOIO MATEPUAITIA

[lepeq  Hayanom  paboTbl cnegyeTr  O3HAKOMUTbLCA  C
MeToanYeCKMMN pekomMeHgauusmm «Bsadatne, TpaHcnopTuUpoBKa,
XpaHeHue KnunHuyeckoro wmatepuana pgna [MUP-gnarHoctukmy,
paspabotaHHbiMn PI'YH LHWNOG PocnoTtpebHaasopa, Mocksa,
2008 r.

MaTtepuanom  ansd nccnenoBaHuA cnyxat  cockobHoe
oTaensieMoe cnm3mcTon obonoYvkn Bnaranuiia.

BapuaHT FEP ®opma 1: B7-100-R0,5-FEP; H-1041-2-5; ®opma 2: B7-100-R0,2-FEP;
H-1042-2-2; BapuaHT FRT ®opma 1: |REF] R-B7; H-1041-1-2; ®opma 2: R-B7-F(RG,iQ);
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BAPUAHT FEP

BAPUAHT FEP

COCTAB
Komnnekr peareHtoB «[lLUP-komnnekT»
KOMMJIEKT peareHToB And amnnudpukaumn
Gardnerella

BapunaHt FEP -
dparmeHta [OHK

vaginalis ¢

aetekumen no «KOHeYHOU ToYKEe» - BKIHOYaeT:

rmépnamnsaumnoHHO-PIyopecUeHTHON

Peakmue OnucaHue O6bem, Mn Kos-eo
110 npoBupok
FILI,P-cmer-l-FIT ‘ Mpo3payHas 6ecuBeTHas 0.01 o6bemom 0.5
Gardnerella vaginalis XNOKOCTb
mnun 0,2 mn
NMuP-cmecb-2-FL-red lpospadHasi XuakocTe 1,1 1 npobupka
KpacHOro upeta
MLP-cmecb-PoH-red? lpospadyHasi XuakocTe 0,6 1 npo6upka
KpacHOro upeta
MuHepanbHoe macno ans MLUP? becugeTHas Brakas 4,0 1 dpnakoH
XMAKOCTb
NMKO koMnneKcHbIN glpospaqHaﬂ 0,2 1 npobupka
eCLBETHAs XNOKOCTb
[MpospayHas
AHK-6ydep BecLBeTHas XUOKOCTb 0.5 1 npobupka

Komnnekr peareHTOB paccumtaH Ha nposedeHne 110 peakumn
amnnudunkaunm, BKIto4ast KOHTPOSN.

Komnnekt peareHtoB «[lLUP-komnnekT» BapuaHt FEP-1000 -
dparmeHta [OHK

KOMIMJIEKT peareHToB And aMI'IJ'II/ICbVIKaLI,I/IVI

Gardnerella vaginalis ¢ rMbpuansauMoOHHO-NYOpPEeCLEHTHON
geTekunen no «kKOHeYHOW ToYKe» - BKNOYaeT:
Peakmue OnucaHue O6bem, Mn Kon-eo
1100
NMuP-cmecb-1-FL [Mpo3payHas 6ecuBeTHas 001 npobupok
Gardnerella vaginalis XNOKOCTb ' ob6bemMom
0,5 mn
NMUP-cmecb-2-FL-red lpospayHas XnaKoCTe 55 2 (pbnakoHa
KpacHOro upeta
MNUP-cmecb-PoH-red 2 lpospayHas X1aKocTe 2,5 1 dpnakoH
KpacHOro ueta
MuHepanbHoe macno ans MUP 3 becupeTHas BA3kas 40 1 dpnakoH
XUAKOCTb

% PeareHT ucnonbayertcs npy nccnegoeannm npo6 AHK, BblgeneHHbIX ¢ NoMoLLbio Habopos «JHK-

cop6-AM» nnn «AHK-cop6-B».

® PeareHT uUCronb3yeTcs npy NpUMEHeHUM amnnudrKkaTtopos 6e3 TepMOCTaTMPYEMO KPbILLKYA
(Hanpumep, «Tepumk», « AHK-TexHonornsa», Poccus).

BapuaHT FEP ®opma 1: B7-100-R0,5-FEP; H-1041-2-5; ®opma 2:
H-1042-2-2; Bapuant FRT ®opma 1: |REF

B7-100-R0,2-FEP;

R-B7; H-1041-1-2; ®opma 2: R-B7-F(RG,iQ);
H-1042-1/ 12.03.10/ cTp. 11 n3 27



BAPUAHT FEP

Peakmue OnucaHue O6bem, mn Kosn-eo
NMKO koMnneKcHbIN glpospaqHaﬂ 1,0 1 npobupka
eCLBETHas XnOKOCTb
OHK-6ydep Mpospaunas 0,5 2 npobupkm

OecuBeTHas XNOKOCTb

KomnnekT peareHToB paccuutaH Ha npoBegeHne 1100 peakunn
amnnmdmkaunm, BKNOYast KOHTPOMM.

Komnnekt peareHtoB «[HK-cop6-AM» BapuaHT 100" — komnnekTt
peareHToB Anga BblgenexHna [OHK m3 knuHudeckoro matepuana -

BKITHO4YaeT:
Peakmuse OnucaHue O6nem, mn Koni-eo
- MpospayHas
INunanpyrownn pacteop BECLIBETHAS KUOKOCTb 30 1 cbnakoH
OTMbIBOYHbIN pacTBOP Mpospaixasi 100 1 dpnakoH
OecuBeTHas XXNOKOCTb
CopO6eHT yHuBepcanbHbIN Cycnenaust Genoro 1,0 2 npobupku
uBeTa
TE-6ydep ansa anoumu AHK MpospauHas 5,0 2 npobupkun

OecuBeTHas >XNOKOCTb

K komnnekTy peareHTtoB «[JHK-cop6-AM» npunaratotcs crnegyoouwme

peareHTbl.
Peakmuse OnucaHue O6nem, mn Kon-eo
BKO koMnneKcHbIN glpospaqHaﬂ 1,0 1 npobupka
eCLBETHas XXUOKOCTb
BKO-FL glpospaqHaﬂ 1,0 1 npobupka
eCLBETHas XXUOKOCTb
OKO Mpospaixasi 1,2 1 npobupka

OecuBeTHas XXNOKOCTb

Komnnekr peareHTOoB paccumtaH Ha Bblgenenne [OHK wn3 100
0bpas3uoB, BKIOYast KOHTPOSIN.

TpaHcnopTHasa cpeaa ¢ mykonutukom (TCM)>:

Peakmuse OnucaHue O6nem, mn Kos-eo
TpaHcnopTHas cpepa ¢ [Mpo3payHasg XngkocTtb 05 100
mMmykonutmkom (TCM) pPO30BOro LBeTa ' npo6upok

4 BxoauT B cocTaB dopm koMmnnekTaummn 4, 5,6 n 7.
® BxoguT B cocTaB dopm komnnekTaumm 4 n 6.

BapuaHT FEP ®opma 1: B7-100-R0,5-FEP; H-1041-2-5; ®opma 2:
H-1042-2-2; Bapuant FRT ®opma 1: |REF

7-100-R0,2-FEP;

R-B7; H-1041-1-2; ®opma 2: R-B7-F(RG,iQ);
H-1042-1/ 12.03.10/ cTp. 12 n3 27




BAPUAHT FEP

TpaHcnopTHas cpeAa ANA Ma3KoB®:

Peakmuse OnucaHue O6BLemM, mn Kosn-eo
TpaHcnopTHaa cpena ans [MpospayHas 05 100
Ma3KoB GecuBeTHas XXUOKOCTb ' npo6upok

NMPOBEOEHUE MNUP-UCCNEOOBAHUA

[MLIP-nccnegoBaHne cOCTOUT U3 CrieayroLLmnx 3Tanos:

- OkcTtpakum4a (BbliaeneHune) OHK n3 nccnegyemblx (KMMHUYECKUX)
obpasLos;

- [lpoBegeHne amnnudmkaumnn.

- dnyopecueHTHasa geTekuma NpoaykToB amnnugukaumm rno
«KOHEYHOMN TOYKEY.

- WHTepnpeTauma pesynbtaToB.

[etanbHaa wHQopmauusa no npouenype nposeneHna [1LP-
nccrnenoBaHMss B 3aBMCMMOCTM OT MCMONb3yeMoro obopynoBaHus
N3NOXXeHa B MeToaudeckmx pekomeHgaumsx OOryH LHUND
PocnoTtpebHag3opa «WccnegoBaHme KIMMHMYECKOro martepuana Ha
Hannume OHK Bo3byautenen UMMM n gpyrnx vHpekunin opraHos
penpoaykumnm MeTo40M MuP C rmépuansaumnoHHoO-
donyopecueHTHOW aeTekumeny.

AKCTPAKUUNA OHK U3 UCCIIEAYEMbIX OBPA3LIOB

Ona akctpakumn (Bblgenenust) OHK ucnonb3yroTca KOMMMEKThI
peareHToB, pekomeHgoBaHHble PI'YH LIHUNG PocnoTtpebHansopa,
B COOTBETCTBMW C WHCTPYKUMEN K WCMNOSb3YyeMOMY KOMINEKTY.
IkcTpakuma OHK n3 kaxgoro nccnegyemoro obpasua npoBoanTCS
B NPUCYTCTBUN BHYTPEHHEro KOHTporsibHOro obpasua (BKO-FL).

[Mpn wucnonb3oBaHun ¢oOpM BbiNycka Habopa 4 — 7 pgnd
akcTpakummn [OHK wucnonb3dyeTca BxogdwMim B HabOp KOMMNEKT
peareHToB «[JHK-cop6-AM».

NMPOBEOEHUE AMITTTUOUKALIUN
Ooowmn obbLeM peakumMoHHoU cmecu — 30 MKN, BKNOYas oobem
npo6bi JHK — 10 mkn.

A. lNoaroToBKa NpoOMpoOK Ans npoBeaeHUA amnnndcgpukaumm
Bbibop npobupok agna amnnudpukaumm  3aBUCUT  OT

® BxoguT B cocTaB dopm KoMmnnekTaumm S un 7.

BapuaHT FEP ®opma 1: B7-100-R0,5-FEP; H-1041-2-5; ®opma 2: B7-100-R0,2-FEP;

H-1042-2-2; BapuaHT FRT ®opma 1: |REF] R-B7; H-1041-1-2; ®opma 2: R-B7-F(RG,iQ);
H-1042-1/ 12.03.10 / cTp. 13 3 27




BAPUAHT FEP

ucnonb3yemoro amnnudukartopa.

Ona BHeceHMAa B nNpoOoupkn peareHtoB, npo6 OHK wu

KOHTPOJSIbHbIX O0OpasuoB  UCMNONMbL3YHTCA  OA4HOpPa30Bble

HaKOHEYHUKN C PUnbTpamm.

1. Otobpatb Heobxogmmoe Konuyectso npodbupok ¢ MUP-
cmecblo-1-FL Gardnerella vaginalis gna amnnudpukaymn OHK
nccrnegyembiX U KOHTPOSbHbIX NPo6.

2. B npobupkn c MNUP-cmecbro-1-FL Gardnerella vaginalis Ha
NOBEPXHOCTbL 3acTbiBwero Bocka BHectn no 10 mkn MLUP-
cMmecm-2-FL-red, npn 9TOM OHa He OO0MMKHa npoBannBaTbCs NoA,
Bock un cmewwmBatbca ¢ [UP-cmecblo-1-FL  Gardnerella
vaginalis.

3. Ceepxy noobasutb Kanmno MMHepanbHoro macna ans MNMUP (npu
ncnonb3oBaHMn amnnudpunkatopa 6e3 TepmMmocTaTUpyemomn
KPbILLKN).

4. TMpurotoBntb obpasey «®oH». [Ans atoro B npobupky ¢ MLUP-
cmecblo-1-FL  Gardnerella vaginalis Ha noBepxXHOCTb
3acTtbiBwero Bocka BHectn 20 mkn [LUP-cmecu-®oH-red.
Csepxy nobasuntb kanno MuHepanbHoro macna ans MUP (npu
ncnonb3oBaHMn amnnudpukatopa 6e3 TepmocTaTUpyemomn
KPbILLKWN).

BHUMAHMUE! Pearent MNLUP-cmecb-®oH-red uncnosnib3yerca npu

nccnegosanHum npod [OHK, BblgeneHHbIX ¢ nomoulbido HabopoB

«QHK-cop6-AM» unn «[HK-cop6-B». lNpn ncnonb3oBaHun apyrmx

HabopoB peareHTOB Ana akcTpakumm [OHK, pekomeHaoBaHHbIX

oIryH UHWNG PocnotpebHagsopa, HeobxoauMmo cnegoBaTthb

NHCTPYKLUMM K UCNnonb3yemMomy Habopy.

5. B noarotoBrieHHble npobupkn BHectn no 10 mkn npo6 OHK,
NOMyYEHHbIX MNYTEM 3KCTPaKuMmM U3  UCCreayeMbiX  Unn
KOHTPOJIbHbIX 06pa3LoB.

6. NocTaBUTb KOHTPOSbHLIE peakLUu:

a) oTpuuarenbHbIn KOHTponb MNMUP (K-) — BHecTn B npobupky
10 mkn AHK-6ydepa.

6) nonoxuntenbHbin KOHTponb MNMUP (K+) — BHecTn B npobupky
10 mkn NMKO KkomnnekcHoro.

B) oTpuuaTesribHbIU KOHTponb akcTpakuuu AHK (B-) — BHecTn
B Npobupky 10 mkn npobsbl, BoigeneHHon n3s OKO.

BapuaHT FEP ®opma 1: B7-100-R0,5-FEP; H-1041-2-5; ®opma 2: B7-100-R0,2-FEP;

H-1042-2-2; BapuaHT FRT ®opma 1: |REF] R-B7; H-1041-1-2; ®opma 2: R-B7-F(RG,iQ);
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BAPUAHT FEP

PekomeHgyeTca neped NOCTaHOBKOW B amnnindukaTtop ocaauTb
Kannu cO CTEeHOK NpoOuMpoK KpaTKUM LEeHTpuUyrmpoBaHMem Ha
LueHTpudpyre/soptekce (1-3 c).

b. NpoBeaeHne amnnundgpukaumm

1. 3anyctuTb Ha amnnudukaTope COOTBETCTBYIOLLYK MporpamMmmy
TepmoumknupoBaHna « AMnnuCeHc-1-FEP» (cm. Tabn 1).

2. Korpa temnepatypa B a4eunkax gocturHeT 95 °C (pexum nayabl),
nocTaBuTb MNPOBUPKM B A4YenKM amnnudumkaTopa W HaxaTtb
KHOMKY MpOJOormKeHNa nporpamMmel.

Tabnuua 1
MNMporpamma «AMnnnCeHc-1-FEP»
«TebLmi «GeneAmp PCR System | «Gradient Palm Cycler»,
PU 2700» «MAXYGEN>
Temne- Temne- Temne-
Lnkn patypa, °C Bpems | Linknbl patypa, °C Bpewms | Linkrnbl patypa, °C Bpems | Liuknbl
0 95 May3a 95 May3a 95 May3a
1 95 5 MUH 1 95 5 MUH 1 95 5 MUH 1
95 2¢C 95 20c 95 2cC
2 65 5c¢ 35 65 25¢ 20 65 10 c 24
72 5c¢ 72 30c 72 10 c
95 2¢C 95 20c 95 2cC
3 60 10c 9 60 30c 24 60 15¢ 20
72 5c¢ 72 30c 72 10 c
95 2c¢C 95 20c 95 2c
4 60 | 10c | ! 60 | 30c | ! 60 | 15¢ | °
5 10 XpaHeHune 10 XpaHeHune 10 XpaHeHune

[MpumeyaHue. T[lporpamMmmbl  TEPMOUUKNUPOBaAHUA 4NA  OpYyrux
Moaenen aMnIMdunkKaTopos onucaHbl B MEeTOANYECKNX
pekoMmeHaaumax «lccnegoBaHue KIMHMYECKOrO MaTepuana Ha
Hannumne OHK Bos3dbyautenen UMMM n gpyrux vH@eKUnn opraHoB
penpoayKuum MEeTO40M nupP C rmépuansaumoHHo-
donyopecueHTHOW aeTekumeny.
3. Tlo OKOHYaHMUM BbLINOMHEHUSA MporpamMmMmbl  NPUCTYNUTb K
donyopecueHTHON OeTekuun.

PJITYOPECUEHTHAA OETEKUUA NMPOAYKTOB
AMMIIMOUKALINA

OeTtekuma nposogutca C nomoulbto driyopecueHTHoro [MLP-
aeTektopa (corflacHO MHCTPYKUMM K MUCMOoSib3yeMomy rnpubopy)

BapuaHT FEP ®opma 1: B7-100-R0,5-FEP; H-1041-2-5; ®opma 2: B7-100-R0,2-FEP;

H-1042-2-2; BapuaHT FRT ®opma 1: |REF] R-B7; H-1041-1-2; ®opma 2: R-B7-F(RG,iQ);
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BAPUAHT FEP

nyTeM U3MEPEHUNA NHTEHCUBHOCTU orlyOpeCLUEHTHOro curHana no

OBYM KaHanam:

- no kaHany FAM (unn aHanorM4yHomy, B 3aBUCUMOCTUN OT MOLENN
npubopa) perncTpupyeTcs CuUrHam O HaKonneHun npoaykra
amnnudpukauum gparmeHta [JHK Gardnerella vaginalis.

- no kaHany HEX (nnv aHanormyHomy, B 3aBUCUMOCTU OT MOAENN
npubopa) perncTpupyeTcsl CUrHam O HaKonneHun npoaykra
amnnudpukayumn OHK BKO.

BHUMAHWUE! [1o npoBegeHuss pgeTtekuMnm B NpPOrpaMmmMHOM

obecneyeHun T[ILP-peTtektopa AOOMKHbI ObITb BHECEHbl W

COXpPaHeHbl COOTBETCTBYHLLME HACTPOUKN — CM. BKnagbiw K MMLP-

KOMMNEKTY, a Takke metoamndeckne pekomeHgaunm dryH LLHANS

PocnoTtpebHag3opa «WccnegoBaHme KIMMHMYECKOro martepuana Ha

Hannume OHK Bo3byautenen UMMM n gpyrnx nHpekumin opraHos

penpoayKuum MEeTOO0M nupP C rmépuansaumoHHo-

donyopecueHTHOW aeTekumeny.

UHTEPIMNPETALUA PE3YJIbTATOB
[TonyyeHHble pe3ynbTaTtbl MWHTEPNPETUPYOT Ha OCHOBaHMU

OaHHbIX 00 ypoBHEe doNyOpeCUEHTHOro CcurHamna OTHOCUTENbHO

dooHa No COOTBETCTBYOLIMM KaHanam Sl KOHTPONbHbIX 00pa3LuoB

n npob [OHK, nonyvyeHHbIX nyTeMm 3KCTPakuuuM U3 KIMHUYECKUX

obpa3uyoB. WHTepnpeTauma npom3BoAUTCSA aBTOMATUYECKN C

NOMOLLbIO NporpaMMHOro obecneyeHns ncrnonb3yemoro npubopa.
[MpyHUMN MHTepnpeTaunn pes3ynbTaToB CrieayroLWwmi:

- OHK Gardnerella vaginalis obHapyxeHa, ecnu ansa AaHHOM
npobbl curHan no kaHany FAM Bbllle YCTaHOBIIEHHOIO
NOPOroBOro 3Ha4YeHUs.

- OHK Gardnerella vaginalis He obHapyXxeHa, ecnu anga gaHHOWU
npobbl curHan no kaHany FAM Hwke yCTaHOBIIEHHOIO
NOpPOroBOro 3HaveHud, a curHan no kaHany HEX Bblwe
YCTaHOBJIEHHOIO MOPOroBOro 3Ha4YEHMUS.

- Pe3ynbTtaT aHanu3a HeBanugHbINA, ecnn Ans OaHHOM Npo6bl
curHan no kaHany FAM Huxe ycTaHOBMNEHHOro MOoporoBoro
3HayeHud, n curHan no kaHany HEX Hwke ycTaHOBNEHHOro
NOPOroBOro 3Ha4YeHUs.

BapuaHT FEP ®opma 1: B7-100-R0,5-FEP; H-1041-2-5; ®opma 2: B7-100-R0,2-FEP;

H-1042-2-2; BapuaHT FRT ®opma 1: |REF] R-B7; H-1041-1-2; ®opma 2: R-B7-F(RG,iQ);
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BAPUAHT FEP

Ecnu ona npobbl nonyvyeH HeBanuAaHbIU pe3ynbTaT, TpebyeTcd
nostToputb [NLP-nccnegosaHne cooTBETCTBYIOWENO KITMHUYECKOIO
obpasua.

Pesynbtat [LUP-nccnepgoBaHns cuymtaetcs OOCTOBEPHbLIM,
ecnu Nosny4eHbl npaBuUnbHbIE pe3ynbTaThbl ansa
NOSIOXXUTENbHOro " oTpuuaTenbHOro KOHTponen
aMmnnupumkaumMm M oTpuLaTeNbHOro KOHTPOJSIA 3JKCTpaKuuu

OHK, B cooTBeTCTBUM C TAaON. 2.

Tabnuua 2

Pe3ynbTaTthbl Ansa KOHTponen pasnuyHbix atanos MNLP-aHanu3a

CurHan no kaHany O6o3HayeHne
KoHTponupyembin pesynbTaTa B
KoHTponb atan MNUP- nporpammax
uccrnenoBaHuUs FAM HEX HEKOTOpPbIX
AEeTEeKTOpoB
Hunxe Bbiwe
B- OkcTtpakumsa AHK NoporoBoro NnoporoBoro «=» nnn «OK»
3Ha4YeHWs 3Ha4YeHus
Hwvxe Hwxe
K- nupP NOpOroBoro NnoporoBoro «HA» unn «OK»
3HavYeHus 3Ha4YeHus
Bbiwe Bbiwe
K+ rnupP NopOroBoro noporoBoro «+» unm «OK»
3Ha4YeHs 3Ha4YeHus
BHUMAHUE!
1. Ecnn gna nonoxwutenobHoro koHTpona [MUP (K+) curHan no
kaHany FAM HwKe nNoporoBoro 3HavyeHusi Heobxogmmo

NOBTOPUTL amMnnudunkaumio n geTekuuto ans scex odbpasuos, B
KoTopbIXx He oOHapyxeHa [JHK Gardnerella vaginalis.

2. Ecnin pna otpuuartenbHoro koHTponsa akctpakumm OHK (B-)
n/vnn otpuuartenoHoro koHTpona MNUP (K-) curHan no kaHany
FAM BblLle NOPOroBoro 3HavyeHna Heobxoanumo nostopuTtb MNMLIP-
nccriegoBaHne gna Bcex obpasuyoB, B KOTOpbIX OOHapyxeHa
OHK Gardnerella vaginalis, HaunHas ¢ aTana akcTpakuyum JHK.

BapuaHT FEP ®opma 1: B7-100-R0,5-FEP; H-1041-2-5; ®opma 2: B7-100-R0,2-FEP;

H-1042-2-2; BapuaHT FRT ®opma 1: |REF] R-B7; H-1041-1-2; ®opma 2: R-B7-F(RG,iQ);
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BAPUAHT FRT

COCTAB

Komnnekr peareHtoB «[LUP-komnnekt» BapuaHT FRT -
KOMMSIEKT peareHToB And amnnupukaumm dparmenHta [OHK
Gardnerella vaginalis ¢ rmMbpuansaumMoHHO-ONYOpPECLEHTHON
OeTEeKUNEN B peXMMeE «peanbHOro BpeMeHn» — BKITKOYaeT:

Peakmus OnucaHue O6BLeM, mn Kosn-eo
NnuP-cmecb-1-FL Mpo3payHas 6ecuseTHas 110 npotupok
T 0,01 obbemom
Gardnerella vaginalis KNOKOCTb 0.2 M

lMpospayHas XMaKocTb

MUP-cmecb-2-FL-red 11 1 npobupka
KpacHoro ueta
NMKO koMnneKcHbIN glpospaqHaﬂ 0,2 1 npobupka
ecLBeTHas XNOKOCTb
OHK-6ydep MNpospavHas 0,5 1 npobupka

OecuBeTHas XXNOKOCTb

Komnnekr peareHToB paccyutaH Ha npoBegeHne 110 peakuunu
amnnudunkaunm, BKIIo4as KOHTPOSIN.

Komnnekt peareHtoB «[lLUP-komnnekt» BapunaHt FRT-100 F —
KOMMSIEKT peareHTtoB AOna amnnudukaumm dparmeHta [OHK
Gardnerella vaginalis ¢ rMbpuansaumMoHHO-ONYOPECLEHTHON
OeTeKuMen B pexxmMe «peanbHOro BpeMeHN» — BKNKOYaeT:

Peakmuse OnucaHue O6BLeM, mn Kon-eo
I'ILI,F_’-cw_ler-l-FL Gardnerella Mpo3payvHasa 6ecuBeTHas 1.2 1 npoBupka
vaginalis KMOKOCTb
MUP-cmecb-2-FRT glpospaqHaﬂ 0,3 2 npobupkun

eCLBeTHas XXUOKOCTb
MpospayHas
Monumepasa (TagF) BecLBETHAS KUAKOCTS 0,03 2 npobupkun
NMKO komMnneKkCHbIN Qp03pa‘-lHa$l 0,2 1 npobupka
eCLuBEeTHas XNUOKOCTb
lMpospayHasa
BHK-Bydep BecLBeTHas XNAKOCTb 0.5 1 npobupka

Komnnekr peareHTOB paccyutaH Ha npoBegeHne 110 peakuunu
amnnudunkaunm, BKIto4ast KOHTPOSN.

KomnnekTt peareHtoB «[lLP-komnnekT» BapuaHTt FRT-1000 F —
KOMMSIEKT peareHToB And amnnudpukaumm dparmenta [OHK
Gardnerella vaginalis ¢ rMbpuansaumMoOHHO-NYOpPECLEHTHON
OeTeKunen B pexmme «peanbHOro BpeMeHn» — BKIIKOYaeT:

BapuaHT FEP ®opma 1: B7-100-R0,5-FEP; H-1041-2-5; ®opma 2: B7-100-R0,2-FEP;

H-1042-2-2; BapuaHT FRT ®opma 1: |REF] R-B7; H-1041-1-2; ®opma 2: R-B7-F(RG,iQ);
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Peakmue OnucaHue O6nem, Mn1 Kosi-eo
FILI,P-cmer-l-FIT . Mpo3payHas 6ecuseTHas 1.2 10 npoBupok
Gardnerella vaginalis KNOKOCTb
MuUuP-cmecb-2-FRT Qggjss::::mmnkomb 1,2 5 npo6bupok

lMpospayHas
Monumepasa (TagF) 6§cu,§eﬂ-|aﬂ JKUKOCTb 0,12 5 npobupok
MKO komMmnneKkCHbIN MNpo3patinas 1,0 1 npobupka
OecuBeTHas XXMAOKOCTb
lMpospayHasd
BHK-6ycep 6§CL|,§eTHaFI XUAKOCTb 0.5 2 NpoBMpkM

KomnnekT peareHToB paccuutaH Ha npoBegeHne 1100 peakunu
amnnmdurkaunm, BKNOYas KOHTPOM.

Komnnext pearentoB «[HK-cop6-AM» BapuaHT 100'— komnnekt
peareHToB and BblgeneHna OHK mn3 knuHuyeckoro matepuana —

BKJITHO4YaeT:
Peakmue OnucaHue O6vem, Mn Kos-eo
. lMpo3payHas
NMnaunpyrowmm pacteop GECLIBETHAS KUAKOCTD 30 1 dponakoH
OTMbIBOYHbIN pacTBOP 2p03pa‘-lHa$I 100 1 dpnakoH
ecLBeTHas XNOKOCTb
Cop6eHT yHuBepcanbHbIN Sgg':aemm Genoro 1,0 2 npobupku
lMpospayHasa
TE-6ydep ansa anounu AHK R — 5,0 2 npobupkun

K komnnekty peareHTtoB «dHK-cop6-AM» npunaratotcs cnegyrowime

peareHTbl.
Peakmuse OnucaHue O6BLeM, mn Kon-eo

BKO koMnneKkcHbIN glpospaqHaﬂ 1,0 1 npobupka
ecuBeTHas XXUOKOCTb

BKO-FL onspaqHaﬂ 1,0 1 npobupka
ecLBeTHas XXUOKOCTb

OKO onspaqHaﬂ 1,2 1 npobupka
ecuBeTHas XXMAKOCTb

Komnnekr peareHTOoB paccumtaH Ha BblgenenHve [OHK wn3 100
obpa3uoB, BKIOYast KOHTPOSIN.

" BxoguT B cocTaB dopm komnnektaumm 4, 5,6 n 7.

BapuaHt FEP ®opma 1: B7-100-R0,5-FEP; H-1041-2-5; ®opma 2: B7-100-R0,2-FEP;
H-1042-2-2; BapuaHT FRT ®opma 1: [REF] R-B7: H-1041-1-2; tDopma R-B7-F(RG,iQ):
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TpaHcnopTHasA cpefa ¢ Mykonutukom (TCM)®:

Peakmus OnucaHue O6BLeM, mn Kosn-eo
TpaHcnopTHaa cpepa ¢ [MpospayHas XUaKocTb 05 100
mykonutukom (TCM) p0O30BOro LBeTa ' npoBupok

TpaHcnopTHasA cpena Anst Ma3koB”:

Peakmuse OnucaHue O6BeM, M1 Kon-eo
TpaHcnopTHasa cpena ans lMpospayHas 05 100
Ma3KoB OecuBeTHas XXNOKOCTb ' npobupok

NMPOBEOEHUE NUP-UCCITEOOBAHUA

[MLP-nccnegoBaHne cOCTOUT U3 CrieyroLmnx 3Tanos:

- OkcTtpakuma (BbigenerHune) AHK n3 nccnegyemoix obpasuos.

- [lpoBegeHne amnnudurkaunm c oriyopecueHTHON eTeKuMen B
pexXmnMme «peanbHOro BpEMeEHN.

- AHanus n nHTepnpeTauuns pesynbLTaTos.

[etanbHaa wHQopmauusa no npouenype nposeneHna [1LP-
nccnegoBaHMd B 3aBUCMMOCTM  OT  Tuna  UCMNOSIb3yeMoro
obopynoBaHUs M3NoXeHa B MeToaunvyeckmx pekomeHgaumsax PryH
LIHWMG  PocnotpebHago3opa  «MccnegoBaHue  KITMHUYECKOro
matepnana Ha Hanunume [OHK Bosbygutenen WIMNM w  gpyrux
NHEKLUNN opraHoB penpoayKuum MeToL0M MuP C
rmépuansaunmoHHo-NyopecueHTHON AeTeKUNeny.

AKCTPAKUUNA OHK U3 UCCIIEAYEMbIX OBPA3LIOB

Ona oakctpakumn (Bblgenexnnsa) [OHK wmcnonb3ytotcsa Habopbl
peareHToB, pekomeHgoBaHHble PI'YH LIHNNG PocnotpebHansopa,
B COOTBETCTBMM C WHCTPYKUMEN K MCMNONb3yemMomMmy Habopy.
IkcTpakuma [HK n3 kaxxgoro KnMHM4Yeckoro obpasuya npoBoauTCs B
NPUCYTCTBUN BHYTPEHHErO KOHTPONbLHOro obpasua — BKO-FL.

[Mpn wncnonb3oBaHuM GopM BbiNycka Habopa 4 - 7 and
akcTpakummn [OHK wucnonbdyeTca BXogawmnhm B HaboOp KOMMNEKT
peareHToB «[JHK-cop6-AM».

® BxoauT B cocTas hopM KomnnekTauum 4 n 6.
° BxoguT B cocTaB dopm KoMmnnekTaumm S un 7.

BapuaHT FEP ®opma 1: B7-100-R0,5-FEP; H-1041-2-5; ®opma 2: B7-100-R0,2-FEP;

H-1042-2-2; BapuaHT FRT ®opma 1: |REF] R-B7; H-1041-1-2; ®opma 2: R-B7-F(RG,iQ);
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NPOBEOEHUE AMIMIIM®UKALNU C DETEKLUMEN B PEXXUME
«PEAJNIbHOIO BPEMEHW»

A. NMoaroroBKa NpooMpPoK Ana nposegeHns amnnudpukaumm
Bbibop npobupok agna amnnudpukaumm  3aBUCUT  OT
ucnosnb3yemoro amnnucpukatopa € CUCTEMOMN AeTeKuun B
peXume «peanbHOro BpeMeHny.

Ona BHeceHMsas B nNpoOupkn peareHtoB, npo6 OHK wu
KOHTPOJIbHbIX O00Opa3uoB  UCNONbL3YKTCA  OA4HOpa30Bble
HaKOHEeYHUKN ¢ hunbTpamm.

A1. MoarotoBka NPoOUPOK ANA npoBeaeHMs amnnudpukauum
npu nomowm Komnnekrta peareHToB «[lLP-komMnnekT»
BapuaHT FRT

O6wmn o6bLem peakuMoHHON cmecu — 30 MKN, BKNO4Yasa oobem

npo6bl AHK — 10 mkn.

1. OTobpatb Heobxogmmoe konuyectso npobupok c MUP-
cmecblo-1-FL Gardnerella vaginalis gna amnnudpukagymumn OHK
nccnegyembiX U KOHTPONbHLIX NPO6.

2. Ha noBepxHocTb Bocka BHectu no 10 mkn MNUP-cmecun-2-FL-
red, npu 9TOM OHa
He [OOJKHa npoBanmMBaTtbCAa NMog BOCK U cmewwmBaTbes ¢ MUP-
cMmecbro-1-FL Gardnerella vaginalis.

3. B nogrotoBneHHble npobupkn BHectn no 10 mkn npoo OHK,
NONYYEHHbIX B pes3ynbTaTe 3KCTpaKuuM U3 uccrnegyembix Umnm
KOHTPOJIbHbIX 06pa3LoB.

4. TlocTaBUTb KOHTPOSbHbIE PEeaKLNK:

a) otpuuartenbHbin KoHTponb lMNLUP (K-) — BHecTn B npobupky
10 mkn AHK-6ydepa.

6) nonoxutenbHbin KOHTponb MNLUP (K+) — BHecTn B npobupky
10 mkn NMKO komnnekcHoro.

B) oTpuuaTenbHbIX KOHTPONb 3KcTpakumm [OHK (B-) -
BHeCTM B Npobupky 10 Mmkn npobe.l, BbiaeneHHon ns OKO.

A2. MoarotoBka NPOOUPOK ANA npoBeaeHMs amnnudcpukauum
npu nomowm Komnnekta peareHtToB «[lLUP-koMnneKkT»
BapuaHT FRT-100 F n FRT-1000 F

O6wmn 06 bLeM peakuMOHHON cMecHu — 25 MKI, BKIOYasa o6 bLem

npo6bl AHK — 10 mkn.

BapVIaHT FEP ®opma 1 B7 100- RO 5-FEP; H 1041-2-5; ®opma 2: B7 100-R0,2-FEP;
A H-1042-2-2; BapMaHT FRT dJopma 1. [REA R-B7; - A H-1041-1-2; dJopma 2: - A R-B7-F(RG,iQ);
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1.

o o

Pasmopoautb npobupky ¢ [UP-cmecb-2-FRT. [lepemewarts

cogepxxumoe npobumpok ¢ peareHtamun  MUP-cmecb-1-FL

Gardnerella vaginalis, NMUP-cmecb-2-FRT, nonumepa3sa (TaqF)

N 0caguTb Kanmu KpaTKOBPEMEHHbLIM LeHTpudyrmposaHuem (1-2

C) C NoOMOLLbIO LieHTpudpyrn/BopTekca.

OTobpatb HeobxoAMMOE KONMYEeCTBO NPOBMPOK MMM CTPUMOB

ansa amnnugukauum HK ncenegyemblX n KOHTPOMbHbBIX NPoO.

Onsa nposegeHnsa N peakuun (Bknodas 2 KoHTtponsa [1LP)

cMmewaTb B otaenbHon npodbupke 10*(N+1) mkn MUP-cmecun-1-FL

Gardnerella vaginalis, 5,0*(N+1) mkn [MUP-cmecu-2-FRT wu

0,5*(N+1) mkn nonumepasbl (TaqF).

[Mepemewate MNOLrOTOBSIEHHYKO CMECb W OCaguTb  Kannu

KpaTKOBPEMEHHbIM LEHTPUJYrMpoBaHNEM C NOMOLLLHO

LeHTpudpyrn/BopTekca.

BHecTu B kaxxgyto npobumpky no 15 MKn NoaroToBfIEHHOMW CMECH.

B nogrotoBneHHble npobupkn BHectn no 10 mkn npo6 OHK,

NONY4YEHHbIX B pes3ynbTaTe 3KCTpaKuuM U3 uccrnegyembix Unm

KOHTPOJIbHbIX 06pa3LoB.

[MocTaBUTL KOHTPOSIbHbIE PeaKkuun:

a) oTpuuartenbHbin KOHTponb MNUP (K-) — BHecTn B npobupky
10 mkn AHK-6ydepa.

6) nonoxutenbHbin KOHTponb MNLUP (K+) — BHecTn B npobupky
10 mkn NMKO komnnekcHoro.

B) oTpuuaTenbHbIX KOHTposib 3KcTpakumm OHK (B-) -
BHeCTM B npobupky 10 Mkn npobel, BbliaeneHHon n3 OKO.

b. NMpoBeaeHne amnnudmkauum ¢ geTekumen B pexxmme
«peanbHOro BpeMeHn»

1.

3anporpammupoBaTb npudop (amnnudukaTtop C CUCTEMOM
OETEKUUN B PEXUME «pearibHOro BPEMEHW») ANl BbIMNOSIHEHUS
COOTBETCTBYKOLLEN MporpaMmmbl amMnnMdukaumm u geTekuum
dnyopecueHTHoro curHana « AmMnnmCeHc-1» (cm. Tabn. 3).

BapuaHT FEP ®opma 1: B7-100-R0,5-FEP; H-1041-2-5; ®opma 2: B7-100-R0,2-FEP;

H-1042-2-2; BapuaHT FRT ®opma 1: |REF] R-B7; H-1041-1-2; ®opma 2: R-B7-F(RG,iQ);
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Tabnuya 3
Mporpamma «AMnnuCeHc-1»
Mpu6opbl poTopHoro Tuna *° Mpu6opbl nnaHweTHoro Tuna ™
Yucno Yucno
Livkn TeMHeE a Bpewms NMOBTOPOB TeMHeE a Bpems MOBTOPOB
Typa, °C Typa, °C
LMKITIOB LMKIIOB
1 95 15 MWH 1 95 15 MWH 1
95 5c¢ 95 5c¢
2 60 20c 5 60 20c 5
72 15c¢ 72 15 ¢
95 5¢ 95 5¢C
20c 30c
3 60 aeTekums 40 60 aeTekuus 40
donyopecdu. donyopecu.
curHana curHana
72 15c¢ 72 15 ¢

HeTtekuma dnyopecueHTHOro curHana HasHa4vaeTcs Mo KaHanawm
ana donyopodopos FAM u JOE (npu ogHOBpEMEHHOM NPoBeAEHNN
OpYrnx TeCcToB Ha3HayaeTcs geTeKkuns v rno gpyrmm NUcnosib3yemMbim

KaHasnam)

2. YCTaHOBUTb NPOOUPKM B SYENKM PeakUMOHHOro Moayns
npubopa.

3. 3anyctTuTb  BbLIMOMHEHME  nNporpaMmmbl  amMnnudukaumum ¢

netekunen dpnyopecueHTHOro cmrHana.
4. 10 OKOHYaHWU BLIMOSTHEHMA MPOrpaMmmbl MPUCTYNUTb K aHannay
pe3ynbTaToB.

AHAIIN3 U UHTEPIMNPETALUNA PE3YJILTATOB
AHanu3 peasynbTaToB MPOBOAAT C MNOMOLLbO MPOrpaMMHOro
obecneyvyeHnsa ucnonbdyemoro npubopa gna nposegeHus [LUP c¢
OeTEKUMEN B pPEXUME «pearibHOro BpPeMEHW». AHanmMaupyoT
KpuBble HaKoMmneHns oriyopecueHTHOro curHana no AsymMm KaHanam:
- no kaHany gna dnyopodgopa FAM peructpupyetcsa curHan,
CBUOETENbCTBYHOLUA O HAKOMMNEHUU MpoaykTa aMmnindukaumnm
dparmeHTa JHK Gardnerella vaginalis,
- no kaHany ana dnyopodopa JOE perncrpumpyercs curHan,

CBUOETENbCTBYOLWNA O HAKOMIIEHMM NpoAaykTa aMnnudukaumnm
OHK BKO.

% Hanpumep, «Rotor-Gene 3000» «Rotor-Gene 6000», «Rotor-Gene Q» unu aHanornyHbie
1 Hanpumep, «iCycler», «iQ5», «Mx3000P», «Mx3000», «[T-96» Unu aHanornyHble.

BapuaHT FEP ®opma 1: B7-100-R0,5-FEP; H-1041-2-5; ®opma 2: B7-100-R0,2-FEP;
H-1042-2-2; BapuaHT FRT ®opma 1: |REF] R-B7; H-1041-1-2; ®opma 2: R-B7-F(RG,iQ);
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PesynbTaTtbl UHTEPNPETUPYIOTCS HA OCHOBAHUM Hanuuus (Unu
OTCYTCTBUSA) nepeceYyeHns KpUBOW donyopecueHumn C
YCTaHOBJIEHHOW Ha COOTBETCTBYIOLLEM YPOBHE MOPOroBOWN JINHUEN,
4YTO onpeaenseTr Hanuume (UM OTCYTCTBME) AN AaHHOM NpoOobI
[OHK 3HaueHus noporoBoro uukna «Ct» B COOTBETCTBYOLWEN rpade
B Tabnuue pes3ynbLTaTos.

[MpyHUMN MHTepnpeTaunn pes3ynbTaToB CreayroLWmii;

- OHK Gardnerella vaginalis oGHapyxeHa, ecnu Ansa AOaHHOW
npoObl B Tabnuue pes3ynbTaTtoB MO KaHany ans donyopodopa
FAM onpeneneHo 3HadeHue noporosoro uukna Ct, He
npesbllaolee 3HadeHne NoporoBoro Lukna, nonyvyeHHoe ass
nonoxutenbHoro koHTpona MUP (K+), nnu npesbiwatowee ero
He 6onee, yem Ha 2 uukna. Npu aToM KpuBasa donyopecueHummn
OaHHOM npobbl OOMKHa nepecekaTb MOPOroBy JNUHUIO Ha
yyacTke XapakTepHOoro 9KCMOHEHLManbLHOro nogbema
donyopecueHumn.

- OHK Gardnerella vaginalis He obGHapyXxeHa, ecnn ana gaHHOW
npobbl B Tabnuue pesynbTatoB No kKaHany ans donyopodopa
FAM He onpeneneHo (OTCYTCTBYET) 3HA4YeHME MOPOroBoro
uukna Ct (kpmBasi conyopecueHUnn He nepecekaeT NoporoByto
NUHUIO), a B Tabnuue pesynbTaToB Mo KaHany ana dgnyopodopa
JOE onpegoeneHo 3HayeHme noporosoro uumkna Ct, He
npesbilLatoLee ykazaHHoe (rpaHUYHOE) 3HaYEHME.

- PesynbtaT aHanuMsa HeBanUAHbIWU, €CNK ANa AaHHOW Npobbl He
onpegeneHo (OTCYTCTBYET) 3HayeHue noporosoro uukna Ct no
KaHany ans donyopodopa FAM, n no kaHany gna dpnyopodopa
JOE 3HayeHne Ct Takke He onpegeneHo (OTCYTCTBYeT) WU
NpeBbIlIAaeT yKasdaHHOE rpaHM4Hoe 3HadeHne. B aTom cnydae
TpebyeTcs NOBTOPHO NPoOBECTU MUP-nccnepgoBaHmne
COOTBETCTBYIOLLEIO KNMHNYECKOro obpasua.

BHUMAHWE! [paHn4dHble 3HadeHus Ct ykasaHbl BO BKfadblle K

[MUP-komnnekTy. CMm. Takke metogndeckne pekomeHgauuum PryH

LUHUNG  PocnotpebHagsopa «WccnegoBaHne — KITMHUYECKOrO

mMaTtepnana Ha Hanudme [OHK Bosdyautenen UMMM u gpyrux

NHMEKUNN opraHos penpoayKuum MeToL40M MupP C

rmopunan3aumnoHHO-PIyopeCcUEHTHOMN OETEKLMEN Y.

BapuaHT FEP ®opma 1: B7-100-R0,5-FEP; H-1041-2-5; ®opma 2: B7-100-R0,2-FEP;

H-1042-2-2; BapuaHT FRT ®opma 1: |REF] R-B7; H-1041-1-2; ®opma 2: R-B7-F(RG,iQ);
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PesynbtaTt [lLUP-nccnepgoBaHns cuymtaetca AOOCTOBEPHbLIM,
ecnm NoJlyYeHbl npaBusibHble pe3ynbTaThbl ansa
NOJSIOXKUTENbHOro n oTpuuaTenbHOro KOHTpoOIeu
amMnnudmkaumMm n oTpuLaTeribHOro KOHTPONS 3KCTpaKuum
(Bblgenenuna) OHK, B cooTBeTCTBUM C Tabnuuen OLEHKMU
pe3ynbTaToB KOHTPOJIbHbIX peakuun (CM. Tabn. 4).

Tabnuuya 4
Pe3ynbTathbl Ansa KOHTponeun pa3nnmyHbix 3tanoB lNLP-aHann3a
KoHTponupyembin 3Ha4yeHue noporoBoro uukna, Ct
KouTpons atan MLP- no KaHany ansa no KaHany ans
uccnefosaHnA ¢nyopodopa FAM ¢nyopodopa JOE
B- OkcTpakumsa AHK 3HayeHne oTcyTCTBYET OnpeneneHo sxaverve
MEHbLLE rPaHNYHOrO
K- rnupP 3Ha4veHne oTcyTCcTBYET 3HayeHue oTcyTCTBYET
K+ nupP OnpepeneHo 3HaveHne | OnpeneneHo 3HavyeHve
MeHbLLE rpaHN4yHOro MeHbLLE rpaHN4YHOro
BHUMAHUE!

1. Ecnu gna nonoxutenbHoro koHTpona [P (K+) 3HayeHune
NOporoBoro Uuukna no KaHany anga dnyopodgopa FAM
OTCYTCTBYEeT  WIX  MpeBbllaeT  rpaHM4yHOe  3HadeHue,
HeobXxoaMMO MOBTOPUTL aMnndukauuo ona scex obpasyos, B
KoTopbix He obHapyxeHa [JHK Gardnerella vaginalis.

2. Ecrin pna otpuuartenbHoro koHTponsa akctpakummn OHK (B-)
nvinn otpuuatenbHoro koHTtpons MUP (K-) no kaHany FAM
3a(pukcMpoBaHO 3Ha4vYeHue noporosoro uukna Ct, Heobxoanmo
nostoputb lNLP-nccrnegosaHne anga scex obpasyoB, B KOTOPbIX
obHapyxeHa [OHK Gardnerella vaginalis, HauduMHas ¢ 9Tana
akcTpakunn OHK.

BapuaHT FEP ®opma 1: B7-100-R0,5-FEP; H-1041-2-5; ®opma 2: B7-100-R0,2-FEP;

H-1042-2-2; BapuaHT FRT ®opma 1: |REF] R-B7; H-1041-1-2; ®opma 2: R-B7-F(RG,iQ);
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CPOK IOOHOCTWU. YCNNOBUA TPAHCINTOPTUPOBAHUA U
XPAHEHUA

Cpok rogHocTn. 9 mec. Habop peareHTOB C WUCTEKLWNM CPOKOM
rOOHOCTU NPUMEHEHUIO HE NOLNEXMNT.

TpaHcnopTupoBaHue. Habop peareHTOB TpaHCMOPTUPOBaTb MNpU
Temnepatype ot 2 go 8 °C He 6onee 5 cyt. «[MUP-komnnekT»
Bapnant FRT-100 F w»n FRT-1000 F npun nony4yeHuu
pa3yKoMMJieKToBaTb B COOTBETCTBUU C yKa3aHHbIMU
TemnepaTtypamm XpaHeHus.

XpaHeHue. Habop peareHTOB XpaHUTb Npu Temnepartype oT 2 OO
8 °C. [TlUP-cmecb-1-FL  Gardnerella vaginalis xpaHntb B
3awmuieHHom oT cBeTa mMmecte. [NUP-cmech-2-FRT v nonumepasy
(TagF) xpaHuTb npu TemnepaType He Bbile MUHyC 16 °C.

YcnoBua otnycka. [Ona  neyebHo-npodunakTU4yecknx  u
CaHUTapPHO-NPOOUNAKTUYECKNX YUHPEXOEHNN.
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PeknamaumMm Ha kayecTBO Habopa peareHToB «AMNnnCeHc”
Gardnerella  vaginalis-FL»  HanpaBnate B agpec  PIyYH
[[ocyoapCTBEHHbIN Hay4HO-UccneaoBaTeibCKUK NHCTUTYT
CTaHgapTM3auMm U KOHTPONS  MeOUUMHCKUX  BUonornvyeckmx
npenapaTtoB uMm. J1.A. TapaceBunda PocnoTtpebHagsopa (119002 r.
MockBa, nep. CuBueB Bpaxek, g. 41), ten./dpakc (499) 241-39-22, a
Takxe Ha npeanpuaTne-u3roToBUTESb dryH LUHNND
PocnoTtpebHansopa (111123 r. Mocksa, yn. Hosornpeesckas, n.
3a), Ten. (495) 974-96-42, dakc (495) 305-54-23 e-mail:
obtk@pcr.ru) n B oToen no paboTe C peknamaumsasMn W
opraHusauum obydeHuna (ten. (495) 925-05-54, cakc (495) 916-18-
18, e-mail: products@pcr.ru).

OT3bIBbl U NpeanoXeHust o npoaykumm «AmMnnmMCeHC» MOXHO
OCTaBuUTb,  3anofiHMB  aHKeTy  notpebutens Ha  cante
www.amplisens.ru.

3asenyromui HITJT / ' / E.H. PoguonoBa
p @ Zl// (¢

OI'VH [THUUD Pocnorpebuanzopa / /

PykoBonurens ['ocynapcTBEHHBIX HCIIBITAHUH , I".'M.UrnatreB

3aB. 1aboparopuel BUPYCHBIX KMIIEYHBIX HHPEKIUN
1 MosiekyJsipHoi 6uonioruu ®I'VH I'MCK

um. JI.A.Tapacesuua Pociorpebnansopa
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