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CMUCOK COKPALLEEHMI N OBO3HAYEHUIA

Ct — Cycle threshold (noporosblit LKKA)

B3OMT — BOCMnanuTesibHble 3a60/1eBaHMA OPraHOB Masnoro Tasa
BKO —  BHYTPEHHWI KOHTPO/IbHbIN 0bpaseL,

r — TEeHOMHble 3KBUBANEHTbI

OHK —  [e30KCUPUDBOHYKNEMHOBAA KMUCIOTA

JHKa3za —  [Ae30KcUpuboHyKeasa

AHTO —  Ae30KcupuboHykneotnatpudocodatsbl

nnnn —  uHPeKuMK, NepesatoLnecs NoS0BbIM NyTeEM

K1 — KanmbpoBouHbIl 0bpasel, 1

K2 — KanubpoBouHbIl 0bpasel, 2

K- —  OTpuUATE/IbHbIN KOHTPOJIbHbIN 0bpa3sey, MNLP

OKO — OTpuUATE/IbHbIM KOHTPOJIbHbIM 0bpasel, sKCTpaKkLun
nup — NoJMmepasHas LuenHaa peakuua

Py —  perucrpaumoHHoe yaocToBepeHmne

TY — TexHU4YecKue ycnosumsa

yar — ypauun-AHK-rnnkosnnasa

HAMMEHOBAHWUE U3OENNUA

Habop peareHTOB A/ BblfiBAEHWA W KosuyecTBeHHoro onpegaenenus AHK Chlamydia trachomatis

MeTo40M nonmmepa3HoV1

LUenHOW peakumm C AeTekumeld B  pexume

«Amnaulpaiim® C. trachomatis» no TY 21.20.23-104-09286667-2021.

Jdanee no TeKCTy

ynOTpE6ﬂH€TCﬂ KpaTKkoe HanmeHoBaHWue:

«Amnnulpaiim® C. trachomatis», a Tak»Ke cokpalleHne Habop peareHTos.
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«peanbHOro BpPeEMEHN»

Habop peareHToB



1. HASHAYEHUE

1.1. Habop pearentos «AmnauMpaim® C. trachomatis» npepHasHayeH [ONA BbIABAEHUA U
KonmyectBeHHoro onpeaenenma OHK Chlamydia trachomatis B 6uonormyeckom matepuane (COCKOOHbIN
MaTepuan Wan oTaensaemoe CAU3UCTbIX 060JI0YEK YPOTreHWTANbHOrO TPaKTa (oTaensaemoe CAM3UCTOW
0060/104KM BlarannLa, COCKob aNUTeNnA Co CAM3NCTON 060104KM LLEePBUKAIBHOFO KaHana U COCKOb anutenma
CO CNM3UCTOM 0B0NOYKM YPETPbI), MPAMON KULIKKU, KOHBIOHKTUBBI; MOYa, CEKPET NpeacTaTeNbHOM Kenesbl)
metogom MUP ¢ rmbpumamsaymoHHo-GyopecUeHTHOM AeTeKunen npoayKToB amninduKkaumm B pexnme
«peanbHOro BpeMeHmu».

1.2. Martepuanom gns nposegeHua MNUP cayxat npobbl AHK, skcTparMpoBaHHbIe U3 MUCC/IeayeMoro
maTepurana c NOMOLLbIO HabOPOB peareHToB, PEKOMEHA0BAHHbIX B pa3ae/ie MHCTPYKUUK «JlononHuTenbHoe
obopyaoBaHMe U matepuanbl».,

1.3. ®dyHKUMOHaNbHOe Ha3HauyeHue: Habop npeaHasHayeH ANA AMArHOCTUKM in vitro (BbisBneHue m
KosinyecteeHHoe onpegenenue AHK Chlamydia trachomatis metogom MNLP B 6uonormyeckom matepuane
yesioBeKa).

1.4. ToKasaHMA K NpOBeAEHUIO ucceaoBaHMA: Habop peareHTOB MCMNO/b3YeTCs B KAMHUYECKOM
NabopaTopHOM ANarHoCTUKe 1A CKPMHUHIOBOIO UCCAeA0BaHUA BMON0rMYECKOrO MaTepuana oT BCex rpynn
HaceneHus, B TOM YMC/Ie OT /1L, C NOA03PEeHMEM Ha HbEKLMK, Nepeaatowmecs nonosbim nytem (UMMM) sBHe
3aBUCUMOCTU OT GOpPMbl M CcTagmMu 3ab0JsieBaHUA, a TaKKe B KOMIMIEKCHOW AMarHoctuke 3aboneBaHuin
OpraHoOB PenpoayKTUBHOM cucTeMbl U B AuddepeHumanbHOM ANarHoCTUKe 3abosieBaHUiM OpraHoOB Masioro
Tasa (B3OMT) y KeHWUH U Ana MOHUTOPUHra Tepanuu. PesynbtaTtbl MLP-nccnegoBaHma yuntbiBatoTca B
KOMMNIEKCHOM AMArHOCTMKe 3a601eBaHus.

1.5. MpumeHeHne Habopa peareHTOB He 3aBUCUT OT NONYJIALMOHHBIX U AeMmorpadruUecKmx acneKkTos.

1.6. MNoTeHuuanbHble nonb3oBaTenn: Habop peareHTOB [O/KEH  WCMO/b30BATbCA  TO/bKO
KBaNMPUUMPOBAHHbIM, 0ByYeHHbIM (B 06/1aCTU KAMHUYECKOW NabopaTopHOW AMarHOCTUKKM) NepcoHanom
(Bpaun KAMHUYECKOW nabopaTopumn U MeaULMHCKME NabopaTopHble TEXHUKKN, 0BYyYEHHbIE MONEKYNAPHbLIM
610/1I0rMYECKMM METOANKAM).

1.7. MpumeHATb Habop peareHTOB CTPOro N0 Ha3HAYEeHMUIO COrNacHO UHCTPYKLMU MO NPUMEHEHMUIO.

1.8. MpoTMBONOKasaHWA K NpuUMeHeHWto: HapyweHue LeNoCTHOCTU YMNaKOBKM, WCTEKLWMI CPOK
ro4HoCTH, HecobaoaeHune TpeboBaHWUIA MHCTPYKLMN.

2. XAPAKTEPUCTUKUN HABOPA

2.1. ¢OprI BbiMNyCKa, COCTaB U KOMNZIEKTHOCTb

Habop Bbinyckaertca B Tpéx popmax (coctaB Habopa M KOMMNIEKTHOCTb MOCTaBKM YKasaHbl B Tabavue 1 m 2
COOTBETCTBEHHO). Bce Tpu d¢opmbl npesHasHayeHbl A8 nposedeHua amnavoukaumum OHK ¢
rMbpuan3aumMoHHO-GYOPECUEHTHON AeTeKuMein NpoAyKToB amMnanduKaumMm B peXMme «peasibHoro
BpemMeHu». s npoBefeHUs NOJIHOrO MCCef0BaHUA HEOHX0AMMO MCMO/1b30BaTb HAabopbl peareHToB A/s
aKkcTpakumumn JHK, pekomeHaoBaHHbIe B pasgene «JonosHuTensHoe ob6opyaoBaHNe U maTepuanbi».

dopma BbinycKa 1 BKAtOYaeT cmech Ana nposegeHus MUP, packanaHHyo nNoa Npocioliky napaduHa no
npobupkam obvemom 0,2 ma. Popma npegHasHauYeHa 414 NPUMEHEHNA COBMECTHO C amMnivbuKaTopamu
NIQHIIETHOrO M POTOPHOTO TWMMA W paccyMTaHa Ha nposeaeHue ucciegoBaHna 100 obpasuos, BKAOYAs
KOHTPOAN.
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dopma BbinycKa 2 BK/AOYaeT cmecb gns nposegeHus [MUP B npobupke obbemom 1,5 mn ans
[03MpoBaHUA B Atobble Tunbl Npobupok. Popma npegHasHayeHa A1A MPUMEHEHUA COBMECTHO C
amnanduKaTopamm NIaHWETHOTO WU POTOPHOrO TUMAa WM paccyMTaHa Ha nposBeaeHue uccneposaHua 100
06pasuoB, BKAOYAA KOHTPO/M. Popma MOXKeT ObiTb MCNONb30BaHA KaK ANA PYYHOM pPaCKanKu, Tak M
COBMECTHO C aBTOMATUYECKMMM CTaHLMAMM A8 NPUTOTOBAEHMA U A03MPOBaHMA PEAKLUNOHHbIX CMECEN.

dopma BbinycKa 3 BK/tOYaeT cmecb A1A nposeaeHua MNLUP, packanaHHyo no NpPocnoiky napaduHa no
cTpunoBaHHbIM (12,5 cTpunos no 8 npobupoK) npobupkam obbemom 0,2 ma. Popma npeaHasHayeHa s
NPUMEHEHUA COBMECTHO C amMnaMdMKATOpamMu MAAHLWETHOrO TWMA W pacciMTaHa Ha npoBeAeHue
nccnegosaHma 100 06pasLLOB, BKAKOYAA KOHTPOIN.

Tabnumua 1

CocTaB Habopa

06bem,
Mn

PeareHT KonunuectBo OnucaHue

®dopma Bbinycka 1

BydepHbii  pactBop co cneunduyeckumn  npanmepamu,
MUP-cmecb CT 0,01 100 npobupok | dayopecueHTHO-MeveHbiMM 30HAAMU U AHTO.
Mpo3payvHasn KMOKOCTb, packanaHa nog napaduH.

BydepHbIi pacTBop ¢ TepmocTabunbHol HK-noanmepason Taq,
Nnup-6ydep-K 1,20 1 npobupKa | cynbdatom marHus u ypaumn-AHK-rnnkosunnason.
Mpo3payHan }KMAKOCTb KPACHOrO LBETa.
MoNOXUTENbHBIV KOHTPObHBbIM 0bpaseu, AHK-kannbpaTtop.

K1 complex 0,26 1 npobupkKa
Mpo3payvHan KMUOKOCTb.
K2 complex 0,26 1 npo6upka MonoXKnTeNbHbIM KOHTPObHbLIV 06pasew, AHK-kanmbpaTtop.
Mpo3payHasa KMOKOCTb.
OKO 1,10 1 npobupKa | OTpuUaTENbHbIN KOHTPOALHbIN 06paseL. Mpo3payHas KULKoCTb.
K- 0,26 1 npobupKa | OTpuUaTENbHbIN KOHTPOAbHbIN 06paseL. MNpo3payHas KULKOCTb.

dopma Bbinycka 2

BydepHbIi  pactBop co cneunduyeckumn  npanmepamu,
MUP-cmeco CT 1,20 1 npobupKa | dpayopecueHTHO-MevyeHbiMM 30HAaMU U AHTO.
Mpo3payvHasn KNaKoCTb.

BydepHbIi pacTBop ¢ TepmocTabunbHoli HK-noanmepasoit Taq,
nupP-6ydep-H 0,65 1 npobupKa | cynbdpaTom MarHma " ypauunn-OHK-rnmkosunnason.
Mpo3payHan *KUAKOCTb.

MonoKnTeNbHbIA KOHTPObHbLIV 06pasey, AHK-kanmbpaTtop.

K1 complex 0,26 1 npobupkKa
Mpo3payHan KnUaKocTb.
K2 complex 0,26 1 npo6upka MonoKnTeNbHbIA KOHTPObHbLIV 06pasey, JHK-kanmbpaTtop.
Mpo3payHasa KMOKOCTb.
OKO 1,10 1 npobupKa | OTpuUaTEeNbHbIN KOHTPOALHbIN 06paseL. Npo3payHas KULKoCTb.
K- 0,26 1 npobupKa | OTpuUaTEeNbHbIN KOHTPOALHbIN 06paseL. Npo3payHas KULKoCTb.

®dopma Bbinycka 3

100 npobupok | bydepHbit  pacTBOp €O  cneunduyeckMmun  npanmepamm,
(12,5 ctpunos | ¢nyopecueHTHO-MeuYeHbIMM 30HAaMK U HTO.

no Mpo3payHan XUAKOCTb, packanaHa B CTPMMNOBAHHblE NMPOBUPKK
8 npobupok)! | nog napaduH 6enoro ugeta.

bydepHbI pacTBop ¢ TepmoctabunbHon AHK-nonmepasoit Taq,

NnupP-6ydep-K 1,20 1 npobupKa | cynbdaTom marHus u ypaumn-AHK-rankosnnason.
Mpo3payHasn }KMAKOCTb KPACHOrO LBeTa.
MonoKnTeNbHbIA KOHTPOIbHLIN 06pasel, JHK-kanubpaTtop.

MUP-cmecb CT 0,01

K1 complex 0,26 1 npobupka
Mpo3payvHasn KNaKoCTb.
K2 complex 0,26 1 npo6upka MonoXunTenbHbI KOHTPOIbHLIN 0bpaseul, AHK-kannbpaTtop.
Mpo3payHan KNOKoCTb.
OKO 1,10 1 npobupka | OTpuuaTenbHbIi KOHTPONbHbLIN 0bpa3el,. MNpo3payHan KUAKOCTb.
K- 0,26 1 npobupka | OTpuuaTenbHbI KOHTPONbHbLIN 0bpa3el,. MNpo3payHan KUAKOCTb.

! Mpobupku c ronybbim napaprHOM He NCMOMb3YIOTCA.
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Tabnuua 2
KomnnekTHocTb Habopa
KomnoHeHT dopmar Konuuectso

Habop peareHToB (dopma Bbinycka 1, 2 uam 3) - 1

B 3/IEKTPOHHOM BMAe Ha odULMaNbHOM caiTe
MHCTpYKUMA No NpMMeHeHuo Habopa X -
MpoussoamnTens: www.nextbio.ru

KpaTkoe pyKoBOACTBO MO NpumeHeHuUto Habopa B BymaykHOM Buae 1
KomnnekT BKNagblwen K Habopy B BymaxkHOM Buae 1

B 3/IEKTPOHHOM BMAe Ha odULMaNbHOM caiTe
MacnopT KayecTBa X -
MpoussoamTens: www.nextbio.ru

2.2. MpuHUMN metoaa

MpUHUMN TECTUPOBAHMA OCHOBbLIBAETCA Ha 3aKCTpakumum OHK 3 obpasuos uccnegyemoro matepuana
COBMECTHO C BHYTPEHHUM KOHTPO/bHbIM 06pasuom (BKO-FL2) 1 ogHoBpemeHHOW amnanduKaLumm yyactka
OHK C. trachomatis n UCKyCcCTBEHHO CUHTE3MpPOBaHHOM NnocneaosatenbHocTn AHK BKO ¢ rubpmamnsaumoHHo-
dnyopecueHTHON ageTekumen B «peanbHOM BpemeHu». BKO no3BonseT KOHTponMpoBaTh Bce aTanbl MLUP-
NUccnefoBaHUA [AA KarKaoro obpasua M oueHMBaTb BAWAHME WHIMOMTOPOB Ha pesynbTtatbl [LUP-
nccnesoBaHmA.

C nony4yeHHbIMM Ha 3Tane aKcTpakuum npobamu AHK nposoauTca peakuma amnaneumkaumm yqactka JHK
npu nomowy cneundUYHbIX K 3TOMY Yy4acTKy nparimepoB u depmeHTa Tag-nonammepasbl. B cocrase
pPeaKkUMOHHOM CMecU NPUCYTCTBYIOT GIyOpPECLLEHTHO-MEYeHbIe O/IMTOHYKIE0TUAbI, KOTOPbIE TMOPUAM3YIOTCA
C KOMMJIEMEHTAPHbIM y4acTKom amnanduumpyemon [AHK-muweHn, B pesynbtate 4Yero nNpoOUCXOAUT
HapacTaHMe  WHTEHCUMBHOCTM  dayopecueHuMn. ITO  NO3BOAAET  PEerucTpupoBaTb  HaKoMaeHwe
cneundmyecKkoro NpoayKTa aMnanduKaumm nyTem nsmepeHmns MHTEHCMBHOCTM GyopecL,EeHTHOrO CurHana ¢
NomolLLblo amnandukaTopa € cUCTEeMOU AeTeKumn GNyopecLeHTHOro CUrHana B pexume «peasbHoro
BpemeHm».

KonnuectseHHoe onpegeneHne OHK C. trachomatis OCHOBbIBaeTCA Ha CyLLECTBOBaHWUU NNHENHOM
3aBUCUMOCTU MEXKIY UCXOAHOW KoHueHTpauunen AHK-muweHn B uccnegyemom obpasue v UMKAOM Havana
3KCMOHEHUMaNbHOTO yBenyeHua GayopecLeHTHOro curdana (noporosbiii uukn, Cycle threshold, Ct). Mpu
npoBeAeHUM KOJIMYECTBEHHOro TecTa amnanméukaumsa OHK wm3 uccnegyembix o06pasuoB npoBoamUTCA
0AHOBPEeMeHHO ¢ Kanmbpatopamm K1 complex n K2 complex — obpasuamm ¢ U3BECTHOW KOHLEHTpaLmen
OHK-mulieHeir. Mo pesynbTaTam amnanduKaumm KanmbpaTopoB CTPOUTCA KanuMBpoBOYHaA NAUHMA, MO
KOTOPOI NpoucxoauT onpeaeneHne KoHueHTpaumm JHK-muweHmn B uccneayembix obpasuax.

KoHueHTpauma [OHK C. trachomatis npepactaBneHa abcoOTHbIM 3HavyeHMeM KoHUeHTpauui OHK
MWKPOOPraHM3MOB, OTPaXKAIOLLMM KOSIMYECTBO FEHOMHbIX SKBUBAJIEHTOB K/ETOK MUKPOOPraHNM3MoB B 1 mn
6uonornueckoro obpasua (F3/mn).

Habop peareHTOB COAEPKUT CUCTEMY 3aLLMTbI OT KOHTaMUHALMM aMIMIMKOHAaMK 33 CYET NPUMEHEHMA
depmeHTa ypauun-AHK-rankosumnassl (YAr) u tpudocdata aesokcnypuanHa. PepmeHT YAl pacnosHaeT u
KaTanmsmpyet paspyweHune ueneir [OHK, cogep)kawmx pesokcnypmamH, Ho He [HK, cogepxkalwen
OEe30KCUTUMUAMH. [le30KCMypuanH oTcyTcTByeT B NnpupoaHoin AHK, Ho Bceraa npucyTcTByeT B aMMIMKOHAX,
MOCKO/NIbKY TpudocdaT Ae30KCypuaMHa BXOAUT B cOCTaB cMecn gHTD B peareHTax gaa amnandukalmu.
[le30KCcMypuanH genaeT KOHTaMUHUPYOLWME aMMNAMKOHbI BOCAPUUMUYMBBIMW K paspyLlleHuto pepmeHTom
YOI ao Hayana amnandouKkaumm OHK-mulieHun, U, cnenoBaTesibHO, OHUM He MOryT BbiTb B AajbHeiliem
amnanduumposaHbl.

2 BKO-FL BxoauT B coctas Habopa peareHToB, pekomeHAoBaHHoro Mpoussoautenem ana sKkcTpakuuun AHK u3
nccnegyemoro matepuana.
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depmeHT YOI TepmoiabuneH u MHaKTUBMPYETCA Npu HarpesaHuu Bbiwe 50 °C 1 nosTomMy He paspyllaeT
aMM/IMKOHbI MULLEHU, HapabaTbiBaemble B npouecce MMLP.

Ha sTtane amnauéoukauum B oaHOW NpPoOMpPKe OAHOBPEMEHHO amMnanouumpytoTca ydactok JHK
C. trachomatis n nocnepgoBaTenbHocTb BKO. Pe3synbTaTbl amnanduKauum perncTpupylotca no ABym
Pa3NMYHbIM KaHanam ¢payopecueHTHOM aeTekuum (cm. Tabauuy 3).

Tabnumua 3
CootsetcrBue JHK-muweHen n KaHanos payopecueHTHON AeTEeKuun
KaHan ana ¢pnyopodopa FAM R6G?
OHK-muweHb OHK C. trachomatis AHK BKO

(sK30reHHbI BKO)

MCKycCTBEHHO CMHTE3UpPOBAaHHaA

O6nactb amnandukaymm cryptic plasmid
nocnefoBaTeNbHOCTb

2.3. TMpocnexmBaemocTb 3HaYeHuUit Kannbparopos K1 complex, K2 complex

MN3mepeHne 3Ha4YeHU KOHUEHTpaumm Kanmbpatopos K1 complex u K2 complex npowussoauTtcs
OTHOCUTENIbHO paboumx KanubpatopoB npoussoactBa OO0 «Hekctbuo». KoHueHTpaumto paboumx
KannbpatopoB onpeaensatoT CTaHAAPTU3MPOBAHHOW METOAMKOM NPAMOro WU3MepPeHMA KOHLEHTpaLumu
KOHTPONbHbIX 06pasuoB Ha OCHOBE TFEHHO-MOAMOUUMPOBAHHbLIX KOHCTPYKLMIA C WMCMNONAb30BAHUEM
cnektpodpotomeTtpa. KoadpduumeHT Bapuaumm U3MeEpeHU aTTecTOBAaHHOrO 3HAYeHUA KOHLLeHTpauui
KanunbpaTtopos K1 complex n K2 complex coctasnsieT He 6onee 5% (c ypoBHEM A0BEPUTENbHON BEPOATHOCTU
95%).

3. KOHTPO/J1b KAYECTBA

3.1. BHYTpeHHMI1 KOHTPONb KauecTBa

3.1.1. OTpuuaTeNbHbIA U NONOXKUTENbHbIN KOHTPOIU UCCNea0BaHUA

[na oLeHKM KayecTBa NOJIyYaeMblX Pe3y/ibTaToB KarKaas rpynna sKcTparmpyembix o6pasLoB AO/IKHA
BK/IIOYATb OTPULATENbHbIN KOHTPO/AbHbLIN obpasey, (OKO). Karkgas vHamMBMAyanbHas nocTtaHosKa [MLP
[O0IXKHA BK/IKOYATb: OTpMLUATENbHbIA KOHTPOAb (K-)  nonoxkutensvHble KoHTponu (K1 complex u K2 complex).
PesynbTaTbl A4/19 KOHTPO/IEN [0/IKHbI COOTBETCTBOBATb 3aZaHHbIM KPUTEPUAM BaJIMAHOCTU, YKa3aHHbIM B
pasgene «MHTepnpeTauma pes3ynbTaTos».

OTpuuaTenbHbI KOHTPOBHbIM 06pa3sel, (OKO) TecTupyeTca, HauMHAA € 3TaNa IKCTPAKLMK, U NO3BOAAET
KOHTPO/IMPOBaTb BO3MOMHYIO KOHTAMMHALMIO APYyrMMKW obpasuamu MAM amnamMkoHamu. B npobupke c
OTPULATENBHbIM KOHTPONEM He AO/XKHa geTekTuposatbca OHK C. trachomatis. B cnyyae HecooTBeTCTBUA
pe3ynbTaTta, MONYYEHHOrO A/A  KOHTPOAbHOro o06pasua, 3afaHHbIM  KPUTEPUAM  BaUOHOCTH,
NONIOXKUTE/IbHbIE pe3ynbTaTbl ANA UCCaedyeMblx 06pa3L0B B MOCTAHOBKE CYMTAOTCA HELOCTOBEPHbIMM,
HeobxoAMMO NPeAnpPUHATL MepPbl NO BbIABNEHUIO U INKBUAALMU UCTOYHMKA KOHTaMMHAUMKU U MOBTOPUTb
nccnenoBaHWe BCex ucceayemMblx obpasLoB, B KoTopbix obHapyxkeHa AHK C. trachomatis n KoHTpons,
HaYMHaA C 3Tana SKCTPaKUUM.

3 fletekuma curHana ana dayopodopa R6G ocylecTBAAETCA N0 KaHany AeTeKuun Ana aHanormuHbix dayopodopos HEX,
JOE, Yellow n VIC.
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OTpuuaTenbHbI KOHTPOIbHbIN 06pa3sey, (K-) TecTupyeTca, HauMHas ¢ aTana amnanduKaymm, U NO3BoNsET
KOHTPOMPOBATb BO3MOXKHYIO KOHTaMWHaUMIO ApYyrMmuM obpasuamu uam amnavkoHamu. B npobupke c
OTPULATENBbHbIM KOHTpPONEM He AO/KHa geTekTuposatbeca OHK C. trachomatis. B cnyyae HecooTBeTCTBUA
pe3ynbTaTta, MONYYEHHOTO AAA  KOHTPOAbHOro o6pasua, 3afaHHbIM — KPUTEPUAM  BAIMAHOCTMH,
MOJIOXKUTE/IbHbIE pe3y/ibTaTbl ANA Uccaedyemblix 06pa3L0B B MOCTAHOBKE CYMTAOTCA HEAOCTOBEPHbIMU,
HeobxoAMMO NPeAnpPUHATL MepPbl NO BbIABNEHWUIO U INKBUAALMU UCTOYHMKA KOHTaMUHAUMKU U MOBTOPUTb
nuccnenoBaHWe BCex mUccnesyemblx 06pasuos, B KoTopbix obHapyxeHa AHK C. trachomatis n KoHTpons,
HauyMHas c aTana amnanduKaumu.

B KauyecTBe NO/I0XKUTENBHOTO KOHTPO/IA UCNONb3YoTCA peareHTbl K1 complex un K2 complex, Bxogawume B
cocTaB Habopa. B cnyyae HeCOOTBETCTBMA pPe3y/bTaTOB AN MOJOXKUTENbHbIX KOHTPONEW 3afaHHbiM
KpUTEPMAM BaNMAHOCTM, pe3ynbTaTthl A48 BCeX 06pa3suoB B MOCTAaHOBKE CUMTAIOTCA HEA0CTOBEPHbIMM,
TpebyeTcA NOBTOPUTL UCCIea0BaHME BCEX UCCedyeMblx 0OPa3L,0B M KOHTPOJIe, HauMHasA ¢ aTana MUP.

3.1.2. AHanus Kanmbposku

KonnuyectBeHHaa oueHka KoHueHTpauuun OHK C. trachomatis B uccnepyembix obpasLax NpoBoOAUTCS
OTHOCUTE/IbHO KOAIMYECTBEHHO OXapaKTEPM30BaHHbIX KaMBPoBOYHbIX 06pasuos K1 complex n K2 complex.
UccnepoBaHne KanmbposouHbix 06pa3suos K1 complex n K2 complex nposoguTca napannenbHo ¢
nccnefoBaHnem obpasuos, HaumHaa c atana MLUP. OnpegeneHne KoHueHTpauum OHK npoussogutca B
COOTBETCTBUM C 33[43aHHbIMM 3HAYEHUAMM KOHLLEHTPAUMIN KannbpoBouHbix obpasuos K1 complex n K2
complex U NoNy4eHHbIMM 3HAYEHUSIMM NoporosBoro Uukna (Ct) gna KannbposBodHbix 06pasuos K1 complex u
K2 complex 1 nccnegyembix 06pasuoB. IPPEKTUBHOCTb KaIMOPOBKM A0/IXKHA YKNaAblBaTbCA B 3a4aHHbIN
amnanasoH. Ecnn addeKkTMBHOCTL KannMbpOoBKM BbIXOAWUT 33 Npeaesbl rPaHUYHbIX 3HAYEHUIA, HEOBXOAMMO
NoBTOPMUTb UCCNeaoBaHKMe ¢ 3Tana MLUP.

3.1.3. KoHTpoab MHrMbupoBaHus

[Ons KOHTpO/IA BCcex 3TanoB MccnenoBaHuA, 3¢deKTUBHOCTM 3KcTpakuum JHK M oueHKu BAUAHMA
nHrnoutopos MUP npesycmoTpeHo Mcnonb3oBaHWe 3K3oreHHoro BKO, KoTopblli fobaBaseTca B Kaxapli
nccneayemblil U OTPULLATENbHBIMA KOHTPO/IbHBIN 06pa3el, Ha 3Tane 3KCTpaKuuMu. Pe3ynbTaTbl UCCef0BaHUA
BKO po0nHbl COOTBETCTBOBATb 3a4aHHbIM KPUTEPUAM BAaAUAHOCTU ANA NOSIOKUTENbHbIX U OTPULLATE/IbHbIX
nccneayembix 0bpasuoB, YKasaHHbIM B pasgene «MHTepnpeTauuma pesynbratoB». Ecan B mnccnesyemoix
obpasuax He ob6bHapyxeHa [OHK BKO, To pesynbTaTbl MCCAeAOBaHWSA [aHHbIX 06pasLOB cyMTatoTCA
HeA0CTOBEPHbIMU, TpebyeTcA NOBTOPUTL MX aHANIN3, HAYMHASA C 3TanNa SKCTPaAKLMM.

3.1.4. MoHUTOPUHT NabopaTopun Ha HaAMUYME KOHTaMUHAL UM

PekomeHayeTcs pa3 B mecAl, NPOBOAUTb MOHUTOPUHT NabopaTopmum Ha KOHTAMMHaLMIO NPOAyKTaMu
amnavduKkaummn, uccnesyembiMm obpasLamu, MNONOMKUTENIbHbIMU KOHTPOAbHbIMKM 06pasuamu. OueHKa
HaNNUNA/OTCYTCTBMA KOHTaMMHAUMM NPOBOAMTCA MyTEM UCCAEAO0BAaHMA CMbIBOB C Pa3/IMUHbIX OOBHEKTOB:
nuneTok, pabounx nosepxHocTein fabopatopHolii mebenun, obopyaoBaHUA MU NOBEPXHOCTEN MOMELLEHUN.
B3sTne 1M nccnefoBaHWe CMbIBOB CleyeT NPOBOAUTL COMMacHO npoueaype, onvcaHHoin B MY 1.3.2569-09
«OpraHmsauma paboTbl 1abOPaTOPU, NCNONL3YIOWMX METOAbI aMMIUPUKALMU HYKNEUHOBBIX KUCIOT Npu
paboTe c maTepuanom, coaeprawum muKpoopraHmamsbl I-IV rpynn natoreHHocTu». MNpu obHapyxeHuUn
KOHTaMMHauun Heobxoammo nposecT o0b6paboTKy nabopatopun mMowWUMU U Ae3UHOULMPYOLWUMU
pacTBOpPaMM COMNACHO YKasaHMAM, onucaHHbim B MY 1.3.2569-09. TaKkxe ana npeaotspalieHus
KOHTaMMHauuKW nabopatopmm UM B KayecTBe Mep MO AEKOHTaMMHAUMKM paboumx 30H pekomMeHAayeTcA
MCNo/Ib30BaTb PAcTBOP ANA AE3aKTUBALUN HYKNEMHOBBIX KMCAOT, Hanpumep, «Onuratop» nNpou3BoAcTBa
000 «Hekctbnoy, Poccus.
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3.2. PeKomeHAyemble KOHTPOJibHble maTepuanbl

B KauecTBe KOHTPOJIbHbIX MaTepuUanoB /1A MPOBEPKU 3asiBAEHHbIX QYHKLUMOHANbHbIX XapaKTepUCTUK
Habopa moryT 6bITb MCMOJIb30BaHbl 3aPErMCTPUPOBAHHbIE Ha TepputTopumn Poccninckon Peagepaummn naHenu
KOHTPO/IbHbIX 06pasLoB, NpegHasHayeHHble 414 NPOBEeAEHMA BHYTPEHHEro U BHELIHEro KOHTponewn
KayecTBa slabopaTopHbIX UccnegoBaHuii no obHapyxkenuto AHK C. trachomatis.

4. OTPAHUYEHUA METOOUKU UCCNNEQOBAHUA

4.1. Habop npumeHAeTCcA TONbKO ANA ANATHOCTUKM in vitro.

4.2. Habop npegHasHauyeH gna paboTbl TONbKO C UCCAEAyeMbIM MaTepUasom, yKasaHHbIM B pasgesne
«HasHauyeHuMe». UccnepoBaHue Apyrvx BUAOB BMONOTMYECKOrO MaTepuana MOXKET NPUBECTU K NOYYEHWIO
He0CTOBEPHbIX Pe3y/1bTaTos.

4.3. TlonyyeHue [OOCTOBEPHbIX pe3ynbTatoB obecneumsBaeTca  BbiNoAHeHMEeM  TpeboBaHWi,
npeabABNAEeMbIX K B3ATUIO, TPaHCMOPTUPOBAHMIO, MOAFOTOBKE W XpaHeHUto 06pasuoB Mccaeayemoro
maTepuana (cm. pasgen «Mccnegyemblini matepuan»).

4.4. C nomoubto Habopa Bo3moxKHo [MLUP-uccnegosaHme Tonbko npob AHK, akcTparmpoBaHHbIX U3
uccnegyemoro matepuvana COBMECTHO C  BHYTPEHHMM KOHTPOAbHbIM 0b6pasyom — BKO-FL. bBes
ncnonb3osaHuA BKO-FL HEBO3MOKHO NPOBECTU OLUEHKY BaIMAHOCTU MOCTAaHOBKMU.

4.5. Habop npepgHasHauyeH Ana NpPodpeccUoHaNbHOro NpuMmeHeHusa. Habop AoMKeH MCNoAb30BaTheA
TO/IbKO KBanMPUUMPOBAHHbIM, 0B6Y4YeHHbIM (B 061aCTM  KAMHMYECKOM NabopaTopHOM AMArHOCTUKM)
nepcoHanom (Bpauu KAMHMYECKON nabopatopum n mMeguuMHCKMe nabopaTopHble TEXHUKKM, 0ByYeHHble
MONEKYNAPHBLIM BUOOTMYECKUM METOAMKAM).

4.6. MMpu paboTe c Habopom cnesyeT MCNONb30BaTb TOIbKO amnaMOUKATOPbl C CUCTEMON OETEKLUK
bAyopecueHTHOro CMrHana, XxapakTepUCTUKM KOTOPbIX YA0BAETBOPAIOT TPEHOBaHMAM, YKa3aHHbIM B pasgene
«dononHutenbHoe obopyaoBaHMe U maTepuanbl».

5. MEPbI NMPEAOCTOPOXHOCTU U NPEAYNPEXAEHUA

5.1. PaboTa fonkHa NpoBOAUTLCA B NabopaTopun, BbIMOJHANOWENA MONEKYAAPHO-OMONOrMYecKue
(MUP) nccneposaHma 6uosorMyeckoro matepuana Ha Hanamune Bos3byauteneit UHGEKLMOHHbIX BonesHei, ¢
cobntofeHnem caHuTapHo-anugemuonoriyeckmx npasun CM 1.3.2322-08 «besonacHocTb paboTbl €
MMKpoopraHnamamm -V rpynn natoreHHOCT (ONacHOCTK) 1 BO3OYyAUTENAMM NAapa3UTapHbIX 6onesHeln»,
CaHlNuH 2.1.3684-21 «CaHWUTApHO-3INMAEMUONOTUYECKME TpeboBaHMA K COAEPKAHWUIO TeppUTOpUi
FOPOACKUX U CENbCKUX NOCENEHWI, K BOAHbIM 06beKTaM, MUTbEBOM BOAE U NMUTLEBOMY BOAOCHAOKEHUIO,
aTMochepHOMYy  BO3ZyXy, MOYBaM, KWAbIM  MOMELLEHMAM, 3IKCNAyaTauMm  MNPOU3BOACTBEHHbIX,
OOLLECTBEHHbIX MOMELLEHUN, OpraHM3auMM W NPOBEAEHWUI0O  CAaHUTAaPHO-MPOTUBOINUAEMUYECKMX
(NpodUNaKTUYECKNX) MepPonpPUATUII» U MeToANYECKUX YKaszaHui MY 1.3.2569-09 «OpraHusaums paboTbl
nabopatopuii, NCNONb3YIOWMX METOAbI aMNIMUKaUMN HYKNEUHOBBIX KMCIOT NpU paboTe ¢ maTepuanom,
cogeprkalmm MUKpoopraHmamel |-V rpynn natoreHHOCTU».

5.2. Mpu paboTte Heo6x0AMMO BCErAa BbINONHATL C/eaytolne TpeboBaHuS:

- lMpumeHAaTb Ha6op CTpOro no Ha3sHa4eHUO B COOTBETCTBUU C AaHHO[;I VIHCpr}(LI,VIEﬁ. OTKNOHEHNE OT
nponncaHHbIX Npoueayp n nopAaaka AeﬁCTBMVI MOXET NPUBECTU K MNONTYHEHUIO HELOCTOBEPHbDIX Pe3y/1bTaTOB
daHanus3a.
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- JlabopaTopHbIl npouecc [oMKeH ObiTb OAgHOHanpaBieHHbIM. AHanM3 cregyeTr NpoBOAUTbL B
OoTAeNbHbIX MomellleHMax (3oHax) B cooTBercTBMM ¢ MY 1.3.2569-09. He Bo3Bpauwate 06pasupl,
obopyaoBaHMe 1 peareHTbl B 30HY, B KOTOpoW Bbina NpoBeAeHa Npeablaylias cTagma npouecca.

- PaccmatpumBaTtbh uccnegyemble 06pasubl Kak MHPEKUMOHHO-ONACHble, OpraHW3oBbIBaTb PaboTy u
XpaHeHune B cooTeeTcTBUM € Cl1 1.3.2322-08.

- Ybupatb U Ae3snHOUUMpPOBaATL pa3inTble 06pasubl MAM peareHTbl, UCMONb3YyA Ae3nHOULMpYLOLME
cpeacTsa B cootBetcTBmm ¢ CIM 1.3.2322-08.

- YpanAtb HeUCno/b30BaHHbIE peareHTbl, peareHTbl C WCTEKWWM CPOKOM TFOAHOCTM, a TaKXe
MCNONb30BaHHbIE peareHThl, yﬂaKOBKy4, b6uonornyeckuii N\aTepmans, BK/1KO4aA maTtepuanbl, UHCTPYMEHTbI U
npegmeTbl, 3arpAsHeHHbIe 6roornyeckum maTtepmnanom, B COOTBETCTBUU C Tp66OBaHMﬂMM CanluH
2.1.3684-21.

BHUMAHMUE! MNpu yaaneHun otxogosB nocsae amnandukaumm (npobupok, cogeprkawmx npoayktsl MLP)
HefonyCTMMO OTKpbIBaHWE NPOBUPOK U pa3bpbi3rMBaHMe COAEPKUMOTO, MOCKOJIbKY 3TO MOXKET NPUBECTU K
KOHTamMMHauuu npoayktamm MLP nabopaTopHO 30HbI, 060PYA0BAHUA U peareHToB.

- Wcnonb3oBaTb M MeEHATb NPWU KaXKaol onepauumn o4HOPa30Bble HAKOHEYHUKM AN aBTOMATUYECKUX
[03aTopoB ¢ PpunbTpom. OgHOPA30BYO NAACTMKOBYIO nocyay (NMpoBbMpKKM, HAKOHEYHWMKKM) HeobxoaAnmo
cbpacbiBaTb B CNELMA/IbHbINA KOHTEMHEpP, COAEPKALWMIA Ae3nHOUUMpPYIOLLEe CPeaCTBO, KOTOPOE MOXKET ObITb
MCNONb30BaHO A1A 06e33aparknBaHUA MeaNLUHCKUX OTXOA0B.

- Habop npegHa3HayeH A4 OAHOKPATHOrO npumeHeHus ans nposegeHua [MUP-uccnegoBaHus
YKa3aHHOro KonmyecTtsa 06pasuos (cm. pasgen « Dopmbl BbIMyCKa, COCTaB U KOMM/IEKTHOCTbY).

- K pabote c Habopom A0MNYCKaeTcA TOIbKO NepcoHas, o0bydeHHbIN MeTogam MOEKYAAPHON ANarHOCTUKM
M npaBuaam paboTbl B KAMHUKO-AMArHOCTUYECKOM NabopaTopum B yCTaHOBAEHHOM NopsAaKe (B COOTBETCTBUM C
TpebosaHuamu CM 1.3.2322-08).

- He wucnonb3osatb Ha6op, €C/IN HapyuweHa BHYTPEeHHAA ynakKoBKa WU BHELWHMMN BUA peareHta He
COOTBETCTBYET ONMNCaHUIO.

- He ucnonb3oBaTb Habop, ecnun He cobAOAANNCH YCNOBUA TPAHCMOPTUPOBAHMA U XPaHEHUA COTACcHO
WHCTPYKLMMW.

- He cmewwmnBaTb peareHTbl pasHbIX cepuit.
- He ncnonb3oBaTtb HaboOpP MO UCTEYEHWUM CPOKA FOAHOCTM.

- Wcnonb3oBaTb 04HOPA30Bble HEONYAPEHHbIE NEpPYaTKKU, NabopaTopHble XanaTsbl, 3alMLLATL [1a3a BO
Bpems paboTbl c 06pasLamm 1 peareHTamu. TaTeIbHO BbIMbITb PYKM MO OKOHYaHUK paboTbl. Bce onepaumm
NPOBOAATCA TO/IbKO B NepYaTKax AN UCKAOUEHMSA KOHTaKTa C OPraHM3mMOM YeoBeKa.

- He ecTb, He NUTb N He KypuUTb B MpoLecce Ucnosb3oBaHUA Habopa. M3beraTb KOHTaKTa peareHTosB C
KOXeMl, rnasamu u camsucton obonouxkon. He rnoratb.

- [pn KOHTaKTe HemMegNeHHO MPOMbITb MOpPa*KeHHoe MecTo 60NbWNM KONNYECTBOM BOAblI U Npn
N1I0XOM CaMO4yBCTBUU O6paTMTbCFI 3a Me,EI,VILI,MHCKOﬁ nomouwlbto. lMpn nonagaHUM BHYTPb PBOTY He
BbI3biBATb, MPOMOJIOCKATb POT BOAOVI, O6paTMTbCF| K Bpayy npu na1oxXom CaMmo4vysCTBUN.

4 Hemncnonb3oBaHHbIE peareHTbl, peareHTbl C UCTEKLWMM CPOKOM FOAHOCTM, UCMO/b30BAHHbIE PEareHTbl, YNaKoBKa
OTHOCATCA K KAacCy ONAaCHOCTU MeANUMHCKUX oTxoa08 .

5> BUONOrMYECKMIA MaTepurasl, BK/KOUYan MHCTPYMEHTbI U NMPeaMETbI, 3arpA3HeHHble MaTepranomM, OTHOCATCA K Kaaccy
0NacHOCTN MeAULIMHCKMX 0TX0A08B b.
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5.3. MpM  MCNONb30BaHMM MO  HaA3HaAYeHUD U COBNOAEHMM  BbILIENEPEUYUCNEHHBIX  Mep
NpeaocTopoXKHOCTM Habop 6e3onaceH. PeareHTbl Habopa cogep:KaT HaTPUA a3ng, B KOHUEHTPaLUN He bonee
0,1 % 1 COOTBETCTBEHHO He KNaccudMUMPYIOTCA KaK OMacHble U He TPebyioT cobitoaeHna cneuuanbHbiX mep
NpPesoCTOPOXKHOCTH.

5.4. Cneumndunyeckne Bo3aencTensa Habopa Ha OpraHM3M YesloBeKa:
- KaHugeporeHHbI addeKT oTCyTCTBYET.
- MyTareHHoe aelicTBMe OTCyTCTBYET.

- PenpoayKtnBHaA TOKCMYHOCTb OTCYTCTBYET.

6. AONO/THUTE/NIbHOE OBOPYAOBAHUE U MATEPUAbI

6.1. B3ATMe ucchepgyemoro matepuana

6.1.1. TpaHcnopTHaa cpeaa ANa B3ATUA, TPAHCNOPTUPOBAHMA U XPaHEHUA BMONOrMYECKOro MaTepuana
(cockobHOro maTepuana UAn OTAENAEMOrO CN3NCTbIX 06010UEK YPOTreHUTaIbHOTO TPaKTa, NPAMOMN KULLKM,
KOHBIOHKTUBbI), coAdepskallas bydepHO-coMeBON PacTBOP C  MYKOIUTUKOM, KOHCEPBAaHTOM M
ctabunmzatopom (Hanpumep, «TpaHCNoOpTHas cpega € MyKoauTMKOM  «Amnaulpaim  TCM»,
PY Ne ®CP 2012/14205 nnu gpyras, 3aperucTpuposaHHan B P®).

6.1.2. 30HA Ans B3ATMA 6BUONOrMYecKoro matepuana (COCKOBHOro martepuana MAM OTAENAEMOTO
C/IM3UCTbIX O0DONIOYEK YPOreHUTANbHOrO TpaKkTa, MNPAMOM  KMULWKKW, KOHBIOHKTUBbLI) OAHOKPATHOrO
NPUMEHEHNA, CTEPUNbHbIN, U3rOTOBNEHHbIN M3 NOJUNPONUIEHA, COCTOALLMUI U3 TONOBKKU (paboyas YacTb) 1
py4YKK. Paboyas Y4acTb 30HAA MOXKET OT/IaMbIBATbCA MO MMEIOLLENCA HaceuKe.

6.1.3. KoHTelHep NNacTMKOBbIM AN B3ATUS, XPAHEHMA U TPAHCNOPTUPOBKU BUoNornyeckux obpasuos
ob6bemom 50-60 mn, cTepunbHbI.

6.2. lpepBaputenbHaa NOAroToBKa uccaeayemoro marepmana

6.2.1. NMpeasapuTtenbHaa 06paboTka mouun

6.2.1.1. MuKpoueHTpUdy*Hble 04HOPa30BbIe NOAMMPONUIEHOBbIE NNOTHO 3aKpbiBatoWMeca NPo6bUpPKM
obbemom 1,5 mn.

6.2.1.2. OgHOpPa30Bble HAKOHEYHMKWN NS [033aTOPOB NepemMeHHoro obvema c dpuabTpom 4o 1000 mKA.
6.2.1.3. OgHOpa30Bble HAKOHEYHMKKN ANs 403aTOPOB NepemeHHOro obbema 6e3 dpunbTpa Ao 200 MKA.
6.2.1.4. ABTOMaTM4eCKUI fo3aTop nepemeHHoro o6bema Ha 1000 mkn.

6.2.1.5. TpaHcnopTHasA cpesa A4 B3ATUA, TPAHCNOPTUPOBAHMUSA U XPaHeHMsA BMO0rMYecKoro Matepmana,
coAepKallan KoOHCepBaHT, unu dpmsmnonorudeckmnin pactsop (0,9 % pacTsop HaTpMA X0pKAa) CTEPUNBHDIN.

6.2.1.6. LLTaTtmBebl Ana npobupok ob6bemom 1,5 ma.

6.2.1.7. MuKkpoueHTpudyra ana npobupok tvna «3dnneHaopd» obvbemom 1,5 mn c ycKkopeHuem He
meHee 10000 g.

6.2.1.8. BaKyymHbIli oTcacbiBaTeNb MEANLUMHCKUN C KONOOM-N0BYLWKOM NS yAaneHns HafoCaLouHoM
XUIAKOCTU.

6.2.1.9. Boprekc.
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6.3. 3IKcrpakuyua OHK u3 nccnegyemoix o6pasuos

6.3.1. Habop peareHTOB Ana 3KcTpakuum [OHK, 3apernctpmpoBaHHbIn B PP M cooTBeTcTBYHOLWMNI
cheayrowmm TpeboBaHMAM:

- Habop nosBonser Bblaenatb AHK n3 6Guonornyeckoro martepmana (COCKOBHbIM MaTepuan uu
oTAenaemoe C/IM3UCTbIX 060104EK YPOreHUTaIbHOIo TPaKTa (oTaensemoe can3ncTor 060104KM BRaranulia,
COCKOD 3anuTenua co CAn3UCTor 060/M04YKM LIEPBMKAJIBHOIO KaHasa M COCKOO 3nuTenns co C/AM3UCTOMN
060/104KN YPETPbI), NPAMON KMULIKM, KOHBIOHKTMBbLI; MOYa, CEKPeT npeacTaTte/lbHOW Kenesbl) AN
nocneayroLero nccaeqoBaHna MeTogomM NoAMMEPa3HOM LLEeMHOM peakumu;

- Habop He OTHOCUTCS K 3Kcnpecc-meToaam aKcTpakumm AHK;
- cocTaB Habopa BK/tOYAET BHYTPEHHUI KOHTPObHbIN 0b6paseL;

- Habop no3BonseT uccnenosatb 06pasubl 06 bemom He meHee 100 MK,

Habop No3BONIAET NPOBOANUTb 31OLMIO ouMLLeHHON [HK B 06beme He meHee 100 mKn.

B Xxoge nposegeHnNA KAIMHNYECKUX MUCNbITaHNM Bannaauno npowen Ha6op peareHToB AnA 3KCTPaKUunnm
[IHK «Mar+ofpaitm ®ACT» (PY Ne P3H 2019/8043).

6.3.2. JononHuTenbHble MaTepuanbl 1 060pyaoBaHUe, Heobxoamumble AnA sKcTpakuumn OHK, — cornacHo

WHCTPYKLMM K Habopy peareHToB g aKcTpakumm AHK.

6.4. AmnanduKauuma, geTekuna NPoAyKTOB amnanduKaumm, aHaans M MHTepnperauua
pe3ynbraToB

6.4.1. OgHopa3oBble NOANNPONUAEHOBbIE NPOBUPKN, cBoboaHble oT AHKas, cheayowmx Buaos (npu
paboTe ¢ popmMoit Bbinycka 2):

- 3aBUHYMBAIOLLMECA NMPOOUPKM U KPbIWKK K HUM UM NJIOTHO 3aKpbiBatowwmeca NpobupKkn obbemom
1,5 mn — ana NpUroToBAEHUSA PEAKLMOHHON CMecwy;

- TOHKOCTEeHHble Npobupkn gaa NLP o6bemom 0,2 mA ¢ BbINYKIOM UAM NJOCKOW ONTUYECKM NPO3PaYHOi
KPbILWKOM MK NPobUpKn o6vemom 0,2 M1 B CTpMMax no 8 WT. C NPO3payHbIMM KpblLKamm — 414 NpoBeAeHun
MLUP npu ncnonb3oBaHUM Npubopa NAaHLETHOro TMna;

- TOHKOCTeHHble npobupku ana MNUP ob6bemom 0,2 M1 C NAOCKOW KPbIWKOM UamM npobupku ana NLUP
obbemom 0,1 mn B cTpMnax no 4 WT. ¢ KpblWKamn — gnsa nposegeHus MNLP npu ucnonb3osaHmm npmbopa
poTOpHOro TUna.

6.4.2. OgHOpa3oBble HAaKOHEYHMKK, cBoboaHble oT [HKas, ana posatopos nepemeHHoro obbvema ¢
dunbTpom oo 100 mKA.

6.4.3. lTatTnebl ana npobupok obvemom 0,2 mn mam 0,1 mn (B COOTBETCTBMM C WUCMNOAb3YEMbIMU
npobupkamu ana MNLP).

6.4.4. bokc abakTepuanbHoli Bo3ayLwHol cpeabl (MLP-60Kc).
6.4.5. Boprekc.
6.4.6. ABTOMaTU4YeCKMe 403aTopPbl NepemMeHHOro obbema.

6.4.7. CTaHUMA aBTOMATUYECKAA C MOAYEM AN NPUTOTOBNEHMA U S03UPOBAHMA PEAKLMOHHBIX CMecei
N KOMMIEKT PacXoAHblIX MaTePMaNoB K Hel cornacHo MHCTPyKumMK Mpounssogutens, - npu paboTte ¢ popmoit
BbIMYCKa 2 B C/ly4ae NPUrOTOB/IEHMA PEAKLMOHHbIX CMECeW C UCMO/Ib30BaHNMEM aBTOMATUYECKOM CTAHLMM.
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6.4.8. Mporpammupyembiii amnanpuKaTop C CUCTEMON AeTeKLUMU (GYOPEeCLEeHTHOrO CUrHaNa B pexume
«peanbHOro BpemeHn» poTopHoro Tuna (Hanpumep, Rotor-Gene Q), AMbo naaHWeTHOro TMNa (Hanpumep,
QuantStudio 5 manm C1000 Touch B Komnnekte ¢ moaynem CFX96), 3apeructpupoBaHHble B PO u
COOTBETCTBYHOLLME C/eayoWmm TpeboBaHMAM:

- Ha/MuMe He3aBUCUMbIX KaHasoB ¢dayopecueHTHOW getekumn ana ¢nyopodopos FAM u R6G ¢
XapaKTePUCTMKAMM, yKa3aHHbIMK B Tabaunue 4:

Tabnuua 4
Tpebyemble xapaKTepUCTUKU KaHaN0B ¢p1lyopecL,eHTHOM AeTeKuum
ANVHDbI BOJIH, HM
KaHan ana ¢pnyopodopa Bo3byxaeHus [eTteKkuuun
MuHumym Makcumym MuHumym Makcumym
FAM 450 470 510 530
R6G 515 532 545 580

- AN NpMbopOoB NAHLIETHOro TUNa Ha/inune NoAorPeBaeMoi KpbILWKK € TemnepaTtypoit bonee 100°C;
- TOYHOCTb NoAagep)KaHma Temnepatypsbl < £0,4°C;

- CKOpOCTb Harpesa He meHee 2 °C/cek;

CKOPOCTb OxN1aXkaeHusa He meHee 1 °C/cek.
6.4.9. XonoamnbHuK ot 2 go 8 °C.
6.4.10. OTaenbHbIM Xanart, Wano4vkun, obyBb M 04HOPa30Bble NepyaTky B cooTseTcTBMM ¢ MY 1.3.2569-09.

6.4.11. EMKoCTb an1a cbpoca HaKOHEYHUKOB.

7. UCCNNEAYEMbIA MATEPUAN

MaTepmanOM ANnAa nccnenoBaHMA CnyXKat.

- COCKOBHbI MaTepuran uau oTaensemoe CAN3UCTbIXx 060104YEK YPOreHUTANbHOMO TPaKTa (oTaensemoe
CM3NCTOM 060M10YKM BAaranunLLa, COCKOb anNUTeNUs co CAN3MCTON 060N0YKM LLEPBMKANLHOIO KaHana u
COCKOB anuTenma co cAn3NCTol 060N104YKKN YPETPbI);

- COCKOOHbIN MaTepuan Unm oTaenaemoe CiM3mcTon 060/04KM NPAMON KULLKK;
- OTAenAemoe KOHBIOHKTUBDI;

- Mmouya (ocagoK NepBol NOPLUN YTPEHHEN MOUK);

- CeKpeT npeacTaTesibHOW ¥Kenesbl.

B3ATne, npeaBapuTenbHylo 06paboTKy, TPaHCMNOPTUPOBAaHWE U XpPaHeHMe  UCCNeayemoro
6nonorMyeckoro matepuana caegyet NpoBoOAUTb B COOTBETCTBUM C HUMKENEPeUUCNeHHbIMM TPpe6oBaHMAMMU,
Hecob/1toaeHMEe KOTOPbIX MOYKET NMPUBECTU K NOJIyYEHUIO HEKOPPEKTHBIX PE3Y/IbTaTOB UCC/EL0BaAHWA.

7.1. Otpensaemoe cnusnCTon 060104KKN BAaranuia

B3ATMe maTepuana npoBecTM W3 3aAHeOOKOBOro CBOAA BMAra/MILA C MOMOLLbIO CTEPUJIbHOTO
04HOPA30BOro 30HAA-TAMMOHA WM YHUBEPCANbHOrO 30HZA B NPOOMPKY C TPAHCMOPTHOM cpeaow C
MYKO/IMTUKOM B COOTBETCTBMM MHCTPYKUMEN MO NPUMEHeHUIo 30H4a. HeobxogMmo MaKCMManbHO MOHO
cobpatb oTaensemoe. Pabouylo MNOBEPXHOCTb 30HAA MOMECTUTb B TPAHCMOPTHyK cpedy, ob6iomas
NNaCTUKOBYIO OCHOBY. [lONyCTUMO MUHUMaNbHOE NPUCYTCTBME NPUMECEN B BUAE CU3UN U KPOBM.
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BHumaHue! Bo nsbexkaHue KOHTaMUHaALMW, HeNb3A 06pe3aTh 30HA HOXHULAMM!

Buonornyecknin matepuan, NOMELLEHHbIM B TPAHCMOPTHYI cpeady, XPaHUTb M TPaHCMOPTMPOBaTb
COrNacHo cieayroWwmm TpeboBaHNAM:

npu KoMHaTHoM Temnepatype (8o 25 °C) — B TeueHue 45 gHew;

- npu Temnepatype oT 2 go 8 °C — B TeyeHue 4 mecAues;

npu TemnepaType oT MUHYC 24 a0 muHyc 16 °C — B TedyeHue 1 roaa;
- Npu TemnepaType He Bbilwe MUHYC 68 °C — AAnTeNbHO;
NGO COrNacHO MHCTPYKLUMM K MCNONb3YyEMOMN TPAHCMOPTHOM cpeae.

,ﬂ,OI'IyCKBETCH Wb OQHOKPATHOE 3aMOpPaKnBaHMe-OTTanBaHME MmaTtepuana.

7.2. Cockobbl anuTenna co cAM3nCTon 060/104KU LLepBUKANbHOTO KaHana

Mepen nonyyeHnem matepuana CimM3b 1 OTAENAEMOE BAaranmiia C NOBePXHOCTU LWENKN MaTKU yAanuTb
CTePUNbHbBIM MapAEBbIM TAMMNOHOM.

B3AaTMe maTepuana nNpPoOBECTM M3 LLEPBMKANbHOIO KaHafna C MOMOLLbIO CTepuabHOM OAHOPa30BOM
LLePBMKaNbHOMN UMTOLLETKM UM YHUBEPCAIbHOMO 30HAa B NPOBMPKY C TPAHCMOPTHOM CPeaoin C MyKOJIMTUKOM
B COOTBETCTBMU C MHCTPYKLMEN MO NPUMEHEHUIO UMTOLWETKM / 30HAA. PN MCNONb30BaHWUM YHUBEPCAbHOTO
30HAa 06bem cOCKOBbHOro oTaensemoro byaet meHblue. lonycTMMO MUHMMaNbHOE NPUCYTCTBUE NpUMecei
B BUAE LEPBUKaNIbHOM CAN3U U KPOBM.

BuoNOrMYecKMii maTepuan, NOMELLEHHbIA B TPAHCMOPTHYIO cpeady, XPaHUTb W TPaHCNOPTMPOBaTb
COrNacHo cieayrowmm TpeboBaHNAM:

- NpuW KOMHaTHOM Temnepatype (8o 25 °C) — B TeueHue 45 aHel;

npu TemnepaTtype oT 2 go 8 °C — B TeyeHue 4 mecaues;

- npu TemnepaType oT MUHYC 24 ao muHyc 16 °C — B TedyeHue 1 roaa;
- Npu Temnepartype He Bbilwe MUHYC 68 °C — oAnTeNbHO;

B0 COrNAcHO MHCTPYKLMMU K MCMONb3YEMOM TPAHCMOPTHOM cpeae.

JonycKkaeTtca nnwb O4HOKpPaTHOE 3aMOpaXKMBaHMe-oTTanBaHne maTepuana.

7.3. Cockobbl anuTenms co CAN3UCTO 060104KHU ypeTpbl

B3ATve anuTennanbHoro cockoba M3 ypeTpbl MPOBOAMTbL C MOMOLLBIO CTEPUIBHOIO OAHOPA30BOrO
YHUBEPCANbHOro 30HAa B NPOBUPKY C TPAHCNOPTHOM CPesol C MyKOJIMTUKOM B COOTBETCTBUM C UHCTPYKLMEN
Nno NpMMeHeHuIo 30HAa. JonycTMMO MUHMMaIbHOE NPUCYTCTBUE NMPUMECEN B BUAE C/IM3U U KPOBMU.

BUoNOrMYECKMIt mMaTepuasn, NMOMELLEHHbIA B TPAHCMOPTHYIO cpeady, XPaHUTb W TPaHCNOPTMPOBaTb
COrNacHo cieayowmm TpeboBaHNAM:

- NpwW KOMHaTHoOM TemnepaType (8o 25 °C) — B TeueHue 45 gHel;

- npu Temnepatype oT 2 g0 8 °C — B TeueHue 4 mecAuEB;

npu TemnepaType oT MUHyC 24 ao muHyc 16 °C — B TedeHme 1 roga;

npu TemnepaType He Bbiwe MUHYC 68 °C — ANITENbHO;
B0 COrNacHO MHCTPYKLMM K MCMONb3YEMOM TPAHCMOPTHOM cpeae.
JonycKaeTca Mvwb OAHOKPAaTHOE 3aMOpaXKnMBaHMe-oTTaMBaHMe MmaTepuana.
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7.4. Ma3Ku (coOcKobbl) co cNM3UCTOI 060/10UKN NPAMON KULLKKU

Mepen B3ATMEM Ma3Ka MPOBECTU TLLATE/bHbIN TyaneT C MbIOM U BOAOW 061acTU BOKPYr aHanbHOro
oTBepcTUA.

B3aTne matepurana NPoOBECTU C NOBEPXHOCTU OOKOBbIX CTEHOK amMny/bl MPAMON KUMKW C MOMOLLbIO
O[HOPA30BOr0 CTEPUILHOIO 30HAA-TaMMOHA B MPOBMPKY C TPAHCMOPTHOM Cpenoit B COOTBETCTBUM C
WHCTPYKLUMEN MO NPUMEHEHMI0 30HAa. JonycTMO MUHUMabHOE MPUCYTCTBUE NPUMECEl B BUAE CAU3Y,
KPOBW, FTHOA N KanoBbIX Macc.

buonorvyecknin maTtepuan, NOMELLEHHbIA B TPAHCMOPTHYIO cpeay, XPaHWUTb M TPAHCNOPTUPOBATb
COr/IAaCHO creayloWmnm TpeboBaHUAM:

- NpwW KOMHaTHoM Temnepatype (8o 25 °C) — B TeueHue 45 gHel;

- npu TemnepaTtype oT 2 go 8 °C — B TeyeHue 4 mecAues;

npu TemnepaType oT MUHYC 24 a0 muHyc 16 °C — B TeueHue 1 roaa;

npu TemnepaType He Bbiwe MUHYC 68 °C — ANNTENbHO;
NMb0o COrNacHO MHCTPYKLMM K MCNONb3YEMOI TPAHCMOPTHOM cpeae.

JonycKkaeTtca nnwb O4HOKpPaTHOE 3aMOpaXKMBaHMe-oTTanBaHne matepmana.

7.5. Otpaensaemoe KOHbIOHKTUBDI

B3aTve maTepuana NpoBecTU Mof MeCcTHOW aHecTesnel C KOHDBIOHKTWMBLI, 3axBaTbiBas BHELHWI U
BHYTPEHHMI YI/bl F1a3a, C MOMOLLbIO CTEPUIBHOIO 30HAa-TaMMoOHa B NPOBUPKY C TPAaHCNOPTHOM cpeaol B
COOTBETCTBUM C MHCTPYKLMEN MO NPUMEHEHMIO 30HAA.

Buonormyecknin maTtepuan, NOMELLEHHbIA B TPaAHCMOPTHYIO Cpeay, XPaHWUTb M TPaHCNOPTMPOBaTb
CornacHo cieayrowmnm TpebosaHusM:

npu KOMHaTHol Temnepatype (8o 25 °C) — B TeueHue 45 gHel;

npu Temnepartype ot 2 o 8 °C — B TeueHune 4 mecAues;

- Npu Temnepartype oT MUHYC 24 0o mnHyc 16 °C — B TeyeHue 1 roaa;
- Npu TemnepaType He Bbile MUHYC 68 °C — AANTeNbHO;

B0 COrNacHO MHCTPYKLMKN K NCNOIb3YEMOI TPAaHCNOPTHOM cpese.

JonyckaeTtca anwb OA4HOKPaTHOE 3aMOpPaXKMBaHMe-OTTanBaHMe maTepuana.
7.6. Moua

7.6.1. Mopagok cbopa

Y KeHWMUH ansa aHanmsa oTtbupaloT nepByto MOPLMIO YTPEHHENW MouM B KonumdectBe 15-25 ma B
CneumnanbHbI CYXOM CTEPUIbHBIN GNAaKOH UK KOHTelHep o6bemom 50-60 ma. C60p mMmoumM NpoBecTu nocne
TIWATENbHOTO TyaneTa HAPY)KHbIX MOMOBbIX OpraHos. enatesbHO 3aKNaAblBaTb TAMMOH BO BAAranuLle
nepeg cbopom matepuana ana npenynperkaeHna KOHTAMUHALUKN MOYM OTAENAEMbIM U3 BAaranuiLa. Takxke
He cnefyeT NpPomn3BoAUTb COOP MOUYM BO BPEMS MEHCTPYALUN.

Y MYXUMH Npu MOYeEUCNYCKaHUM HEOBX04MMO 0CBO6OANTL HaPYKHOE OTBEPCTME MOYEMNCYCKATENbHOIO
KaHana, NOSIHOCTbIO OTTAHYB KOXKHYIO CKAAAKY. [lnA aHanusa oTbmMpatoT nepsyto NOPLMIO YyTPEHHEN MOYU B
Konndectse 15—25 mn B cneumnanbHblii CyXon CTepUbHbIN dnakoH Ha 50—-60 mn.
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B cnyyae ecnm c6op MoUM OCyLLLECTBAAETCA B EMKOCTb 6€3 peareHToB A1 KOHCepBaL MY U cTabuansaumm,
[AOMYCKaeTcA XpaHeHWe M TPaHCNopPTMPOBaHMe 06pa3L 0B MOYM A0 NpoBeaeHMA NpeaobpaboTKu:

- NpwW KOMHaTHoM TemnepaType (8o 25 °C) — B TeueHue 6 4acos;

npu Temnepatype ot 2 4o 8 °C — B TeyeHune 1 cyToK;

- Npu TemnepaTtype oT MUHyC 24 a0 mmHyc 16 °C — B TeyeHune 1 Hegenw;

npu TemnepaType He Bbiwe MUHYC 68 °C — AnnTenbHo.

Mpw ocyLecTBAeHUN cbopa MOUYM B EMKOCTb C TPAHCMOPTHOM Cpeaoi Uan peareHTaMu 41 KOHCepBaLuum
M cTabunmsauumn, xpaHeHue o06pasLOB MouM OO0 nNposedeHna npenobpaboTkM MNPoOBOAUTL COFNACHO
WHCTPYKLMM K UCTIONIb3yEMOI eMKOCTU ans cbopa.

,ﬂ,OI'IyCKBETCH Wb OQHOKPATHOE 3aMOpPaxKmnBaHMe-oTTanBaHMeE maTtepumana.

7.6.2. MpeaBapuTenbHaa o6paboTtka

®nakoH c movoli B36onTaThb. MepeHecTn 1 Ma MOYU, UCNONBL3YA HAKOHEYHUK C GUNLTPOM, B CTEPUJIbHYIO
ofiHopa30Byto Npobupky ob6bemom 1,5 mn. LeHTpudyrnposats 5 muH npm 10 000 g. Mpun Hanmumm 6onbluoro
KOJINYeCcTBa COJIEN pecycneHaMpoBaTb TOJIbKO BEPXHMM C/IOM ocagKka conen B obbeme 1 mn
dU3MONOrNMYEecKoro pacTBopa CTEPUIbHOTO MM TPAHCNOPTHOW cpedbl U 3aTEM CHOBA KOHLEHTPUPOBATD.
Mcnonb3ya BaKyyMHbIM OoTcacbiBaTe/lb C KONGON-0BYLIKOM, NOMHOCTbIO YAAAUTb CyNepHaTaHT, UCMNONb3yA
ONA Kaxkaoro obpasua oTaenbHbI HaKOHEYHUK 6e3 PpunbTpa, He 3axBaTbiBan ocaaoK. K ocagky nobasutb
200 mMKn $M3MONOrMUYECKOro pacTBopa CTEPUABHOMO MM TPAHCMOPTHYO cpedy B 06beme, yKazaHHOM B
WMHCTPYKLMM NO ee NpumMmeHeHuto. TwaTenbHO NepemellaTtb CoOAepXKMMOoe Ha BOPTEKCE.

Ycnosua xpaHeHuA npenBapuTeNbHO 06paboTaHHbIX MPOO MOYM AHANOTUYHbLI YCIOBUAM XPaHEHMs
maTepuana Ao npenobpaboTku.

7.7. CeKpeT npeacraTte/ibHOM }Kenesbl

Mepen nonyyeHvem cekpeTa npeacTaTe/IbHOM Kenesbl TFONIOBKY MNOIOBOrO 4neHa obpabortatb
CTepUNbHbIM BaTHbIM TamnoHom. CekpeT npocTaTbl 3abpaTb Nnocne npeaBapuUTENIbHOrO MAcCaXka NpPocTaThl
yepes NpAMYHo KMLWKY. Bpay npoBOAMT MaccaK C Ha4aBANBAHUEM HECKO/IbKMMMU SHEPTUYHBIMWN LBUKEHUAMM
OT OCHOBaHUA K BepxyLUKe. [locne OKOHYaHMA MaccaXKa NpeacTaTeNbHOM Kese3bl ee CeKpeT B KonyecTse
0,5-1 mn cobpaTb B OAHOPA3OBYIO CTEPU/bHYIO CyXYlO MAACTUKOBYIO MPOOMPKY ob6beMom 2 mMa MK
CTEPUIbHBIV CyXOl KOHTENHep o6bemom 50—-60 mA.

MpobupKy NAOTHO 3aKPbITb KPbIWKOM, HEe AOMYyCKas 3a30pa M CMATUA BHYTPEHHEM YacTu KPbILWKK, U
NPOMAPKNPOBATb.

Mpn HEBO3MOKHOCTM NOIYYUTH CEKPET Cpasy Noc/e Maccaka NpocTaTbl CO6paTh NepPByH0 NOPLUI0 MOYU
(B KOTOPOW COOEPKUTCA CEKPET NpencTaTesIbHON Kenesbl) B Konnyectse 15-25 ma (cm. nopszoK 3abopa
moun).

[lonyckaeTca XpaHeHMe M TpaHCNopTUpOBaHMEe 06pa3LoB CceKkpeTa MNpeAacTaTe/slbHOW Kesnesbl A0
NpoBeAeHUA UCCNeA0BaHUA:

- NpW KOMHaTHoM Temnepatype (8o 25 °C) — B TeyeHue 6 Yacos;

npu TemnepaTtype oT 2 4o 8 °C — B TeyeHne 1 cyToK;

npu TemnepaType oT MUHYC 24 g0 muHyc 16 °C — B TedyeHue 1 Hepenw;

npu TemnepaType He Bbile MUHYC 68 °C — ANnTeNbHO.

JonycKkaeTtca nnwb O4HOKPaTHOE 3aMOpaXKMBaHMe-OoTTanBaHne maTtepuana.
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8. MPOBEAEHUE UCCNIEAOBAHUA

WccnepoBaHWe [O/KHO NPOBOAMTLCA MPU HOPMAJIbHBIX TMOKa3aTeNsX MUKPOKAMMATa KAWHUKO-
[AmarHoctuyeckol nabopatopun®:

- TemnepaTypa okpyKatowiero sosayxa ot 20 go 28 °C;

- OTHOCuTenbHasa BAaxHocTb 40 — 75 %.

8.1. 3Kctpakuyua AHK u3 uccnegyemoro marepmana

Ona skcTpakumn OHK umcnonb3oBaTb Habopbl peareHTOB, peKomMeHAoBaHHble [lpou3BoguTenem B
pasgene «JononHuTenbHoe obopyaoBaHMe U matepuansi». NMopagoK paboTbl c Habopamu ANa SKCTPaKLUK
OHK cmoTpute B MHCTPYKLNM NO NX NPUMEHEHMUIO.

BHUMAHMUE! Tpu npoBeseHUM WUCCAefOBAHUA HEAOMYCTUMO WCMO/Ab30BAHWE 3KCMpPecc-MeToL0B
aKcTpakuum HK.

IKcTpakumio JHK w3 Kaxpgoro uccnegyemoro obpasua M KOHTposei HeobxogMmo MpoBOAWUTL B
npucytctemm BKO. Karkpaa rpynna akcTparmpyembix 0bpasuyoB AOJ/IXKHA COMPOBOMAATHCA MOCTAHOBKOM
oTpuuaTtenbHoro KoHTpona (OKO) B ogHOM noBTOpE.

B npouecce akcTpakumm JHK ncnonb3osath cnegyolime obbembl peareHToB U Uccneayembix 06pa3LoB:

- obbvem peareHTa BKO-FL — 10 MKA B KarKayro Npo6GUPKY C McCneayembiMU U KOHTPOJIbHbIMM
obpasuamu;

- o6bem uccneayemoro obpasua — 100 MKA B NpobMpPKM Ans nccneagyembix 06pasLos;
- 06bem peareHta OKO — 100 mkn B npobupky ana OKO;

- obbem peareHTa, ucnosbsyemoro ana aaoumm AHK, — 100 MK (cornacHo WMHCTPYKUMM no
NPMMEHEHUIO K UCNO/Ib3yeMoMy Habopy Ana sKcTpakuumn HK).

8.2. NMopgroToBKa peareHToB AAA amnandUKaumm

8.2.1. Npu ucnonbszosaHumn ¢popmbl Bbinycka 1

8.2.1.1. OTobpaTb Heobxoanmoe Konuuyectso npobupok ¢ MNUP-cmecblo CT ans amnandukauymm OHK
nccneayemblx U KOHTPOIbHbIX 06pa3LoB..

8.2.1.2. Y6eantbca, 4To napaduH NONHOCTbIO MOKPbIBAaET PacTBOpP Ha AHe MpobupoK. B npoTuBHOM
Cnlyyae, He UCNo/1b30BaTb AaHHble NPOBUPKK.

8.2.1.3. Ha nosepxHocTb napaduHa BHectM no 10 mkn MUP-6ydepa-K, npu stom oH He ponkeH
NpPoBaNnBaTbCA NOA NPOCAOMKY NapadunHa u cmewwmnsaTbes ¢ MNLP-cmeckto.

8.2.2. Npu ucnonb3osaHuun popmbl Bbinycka 2

BHUMAHUE! KomnoHeHTbl peakuMOHHOMW CMecu c/eayeT CMelnBaTb HenocpeacTBEHHO nepej,
nposegeHvem MMLP.

BHUMAHMUE! B cayvyae npuUrotoBaeHUA PeakUMOHHOM CMEeCUM C MOMOLLbO aBTOMATUYECKOM CTaHLUK
cnepymTe yKasaHUAM MHCTPYKLUKW MO €e UCMO/Ib30BaHMIO.

6 VYKkasaHbl goOnNycTMble HOPMbI TeMnepaTypbl WM OTHOCMTENbHOW BAaXHOCTM BO3dyxa B paboueit 30He

NPOW3BOACTBEHHbIX MOMELLEHUI B COOTBETCTBUM C TpeboBaHuamm [OCT 12.1.005-88 «Cuctema CTaHOapTOB
6e3onacHocTM Tpyaa. Obwme caHUTapHO-TUrMeHnYeckne TpeboBaHMA K BO34yXy paboyelt 30HbI».
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8.2.2.1. Paccuntatb ob6bembl MUP-cmecu CT u MUP-6ydepa-H, Tpebytowmeca ana npurotoBaeHUs
peakuMoHHoM cmecn (cm. Tabaunuy 5). Cmecb roToBUTb Ha oblLLee YMCNo UccaeayemblX U KOHTPO/IbHbIX
06pa3LoB NAOC 3aNac He MeHee YeM Ha OAHY peaKLMio.

Tabnuua 5
Pacuetr 06beMOB KOMNOHEHTOB PEaKLMOHHOW cMecH
PeareHT 06bem, MKn O603HauyeHuA
Mup-cmeco CT 10,0*(N+1) N — KonnuecTso 06pasLos [HK, nosyyeHHbIX Ha 3Tane

I'ILI,P-6yd)ep-H 5,0*(N+1) SKCTPaKUMKN, BKIKOYaAA KOHTPOIU

8.2.2.2. MepemewaTb cogepknumoe npobmpok ¢ NLUP-cmecbio CT 1 NUP-6ydpepom-H, ocaanTb Kanam Ha
BOpPTEKCeE.

8.2.2.3. OTobpaTb HeobxoaMmoe KOAMYECTBO NPOOMPOK MAM CTpUNoB gna amnandukaumm [OHK
nccneayemblx U KOHTPOIbHbIX 06pa3LLoB. Bbibop Nnpobupok gns amnamduKaumm 3aBUCUT OT UCNONb3YEMOTO
amnandukaTopa ¢ CUCTEMON AETEKLUN B PEKMUME «PeasibHOrO BPEMEHU».

8.2.2.4. BHecTu B NpobupKmM no 15 MKA NpMroToBAEHHOM peakLMOHHO cmecu.

BHMMAHMUE! Hencnonb3oBaHHble OCTAaTKM PeaKLUMOHHOM CMECU XPaHEHUIO HE NOANEKaT.

8.2.3. NMpu ucnonbsosaHmuun popmbl BbinycKa 3

8.2.3.1. OTobpatb HeobxoAMMOe KO/MYECTBO CTPUMOBAHHbLIX Mpobupok ¢ MUP-cmecbto CT anAa
amnanduraumm AHK nccnepgyembix U KOHTPObHbIX 06pa3LoB.

8.2.3.2. Y6eauTbca, 4TO napaduH NOSHOCTbIO MOKPbIBAET PAacTBOP HAa AHe NPobupoK. B npoTvBHOM
C/ly4ae, He UCNOJ1b30BaTb AaHHble NPOBUPKM.

8.2.3.3. Ha noBepxHocTb napaduHa BHectM no 10 mkn MUP-6bydepa-K, npu stom oH He AonxkeH
NpoBasMBaTbCA NoA NPOCAOMKY NapaduHa n cmelwmsaTtbea ¢ MNLUP-cmecsto.

8.3. BHeceHue npob6 OHK, npoBegeHue amnandpukauum n getekumm

BHUMAHMUE! Mpn pobasneHmn npob [AHK, sKcTparMpoBaHHbIX C MOMOLLbO HAabopoB peareHToB A
NPoBeAEHUA 3KCTPAKLUUM METOAOM COPOLMM Ha CUAMKArene WaM MarHUTHOM cemapauuu, Heobxoaumo
nsberaTb NonagaHMA copbeHTa B peakLMOHHYO CMECh.

8.3.1. BHecT B noAroToB/ieHHble NPOBUPKK € peakLMoHHON cmeckio no 10 mKka npo6 AHK, noayyeHHbIx
B pe3y/ibTaTe 3KCTPaKLUM.

8.3.2. BHecTn B No4roToBAeHHble NPOBMPKU C pEaKLLMOHHOM CMECbi0 KOHTPOJIbHbIE 06pPa3LLbI.
Mpu npoBeaeHUM KaueCcTBEHHOro aHanu3a:
a) NONOXKUTENbHbIN KOHTPOoJb MLUP — B 0aHY Npobupky ans ob6pasua K2 sBHect 10 mkn K2 complex.

6) oTpMUATENbHBIV KOHTPOJIb IKCTPAKLUMKN — B 04HY NPobUupKy ans obpasua OKO BHecTn 10 MK npobbl,
3KcTparnpoBaHHoi u3 OKO.

B) oTpuLUaTebHbIl KOHTpob MUP — B oaHy npobupky ans obpasua K- BHectn 10 mKn peareHTa K-.
Mpu npoBeaeHUN KONUYECTBEHHOrO aHanu3a:
a) O6bpaseu K1 — B oaHy npobupKy BHecTn 10 mkn K1 complex.

6) O6pasel, K2 — B oaHy npobupky BHecTn 10 mkn K2 complex.
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B) OTpMLATENbHbI KOHTPO/Ib SKCTPaKLUN — B OAHY NpobupKy ana obpasya OKO BHecTn 10 MKa npobbil,
3KcTparnpoBaHHoi u3 OKO.

r) oTpuuatenbHbl KoHTPob MLUP (K-) — B ogHY npobupKy ans obpasua K- BHecTn 10 mkn peareHTa K-.

8.3.3. 3anporpammmnpoBaTb amnanduKaTop ¢ CUCTEMOMN AETEKUNM B PEKMUME «PeasibHOro BpeEMEHU» AN
BbINO/HEHWUS e4MHOM NPOorpamMmbl aMnINGUKaALMU U AeTEKUNN GayopecLeHTHOro curHana (cm. Tabauuy 6).

Tabnuua 6
EguHana nporpamma amnanmdpuKaumm n getekumnm ¢ayopecueHTHOro cMrHana
o JleTeKuma no KaHanam gna Konnuecteo
Linkn Temnepartypa, °C Bpemsa dnyopodopos UMKNOB

1 50 15 muH - 1
2 95 15 muH - 1

95 10c -
3 45

60 20 ¢ FAM, R6G’

MpumeuaHue - C NCNOb30BAHNEM €4MHON NPOrPamMmmMbl MOXKHO O4HOBPEMEHHO MPOBOAMUTL B O4HOM
npubope noboe coyeTaHMe TECTOB, BK/IOYAA TECTbl C 06paTHOM TpaHcKpunuuen n amnandurkaumen. Mpu
OZIHOBPEMEHHOM MPOBEAEHUM HECKOIbKUX TECTOB AeTeKuMA GAyopecUeHTHOro CMrHana HasHavyaeTcsa 1 no
APYrMM UCNosib3yeMbiM KaHanam, NMOMMMO YKasaHHbIX B Tabauue. B cnyyae ecnm B oaHom npubope
OZIHOBPEMEHHO MPOBOAATCA TECTbl TONbKO ANs BbiABAeHUs AHK, MOXHO yaanutb U3 AaHHOW NporpamMmbl
nepBsbli WwWar obpaTHol TpaHcKpunumm (50 °C — 15 MUH) 414 SKOHOMUKN BPEMEHMN.

8.3.4. YcTaHOBUTb NPOBUPKM UK CTPUMbI B AYEMKN PEAKLMOHHOrO moayna npmbopa.

MpumeuaHue - PekomeHayeTcs nepes NOCTaHOBKOM B aMNANGUKATOP NIAHLWETHOTO TUMNa 0CaAUTb Kan/u
CO CTEHOK NPobUPOK Ha BOpTEKCE.

8.3.5. 3anycTuTb BbINOAHEHME NPOrPaMMbl aMNAMOUKALMM C AeTeKumeh GayopecLeHTHOro CMrHana.

8.3.6. Mpubop npoBOAUT perucTpaumio GAYOPECLEHTHOrO CUTHana aBTOMATUUYECKM B perKume
«pPeanbHOro BPEMEHUY,

8.4. AHanus u BblUMCNIEHUE Pe3yIbTAaTOB

BHUMAHMUE! MMpu pyyHom aHanmse 06paboTKy AaHHbIX (PAYOpPECUEHTHbIX KPUBbLIX), MOAYYEHHbIX B
nporpammHom obecnevyeHun npubopa, Ucnosiblyemoro ana nposeaeHusa MLUP ¢ geTekumen B pexxmme
«peanbHOro BpeMeHu», MPOBOAUTb COMMACHO MHCTPYKUMM NO ero npumMeHeHuto. PekomeHayemble
napameTpbl g1 06paboTKM faHHbIX YKa3aHbl BO BKAaAblLle, MpuUaaraemMom K Habopy.

BHUMAHMUE! KonnuecTBeHHbI aHanu3 pe3ynbTaToB BO3MOXHO MPOBOAWUTb TOJIbKO B aBTOMaTUYECKOM
perKMMe C MCNonb3oBaHMEM NporpammHoro obecnedveHuns FRT Manager (OO0 «UHTep/labCepBucy, Poccus,
PY Ne P3H 2019/8870) cornacHo pyKOBOACTBY Mo/ib30BaTeA, BbiI6pas MeTOAMKY, YKa3aHHYIO BO BKAabllle,
npuiaraemom K Habopy. PyKoBOACTBO MONb30BATENA pPA3MELLEHO Ha oduumanbHom cante 000
«WHTepNabCepsucy» no agpecy: https://www.interlabservice.ru/service/frt/.

O6paboTKa 1 pacyeT pe3yabTaTOB NPOUCXOAUT HA OCHOBAHUW HaNMUUA (MW OTCYTCTBUA) NepeceveHus
KpuBol dnyopecueHuUmm S-obpasHoi (cMrmoobpasHoit) Gopmbl C YyCTAHOBAEHHOM Ha COOTBETCTBYIOLLEM
YPOBHE NOPOroBON IMHWEN, YTO ONpeaenseT Haanyme (MAn OTCyTCTBUE) ANA AaHHOM Npobbl AHK 3HaueHun
noporosoro uukna (Ct) B cootseTcTBylowen rpade Tabauubl pesynbTaToB. [MapameTpbl 06paboTKM
bNyopecLEeHTHbIX KPMBbLIX 3aBUCAT OT UCMOAb3yeMol Mogenu amnamdukaTopa (cm. BKAaablW K Habopy m
WHCTPYKLMIO MO NPUMEHEHMIO amnandukaTopa).

7 fletekuma curHana ana dayopodopa R6G ocyllecTBAAETCA NO KaHany AeTeKuun Ana aHanormuHbix dayopodopos HEX,
JOE, Yellow n VIC.
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KpvBble HakonneHua GAyoOpecUeHTHOrO CUrHasa aHaJM3MpyoTcs Mo ABYM KaHanam AeTekuuu
(cm. Tabnunuy 7).

Tabnuua 7
deteKkuua ¢nyopecueHTHOro cMrHana
KaHan ana pnyopodopa FAM R6G?
MpoayKT amnandumkaumnm OHK C. trachomatis BKO-FL

Ha ocHOBaHWM NONYyYEHHbIX 3HaYeHMI NOPOroBoro umkna (Ct) M 3aaaHHbIX 3HAYEHWUI KOHLEHTpaLUui ans
KannbpaTopoB CTPOMTCA KanuMbpoBo4yHasi KpuBadA, MO KOTOPOM NPOBOAUTCA aBTOMATMYECKUM pacyet
3HaYeHUI KOHLUEHTPaUMn reHomHbIX akBuBaneHTos AHK C. trachomatis B 1 mn 6uonornyeckoro obpasua
(r3/mn).

8.5. WHTepnpetauua pesynbratos
MHTepnpeTaymio pe3yabTaToB NPOBOAAT B ABYX BapUaHTaxX:

- B KayecTBeHHOM ¢opmaTe BPY4YHYIO B COOTBETCTBMWU C Tabauuen 8 u BKAaAbilem, npuiaraembim K
Habopy. Pe3ynbTaT Mccie0BaHUA CYNTAIOT A4OCTOBEPHbIM, €CN Pe3ybTaTbl, NOAYYEHHbIe AN KOHTPONbHbIX
06pa3L0B, COOTBETCTBYIOT KPUTEPUAM BaNUAHOCTU, YKa3aHHbIM B Tabauue 10;

- B KaYeCTBEHHOM M KoJsiyecTBeHHOM d¢opmate B aBTOMATUUECKOM PEXMME C WMCMOJ/b30BaHWEM
nporpammHoro obecneyenma FRT Manager (OO0 «WUHTep/labCepsuc», Poccusa, PY Ne P3H 2019/8870)
COMNacHO PYKOBOACTBY MONb30BATENA, BblOpPAaB METOAMKY, YKasaHHYO BO BKAaAbllle, MPUAaraemom K
Habopy. PykoBoAcTBO nosib3oBaTesiA pasmMelleHo Ha odpuumanbHom canTe OO0 «UHTep/labCepBUC» no
agpecy: https://www.interlabservice.ru/service/frt/. Wcnonbsyemble B nporpamMmHom obecneyeHun
aNrOPUTM MHTEPMPETAL MM PE3YNbTaToB A1A UCCeyemblx 06pa3LoB U KPUTEPUUN BAIMAHOCTU PE3YNbTATOB,
NoJlydeHHbIX ANA KOHTPONeW, npeacTaBaeHbl B Tabamuax 9 n 10 cooTBETCTBEHHO.

Tabnunua 8
MHTepnpeTauua pe3ynbTaToB 48 uccreayembix obpasuos
npu NpoBeAeHUUN KayeCTBeHHOro aHanmsa

Pe3synbtar UHTepnpetaumsa

3HaueHue Ct no KaHany ans dayopodopa FAM He onpeaeneHo v no
KaHany gna ényopodopa R6G He onpeaeneHo wam onpegenieHo
Bbllwe rpaHMUYHOro®

HesanugHobiit!

C6o1i BKO! TpebyeTca NoBTOPUTb aHaNuU3

3HaueHue Ct no KaHany ana ¢nyopodopa FAM onpeaeneHo He
Bbille rpaHuMYHoro. lMNpu 3Tom KpuBaa ¢ayopecueHLMn AaHHOM

npobbl MO AAaHHOMY KaHajsy MepeceKkaeT MOPOroBYK JIMHWUIO Ha DOHK C. trachomatis o6Hapy»xeHa
yyacTke XapaKTepHOro 3KCMOHEHLMaNbHOro nogbema
dnyopecueHuMn

3HayeHue Ct no KaHany ana ¢nyopodopa FAM He onpeaeneHo, a no

KaHany gna ¢nyopodopa R6G onpeaeneHo He Bbille rPaHUUYHOrO AHK C. trachomatis e o6Hapyxewa

3HayeHuna Ct no KaHany ana ¢nyopodopa FAM onpeaeneHo Bbiwe
rpaHnuyHoOro, a no KaHany pgna dayopodopa R6G He Bblwe | Pe3ynbTaT HEAOCTOBEPHbIN/COMHUTENbHDIM
rpaHU4YHOro

8 Mletekuma curHana ana dayopodopa R6G ocylecTBAAETCA N0 KaHany AeTeKuun Ana aHanormuHbix ayopodopos HEX,
JOE, Yellow n VIC.
% I'paHMuHble 3HadeHns Ct yKasaHbl BO BKAaAbllle, Npuaaraemom K Habopy.
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Tabnunua 9

MHTepnpeTauua pesynbTaToB ANa uccneayembix o6pasuos

npu nposeaeHUN Kon4eCcTtsBeHHOro aHazimsa

Pesynbrar

3HauyeHue Ct no KaHany gnsa ¢pnyopodopa FAM He onpeaeneHo 1 no
KaHany ans ¢ayopodopa R6G He onpepeneHo unu onpepesneHo
Bbilwe rpaHnuyHoro™’

3HayeHue Ct no KaHany gna ¢nyopodopa FAM He onpepeneHo, a no
KaHany ana dayopodopa R6G onpegeneHo He Bbille FPAHUYHOIO

PaccuMtaHHoe 3HauyeHue KoHueHTpauum AHK no KaHany pna
dnyopodopa FAM mMmeHblle HWXKHEro npegena JUHENHOro
AvanasoHa uamepeHusa Habopa, npu sTom 3HavyeHne Ct Nno KaHany
ana nyopodopa R6G onpepeneHo He Bbile rPaHUYHOTO

PaccuMtaHHoe 3HauyeHue KoHueHTpauum AHK no KaHany pgna
¢dnyopodopa FAM HaxoguTca B npeaenax IMHENHOro AManasoHa
uMamepeHua Habopa, npu 3TOom 3HadyeHne Ct no KaHany pns
¢dnyopodopa R6G onpeaeneHo He Bbille rPaHUYHOrO

PaccuMtaHHoe 3HayeHue KoHueHTpauum AHK no kKaHany pgna
dnyopodopa FAM BbiLe BepXHeEro npeaena NMHEHHOro AMana3oHa
uM3mepeHua Habopa, npu 3TOM 3HayeHue Ct no KaHany Ana
¢nyopodopa R6G onpeaeneHo He Bbile FPAaHUYHOIO

UHTepnpeTtauma

HeBanuaHbii!

C6oii BKO! TpebyeTca noBTOpPUTL aHaNM3

DOHK C. trachomatis He 06Hapy:KeHa

DOHK C. trachomatis o6HapyeHa B
KOHUeHTpauun meHee 2 x 10° I'3/mn ana
COCKOBHOro matepuana Uan oTAeNSEMOro

C/IM3UCTbIX 060/104EK YPOrEHUTANIbHOTO
TPaKTa, NPAMON KULIKN, KOHbIOHKTUBbI;
CeKpeTa NpeacTaTe/ibHOM Kesesbl
unn mexee 4 x 103 I3/mn ana obpasuos
MOYM

DHK C. trachomatis o6Hapy»xeHa B
KOHUeHTpauuu Xx10Y 3/mn

DOHK C. trachomatis o6HapyXeHa B
KOHUeHTpauun 6onee 1x107 13/mn

Tabanua 10

Kputepuun BanuaHocTn 4na KOHTPOIbHbIX 06pasLos

Pe3ynbTatbl amninpuKaumMm no KaHany gna ¢payopodopa

KoHTponb
FAM
OKO
(oTpHuaTenbHbIN
KOHTPO/b 3KCTPaKLMK)

3HadveHue Ct oTcyTcTByeT

K- (oTpuuaTenbHblit
KOoHTposb MLP)

K1 complex (K1)

K2 complex (K2)

K1 complex (K1)
K2 complex (K2)

R6G

OnpeaeneHo 3HavyeHune Ct He Bblwe
rpaHuyHoro®

3HayveHue Ct oTcyTCcTBYET
OnpegeneHo 3HaveHume Ct
OnpepeneHo 3HavyeHue Ct He Bbllwe rpaHUYHOro

MokasaTenb apdektneHocTM (E) ana Kannmbpatopos yknaabisaeTtcs B AvanasoH 0,8 — 1,2

8.6. B0O3MOXHble OWNOKKU 1 pekomeHaauun no ux peweHutro

8.6.1. [1ns oTpMuUaTENbHOTO KOHTPOANSA 3KCTpaKkumm (OKO) no kaHany ana payopodopa FAM onpeaeneHo

3HauyeHue NoporoBoro uukaa (Ct). BeposTHa KOHTaMUHaUMA NabopaTopUn NPOAYKTaMM amnaUUKaLUU UK

KOHTaMWHaUHNA peareHToB Nan nccnegyemoix O6p33LI,OB Ha Kakom-nbo aTane nccnegoBaHuA. HeO6XO,CI,VIMO

npeanpuHATb mepbl MO BbIABNAEHUIO U TMKBUOAUNN UCTOYHUKA KOHTaMUWHaAUNN N NOBTOPUTb UCCaeaoBaHUE

ANnA Bcex 06pasLoB, B KOTOPbIX 0bHapy:keHa AHK aHanv3npyemoro MMKpoopraHuama, HauyMHasa C 3Tana

aKcTpakummn AHK.

10 rpaHmuHble 3HaueHna Ct yKasaHbl BO BKAaAbllle, Npunaraemom K Habopy.
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8.6.2. Alna otpuuatenbHoro KoHwTpona [MUP (K-) no kaHany ana ¢ayopodopa FAM, wu/nam
R6G/HEX/JOE/VIC onpeaeneHo 3HauyeHne noporosoro uukna (Ct). BepoAaTHa KoHTamuUHauusa nabopaTtopum
NpPoAyKTaMu aMnandUKaL MM MM KOHTAMUHALNA peareHToBs, uccaesyembix 06pa3L,oB Ha Kakom-11Mbo atane
MNUP-nccneposanuna. Heobxoammo npegnpuHATe Mepbl MO  BbIABAEHUIO U JIMKBUAAUMM WUCTOYHWMKA
KOHTaMWMHAUMNW M NOBTOPUTb MUCC/eAoBaHME ANA Bcex 00pasuyoB, B KOTOpbIX o6HapyxkeHa [AHK
aHaNM3MpPyemMoro MMKpPOOpraHM3ama, HauymHas ¢ atana amnandpukaumm AHK.

8.6.3. Ecnmn nokasartenb addekTnBHocTn E ana KannbpatopoB He yKnagpiBaeTca B guanasoH 0,8 — 1,2,
HeobXxo04MMO NPOBEPUTL MPaBUALHOCTb 33ZaHHbIX KOHUeHTpauui OHK-kanubpaTopos B COOTBETCTBUM C
BKNaAplleM K Habopy peareHTOB M MPaBMAbHOCTb BbIOPAaHHOIO YpPOBHA MOPOrosoi AuvHWW. Ecan npwm
NPaBWUIbHO 334aHHbIX KoHueHTpauuax [AHK-kanubpatopoB M ypoBHe NOPOroBOi JIMHUKM MOKa3aTesnb
3pPEeKTUBHOCTN He yKNaaplBaeTca B Tpebyemblit AManasoH, ciedyeT NOBTOPUTb UCCea0BaHNe, HaunHan C
stana MLUP.

8.6.4. lna nccnegyemoro obpasua onpeaeneHo 3HadyeHne NoporoBoro UWKAa, Npyu 3Tom Ha rpaduke
dbnyopecLeHUMM OTCYTCTBYET Y4aCTOK XapaKTEPHOro 3KCMOHEeHUManbHOro nogbema (rpaduk npeacrasnser
coboit NpUBbAU3IUTENBHO NPAMYIO IMHMIO). HeobXxoAMMO MPOBEpPUTb MPaBUALHOCTb BbIGPAHHOMO YPOBHSA
NoporoBoM IMHUM UAK NapameTpoB pacyeta 6a30Bon NMHUKN. ECM pe3ynbTaT NoayYeH Npu NpasuUIbHOM
YPOBHE MopPoroBoi AnHMK (6a3oBoit AMHUK), TpebyeTca NOBTOPHO NPOBECTM amMNANGUKALIUIO U AeTeKUUIo
AnAa aToro obpasua.

8.6.5. B cnyyae nonyyeHus HeBaNMAHbIX pe3ynbTaToB TpebyeTcA MOBTOpPHOE ucciegoBaHMe obpasua,
HauMHaA Cc 3Tana 3KkcTpakumm AHK. B cnyvae BOCMPOM3BOAMMOrO pesysbTaTa PEKOMeHAYeTcA NMOBTOPHO
NpoBecTu B3ATWE, NPeaBapUTENbHYIO NOATOTOBKY M UCCAea0BaHMe obpasua.

8.7. [wmarHocTuyecKoe 3Ha4YeHue nosy4eHHOro pesynbrtaTa

MNUP-nccneposaHne aBaserca OAHMM M3 METOAOB BCECTOPOHHEro obcsesoBaHMA MNauMeHTa, Ha
OCHOBaHMM KOTOPbIX NeYalMii Bpay YyCTaHaB/MBAaEeT AMArHo3 M BblOMpaeT mMeponpuaTUA MO JIeYEHUIO
naumeHTa. Pe3ynbTaTbl, MOJyYEHHble NpPM WCMNONb30BaHUM Habopa, cneayeT paccmaTpuBatb U
WHTEPNPEeTUPOBATb B COYETAHMM C AAHHbIMMU APYTUX KINHUYECKUX M NabopaTopHbIX UCCeL0BaHUN.

9. ®YHKUUNOHA/IbHbIE XAPAKTEPUCTUKN HABOPA

9.1. Mpeaen obHapy»eHunall

Mpeaen obHapy»keHna Habopa «Amnanlpaiim’ C. trachomatis» 6bin oNpeaeneH ¢ UCnonb30BaHNEM NPOBUT-
aHanm3a ¢ 95%-0i AOBEPUTENBHOMN BEPOATHOCTbLIO (CM. Tabanuy 11).

3HaYeHUs XapaKTEePUCTUKM, YKasaHHble B Tabauue 11, pocturaloTca nNpu cobaoaeHUn npasun,
YKa3aHHbIX B pasgene «Mccnegyemblii matepuan».

1 Npenen obHapykeHna — 95%-0e NONOMUTENbHOE MNOPOrOBOE 3HAaYEeHWEe KOHLUEHTpauuu (KoHueHTpauma KAHK
BbIABAAEMbIX BO36yaUTeNnen, npun KoTopoit 95% TecTos AatoT NOMOXKUTENbHBIN pe3ynbTarT).
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Tabnumua 11

Mpepen obHapyKeHUa Habopa

” Mpepen o6HapyKeHua no 95%-bli J,0BEPUTENbHDIM
Buonoruyeckuit matepman .
Probit 95%, '9/mn uHtepsan, NA/mn

CoCcKOBHbIN MaTepuan wuauM otgensemoe

CAN3UCTbIX 060N0YEK YPOreHUTaIbHOro

TpaKTa (oTAaenfaemoe caM3MUCTon 060104KN

BAaraavlla, Ccockob  snuTennMa  co 5x10°? 3,15x10% — 7,74x10?
CAU3UCTON  060N0YKM  LEPBUKANbHOTO

KaHafna U CocKob anuTennsa co Can3ncTom

060/104KM ypeTpbI)

COCKOBHbIM maTtepuan unan otgenaemoe

CN3UCTOM 060I0UYKM NPAMON KULLIKN 5x10° 3,69x10% - 5,56x10°
OTaensemoe KOHbIOHKTUBbI 5x10? 2,71x10% — 8,79x10?
CeKpeT npeAcTaTeIbHOM Kenesbl 5x10? 3,29x10% — 9,30x10?
Moua 1x103 9,01x10%2—1,43x103

9.2. JIuHeWHbIA AMANA30H U3MEpPEeHUA U Npeaen usmepeHus

AunanasoH, B kotopom Habop «AmnauMpaiim® C. trachomatis» naeT NUHeNHbI OTBET, NPUBEAEH B
Tabauue 12. Mpegen nsmepeHns Habopa ABAAETCA HUKHUM NpPeaeioM IMHEWHOTO AMana3oHa U3MepPEeHUs
Habopa. YKasaHHble 3HaYeHUs XapaKTepPUCTUKWU AOCTMraloTcs npu cobaloaeHUM npasBua, YKasaHHbIX B
pasaene «Mccnegyembiii matepuany.

Tabnunua 12

JNnHeiliHblii AMana3oH nsmepeHuna Habopa

JInHeliHbIW AMaNa30H U3MepPEHUS,

Buonoruyeckuit matepuan
P r_/mn

COoCKOBHbIM  MaTepuan WAW  OTAEeNsieMOe  CAU3UCTbIX  060s104eK

YPOreHUTanbHOro  Tpakta  (oTaensemoe  cAM3MCTONM  060I0YKM

B/1ara/nLLLA, COCKOD 3MUTENNA CO CIM3UCTOMN 060NOYKM LLepBUKANbHOMO 2x10° - 1x107
KaHana MU cockob anuTenusa co CAN3NCTo 060N04YKK ypeTpsbl), NpaMoi

KULLKWN, KOHBIOHKTUBbI; CEKPET NpeacTaTeNbHOM Kenesbl

Moua 4x103 - 1x107

9.3. AHanutMyeckKan cneuyndpuyHoOCTb
Habop pearentos «Amnaulpaiim® C. trachomatis» obHapy»unsaeT Tonbko pparmeHT AHK C. trachomatis.

AHanutmnyeckaa cneumdpuyHocTb Habopa oueHMBanacb TectupoBaHvem [HK MUKpoopraHnMsmoB WU
BUpycoB (cm. Tabanuy 13) n reHomHol AHK yenoseka. HK MUKpPOOpPraHM3MoB 1 BUPYCOB B KOHLLEHTPALIUK
He meHee 1x10° I3/mn u reHomHyto JHK uvenoseka B KOHUeHTpaumu 1 mKr/mn sHOocMAM B o6pasuibl
6uonormyeckoro matepuana, He cogepawme AHK C. trachomatis.

Tabnunua 13
MuKpoopraHusmbl U BUPYCbl, UCNOAb3yemble ANA OLEHKU aHaIMTUYECKoM cneuudpuyHOCTU

MuKpoopraHusmbl U BUPYCbI

Gardnerella vaginalis Neisseria subflava
Lactobacillus spp. Neisseria sicca
Enterococcus faecium Neisseria gonorrhoeae
Escherichia coli Neisseria mucosa
Staphylococcus spp. Treponema pallidum
Streptococcus spp. Toxoplasma gondii
Pemc%‘%gr_cmms? I%%Q%b%%ppaaﬂansope 23

www.nevacert.ru | info@nevacert.ru



MMUKpPOOpraHusmbl 1 BUPYCbI

Candida albicans Trichomonas vaginalis
Mycoplasma hominis HSV |
Mycoplasma genitalium HSV I
Ureaplasma urealyticum cmv
Ureaplasma parvum HPV 16

Neisseria flava -

Mpwu TectpoBaHmm obpasyos AHK BbilenepeyncieHHbIX MUKPOOPraHM3MOB M BUPYCOB, U reHomHon JHK
YyesloBeKa C UCNOAb30BaHNEM Habopa NepekpecTHbIX peakumii BbiBNEHO He Bblio.

9.4. Bocnpon3BoaMMOCTb U NOBTOPAEMOCTb U3MepeHUsa

BOCNpou3BOAMMOCTb M MOBTOPAEMOCTb M3MepeHWit C  nomouwpio Habopa «Amnaulpaim®
C. trachomatis» oueHVWBanM NyTeM TECTUPOBAHWUA Pa3BeAeHUi i MoaebHbIX 06pa3LoB B Tpex AManasoHax
KOHLUEeHTpauuin (cm. Tabamuy 14 un 15). MopgenbHble 06pasubl 6blIM NPUrOTOBAEHbI pPa3BedeHVEM
cTaHAapTHoro obpasua npeanpuatua, cogepawero AHK C. trachomatis, B 6uonormyeckom martepuane.
Kaxablit 06pasel, Npoxoamn Bce aTanbl UccnenoBaHus (akctpakumio JHK, amnandukaumio JHK n aetekumio
pes3ynbTaTos).

TecTupoBaHWe KarKaoro passefeHus A41A OUEHKM NOBTOPAEMOCTU npoBoamnochk B 48 nostopax, and
OL,EHKMN BOCMPON3BOANMOCTU — B 96 NOBTOpaAXx.

Tabavua 14
HOBTOPHEMOCTb namepeHuA
UcxoaHoe 3HaueHune CTaHpapTHOE
LT R A 3Ha-|?:|$1iﬂxeoeuuz:$pae H:: eIo ARG BaKc:?:’ d:i:uig?l';].‘y
C. trachomatis, I3/mn UEHTPaumu, logio log1o puay 72
1,0x10% — 3,0x10* 4,17 0,08 2,01
1,0x10° — 3,0x10° 5,16 0,09 1,74
1,0x106 — 3,0x10° 6,18 0,08 1,34
Tabanua 15
BOCHpOMBBOAMMOCTb nimepeHuA
WcxoaHoe 3HaueHue CTaHAapTHOe
KoHueHTpauuun OHK CpeAH::HM?;r:sp:H::elzuaqeuue OTKNOHeHue (SD), saKouag)t:Ltzs;TV
C. trachomatis, I3/mn LeHTPaumu, logio log1o puay 10
1,0x10* — 3,0x10* 4,32 0,23 5,29
1,0x10° - 3,0x10° 5,33 0,22 4,15
1,0x108 — 3,0x10° 6,33 0,21 3,28

9.5. MpaBunbHOCTb U3MEpEHUA

MpPaBUNBLHOCTb U3MepeHMA C NOoMoLLblo Habopa «Amnaulpaim® C. trachomatis» 6bina onpegeneHa
nyTeM TECTUPOBaHUA CTaHAAPTHOro 0bpasua npeanpuatua B 120 nosTopax (cm. Tabavuy 16).
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Tabnuua 16
MpaBnAbHOCTb U3MEpPEHUA

CpepHee 3HayeHue CucremaTnyeckas norpewHocTb (B)

YcTaHOB/NEHHOE 3HaYeHune

KouuenTpauum AHK KOHLUEeHTpauuwy, lo
C. trachomatis, log1o UEHTPaUMW, fog1o logio %
5,74 5,7 0,04 0,7

9.6. AwvarHoctnueckasn CnELI,MCbM'-IHOCTb n AnarHoCtuvyeckana 4yBCcrBUTE/IbHOCTb

Ons onpegeneHma ANMArHOCTUYECKOW cneunduyHoCTM M ANMArHOCTUYECKOW YyBCTBUTENbHOCTM Habopa
«Amnaulpaiim® C. trachomatis» 6blAM  UCNONb30BaHbl 06pasuUbl Kaxaoro Buaa 6uomaTtepuana,
npeaycMoOTPEHHOro HasHaYeHMem Habopa peareHToB, B KOJIMYECTBE, YKa3zaHHOM B Tabanue 17.

B KauectBe Habopa CpaBHeHMA, C NMOMOLLbIO KOTOPOro YcCTaHaBAMBanAW Hanuume/otcytctene LAHK
C. trachomatis ncnonb3osasnca Habop peareHtos «Amnanlpanm® NCMT» (PY Ne P3H 2015/3168).
Tabnuua 17

Pe3ynbTaTbl TeCTUpOBaHMA 06pa3L,0B 6MONOrMUECKOro maTepurasna c NOMoLLbio Habopa
«Amnaulpaiim® C. trachomatis»

Uccnepyemble 06pasubi Pe3ynbTaTtbl TECTUPOBAHUA
TY L
Tun Konuuectso O6pasupbl Amnnwl'lpamv! AEIEED
C. trachomatis CpaBHEHuA
Cocko6HbI maTepuan nam MonoxnTenbHbIX 151 151
oTAaensiemoe CIN3NCTbIX 06onoYek 700
yPOreHUTanbHOro TpaKTa OTpuuaTesibHbIX 549 549
CockobHblit maTepuan nm MonoxkntenbHbIX 150 150
oTAensiemoe CAM3NCTon 06010UKK 500
NPAMOM KULLKM OTpuuaTtenbHbIX 350 350
MonoXxuTenbHbIx 150 150
OTaenaemoe KOHbIOHKTMBbI 500
OTpuuaTeNnbHbIX 350 350
MonoxXuTenbHbIX 151 151
Moua 700
OTpuuaTeNnbHbIX 549 549
MonoXuTenbHbIX 150 150
CeKpeT npeacTaTesibHOM Kenesbl 700
OTpuuaTenbHbIX 550 550

3HayYeHMs OMarHoCcTMYeckom cneumMdUYHOCTM U AMArHOCTUYECKOM YyBCTBUTE/NIbHOCTM Habopa
«Amnnulpaiim® C. trachomatis» ¢ poBepuTenbHOM BePOATHOCTbIO 95 %, paccuMTaHHble, MCxoas U3
No/lyYeHHbIX AaHHbIX, NpMBeaeHbl B Tabauue 18.

Tabnnua 18
JvarHocTmueckme xapaktepuctmkm Habopa peareHtos «Amnaulpaiim® C. trachomatis»
AunarHocTtuyeckasa AwnarHoctnyeckas
Tun o6pasyos
cneymnduUUHOCTb YYBCTBUTENbHOCTb
COCKOOHbIN MaTepuan unum otgensemoe 100 % (99,5 — 100) % 100 % (98,0 — 100) %
CM3UCTbIX 060/104EK YPOreHUTaIbHOTO TPaKTa
Coc«o6Hb||71umaTepman nUnm om,uenﬂe:v\oe 100 % (99,1 — 100) % 100 % (98,0 — 100) %
CIM3NCTOMN 0600UKM NPAMOI KULLIKK
OTaensemoe KOHbIOHKTUBDI 100 % (99,1 - 100) % 100 % (98,0 — 100) %
Moua 100 % (99,5 — 100) % 100 % (98,0 — 100) %
CekpeT npeacTaTenbHOM Kenesbl 100 % (99,5 — 100) % 100 % (98,0 — 100) %
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9.7. OueHKa BAUAHUA UHTepPepUpPYIOLLMX BELLLEeCTB

BavaHne wuHTepdepupyloWwmx BeLLecTs, MOTEHUMANbHO COAEPXKALUMXCA WAW  MPUCYTCTBYIOLLIMX B
nccnegyemom martepuane, Ha adpPpeKTMBHOCTbL MnupP npu MCNONb30BaHNUN Habopa
«AmnnuNpaim® C. trachomatis» oTcyTcTBYeT. He BbIABNEHO MHIMOMPOBaHWE peakummn amnanduKaumm npu
pobasneHnn K obpasam bMomatepurana Ha Tane aKCTPAKUMKN MHTEPDEPUPYIOLLMX BELLECTB, NPeaCcTaBAEHHbIX
B Tabsimue 19, B MaKCMMaibHO BO3MOXKHOM KOHLUEHTpaLMnN 4518 Kaxkaoro Buaa bnomartepuana.

Tabnuua 19

WHTepdepupylome BewecTsa, UCNONb30BaHHbIE NPU TECTUPOBAHUKN Habopa
«Amnaulpaiim® C. trachomatis»

Bug 6uomartepuana UHTepdepeHT KoHueHTpauua nHteppepeHTa B 06pasue

MYLMH 0,23 mr/100 mkn

Moua remornobuH 0,20 mmonb/100 MmKn

MOYEeBMHa 0,033 mmonb/100 mMKn
MYLMH 0,23 mr/100 mkn

CeKpeT npeacTaTesibHOM Kenesbl remornobuH 0,20 mmonb/100 MKn

MOYEeBMHa 0,033 mmonb/100 mMKn
MYLMH 0,23 mr/100 mkn

OTaenaemoe KOHbIOHKTUBbI
remorsiobuH 0,20 mmonb/100 mKn

OtcyTcTBME BAMAHUA MHTEPdEPUPYIOLMX BELLECTB A9 00pasLoB OTAENSEMOro C/IM3UCTOM 060/104KM
YPOreHUTasIbHOro TpaKTa (NyOpUKaHTbl, CEMEHHasA KWUAKOCTb, aHTUCENTUK «MMpPaMUCTUH», WUTPaKOHa30A,
METPOHMAA30/, MOYEBMHA, MYUMH, remor106MH, roOpMOHbI AMAPOrecTepoH WM MporectepoH) u o6pasuos
OTZIENIAEMOrO  C/IM3UCTON OBONOYKU MPAMON KULWIKKU (XNOPOdUAA, TIMKOXONAT HaTpWs, HaTpUii Taypoxonat
rmapat) 66110 NOKa3aHO B MUCMbITAHUAX C MCMO/b30BaHMEM Habopa Ana sKcTpakuum «MarHolpaiim ®ACT»
(PY Ne P3H 2019/8043).
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10. ycnoBuA XPAHEHUA, TPAHCNOPTUPOBAHUA U MPUMEHEHUA HABOPA

10.1. CpoK rogHOCTH

CpOK rogHoCT1 Ha6opa coctasnsaet 12 mecaues OT AaTtbl M3rotoBneHuA. lNocne BCKPbITNA peareHTbl
MCNoNb30BaTb 40 NCTe4YeHUA CPOKa roaHOCTH Ha6opa. Ha6op C UCTEKLWWMM CPOKOM rogHOCTU NpUMeEHEHUIo He
NOONENKUT.

10.2. TpaHcnopTupoBaHue

Habop TpaHcnopTupoBsaTth Npu Temnepatype oT 2 Ao 8 °C Bcemu BUAAMM KPbITbIX TPAHCNOPTHbIX CPeacTs
B TEPMOKOHTElMHepax C X/1af03/leMeHTaMn UAn B aBTopedpuKepaTopax. He aonyckaeTca 3amopasknsaHue
peareHTOB.

JonyckaeTcsa TpaHcnopTUpoBaHue npu Temnepatype oT 8 Ao 25 °C He 6onee 3 cyToK.

Habop, TpaHCMOPTUPOBAHHbLIN C HAPYLWEHWEM YKa3aHHOrO TEMMNEPaTYPHOrO PeXKMMa, MPUMEHEHMUIO He
NOANEXMUT.

10.3. XpaHeHue

Habop xpaHuTb npun TemnepaType oT 2 Ao 8 °C B 3alUULLIEHHOM OT CBETa MECTe B TeYEHME BCErO CPOKa
rogHocTn Habopa. He gonycKaeTcs 3amoparknuBaHWe peareHToB.

PeareHTbl nocne BCKPbITUA XpPaHWUTb B TEX e YCNOBUAX, YTO U peareHTbl A0 BCKPbITUA. HEBCKpPbITbIE U
BCKpPbITble peareHTbl CTabu/bHbl B TEYEHWE CPOKa rOAHOCTM, YKa3aHHOro Ha 3TUKeTKe, npu cobatoaeHmm
YKa3aHHbIX YCNOBUN XpaHeHUA. PeakuMoHHas cmecbk, npurotosneHHan us MUP-cmecn CT u MNUP-6ydepa-H,
XPaHEHUIO He NOANEXMUT.

Habop, xpaHMBLLMIACA C HAPYLLEHUEM YKA3aHHOTO peXKMMa XpPaHEHUA, MPUMEHEHUIO HE NOAJ/IENKMUT.

11. TAPAHTUU NPOU3BOAUTENA

Mpon3BoauTENb rapaHTUPYeT COOTBETCTBME XapaKTePUCTMK Habopa TpeboBaHMAM, YKa3aHHbIM B
TEXHWMYECKOM W 3KCMIyaTaUMOHHOM [OOKYMEHTauMK, B TeYeHWe YKa3aHHOro CpoKa roAHOCTM npu
cobntoaeHM BCeX YCI0BUIA TPAHCMOPTUPOBAHUA, XPaHEHUA U MPUMEHEHWA.

Peknamaumm Ha kadecTso Habopa «Amnaulpainm® C. trachomatis» HanpaBaAaTb B aApec NPOU3BOANTENS
000 «Hekctbmo»: 111394, r. MockBa, yn. MNonumepHasa, 8 ctp. 2, Ten. (495) 620-08-73, e-mail:
info@nextbio.ru.

Mpy BbIABNAEHUWN HeEXKenaTesbHbIX Peakuuidi npu Mcnosb3oBaHMM Habopa, GaKkToB M OBCTOATENLCTB,
CO34alOWNX Yrpo3y KM3HWM W 340POBLIO TParkK4aH M MeAUUMHCKUX PaboTHMKOB Mpu obpaleHun u
aKcnyataumm Habopa, peKoMeHOyeTcs HanpaBuTb CoobLieHMe MO ajapecy, yKasaHHOMY Bbile, U B
YMO/HOMOYEHHYIO TOCYZAPCTBEHHYIO pPeryivpylollyto opraHusaumto (B Poccuitickort depepauumn —
degepanbHaa cayxkba no Hagsopy B cdepe 34paBOOXPaHEHWA) B COOTBETCTBUM C AEMCTBYIOLLMM
3aKOHO4ATE/IbCTBOM.

KOHCVJ'IbTaLI,VII-O no paGOTe C Ha60pOM, d TaKXe no BonpocCam, Kacakowmnmmca KavyecrtBa H360pa, MOXHO
NONy4YUTb NO KOHTAKTaM, YKa3aHHbIM Ha Od)MLl,VlaﬂbHOM canTte MNpounssogutena: www.nextbio.ru.
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12. CMMBO/Ibl, UCMOJ/Ib3YEMBbIE B AJOKYMEHTAL N NPOU3BOAUTENA

REF

LOT

IVD

> B <

Homep no Katanory

Koa naptum

MeauvymHcKkoe nsagenve ana
ANArHOCTUKMU in vitro

CofepMmMoro AOCTaToOUHO AN
npoBeaeHNA N-KOANYeCTBa
Tecros

O6paTtnTechb K MHCTPYKLUK NO
NPUMEHEHUIO

OcTtopoxkHo! ObpaTtuTecsh K
WMHCTPYKUMM NO NPUMEHEHUIO
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KpaTKoe pykoBoOACTBO

no NpUMeHeHuo Habopa peareHToB A5 BbIABNEHUA U
KoanyectBeHHoro onpeaenenua AHK Chlamydia
trachomatis meTogoM NOAMMEPA3HOM LENHON peakuum
C AeTEKUMEN B PEXMME «PeasibHOro BpemMeHn»
«AmnauNpanm’ C. trachomatis»
no TY 21.20.23-104-09286667-2021

«Ammullpaitm® C. trachomatis»

dopma Bbinycka 1

P2061-41

000 «Hekctbmo», Poccua, 111394,
d r. Mocksa, ya. NMonMmepHas, 4. 8, ctp. 2

Ten. (495) 620-08-73, e-mail: info@nextbio.ru

COCTAB
PeareHT OnucaHue OG;EM, Konuuecrso
Mpo3payHasn
MNUP-cmech CT HnaKocre, 0,01 100 npobupok
packanaHa nog
napaduH
Mpo3payHan
) ) KUOKOCTb
MNLUP-6ydep-K KpacHoro 1,20 1 npobupkKa
uBeTa
K1 complex fpospaunan 0,26 1 npobupkKa
KUOKOCTb
K2 complex Mpo3pasiHas 0,26 1 npobupka
XKUOKOCTb
OKO fpo3pasiHas 1,10 1 npobupka
XKUOKOCTb
K- fpo3pasiHas 0,26 1 npobupka
XUOKOCTb

Habop peareHTOB paccyMTaH Ha NpoBeAEHWE UCCAefOBaHMA
100 06pa3su,0B, BKAOYAA KOHTPO/INU.

U B Pocagpaerapzsope

Pern i
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BHUMAHMUE!

Mepea NCMNoNb30BaHNEM Habopa peareHTOB
HeobX0AMMO O3HAKOMWTLCA C WHCTPYKUMEH Mo ero
NPUMEHEHUIO. MHCTPYKUMA PasMeLLEHA B 3/IEKTPOHHOM
BMAEe Ha oduumanbHom caiTe [NpowusBoauTens:
www.nextbio.ru (ana ee nonyyeHna Heobxogum
cB06OAHbI BecnepeboiiHbIi JOCTYN B UHTEPHET).

MATEPUAN ONnAa UCCNEQOBAHUA

v COCKOGHbIA MaTepuan MaM OTAENAEMOE C/M3UCTbIX
060n04eK ypOreHWTaNbHOro TpakTa (oTaensemoe
cnM3ncTon 0boN0YKM Baranumila, cockob anurtenus
CO CAU3NCTON O0DONOYKM LLePBMKANbHOIO KaHana u
COCKObB anuTenna co cAM3NCTo 060104KKN YPeTpbI);

v' COCKOGHbI maTepuan Wan oTaensemoe CAN3UCTOM
060/104KM NPSIMO KULLKU;

v\ oTaensemoe cAn3ncTon 060104KN KOHBIOHKTUBDI;

v’ Mmoua;

v/ CeKpeT npeacTaTeNnbHOM Kenesbl.

KOMMMNEKTHOCTb

KomnoHeHT dopmar

Habop peareHTOB dopma Bbinycka 1

MHCTpYKuMA no B 3/1IEKTPOHHOM BUAE NO ajgpecy:

npMMeHeHuto www.nextbio.ru
Macnopt B 9/IEKTPOHHOM BUAE NO ajpecy:
KayecTBa www.nextbio.ru
KpaTtkoe
B BymaykHOM BuAe

PYKOBOACTBO
KomnnekT

o 8 BymarkHom Buae
BKNAAbIWeEN
XPAHEHUE

YcnoBua xpaHeHua Habopa

2°C..8°C
B 3aLLMLLEHHOM OT CBETa mecTe


http://www.nextbio.ru/reagents/

SKCTPAKUMA AHK U3 UCCNEAYEMOIO MATEPUANIA

Ona skctpakuumn OHK ncnonb3oBaTb Habopbl peareHTOB, peKoMeHAOoBaHHble [poM3BOAMTENEM B UHCTPYKLMUN MO

npumeHeHuto Habopa «Amnanlpanm® C. trachomatis». NopsagoK paboTtbl ¢ Habopamu gnsa skctpakuum AHK cmoTpuTe B

UHCTPYKUMU NO NX NPUMEHEHUIO.

O6bembl peareHTOB U Uccaegyemblx 06pasLOB, UCNONb3YEMbIE MPU IKCTPaKUMK JHK ¢ noMoLLbio peKoMeHAayeMbIX

Ha60pOB peareHToB, YKa3aHbl B Ta6nmu,e HUXe.

BKO-FL?

Uccnepyemble 0bpasubl
OKO

PearenTt gna snouymn AHK

Do6asnsemblii peareHT / o6pasel,

10 mkn B Kaxayto npobupky

100 mKn B NPOBUPKKN ANnA nccnegyemolix o6pasuos

100 mkn B NpobumpKky Ans OKO (oTpuMLAaTENbHOTO KOHTPOAA 3KCTPaKLMK)
100 mkn B Kaxkayto npobupky

AMNINOUKALMA C AETEKLMEN B PEXXUME «PEAJZIbHOTO BPEMEHW»

BHUMAHMUE! [ina BHeceHUs B NpobMpKn peareHTos, Nnpob [HK 1 KOHTPOAbHbIX 06pa3LIOB MCNOAb30BaTh OHOPA30BbIe

HaKOHEYHUKU C d)MJ'IpraMM.

1. Otobpatb Heobxoammoe KonmyectBo npobupok c MUP-cmecbto CT ans amnandukaumm AHK mccnegyembix wm

KOHTPO/IbHbIX 06pa3LoB.

2. BHecTu B noarotoBsieHHble npobupku MNLP-6ydep-K 1 06pasubl cornacHo Tabanue:

BHect no 10 mkn
MNLUP-6ydep-K

BHect no 10 mkn

Do6asnaembliii peareHT / 06pasel,

B npobupku c MUP-cmecbio CT Ha NnoBepXxHOCTb NapaduHa
BHUMAHMUE! MNLP-6ydep-K He gonxkeH npoBannsBatbecs nog napaduH.

BHUMAHMUE! N36eraTtb nonagaHusa copbeHTa B peakLMOHHYH CMECH.

Mpo6bl AHK, aKkcTparnpoBaHHOM U3
nccnegyemoro obpasua

Mpobbl, 3KcTparnposBaHHoi ns OKO

PeareHT K-

K2 complex (npu nposedeHuu
KayecmeeHHO020 U Koau4ecmaeHHo20
aHanu3a)

K1 complex (npu nposedeHuu mossKo
Kosau4ecmeeHH020 aHAsU3a)

B MPOBUPKM Ans nccnegyemoix 0bpasuos

B NPO6MpPKy ans obpasua OKO (oTpnuaTeNbHOro KOHTPOIA 3KCTPAKLMK)
B NPO6MpPKy ana obpasua K- (oTpuuatenbHoro KoHTpoaa MNLUP)

B NpobupKy ana obpasua K2

B NpobupKy ansa obpasua K1

3. MMpu py4HOM aHanM3e 3anporpammmnpoBaTb amnaMdUKaTop C CUCTEMON AETEKLMUU B PEXUME «PeasibHOro BpeMeHM»

COrnacHoO UHCTPYKUMKU MO ero npuMeHeHUO AnA BbINONTHEHNA CI'IEAyPOLLI,Eﬁ nporpammbl:

EanvHas nporpamma amnnudmuau,uu n geTekummn ¢nyopecu,eH'rHoro CUrHana

Lukn Temnepatypa, °C
50
95
95
3
60

[eTteKuma no KaHanam ana Konnuectso
Bpemsa
ényopodopos LMKNOB

15 muH - 1
15 muH - 1

10c -

45
20c FAM, R6G?

1 BKO-FL BxoguT B cocTaB Habopa peareHToB, pEKOMeHA,0BaHHOTO Mpon3BoauTenem gnsa akcTpakummn AHK 13 uccnegyemoro matepumana.
2 leteKkuma curHana ana ¢ayopodopa R6G ocyLLecTBAAETCA MO KaHaly AeTeKUMKU Ana aHanornyHbix ayopodopos HEX, JOE, Yellow, VIC.

Pernctpanua MU B Pocagpaerapzope
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MpumeyaHua

1) PekomeHayemble NapameTpbl 158 NPOrpammMmMpoBaHMA amnaNPUKATOPOB YKasaHbl BO BKAAAblle, Npuaaraemom K
Habopy.

2) B cnyyae, ecnv B ogHOM nprbope oAHOBPEMEHHO NPOBOAATCA TECTbI TONIbKO AN BbiABAeHMA JHK, MOXHO yaanuTb 13
yKasaHHol nporpammsl nepsbii war (50 °C — 15 MUH) NS SKOHOMUKN BPEMEHMN.

BHUMAHMUE! MNpu ncnonb3zoBaHMn nporpammHoro obecneveHusa FRT Manager nporpammupoBaHvMe amnandukaTopa
YCTaHaB/IMBAETCA aBTOMATUYECKM.

4. YCTaHOBUTb NPOBUPKM B AYEKM peakLMOHHOro Moayns npubopa.
MpumeyaHue - PekomeHayeTcA nepes NnocTaHOBKOW B aMNaMGUKATOP MIAHWETHOro TMNa OCcafauTb Kanau CO CTEHOK
NpobMpoK Ha BOpTEKCE.

5. 3anycTuTb BbINOJHEHWE NPOrpaMmmbl amnandUKaumm ¢ getekumen GayopecueHTHOro CUrHana CornacHoO MHCTPYKUUK
no NPUMEHEHMIO UCMOb3yeMoro amnanduKkaTopa.

AHANN3, BbIMUCNEHUE U UHTEPNPETALUA PE3Y/IbTATOB

BHUMAHMUE! Mpu pydyHOM aHanmse obpaboTKy AaHHbIX (PAYyopecUEeHTHbIX KPUBbLIX), MOJYYEHHbIX B MPOrpamMmHOM
obecneyeHUn npubopa, mMcnonbayemoro ana nposeaeHua MLP ¢ geTekumen B pexuMMe «peanbHOro BPeMeHUY,
NPOBOAMTb COFIACHO MHCTPYKLMM MO ero NpumeHeHuto. PekomeHayemble napameTpbl A1 06paboTKM AaHHbIX YKa3aHbl
BO BK/1aApllle, MpMaaraemMom K Habopy.

AHanus, BblMUCNEHME U NHTEPNPETALMIO PE3YbTAaTOB MOXKHO NPOBOAMUTD:

- B Ka4YeCTBEHHOM U KOAMYECTBEHHOM ¢opmMaTe B aBTOMATMYECKOM pPEXMME C MCMO/b30BAHWEM MPOrpamMMHOro
obecneyeHuns FRT Manager (000 «NHTep/labCepBuc», Poccmna) cornacHo pyKoBoACTBY NONb30BaTeNs, BbIOpaB MeTOAUKY,
YKa3aHHyl0 BO BKaaAbllwe, npuaaraemMom K Habopy. PykoBoacTBo nonb3oBaTensa pasmelleHo Ha opuumanbHOM calite
000 «UHTep/labCepsuc» no agpecy: https://www.interlabservice.ru/service/frt/;

- B KQYecTBeHHOM ¢dopmaTe B PyHHOM PeXMMe C MOMOLLbIO NPOrpammHoro obecneveHunsa npubopa, MCNoib3yemoro
ona nposepenuns MUP ¢ getekumen B pexkume «peasibHOro BPEMEHWU», COTMAaCHO MHCTPYKLMUWU MO ero NPUMEHEHUIO U
WHCTPYKLMM K Habopy.

Pernctpanua MU B Pocagpaerapzope
Bepc”@vﬁ%@i}lmm | info@nevacert.ru 3
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KpaTKoe pykoBoOACTBO
no NpUMeHeHuo Habopa peareHToB A5 BbIABNEHUA U
KoanyectBeHHoro onpeaenenua AHK Chlamydia
trachomatis meTogoM NOAMMEPA3HOM LENHON peakuum
C AeTEKUMEN B PEXMME «PeasibHOro BpemMeHn»

«Amnaulpanim® C. trachomatis»
no TY 21.20.23-104-09286667-2021

«Ammullpaitm® C. trachomatis»

®dopma BbinycKa 2

2061-42

000 «Hekctbuo», Poccua, 111394,
M r. Mocksa, yn. NMonmmepHas, 4. 8, ctp. 2

Ten. (495) 620-08-73, e-mail: info@nextbio.ru
COCTAB
PeareHTt OnucaHue OG;EM, Konunuecrso
MNuP-cmecb CT fpospaunas 1,20 1 npobupkKa
KUOKOCTb
. . [Mpo3payHasn
nupP-6ydep-H SKUIKOCTb 0,65 1 npobupkKa
K1 complex fpospanan 0,26 1 npobupka
UOKOCTb
K2 complex fpospanan 0,26 1 npobupka
KUOKOCTb
OKO fpospaunas 1,10 1 npobupkKa
KUOKOCTb
K- fpospanan 0,26 1 npobupka
UOKOCTb

Habop peareHTOB paccynTaH Ha NPOBeAEHME UCCAEAO0BAHNA
100 06pa3uoB, BK/IOYAA KOHTPOAM.

Pern us MH 8 PocagpaBragzope
Bepw&@%&.m | info@nevacert.ru

BHUMAHMUE!

Mepea NCMO/Ib30BaHNEM Habopa peareHTOB
HeobXoAMMO O3HAKOMWTLCA C WHCTPYKUMEW Mo ero
NPUMEHEHUIO. MHCTPYKUMA PasMeLLEHA B 3/IEKTPOHHOM
BMAE Ha oduumanbHom caliTe [poussoguTens:
www.nextbio.ru (ana ee nonayyeHus Heobxogum
cB06OAHbI BecnepeboiiHbIi JOCTYN B UHTEPHET).

MATEPUAN ONnA UCCNEQOBAHUA

v COCKOBHbIA MaTepuan MM OTAENAEMOE C/M3UCTbIX
060n104eK YypOreHWTaNnbHOro TpakTa (oTaensemoe
CnM3ncTon 0b0N0YKM Bnaranuila, cCockob anutenus
CO CAU3NCTON OBO/IOYKM LLePBMKANbHOIO KaHana u
COCKOD anuTenna co cN3NCTo 060104YKKN YPeTpbI);

v' COCKOBGHbI maTepman Wan oTaensemoe CAU3MCTOM
060104KM NPAMOW KULLKK;

v’ oTaensemoe CAn3MCTon 060/104KM KOHBIOHKTUBDI;

v moua;

v\ CeKpeT npeacTaTenbHOM Kenesbl.

KOMMNJNEKTHOCTb

KomnoHeHT dopmar

Habop peareHToB dopma Bbinycka 2

MHCTpYKumMa no
NpUMeHeHUIo

B 3/1IEKTPOHHOM BUAeE MO agpecy:
www.nextbio.ru
B 3/IEKTPOHHOM BUAE MO agpecy:

MacnopT KayecTBa .
www.nextbio.ru

KpaTkoe
B BymaxkHOM Buge
PYKOBOACTBO
Komnnekr
o B bymaxkHOM Buae
BKNaZblwen
XPAHEHUE

YcnoBua xpaHeHua Habopa

2°C...8°C
B 3aLLMLLEHHOM OT CBETa MecTe



SKCTPAKUMA AHK U3 UCCNEAYEMOIO MATEPUANIA

Ona akctpakummn OHK mncnonbsosatb Habopbl peareHTOB, peKOMeHA0BaHHble Mpon3BoguTenem B MHCTPYKLMK NO
npumeHeHuto Habopa «Amnaulpaiim’ C. trachomatis». Mopaaok paboTbl ¢ Habopamu ana skcTpakumm JHK cmotpuTe B
WHCTPYKLMW MO UX MPUMEHEHMUIO.

O6bembl peareHToB U Uccneayembix 06pasLOB, UCMoNb3yeMble NPK 3KcTpakumm AHK ¢ nomolbio pekomeHayembIx
HabopoB peareHTOB, YKa3aHbl B TabavLe HUxKe.

Do6asnsemblii peareHT / o6pasel,

BKO-FL! 10 mkn B Kaxkayto Npobupry

Uccnepyemble 0bpasubl 100 mkn B NPOBUMPKM ana nccnesyembix obpasyos

OKO 100 mkn B NPo6buMpKy ana OKO (oTpuUATENbHOTO KOHTPOJIA SKCTPaKLMK)
PeareHT gna sanoumn AHK 100 mkn B KaXKAayto NpobupKy

AMNINOUKALMA C AETEKLMEN B PEXXUME «PEAJZIbHOTO BPEMEHW»

BHUMAHMUE! [ina BHeceHUs B NpobupKn peareHTos, Nnpob [HK 1 KOHTPOAbHbIX 06pa3LIOB MCNOAb30BaTh OHOPA30BbIE

HaKOHEYHUKU C d)MJ'IpraMM.

1. PaccunTtaTb 06bEMbI peareHToB, HeobxoaMmble A1A NPUTrOTOBAEHUA PEaKLMOHHOM CMeCK, cornacHo Tabauue:

KomMmnoHeHT peaKLMOHHO cmecH 06Bbem, MKn 0603HayeHun
NLUP-cmecb CT 10,0*(N+1) N — KonnyectBo 06pasuos [HK, nosyyYeHHbIX Ha sTane
nup-6ydep-H 5,0%(N+1) 9KCTPaKLUMMU, BKAKOYAA KOHTPOAN

BHMUMAHMUE! KomnoHeHTbI peakLMOHHOW CMecH cneayeT CMeLnBaTb HENOCPEACTBEHHO nepes, nposeaeHmem MLP.

BHMMAHMUE! B cnyyae npuroToBaeHNA PeakLMOHHOM CMECHK C MOMOLLbIO aBTOMATUUYECKOM CTaHLUMM CieynTe YKasaHUsam
WHCTPYKLMM MO €€ UCNO/Ib30BAHMIO.

2. MNepepn cmelwnBaHNEM peareHTOB NepemeLlaTb cogepxumoe npobupok c MUP-cmecskio CT u MLP-6ydepom-H, ocagmTb
Kanau Ha BOpTeKce.

3. MpUroToBUTb PEAKLNOHHYIO CMECb B OTAENbHOM NPobupKe, A06aBMB KOMMNOHEHTbI B 06beMax, pacCiMTaHHbIX B Nn. 1.
MepemeLwaTb cMeCb M 0CAANTb Kamnjn Ha BOPTEKCeE.

4. OT1obpaTb HEOBX0AMMOE KONNYECTBO NPOBUPOK UK CTPMNOB Ans amnamdukaumm AHK nccnesyembix U KOHTPObHbIX
06pa3uos..

5. BHecTV B noarotoBneHHble NPOBUPKM PeaKkLUMOHHYH cMecb U 06pasLbl cornacHo Tabauue:

Dob6asnaembliii peareHT / o6pasel,
BHecTu no 15 mkn
MpUroToBAEHHOM PeaKLMOHHOM CMecH B NPOBMPKN N5 UcciesyemblxX U KOHTPOAbHbIX 06pa3L,oB
BHecTu no 10 mKkn
BHMUMAHMUE! N36eratb nonagaHua copbeHTa B peakLMOHHY CMECh.

Mpobbl AHK, aKkcTparMpoBaHHOM U3
nccnegyemoro obpasua

Mpobbl, 3kcTparnposaHHoi ns OKO B NpobupKy ana obpasua OKO (oTpuLLaTeNlbHOrO KOHTPOIA SKCTPAKLMUK)
PeareHT K- B NpobuMpKy aas obpasua K- (oTpuuatenbHoro KoHTpons MNLUP)

K2 complex (npu nposedeHuu

KayecmeeHH020 U Koau4ecmeeHHo20 | B NpobupKy ans obpasua K2

aHanusa)

K1 complex (npu nposedeHuu mosbKo
KosuyecmeeHHO20 aHAU3a)

B NPOBUPKKN ANnA nccnenyemolix o6pasuos

B NpobuMpKy ans obpasua K1

BHUMAHMUE! Hencnonb3oBaHHbIE OCTAaTKU PEAKLMOHHOM CMECU XPAaHEHUIO HE NOAJIEXKaT.

1 BKO-FL BxoguT B cocTaB Habopa peareHToB, peKOMeHA,0BaHHOTO MNpon3BoauTenem gnsa akcTpakummn AHK us uccnegyemoro matepumana.

Peructpanua MU g Pocagpaerapzope
Bepcv‘@vﬂ%.r@vr?c]irt.m | info@nevacert.ru 2



6. Mpu py4yHOM aHaNM3e 3aNporpaMmmnpoBaTb amrnaMOUKaTOP C CUCTEMOM AETEKLUM B PEKMME «PEasIbHOTO BPEMEHU»
COMNAaCHO MHCTPYKLMM NO €ro MPUMEHEHMIO A1 BbINOJHEHUA CAeaytoweit Nporpammbl:

EAWHaA nporpamma amnanduKauum u getekumm ¢piyopecL,eHTHOro CUrHana

. [eTteKuma no KaHanam ans Konunuyectso
Lnkn Temnepatypa, °C Bpemsa
¢dnyopodopos LUKNOB

50 15 muH - 1
95 15 muH - 1
95 10c -

3 45
60 20c FAM, R6G?

MpumeyaHua

1) PekomeHayemble NapameTpbl a8 NPOrpamMmmMmMpoBaHMA amnaNPUKATOPOB YKasaHbl BO BKAAAbllLe, Npuaaraemom K
Habopy.

2) B cnyyae, ecnm B ogHOM nprubope oAHOBPEMEHHO NPOBOJATCA TECTbI TONbKO AN BbiABAeHUA AHK, MOXHO yaanuTb 13
yKasaHHol nporpammsbl nepsbii war (50 °C — 15 MUH) NS SKOHOMUKN BPEMEHMN.

BHMMAHMUE! MNpu ncnonb3zoBaHMn nporpammHoro obecneveHusa FRT Manager nporpammupoBaHvMe amnandukaTopa
YCTaHaB/IMBAETCA aBTOMATUYECKM.

7. YCTaHOBWTb NPOBMPKM MAK CTPUNbI B AYENKK PeakLMOHHOro Moayaa npubopa.
MpumeyaHue - PekomeHayeTca nepes NocTaHOBKOW B aMNANGUKATOP MNAAHWETHOro TMNa OCafAMTb Kanau CO CTEHOK
nNpo6bMpoK Ha BopTeEKce.

8. 3anycTuTb BbINOJAHEHWE MPOrPamMmMbl aMNANPUKaALUK C AeTeKunelt GyopecLeHTHOro CUrHANA COMTacCHO MHCTPYKLMM
no NPUMEHEHMIO0 UCMOb3yeMoro amnanduKkaTopa.

AHANN3, BBIMUCNTEHUE U UHTEPMNPETALIUA PE3YJ/IbTATOB

BHUMAHMUE! lMpu py4yHOM aHanmse ob6paboTKy AaHHbIX (PYOPECLEHTHbIX KPUBbLIX), MOJYYEHHbIX B MPOrpamMmHOM
obecneyeHnn npubopa, ucnonbayemoro Ans nposedeHus MLUP c geTekumein B pexunme «peasbHOro BpPemMeHuy,
NPOBOAWTb COrNIACHO MHCTPYKLUMM MO ero npMmeHeHuto. PekomeHayemble napameTpbl 414 06paboTKM AaHHbIX YKa3aHbl
BO BK/adpllle, NpuaaraeMom K Habopy.

AHanus, BbIMUCNEHME U UHTEPNPETALUIO PE3YIbTAaTOB MOXHO NPOBOANUT:

- B Ka4YeCTBEHHOM U KOAMYECTBEHHOM ¢opmMaTe B aBTOMATMYECKOM pPEXMME C MCMO/Ib30BAHWEM MPOrpamMmMHOro
obecneveHuns FRT Manager (000 «NHTep/labCepBuc», Poccma) cornacHo pyKoBoACTBY NONb30BaTeNs, BbIbpaB METOAUKY,
YKa3aHHyl0 BO BKaaAbllwe, npuaaraemMom K Habopy. PykoBoacTBo nonb3oBaTensa pasmeleHo Ha opuumManbHOM caiiTte
000 «UHTep/labCepsuc» no agpecy: https://www.interlabservice.ru/service/frt/;

- B KayecTBeHHOM dopmaTe B PyYHOM PeXMME C MOMOLLbIO NPOrpamMmmMHoro obecneyeHus npmbopa, MCNosb3yemoro
ona nposepenuns MUP ¢ getekumen B pexkume «peasibHOro BPEMEHWU», COTMAaCHO MHCTPYKLUU MO ero NPUMEHEHUIO U
WHCTPYKLMK K Habopy.

2 leteKkuma curHana ana ¢ayopodopa R6G ocyLLecTBAAETCA MO KaHaly AeTeKUMKU Ana aHanornyHbix ayopodopos HEX, JOE, Yellow, VIC.

Peructpanua MU g Pocagpaerapzope
Bepcv%ri%.l@vr?c]irt.m | info@nevacert.ru 3



KpaTKoe pykoBoOACTBO

no NpUMeHeHuo Habopa peareHToB A5 BbIABNEHUA U
KoanyectBeHHoro onpeaenenua AHK Chlamydia
trachomatis meTogoM NOAMMEPA3HOM LENHON peakuum
C AeTEKUMEN B PEXMME «PeasibHOro BpemMeHn»
«AmnauNpanm’ C. trachomatis»
no TY 21.20.23-104-09286667-2021

«Ammullpaitm® C. trachomatis»

dopma Bbinycka 3

P2061-43

000 «Hekctbmo», Poccua, 111394,
d r. Mocksa, ya. NMonMmepHas, 4. 8, ctp. 2

Ten. (495) 620-08-73, e-mail: info@nextbio.ru

COCTAB

PeareHT

MLUP-cmecs CT

MNLUP-6ydep-K

K1 complex
K2 complex
OKO

K-

OnucaHue

Mpo3payHasn
KUOKOCTb,
packanaHa nog
napaduH
Mpo3payHan
UOKOCTb
KpacHoro
uBeTa
Mpo3payHan
UOKOCTb
Mpo3payHan
UOKOCTb
Mpo3payHan
UOKOCTb
Mpo3payHan
KMOKOCTb

06bem,

mn

0,01

1,20

0,26
0,26
1,10

0,26

Konunuecteo

100 npobupok

(12,5 ctpunos no

8 npobupok)?

1 npobupkKa

1 npobupkKa
1 npobupka
1 npobupka

1 npobupka

Habop peareHTOB paccyMTaH Ha NpoBeAEHWE UCCAefOBaHMA
100 06pa3su,0B, BKAOYAA KOHTPO/INU.

1 Npobupku c ronybbim napadMHOM He MCMONb3YIOTCA.

Pern i
Bep%ﬁwig@zé'ﬁdm | info@nevacert.ru

U B Pocagpaerapzsope

BHUMAHMUE!

Mepea NCMNoNb30BaHNEM Habopa peareHTOB
HeobX0AMMO O3HAKOMWTLCA C WHCTPYKUMEH Mo ero
NPUMEHEHUIO. MHCTPYKUMA PasMeLLEHA B 3/IEKTPOHHOM
BMAEe Ha oduumanbHom caiTe [NpowusBoauTens:
www.nextbio.ru (ana ee nonyyeHna Heobxogum
cB06OAHbI BecnepeboiiHbIi JOCTYN B UHTEPHET).

MATEPUAN ONnAa UCCNEQOBAHUA

v COCKOGHbIA MaTepuan MaM OTAENAEMOE C/M3UCTbIX
060n04eK ypOreHWTaNbHOro TpakTa (oTaensemoe
cnM3ncTon 0boN0YKM Baranumila, cockob anurtenus
CO CAU3NCTON 0BONOYKM LLePBMKAZbHOIO KaHana u
COCKObB anuTenna co cAM3NCTo 060104KKN YPeTpbI);

v' COCKOGHbI maTepuan Wan oTaensemoe CAN3UCTOM
060/104KM NPSIMO KULLKU;

v\ oTaensemoe cAn3ncTon 060104KN KOHBIOHKTUBDI;

v’ Mmoua;

v/ CeKpeT npeacTaTeNnbHOM Kenesbl.

KOMMMNEKTHOCTb

KomnoHeHT dopmar

Habop peareHTOB dopma Bbinycka 3

MHCTpYKuMA no B 3/1IEKTPOHHOM BUAE NO ajgpecy:

npMMeHeHuto www.nextbio.ru
Macnopt B 9/IEKTPOHHOM BUAE NO ajpecy:
KayecTBa www.nextbio.ru
KpaTtkoe
B BymaykHOM BuAe

PYKOBOACTBO
KomnnekT

o 8 BymarkHom Buae
BKNAAbIWeEN
XPAHEHUE

YcnoBua xpaHeHua Habopa

2°C..8°C
B 3aLLMLLEHHOM OT CBETa mecTe


http://www.nextbio.ru/reagents/

SKCTPAKUMA AHK U3 UCCNEAYEMOIO MATEPUANIA

Ona skctpakuumn OHK ncnonb3oBaTb Habopbl peareHTOB, peKoMeHAOoBaHHble [poM3BOAMTENEM B UHCTPYKLMUN MO

npumeHeHuto Habopa «Amnanlpanm® C. trachomatis». NopsagoK paboTtbl ¢ Habopamu gnsa skctpakuum AHK cmoTpuTe B

UHCTPYKUMU NO NX NPUMEHEHUIO.

O6bembl peareHTOB M Uccaegyemblx 06pasLOB, UCNOAb3YEMbIE MPU IKCTPaKUMKM JHK ¢ noMoLLbio peKoMeHAayeMbIX

Ha60pOB peareHToB, YKa3aHbl B Ta6nmu,e HUXe.

BKO-FL?

Uccnepyemble 0bpasubl
OKO

PearenTt gna snouymn AHK

Do6asnsemblii peareHT / o6pasel,

10 mkn B Kaxayto npobupky

100 mKn B NPOBUPKKN ANnA nccnengyemblix o6pasuos

100 mkn B NpobumpKky Ans OKO (oTpuMLAaTENbHOTO KOHTPOAA 3KCTPaKLMK)
100 mkn B Kaxkayto npobupky

AMNINOUKALMA C AETEKLMEN B PEXXUME «PEAJZIbHOTO BPEMEHW»

BHUMAHMUE! [ina BHeceHUs B NpobMpKn peareHTos, Nnpob [HK 1 KOHTPOAbHbIX 06pa3LIOB MCNOAb30BaTh OHOPA30BbIe

HaKOHEYHUKU C d)MJ'IpraMM.

1. Otobpatb HeobxoaMmoe KOJIMYeCTBO CTPMMOBaHHbIX MNpobupok c MUP-cmecbto CT gna amnandoukaumm AHK

ncenepyembixX U KOHTPOJTbHbIX o6pa3u,0|3.

2. BHecTu B noarotoBsieHHble npobupku MNLP-6ydep-K 1 06pasubl cornacHo Tabanye:

BHect no 10 mkn
MNLUP-6ydep-K

BHect no 10 mkn

Do6asnaembliii peareHT / 06pasel,

B npobupku c MUP-cmecbio CT Ha NnoBepXxHOCTb NapaduHa
BHUMAHMUE! MNLP-6ydep-K He gonxkeH npoBannsBatbecs nog napaduH.

BHUMAHMUE! N36eraTtb nonagaHusa copbeHTa B peakLMOHHYH CMECH.

Mpo6bl AHK, aKkcTparnpoBaHHOM U3
nccnegyemoro obpasua

Mpobbl, 3KcTparnposBaHHoi ns OKO

PeareHT K-

K2 complex (npu nposedeHuu
KayecmeeHHO020 U Koau4ecmaeHHo20
aHanu3a)

K1 complex (npu nposedeHuu mossKo
Kosau4ecmeeHH020 aHAsU3a)

B MPOBUPKM Ans nccnegyemoix 0bpasuos

B NPO6MpPKy ans obpasua OKO (oTpnuaTeNbHOro KOHTPOIA 3KCTPAKLMK)
B NPO6MpPKy ana obpasua K- (oTpuuatenbHoro KoHTpoaa MNLUP)

B NpobupKy ana obpasua K2

B NpobupKy ansa obpasua K1

3. MMpu py4HOM aHanM3e 3anporpammmnpoBaTb amnaMdUKaTop C CUCTEMON AETEKLMUU B PEXUME «PeasibHOro BpeMeHM»

COrnacHoO UHCTPYKUMKU MO ero npuMeHeHUO AnA BbINONTHEHNA CI'IEAyPOLLI,Eﬁ nporpammbl:

EanvHas nporpamma amnnudmuau,uu n geTekummn ¢nyopecu,eH'rHoro CUrHana

Lukn Temnepatypa, °C
50
95
95
3
60

[eTteKuma no KaHanam ana Konnuectso
Bpemsa
ényopodopos LMKNOB

15 muH - 1
15 muH - 1

10c -

45
20c FAM, R6G3

2 BKO-FL BxoguT B cocTas Habopa peareHTOB, pekomeHA0BaHHOro MNpounssoauntenem gasa skcTpakumm HK us nccnegyemoro matepuana.
3 Nletekuma curHana ana ¢ayopodopa R6G ocylecTBAAETCA MO KaHaly AeTeKUMKU Ana aHanornyHbix ayopodopos HEX, JOE, Yellow, VIC.

Pernctpanua MU B Pocagpaerapzope
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MpumeyaHua

1) PekomeHayemble NapameTpbl 158 NPOrpammMmMpoBaHMA amnaNPUKATOPOB YKasaHbl BO BKAAAblle, Npuaaraemom K
Habopy.

2) B cnyyae, ecnv B ogHOM nprbope oAHOBPEMEHHO NPOBOAATCA TECTbI TONIbKO AN BbiABAeHMA JHK, MOXHO yaanuTb 13
yKasaHHol nporpammsl nepsbii war (50 °C — 15 MUH) NS SKOHOMUKN BPEMEHMN.

BHUMAHMUE! MNpu ncnonb3zoBaHMn nporpammHoro obecneveHusa FRT Manager nporpammupoBaHvMe amnandukaTopa
YCTaHaB/IMBAETCA aBTOMATUYECKM.

4. YCTaHOBWTb CTPUMbI B AYEMKM pPeakLMOoHHOro moayna npubopa.
MpumeyaHue - PekomeHayeTca nepes nocTaHOBKOW B aMNaMGUKATOP MIAHWETHOro TMNa OCafuTb Kanau CO CTEHOK
NpobMpoK Ha BOpTEKCE.

5. 3anycTuTb BbINOJIHEHWE NPOrpaMmmbl amnandUKaLmm ¢ getekumen GayopecueHTHOro CUrHana CornacHO MHCTPYKLMK
no NPUMEHEHMIO UCMO/Ib3yeMoro amnanduKkaTopa.

AHANN3, BbIMUCNEHUE U UHTEPNPETALUA PE3Y/IbTATOB

BHUMAHMUE! Mpu pydyHOM aHanmse obpaboTKy AaHHbIX (PAYyopecUEeHTHbIX KPUBbLIX), MOJYYEHHbIX B MPOrpamMmHOM
obecneyeHUn npubopa, mMcnonbayemoro ana nposeaeHua MLP ¢ geTekumen B pexuMMe «peanbHOro BPeMeHUY,
NPOBOAMTb COFIACHO MHCTPYKLMM MO ero NpumeHeHuto. PekomeHayemble napameTpbl A1 06paboTKM AaHHbIX YKa3aHbl
BO BK/1aApllle, MpMaaraemMom K Habopy.

AHanus, BblMUCNEHME U NHTEPNPETALMIO PE3YbTAaTOB MOXKHO NPOBOAMUTD:

- B Ka4YeCTBEHHOM U KOAMYECTBEHHOM ¢opmMaTe B aBTOMATMYECKOM pPEXMME C MCMO/b30BAHWEM MPOrpamMMHOro
obecneyeHuns FRT Manager (000 «NHTep/labCepBuc», Poccmna) cornacHo pyKoBoACTBY NONb30BaTeNs, BbIOpaB MeTOAUKY,
YKa3aHHyl0 BO BKaaAbllwe, npuaaraemMom K Habopy. PykoBoacTBo nonb3oBaTensa pasmelleHo Ha opuumanbHOM calite
000 «UHTep/labCepsuc» no agpecy: https://www.interlabservice.ru/service/frt/;

- B KQYecTBeHHOM ¢dopmaTe B PyHHOM PeXMMe C MOMOLLbIO NPOrpammHoro obecneveHunsa npubopa, MCNoib3yemoro
ona nposepenuns MUP ¢ getekumen B pexkume «peasibHOro BPEMEHWU», COTMAaCHO MHCTPYKLMUWU MO ero NPUMEHEHUIO U
WHCTPYKLMK K Habopy.
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