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BBEOEHUE

1. HacToswasa UHCTPYKUMA no npumMeHeHuto Bepcumn 26.08.22 pacnpocTpaHseTca Ha
MeauumHckoe usgenve «Habop peareHTOB AN Ka4YeCTBEHHOr0 U KONMUYECTBEHHOrO
onpepenenns OHK Mycoplasma genitalium metogom [lUP c pgetekumen B pexunme
«pearnbHoro spemeHun» (Amplitech MG)» no TY 21.20.23-016-19926214-2022 (nanee —
Habop).

KpaTkoe HaumeHoBaHne Habopa: Amplitech MG.

Habop cnenyeTt npumMeHATb B COOTBETCTBUMM C AENCTBYHOLLEN BEPCUEN MHCTPYKLUN NO
npumeHeHnto. [Ona ypobctea paboTtbl B nabopatopum [onyckaeTcss WCNonb3oBaTb
AECTBYIOLLYIO BEPCUIO KPAaTKOro pykoBOACTBa MO NpMMeHeHuto Habopa.

2. MukpoopraHnam Mycoplasma genitalium asnaetca Bo3byautenem MHGEKLUNOHHO-
BOCManuTenbHbIX 3aboneBaHUn yporeHuTanbHoOro Tpakra. [na gaHHOro MMKpoopraHuama
OTCYTCTBYHOT crneumduryeckne KrInHUYeckne npusHaku, Ha OCHOBaHUM KOTOPbIX MOXHO
yCTaHOBUTb 3TMonoruto 3abonesaHus. MNLP B peanbHOM BpemeHu obnagaeTt BbICOKOM
YYBCTBUTENBHOCTLIO, CNEeUMPUYHOCTBI0 U OOBEKTUBHOCTLIO MOMYYEHHbIX pe3ynbTaToB [1].
Habop peareHToB « Amplitech MG» no3BonsieT BbIsiBNATb U KONIMYeCTBEHHO namepsaTtb [JHK
Mycoplasma genitalium.
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1 HA3SHAYEHME

Habop npegHasHadeH Ond KauyecTBEHHOro M kKonmnvectBeHHoro onpegenenus OHK
Mycoplasma genitalium B ©6uonornyeckom maTepuane denoseka Mmetogom [LUP c
rmbpnan3aunoHHO-NyopecLEeHTHON OeTeKuMen B pPeXMME «peanbHOro BpeEMEHWU».
Matepnanom gns nposegeHus [lUP-uccnegosanua cnyxaTt o6pasubl  [OHK,
9KCTparMpoBaHHOM 13 crieayoLwmx BnaoB bnonormyeckoro matepuana:

e MasKu CO CnM3ncTon 06oMnoYKkM Brnaranuwia;

e COCKOObI aNUTENNs CO CrM3NCTON 0B0MN0YKN LEePBMKANbHOMO KaHana, ypeTpsl;

e CeKpeT npeacratenibHON enesbl, MoYa (0cafoK NepBour NOpPLUMN YTPEHHEN MOYN).

1.1 O6nacTtb NnpUMeHeHusA

Habop npegHasHadeH AnNa NpUMMEHEHUsT B KNMHWYECKOM nabopaTopHOM AMarHOCTUKE
AN uccnegoBaHna BMonorMyeckoro Matepuana, nosly4YeHHoOro oT fvL ¢ No03peHneM Ha
Hanuuve uHGEKUUn, nepefaBaemblx MNONOBbIM NyTéM. OTpuuaTtenbHble pes3ynbTaThl
nccnegoBaHNa € NOMOLbD Habopa He UCKYarT BO3MOXHOCTb UHULMPOBAHUS
M. genitalium n He [OSMKHbI UCMONbL30BaTbCs B KayecTBe €OMHCTBEHHOW OCHOBbI AN
NPUHATUSA pelleHust 0 nedYeHnn naumeHta. OTpuuaTtenbHble pesyrnbTaTbhl UCCreaoBaHusA
OOMMKHbI  COYeTaTbCA C  KMMHMYECKUMM  HabrniogeHusamu, uctopuen 0BonesHn u
aNNeMmNosiormyeckon nHpopmaumen.

Habop MoXeT NPUMEHSITbCS B KIMUMHUKO-ANArHOCTUYECKUX NlabopaTopusix.

2 COCTAB
CocrtaB Habopa! ykasaH B Tabnuue 1.
Tabnuuya 1
CocrtaB Habopa
HomuHanbHbIN o
KomMmnoHeHT e Kon-Bo BHewHun Bug,
00BLEM, MN

CMer'lvMG MpospayHas XUAKoCTb OT
(BydpepHiit pacTeop co crneumpmeckmm 0,48 1 npobupka BGecLBETHOro A0 CBETNO-rony6oro
npariMepamMu, cnyopecLeHTHO-MeYEHbIMM
30HAamu n gHTP) LuseTa
Cwmecb-2 B

Mpo3payHasa 6ecuseTHas
(BydbepHbiit pacTBop C CyfnbtaToM MarHus, 0,48 1 npobupka )KE,D,K(F))CTb !
TepmocTabunsHon AAHK-nonnmepason)
BK U

Mpo3payHasa 6ecuseTHas
(PacTBop, coaepxalLyil FeHHO-UHXEHEPHYI0 0,96 1 npobupka )KELI,KECTb 4
KoHCTpyKumto ¢ IHK BHYTpeHHero kKoHTpornsl)
OK ] 0.8 1 npoBupka Mpo3payHas becuBeTHas
(BydepHbift pacTBop) XNOKOCTb
NnKuU
(PacTBop, cogepXaLLyii FeHHO-UHXEHEPHYIO 08 1 npoBupka MpospayHas GecupeTHas
KOHCTpyKUMto ¢ oparmeHTom OHK ’ XNOKOCTb

M. genitalium)

B BymaxkHOM BMAE M 3NEeKTPOHHOM
VIHCTpyKUMSA MO NPUMEHEHUIO - 1 wr. BMAe No agpecy:
http://www.amplitech.ru/resources/

KpaTkoe pykoBoACTBO - 1 wr. B 6ymaxHoM Buge

B anekTpoHHOM Buae? no agpecy:
http://www.amplitech.ru/quality/

MacnopTt - 1 wr.

1 HaGop ynakoBaH B NONM3TUIEHOBbLIV NakeT ¢ 3acTéxkon Zip-Lock.
2 B cny4ae oTcyTCTBUS JOCTyna K VIHTepHeTy obpaTtutech B crnyxby TeXHMYECKON NnoaaepKKu no TenedoHy
(495) 374-13-46 gns 3anpoca o0 NpeaocTaBneHMn GymMmaxkHoOM Bepcumn nacnopra.
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Habop paccunTaH Ha npoBeAeHne uccneaosaHna 96 obpasLoB, BKIOYAA KOHTPOMMN.

3 NPUHUMN METOOA

NccnepoBaHue ¢ nomolbio Habopa nposogutca metogom MUP ¢ rubpmansauymoHHo-
doriyopecueHTHON deTekuuen NpoAyKTOB aMnivdukaumMm B pexnme  «peasibHoro
BpemeHu». Netekumsa npogyktoB MNUP n pasgensHoe BbiseneHue OHK M. genitalium w
BHyTpeHHero koHTpons (BK) obecneunBaetcsa npyuMeHEHNEM B peakLMOHHOW CMecu Ans
MUP donyopecueHTHO-MeYeHbIX ONTIUIrOHYKNEOTUAO0B, CUrHasIbl OT KOTOPbIX PErMCTPUPYHOTCA
MO pas3nNU4HbLIM KaHanam nyopecueHTHOM geTekummn (cMm. Tabnuuy 2).

Tabnuua 2
KaHanb! geTekuun muweHen
Kanan nevekuuu curiana MuLweHb O6nacTtb amnnudunkaumm
ot chnyopocopa
ROX AHK M. genitalium pdhD gene
Cy5 [HK BK MCcKycCTBEHHO CMHTE3NPOBaHHast
nocnegoBaTenibHOCTb

JInHenHas 3aBMCUMOCTb MeXOy WUCXogHOM  KOHueHTpauuen [OHK-muweHn B
nccnegyemom obpasue UM UMKIOM  Havana  3KCMOHeHUMarbHOro  yBenuyeHus
dnyopecueHTHOro curHana (noporosoro uukna, Ct) nossonsieT onpeaensaTb KOHLEHTPALNIO
OHK M. genitalium B o6pa3sue oTHOoCUTENbHO nonoxuTtensHoro koHTpons MK U (obpasua ¢
N3BECTHOM KOHUeHTpauuen OHK-muweHn), koTopbii npoxoant atan akctpakumm OHK u
MUP ogHoBpemeHHO € uccregyembiMu obpasuamu. OnpegeneHve KoHueHTpaumn OHK
NPOM3BOOUTCA B COOTBETCTBUMM C 3aJaHHbIMW 3HaAYeHUaAMM KoHueHTpauun K U nu
nony4yeHHbIMn 3HadveHnammn Ct ansa MK U n nccnegyemoix o6pasuos.

3.1 MpocnexnBaeMocCTb 3HaAYE€HUN NONOXUTENbHOro KoHTponsa MK U

KoHueHTpaums knoHnposaHHoro dgparmeHta OHK M. genitalium B K U cocTtasnser
5Ilg£0,51lg konun/mn. KoHueHTpauusa onpegenseTca ¢ MNOMOLLbI  YCTaHOBMEHHOW
Npon3BOAMTENEM METOAMKN BbINOSIHEHUSA U3MEPEHUA Ha OCHOBE MeToda NUMUTUPYHOLLNX
passegeHun [2, 3].

4 HEOBXOAMWMOE OBOPYONOBAHUE U MATEPUAIDI

[na paboTtbl c Habopom TpebytoTcs crneayrowme obopyaoBaHne n matepmarnsi:

o [1LIP-60KC;

e LeHTpudgyra-soptekc (PY Ne ®C Ne 2005/518);

e [103aTOPbl NEepeMeHHOro 06 bEMa, MeXaHNYeckne Unm aNeKTPOHHbIE, C BO3MOXHOCTbIO
posumpoBaHus ot 5 go 200 mkn (PY Ne ®CP 2009/05681);

e MporpamMMuMpyemMbiii  amnnudgukaTtop C CUCTEMOW AeTekumn ryopecueHTHOro
curHana B pexume «peanbHoro Bpemenny (O Tnpanm (OO0 «HIMO OHK-TexHonorusy; PY
Ne ®C3 2011/10229), CFX96 (Bio-Rad Laboratories, Inc.; PY Ne ®C3 2008/03399), Applied
Biosystems QuantStudio 5 (Life Technologies Holdings Pte. Ltd.; PY Ne P3H 2019/8446),
Rotor-Gene Q (QIAGEN GmbH; PY Ne ®C3 2010/07595));
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e LiTaTUB ANdA Nnpobupok 06veémom 0,2 n 1,5 mn;

e XOSIOAUNBLHUK C KaMepown, nogaepxusatowen Temnepatypy ot 2 °C go 8 °C;

e npobupkn pgna TLUP o6vémom 0,2 Mn € ONTMYECKM NPO3PavyHOM KPbILLIKOWN,
oAHopa3soBble, cBO6oaHbIe OT [IHKa3, npu ncnonb3oBaHmMm aMmniangunKaTopos nNiaHWeTHOro
IEN

e npobupkn ansa MNMUP o6bémom 0,2 M ¢ NSIOCKOM KPbILLKOW, 04HOPa30Bble, CBOOOAHbIE
ot [AHKa3, npu ncnonb3oBaHnun amnnngunKaTopos pOTOPHOro TUna;

e npobupkn obvémom 1,5 wmn, opagHopasoBble, cBobogHble oT [HKas, gnsa
NPUrOTOBIIEHUS PEaKLUMOHHON CMECH;

e HaKOHEYHUKWN N9 003aTOPOB NepeMeHHoro obvéma, ¢ punbtpom, obvémom o 10,
100 n 200 mkn, ogHopasoBble, cBo6oaHbIe oT [JHKas;

e EMKOCTb A5 cbpoca UCnonb30BaHHbIX MaTepManos;

e nepyaTku MeaunLMHCKNE, OQHOPa30Bble, HEOMYAPEHHbIE.

5 MEPbI NPEAOCTOPOXHOCTH

Knacc noteHumanbHOro pucka npumeHeHus Habopa (cornacHo Npukasy MuHuctepcTtea
3gpaBooxpaHeHnst P® Ne 4H oT 06.06.2012) — 26.

PaboTta gomkHa npoBoauTbCS B NabopaTopum, UCNOoNb3yoLwen MeToabl amnnndukaumm
HYKIEMHOBbIX KMCMOT ANsl uccneoBaHus maTepuana, ¢ cobnogeHmem tpedosanmn FOCT
P 52905 «JlaBopatopun meguumHckue. TpebosaHus 6esonacHocTu», MY 1.3.2569-09
«Opranunszauna pabotbl nabopaTopuii, UCMONb3YKOLWMX MeToabl  amnnMdurKaumm
HYKIEMHOBBIX KUCMNOT npu paboTe ¢ maTepuanom, cogepXalium MUKpoopraHuambl |-V
rpynn natoreHHocTn», CanllnH 3.3686-21 «CaHuTapHo-anuaemmonornyeckue TpeboBaHus
no npodunakTnke NHPEKUNOHHbIX BoNesHeny.

Mpn paboTe Heobxoanmo Bcerga BbINONHATL criegyrowme TpeboBaHns:

e [lpyumeHATb HaboOp NO Ha3HA4YeHU B COOTBETCTBMM C [LaHHOM WHCTPYKLUUEN.
OTKNOHEHNE OT MpPOMMCaHHbIX Mpoueayp W nopsigka AENCTBUM MOXET MPUBECTU K
NOSTy4YEHMIO HEQOCTOBEPHBIX PE3yNbTaToB UCCNEeLOBaHMS.

e K pabote c Habopom pgonyckaeTcs TONMbKO MNepcoHarn, OOyYeHHbI MeToaam
MONEKYNSAPHOA  OMArHOCTUKM W npaBunam paboTbl B KINUMHUKO-OWArHOCTUYECKOW
nabopatopuun B cootBeTcTBUM ¢ CaHllvH 3.3686-21 (pa3gen V).

e PaccmaTpuBaTth nccnegyembie obpasupl Kak NHAEKLNOHHO-0NAacCHbIE,
opraHuM3oBbIBaTb paboTy 1 xpaHeHne B cooTBeTcTBMM ¢ CaHnlnH 3.3686-21.

e YTUnuanpoBaTtb peareHTbl (MCNOSfb30BaHHbIE, HEWUCMONb30OBaHHbIE, Mpuleflne B
HErogHoCTb B CBSI3W C WCTEYEHMEM CpoKa TrOAHOCTUM W/vnn  HecobnoaeHnem
pernaMmeHTUpPOBaHHOIO peXuMa XpaHeHUs, TPaHCMOPTUPOBAHUA W MNPUMEHEHUs) B
cootBeTCcTBUN C TpeboBaHuamu CaHllnH 2.1.3684-21 «CaHuTapHO-anMaemMmonornieckue
TpeboBaHUA K COAepXXaHU TEPPUTOPUIA FTOPOACKUX M CENbCKUX NOCENeHWUn, K BOAHbLIM
obbekTam, NUTbLEBON BOAE WM MNUTbLEBOMY BOAOCHAGXEHMIO, aTMOCHEPHOMY BO3LYXY,
noysaMm, XWMbIM MOMELLEHNAM, IKChnyaTauum nNpPOU3BOACTBEHHbIX, OOLLECTBEHHbIX
NOMELLEHNA,  OpraHu3auum U1 NPOBEAEHVMIO  CaHUTAPHO-NPOTUBO3INUOEMUYECKNX
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(MpocbmnakTU4ecknx) MepoONpUATUNY K YyTUNn3aumm MeamumnHCKUX OTXo4oB knacca I.

e He oTkpblBaTb NpobMpKM C npoaykTtamu amnnudukaumm B npouecce mx cbopa u
yTUnu3aumm.

e YTUNN3anpoBaTb BHELLUHIOK YNAKoBKY Habopa, MHCTPYKLUIO NO NPUMEHEHNIO N KpaTKoe
PyKOBOACTBO B cooTBeTcTBUM C TpeboBaHuamu CanlluH 2.1.3684-21 Kk yTunusaumm
MeOVLMHCKNX OTXOAO0B Krnacca A.

e YTunusnposaTb OmonorMyeckuii matepuan, a Takke pacxOodHble MmaTepuanbl U
WHCTPYMEHTbI, 3arpsi3HEHHbIE  OMONOrM4Yeckum maTtepuanom, B COOTBETCTBUMM C
TpeboBaHuamu CaHlnH 2.1.3684-21 k yTunmsaumm MeauumMHCKNX 0TXo40B knacca b.

e He ncnonb3oBaTb HAbop, ecnu HapyLlleHa BHYTPEHHNAS yrakoBKa UM BHELUHUN BUA
peareHTa He COOTBETCTBYET ONUCaHUIO, YKa3aHHOMY B Tabnuvue 1.

e He ucnonb3oBatb Habop, ecnu He cobnoganncb YCroBUSA TPaHCNOPTUPOBAHUA U
XpaHeHUs1 COrnacHO MHCTPYKLNN.

e He ncnonb3oBatb Habop NO UCTEYEHMM CPOKA rOLHOCTH.

e lcnonb3oBaTtb OTAENbHbIA ANA  Kaxgoro obpasua/peareHTa 0O4HOPA30BbIN
HaKOHEYHWK C PUNbTPOM.

¢ /Icnonb3oBaTb 3alMTHYIO ogexay B cootBeTcTBUM ¢ MY 1.3.2569-09. Bce onepauum
NPOBOAUTbL TOSIbKO B O4HOPA30BbIX HEOMNYAPEHHbIX NepYaTkax Ansi UCKMIOYEHNA KOHTaKTa C
OpraHM3mMoM YerioBeka.

e He ecTb, HE NNTb N HE KYpUTb B NpoLiecce Ucrnonb3oBaHus Habopa. N3berate KOHTakTa
peareHTOB C KOXEWN, rrnasamm n cnnaunctom obonoykon. He rnortare.

PeareHTbl, BXogsme B coctaB Habopa, cogepaT HaTpus asng B KOHUEHTpaumm He
6onee 0,05 %, NO3TOMY He KraccuUUMPYHOTCA Kak onacHble And 300pOBbsA YenoBeka u
oKkpyxatwuwen cpegpl. [pn KOHTakTe HEMEANEHHO NPOMbITb MOPaXXEHHOE MECTO BOMbLUNM
KONM4YeCTBOM BOAbIl U NPU NSIOXOM CaMOYYBCTBUN 0OpaTUTLCA 3a MEeOULMHCKON NOMOLLbIO.
Mpw nonagaHnn BHYTPb PBOTY HE BbI3blBaTb, MPOMNOSIOCKaTh POT BOAOMW, 0BpaTUTLCS K Bpayy
npw NSIOXOM CaMOYYBCTBUN.

Ncnonb3oBaHne Habopa No HasHadeHuo M cobnogeHne BblllenepeyvncrieHHbIX Mep
NPeaoCTOPOXKHOCTM UCKITOYaEeT HEraTMBHOE BO3AENCTBME HA OPraHNU3M YerioBeka.

6 WCCNEQYEMbIA MATEPUAN

Habop npegHasHayeH ONsg wuccnegoBaHWs TONbKO Buonornmyeckoro matepuana,
ykasaHHOro B pasgene 1. Baatue nccnegyemoro Guonorumyeckoro maTtepuana cnegyet
NPOBOANTL B COOTBETCTBUM C:

e MY 1.3.2569-09 «OpraHumsauusa paboTbl nabopatopuii, MUCNOMb3YKOLWMX MEeTOAbI
aMmnnndurkaumMm HyYKNeMHOBbLIX KUCIOT npu  paboTe C Marepuanom, copepXxalum
MUKpoopraHunamsl I-IV rpynn natoreHHoCTu»;

e MY 4.22039-05 «TexHuka cbopa n TpaHcnopTMpoBaHust OuomaTtepuanos B
MuKpobuonoruyeckme nabopartopumy;

e TpeboBaHNSAMN, NepeyncrneHHbIM1 B Tabnumuax 3 n 4.
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Tabnuuya 3
TpeboBaHusa K B3ATUIO U NpeaBapuTenbHON 06paboTke nuccnegyemMoro matepmana

B3ATe Ma3KoB CO CNM3MCTOM OGONOYKM BRaranuiia
B3atve marepvana npoBecTM C MNOMOLLbD CTEPUNBHOrO OAHOPA30BOr0 YHMBEPCanbHOro 30HAA
(Hanpumep, «3oHA TMN A5 yHuBepcanbHbli» nnu «3oHa TMn A1 yHnsepcanbeHbii» (OO0 «MeamnuuHckme
nsgenusa», Poccus; PY Ne P3H 2018/7058)) B npobupky ¢ TpaHCMOPTHOW Cpefon, coaepallent KOHCepBaHT
W nNpeaHasHayYeHHOM ANsi XpaHEeHUs M TPaHCMOPTUPOBaHMSA AaHHOro Buaa Gumonorvyeckoro matepuana
(Hanpumep, «TpaHcnopTHasa cpega ¢ Mykonutukom (TCM)» (®BYH UHUU  Bnmnpemunonorum
PocnoTtpebHagsopa, Poccust) unn aHanornyHas, saapernctpupoBaHHas B P® B ycTaHOBNEHHOM MOpSAKe).

B3saTue cocko60B aNUTENUA Co CIIM3UCTON 0GONMOYKM LiepBUKaNIbHOIO KaHana

B3saTne martepuana npoBecTU C MOMOLLbIO CTEPUIbHOM OAHOPa30BOW LEpBUKaNbHOW LIMTOLLETKM
(Hanpumep, «3oHg T™MN F3 KoMOUHMpoBaHHbINY (OO0 «MeanumHckme magenusa», Poccus; PY Ne P3H
2018/7058)) wvnn CTepunbHOro OLHOPA30BOro YHMBEpPCcamnbHOro 3oHAa (Hanpumep, «3oHg TMN A1
yHuBepcanbHbii» (000 «MeguuuHckne unsgenus», Poccusa; PY Ne P3H 2018/7058)) B npobupky c
TPaHCMNOPTHON  Cpedown, codepXallel KOHCepBaHT W NpedHasHauYeHHOW [Ons  XpaHeHust U
TpaHCNoOpTUPOBaHUA OaHHOro Buaa Buonormyeckoro maTtepuana (Hanpumep, «TpaHcnopTHas cpefa €
mykonuTtukom (TCM)» (®BYH LHUWN Bnngemuonorun PocnotpebHagsopa, Poccusa) nnn aHanorumyHas,
3apermctpupoBaHHas B P® B ycTaHOBNEHHOM nopsake).

B3siTne cocko60B 3NUTENIUA CO CIIM3UCTON OBOJIOYKN YPETPbI
B3saTne martepuana npoBecT C MOMOLLbI CTEPUSIbHOIO OOHOPAa30BOr0 YHMBEPCANbHOro 30HAA
(Hanpumep, «3oHA TN A3 yHuBepcanbHbiy (OO0 «MeauumHckne usgenusi», Poccus; PY Ne P3H
2018/7058)) B npobupky C TpaHCMOPTHOW CPeaown, codep)kallell KOHCepBaHT M NpegHasHa4YeHHoW Ans
XpaHeHWs U TPaHCNOPTMPOBaHNS AaHHOToO Buaa buonoruyeckoro marepuana (Hanpumep, « TpaHcnopTHas
cpega ¢ mykonutukom (TCM)» (®PBYH UHWW Bnupgemuonormm PocnotpebHagsopa, Poccusi) wnm
aHanoruyHas, 3apermctTpupoBaHHasa B P® B ycTaHOBNEHHOM nopsigke).

B3siTMe cekpeTa npeacTaTenbHOM Xenesbl

CobpaTtb cekpeT npocTaTthbl B konudectee ot 0,5 4o 1 Mn B cneumanbHylo 0gHOPa3oByto EMKOCTb. Mpu
HEBO3MOXHOCTU NOMNy4YMTb CEKpeT cpasy Mocne maccaxa npoctaTbl, cobpaTb nepeyl0 NOpUMIO MOYU, B
KOTOPOW COAEPXKMTCSA CEeKpeT npeacraTtenbHOW xenesbl, B konudectse ot 15 go 25 mn v npoBectn eé
npenobpaboTky cornacHo nopsagky npenobpaboTkm Moy,

B3aTtne u npegobpaboTka Moumn
OToGpaTb NepByO NOPLUUIO YTPEHHEN MOYM B KONmnyecTse oT 15 Ao 25 mn B cneumansHyo 04HOPa30BYHO
EMKOCTb.

MpepobpaboTka:

B3bontate €mMKOCTb C Mo4oMl. [lepeHecTn 1 MA MOYM, UCMONb3yA HAKOHEYHUK C PUnbTpoMm, B
CTepwrbHyl0 ogHopasoByto Npobupky. LieHTpudyrmposaTte 5 mmH npm 10000 x g. He 3axBaTbiBas ocagok,
MOMHOCTBK yAanuTb CynepHaTaHT, WUCMOMb3ys BaKyyMHbI OTcacbiBaTeNlb C  KONOOW-MOBYLUKON U
OTAeNbHbIA HaKOHeYHUK 6e3 cmnbTpa Ang kaxgoro obpasua. Mpy Hannyumm 6oNbLIOro KoNMYecTBa conem
pecycneHaMpoBaTh TOSMbKO BEPXHWA Cro ocagka conev B 1 Mn PU3MONOIMYECKOro pacTeopa
CTEpPWIbHOro, 3aTteM CHOBa KOHLEHTpMpOBaTb LEHTPUdYrMpoBaHWEM W yAanuTb CynepHaTaHT, He
3axBaTbiBas 0Cafok.

K ocagky po6asutb 200 Mkn OM3MOMOrMYECKOro pacTtBopa CTepunbHOro. TuwaTenbHO nepemellatb
COAEPXXNMOE Ha BOPTEKCE.

Tabnuua 4
Tpeb6oBaHuUA K YCNTIOBUAM TPaHCNOPTUPOBAHMUA U XPaHEHUA
nccnegyemoro matepmwana

YcnoBua TpaHCNOPTUPOBaHUA YcnoBus xpaHeHUsi

VlccnenyeMble mMaTepuanbl, nomeLwéeHHbIe B TPAHCMOPTHYIO cpeay

CornacHo TpeGOBaHMﬂM, YKa3aHHbIM B UHCTPYKUUU K I/ICFIOJ'IbSyeMOVI TpaHCﬂOpTHOI7I cpepne. ﬂ,OHyCKaeTCﬂ
OQHOKpaTHOEe 3aMopaxnBaHne Mmartepumana.

CekpeT npeacTaTenbHON Xere3bl

Mpwn Temnepatype o1 2 °C go 8 °C o [lpu komHaTHOM Temnepatype (oT 18 °C go 25 °C) He Gonee 6 y;
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YcnoBus TpaHCNopTUpOBaHUSA YcnoBus xpaHeHus

e [lpn Temnepatype oT 2 °C go 8 °C He bonee CyToK;

o [lpu Temnepatype muHyc 20 °C He 6onee Hegenu;

e [lpn Temnepatype muHyc 70 °C anutensHo;

¢ [lonyckaeTcs OgHOKpaTHOE 3aMopaXkuBaHWe Matepuana.

Moua
[o n nocne npenobpaboTku:
e npwu Temnepatype oT 2 °C go 8 °C He Bonee CyToK;
Mpu Temnepatype o1 2 °C go 8 °C e npwu temnepatype muHyc 20 °C He Bonee Hegenu;
e npwu temnepatype MuHyc 70 °C gnuTensHo;
¢ [lonyckaeTcsa ogHOKpaTHOE 3aMopaXkuBaHue matepwuana.

7 NMPOBEOEHUE UCCITIEAOBAHUA

7.1 9Ikctpakuua AHK

MpoBectn oakctpakumo [OHK wun3 wnccnegyemoro martepuana W KOHTposriem C
ncnonb3oBaHMeM Habopa peareHToB ans akctpakumm OHK n3 cootBeTcTByOWMX BUOOB
6uomatepuana, Hanpumep, «AHK-100» (OO0 «AMNnuTeK»)3, cornacHo MHCTPYKLIMK MO ero
NPUMEHEHNIO, C YY4ETOM TpeboBaHM K 06bEMam peareHToB M 00pasLoB, yKka3aHHbIX B
Tabnuue 5.

Tabnuuya 5
Tpe6oBaHusi K 06bEMaM peareHTOB U o6pa3uoB npu akcTpakuum AHK
O61bém, [lpobGupka/siuenka nnaHweTa AnA NpoBeAeHUs

PeareHT/06pasew, MK akcTpakumum OHK

BK U* 10 B KaXkayro NPoBUpKy/aYerky

Viccneayembiii obpaaews 100 :\3/| gfgf;:ﬁglﬂqewy Aans obpasua uccrnegyemoro

OK 100 B NpobupKy/a4eriky ansa otpuuartensHoro kKoHTpons (OK)
MKU 100 B NPOBUPKy/a4enky ansa nonoxurernbHoro KoHTpons (MK)
PearenT gns antoumn AHK 100 B KakOyo NpodupKy/a4yenky

BHUMAHUE! Kaxpas rpynna SKkcTparmpyembix 06pasuoB AOSMKHA COMNPOBOXAATbCA
noctaHoskon koHTponem OK u TIK U He meHee uyem B ogHom nosTope. [lepen
MCNonb30BaHMEM KOHTPOSEN nepemeLlaTb UX U OCaAUTb Kaniu Ha BOPTEKCE.

7.2 MNMoprotoBka K npoBeaeHuto MNMLUP

BHUMAHUE! KomMnoHeHTbI peakunoHHOM CMecu criegyeT CMeLlumMBaTh HENoCpeaCcTBEHHO
nepeq nposegeHuem lMLP.
7.2.1 Tllepemelwatb cogepxumoe npodbmpok Cmecb-1 MG, Cmecb-2 B n ocaguTb kannm
Ha BOpTeKce.
7.2.2 TlpurotoBUTb pPEaKUNOHHYKD CMeCb, [00aBMB KOMMOHEHTbl B OTAENbHYIO
npobupky B 06bEMax cornacHo tTabnuue 6. Nepemelwwatb 1 ocaguTb Kannu Ha
BOpTEKCe.

8 B xoae npoBeaeHust KIMHUYECKMX UCTbITaHuiA Habop Gbin BanuauposaH ¢ Habopom peareHToB «OHK-100»
(OO0 «AMNnUTEKY).

4 Mpwn akcTpakumm ¢ nomolpto Habopa peareHToB «[OHK-100» (OOO «Amnnutek») BK U MOXHO He
[00aBnsAThb, TaKk kak BHYTPEHHWI KOHTPOSb BXOAWT B cocTaB bydepa Al.

5 [1ns oGpa3suoB MOYM HEOGXOAMMO NPOBECTM NpeaobpaboTky cornacHo pasgeny 6.
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Tabnuuya 6
O6BbEMbI KOMNOHEHTOB peakLMOHHON CMecH

O01BLEM KOMMNOHEHTa Ansa

KoMnoHeHT MpumeyvaHue
ogHoro obpasua, MK
Cmecb-1 MG 5 MKN Mpn pacuyéte 0OBLEMOB peareHToB AOnis obLuero
KonmnyectBa  UCCNeAyeMblX M KOHTPOSbHbIX
Cmecb-2 B 5 MKN obpasLoB HeobXoANMO y4MTbIBaTL 3anac Kaxaoro

peareHTa He MeHee YeM Ha oauH obpasell,.

7.2.3 OtobpaTb Heobxogmmoe konuvecTBo npobupok anga nposenexHus MNUP ¢ OHK
nccnenyemMbix ob6pasuoB 1 KOHTponen. NMpomapkmpoBaTb.

7.2.4 BHecTtun B npobupku no 10 MKN NPUroTOBIIEHHOW PEAKLMOHHON CMECH.

7.2.5 BHecTM B MNOAroTOBfIEHHbIE MPOOMPKM C pPeakUMOHHOM cMecbio no 15 mkn
obpasuoB [OHK, nony4eHHbIX B pes3ynbTarte 3KCTpakumMmM u3 uccrnegyembix
o6pasuoB n koHTponen (OK n MK U).

BHUMAHUE! [lpn BHecennn [OHK Heobxogmmo wuaberaTb nonagaHus copbeHTa B
peakUMOHHY CMECh.

7.3 MpoBeaeHue MNMLUP n petekuun

7.3.1. 3anporpammupoBaTb amnnudukatop ans nposegeHuna [UP wn pgetekumn
¢oryopecuUeHTHOro CurHamna CorflaCHO WHCTPYKUUM MO ero MpUMEHEHU0 Mo
nporpaMmme, ykaszaHHou B Tabnuue 7.

Tabnuuya 7
Mporpamma MUP n petekuun
o [OdeTekunsa no KaHanam gns KonunyecTtBO
LUukn TemnepaTtypa, °C Bpems dnyopothopos TS

1 50 15 MuH - 1
2 95 15 MuH - 1

95 10c -
3 42

60 20c ROX, Cy5
MpumeyvaHus

1) [Mpwn nporpammupoBaHnmn amnimdurkaTopa ykasaTb 00bEM peakunn: 25 M.

2) [pn ogHOBpPEMEHHOM NpoBeAEHNN B OOHOM Npubope TeCTOB TOMbKO ANs BbiseneHns JHK
A0MyCKaeTCs UCKMIYNTb U3 yKasaHHOW nporpammbl Lk «50 °C — 15 MuH» Ang SKOHOMUM BpEMEHM.

3) [Hetekumss MoOXeT Ha3HayaTbCA MO APYrMM KaHanam, MOMWMO YKasaHHbIX, Mpu
O[HOBPEMEHHOM NpPOBEAEeHUN B OAHOM NPnBope HECKOMBbKNX TECTOB C MCMOMb30BaHMEM yKa3aHHOMN
nporpamMmbi.

7.3.2. TNomecTuTb NPOBMPKM C peakuMOHHOM CMECHIO M 3M0aToM B aMnnndukaTop 1

3anycTuTb nporpammy.

MpumevaHune — lNepen NOCTaHOBKOW B aMnnMdukaTop NNaHWETHOro Tuna pekomeHayeTcs
ocaguTb Kanmnun co CTEHOK NPpOBUPOK Ha BOpTeEKCe.

8 YYET M UHTEPNPETALMWUA PE3YNIbTATOB

8.1 MposepuTb Hannume 3HaveHun Ct no kaHany ROX.
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8.2 Mpwn Hanuyum 3HayveHun Ct no kaHany ROX paccuutaTtb KOHueHTpauuio OHK
M. genitalium cornacHo goopmyne (1).

100000
CoHk MG = YR (1)

roe Cork mc — koHUueHTpauusa OHK M. genitalium, M'3/mn;
ACt — pasHocTb Mexay 3HadeHnem Ct ansa uccnegyemoro obpasua n saHavyeHnem Ct
ansa MK U no kaHany ROX.
MpumevaHune — KoadbduumneHT nepecyéta koHueHTpauun OHK M. genitalium 13 konuii/mn B
3/mn paBeH 1.
8.3 MpoBecTn MHTepnpeTaumio pesynbTaToB ANsa nccnegyemMblx 06pasLoB cornacHo
Tabnuue 8.
Tabnuuya 8
MHTepnpeTauua pe3ynbTaToB A4NA UccnegyemMbix oopasuoB

PesynbTar MHTepnpeTauus

KayectBeHHOoe onpeaeneHne [IHK M. genitalium

Mo kaHany Cy5 3HaveHune Ct onpegeneHo He 6onbLue
rpaHnYHOro®,

Mo kaHany ROX 3HayeHue Ct OTCYTCTBYET.

Mo kaHany Cy5 3HayeHne Ct onpegeneHo wunu
OTCyTCTBYeET. B obpasue swisseneqa QHK M. genitalium.
Mo kaHany ROX onpeaeneHo 3Ha4veHue Ct.

Mo kanany Cy5 3HaveHne Ct oTcyTcTBYET UM

onpeaeneHo 6onbLuUe rpaHNYHoro. HeBanugHbii pesynbTat

o kaHany ROX 3HayeHue Ct oTCyTCTBYET.

KonuuyectBeHHOoe onpegeneHne OHK M. genitalium

Mo kanany Cy5 3HaveHune Ct onpegeneHo He 6onbLue
rPaHNYHOrO.

Mo kaHany ROX 3HayeHue Ct oTcyTCTBYET.
PaccuntaHo  3HauyeHue  KoHueHTpauum  [OHK [OHK M. genitalium B obpasue 8biserneHa
M. genitalium, yknagpiBaloweecas B AuanasoH B KOHUEHTpauum B npegenax gvanasoHa
n3mepeHmsa Habopa. n3mepeHusi Habopa.

PaccuutaHo 3Ha4yeHune KOHLeHTpauum OHK  OHK M. genitalium B obpasue ebisgrnieHa
M. genitalium, He yknagbiBawlleecsa B AuanasoH B KOHLIEHTpauun BHe npenenos

OHK M. genitalium B o00pasue He
8blsierieHa.

OHK M. genitalium B o00pasue He
8blIsi8rieHa.

n3mepeHus Habopa. AnanasoHa nsmepeHus Habopa.
Mo kanany Cy5 3HaveHne Ct oTcyTcTBYET Unu
onpeaeneHo 6orbLUe rpaHNYHOro. HeBanungHbin pesynbTaT

Mo kaHany ROX 3HayeHue Ct oTCyTCTBYET.

PesyanaT nccecnengoBaHuna CHMTaAKOT AOOCTOBEPHbIM, €Cln noJiydeHbl BaJllMgHble
pes3ynbTaTtbl An4 KOHTpOﬂeVI B COOTBETCTBUM C Tabnuuen 9.

6 "paHNYHbIe 3Ha4YeHMs Ct ykasaHbl B KpaTKOM PyKOBOACTBE Mo NpUMeHeHuo Habopa.
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Tabnuuya 9

KpuTepum oueHKu onsa KOHTponewn

KoHTponb Hopma
OK Mo kaHany Cy5 3HauyeHue Ct onpegeneHo He Gonblue rpaHuyHoro’. Mo
kaHany ROX 3Ha4eHue Ct oTCyTCTBYET.
MnKU Mo kaHanam ROX, Cy5 3HauyeHue Ct onpegeneHo He 6onblue rpaHNnYHoro.

9 BO3MOXHbIE OLUMBKU

PekomeHgaummn no YCTPaHEeHNK BO3MOXHbIX ownboK, nojftydaemblX OA5nA nccnenyemblix

obpasuoB U KOHTpONnel B MpolLecce WCCreaoBaHusi C MOMOLLb Habopa, ykasaHbl B

Tabnuue 10.

Tabnuua 10

PekomeHgauum no yCcTpaHeHUo owmnbOoK

Owmnodka

Bo3moxHas npu4inHa

PekomeHpauum no ycTpaHeHUo

BO3HUKHOBEHMUS
Ona TK 3HayeHne Ct no
kaHany ROX w/vnn Cy5 HekoppekTHoe [NoBTOpPUTL UCCnenoBaHWe Ans BCeX
OoTCyTCTBYET UM nNpoBedeHne JKCTpakuMM o0pasuoB, HauynHad Cc  3Tana
onpeaenexHo 6onbwe OHK w/unun NUP. akcTpakuun OHK.
rpaHNYHOro’.

Ona OK no kanany Cy5
3HayeHne Ct oTcyTtcTByeT
unu onpegeneHo 6onblue
rPaHU4YHoro.

HekoppekTHoe
npoBedeHne 3JKCTpaKumm
OHK w/vnn NUP.

MoBTOPUTL McCnegoBaHve NS BCeX
obpasuoB, HauuHas Cc 3Tana
akcTpakuuun OHK.

KoHTamuMHaumnsa peareHToB

npeﬂ,l'lpl/lHFITb Mepbl NO BbIABNEHUIO

n nukBMaaunm NCTOYHMKA
Ona OK no kaHany ROX wnu nccrnegyembix Aatl

KOHTaMuHauum n NOBTOPUTb
onpeaeneHo 3Ha4veHue Ct. obpasuoB npoaykramm

nccnegoBaHne Ansa Bcex 06pasuos,

amnnmdukauuu.

HavmHas ¢ atana akcTpakumm JHK.
HeBanuaHbin pesynbTaT [NoBTOpPUTL MCcnegoBaHWe OaHHOro
Aansa uccnegyemoro obpasua  HekoppekTHoe nccnegyemoro obpasua, HaumHasa ¢
(3HayeHue Ctno kaHany CyS npoBegeHue aKkcTpakuum 3Tana akctpakumm OHK. B cnydae
OTCYyTCTBYET unn  OJHK. BOCMNPOU3BOANMOro pesynbTaTa
onpegeneHo Gonbwe Hanuune B  obpasue pekoMeHOyeTCs NOBTOPHOE B3ATUE U
rpaHn4Horo, no kaHany ROX wuHrnéutopos MLP. nccriegoBaHue duonornyeckoro
3HayeHune Ct oTCyTCTBYHIOT). mMarepuana.

10 KOHTPOIJIb KAYECTBA

10.1 KoHTponu, ucnonb3syemble B npouecce nccrieqoBaHus

Pe3yﬂbTaTbl ncecnegoBaHuaA KOHTpOJ'IeIZ OOJKHblI COOTBETCTBOBATb KPUTEPUAM OLIEHKN,

yKasaHHbIM B pasgene 8.

10.1.1 OTpuuaTenbHbIN U NOJNTOXUTENbHLIN KOHTPOMU

Kaxkgas rpynna akcTparmpyemblix o6pasLoB AormkHa BKoYaTb KOHTPOIbHbIE 0OpasLbl:

o OK aons BbiiBNEHUs1 KOHTaMUHaLUNN B npouecce nposeaeHnAa ncecnegoBaHnA;

e MK U ans KOHTPOMS KOPPEKTHOrO MPOXOXAEHMSI UCCreaoBaHus, a Takke Ans

konunyecTtBeHHoro onpegenenna [OHK M. genitalium B 6uonornyeckom wmaTepuane

YyerioBeka.

7 I'paHUYHble 3HaYeHus Ct ykasaHbl B KpaTKOM PyKOBOZCTBE Mo NpUMeHeHuo Habopa.
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10.1.2 BHYTPEHHUWN KOHTPOSb

Ons KoHTpons kadvectBa akcTpakumm [OHK n oueHkn BRAMSHUA WMHIMOUTOPOB Ha
pesynbTatbl amnnaudukaumm mncnonbdyetcs ak3oreHHbln BK, KoTopbin gobaBnsetcs Ha
atane akcTtpakuun [OHK B kaxabii muccnegyembln obpasey, n koHTponu. OTcyTCcTBUE
pesynbtatoB amnnupukaummn ana BK M ogHOBpEeMEHHO Ans  BbISBSEMOro
MUKpOOpraHmama CBMAETENbCTBYET O MNpucyTcTBuUM uHrnbmutopos lMLP B obpasue wnu
HEeKOpPPEKTHOM npoBeaeHnn akcTpakumm JHK.

10.2 MOHUTOpPUHI NabopaTopumn Ha HanNnU4YMe KOHTaMUHaLUK

[ns BbISBNEHNSA BO3MOXHOW KOHTaMuHaL M1 nabopaTtopum npogykramu amnnndukaumm,
nccrnegyeMbiMyM U KOHTPOSbHbIMKU 0BpasuamMu pekomeHayeTcs pa3 B Mecsil, uccrnegosaTtb
CMbIBbI C paboymx noBepxHocTen nabopatopHon mebenu, obopyaoBaHnsa 1 NOBEPXHOCTEN
NoMeLLEHNA COornacHo npouenype, ykasaHHom B MY 1.3.2569-09. lMpn o6HapyxeHun
KOHTaMUHaUMM HeobxOoaMMO MpPOBECTU MEepPonpuUATUS MO €€ YCTPaHEHUIO COrflacHo
yKkasaHusiM, onucaHHeivm B MY 1.3.2569-09.

10.3 BHYTpeHHMUM KOHTPONb Ka4yecTBa nabopaTopHbIX uccrnenoBaHumn

PekomeHnayeTcss npoBOAUTb KOHTPOSIb KayecTBa BbINOSIHEHUA WCCNeAoBaHUM C
MCNONb30BaHMEM MNaHemnen KOHTPOISIbHbIX 06pa3uoB, NpeAHasHaYeHHbIX ANs NpoBeaeHUs
BHYTPEHHEr0 W BHELUHEro KOHTpPONen kayecTBa JlabopaTOpHbIX MWCCrefoBaHUM Mo
obHapyxeHnto 1 KonuyectBeHHoMy onpegenednto  OHK M. genitalium, nu6o
CpaBHUTENbHbLIM UCCeAOBaHMEM C UCMONb30BaHNEM 3aperncTpmpoBaHHbIX B PO Habopos
peareHTOB AN KadeCTBEHHOro M kKonudectBeHHoro onpegenexHns OHK M. genitalium B
BGuonornyeckom matepuane metogom lMLP.

11 ®PYHKUUOHAINBbHBLIE XAPAKTEPUCTUKN HABOPA®

11.1 NMpepen oGHapyxeHUA

Mpenoen obGHapyxeHus Habopa coctaBnser 800 N9 OHK M. genitalium B 1 mn
nccnegyemoro marepmana (95 % [OW: 466-1160 B/mn) ons Bcex 3asiBNEHHbIX BUOOB
BGuonoruyeckoro matepuana.

11.2 Anana3oH UsMepeHUs u npeaen nuaMepeHus

[nanasoH namepenunsa coctaendget ot 1600 go 100000000 'S OHK M. genitalium B 1 mn
nccnegyeMmoro marepvana ans BCex 3asBreHHbIX BUMOOB OuonorMyeckoro matepuana.
Mpeoen mnamepeHns Habopa coBnagaeT C HWKHEW rpaHvuen guanasoHa W3MepeEHUst
Habopa.

11.3 AHanuTu4yeckasa cneunudPUYHOCTb

AHanuntuyeckaa  cneumcpuyHocTb Habopa oueHuBanacb MNpu  TECTUPOBaHUMU
MUKPOOPraHn3amoB, yKasaHHbix B Tabnuue 11, reHomHon [JHK 4venoseka, a Takke OHK

8 3asiBneHHble aHanMTUYECKNE XxapakTepucTmkn Habopa, KpoMe aHanNMUTUYECKON CneLmMgrUYHOCTH, NPOBEPEHDI
C WCMOfb30BaHMEM CTaHAApPTHOro obpasua npegnpuaTusi, COAepXallero BEeKTOp CO cneumduyeckon
nocrnegoBatensHocTbio [JHK M. genitalium.
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M. genitalium. OHK MukpoopraHuamoB B KOHLUEHTpauun He meHee 1:-108 konuii/mn u
reHoMHyto [1HK yenoBeka B koHUeHTpauun 1 MKr/mMn BHOcUnn B 06pasLibl 6Uonornyeckoro
mMatepuana, He cogepxawue [OHK M. genitalium. [lo wtoram TecTUpoBaHUSA
NOXHOMOMNOXUTENBHBLIX PE3yNbTaToB BbIIBNEHO He 6bIno.

Tabnuya 11
MI/IKpOOpraHVI3MbI, ucnonb3yemMmblie AnA OLeHKU aHanNUTU4eCcKomn cneumbuqucm
HanmeHoBaHue HanmeHoBaHue HanmeHoBaHue
Candida albicans Neisseria gonorrhoeae Trichomonas vaginalis
Chlamydia trachomatis Neisseria flava Ureaplasma parvum
Gardnerella vaginalis Staphylococcus aureus Ureaplasma urealyticum
Enterococcus faecium Staphylococcus epidermidis Cmv
Escherichia coli Staphylococcus saprophyticus HSV 1 tuna
Lactobacillus spp. Toxoplasma gondii HSV 2 tuna
Mycoplasma hominis Treponema pallidum HPV

11.3.1 NMoTteHunanbHO NHTepcepupyoLne BeLlecTBa
MoTeHunaneHO MHTEepdepupyowme BewecTsa (MHMIMBuTopLI NLUP) n nx makcnmaneHble
KOHUEeHTpaumm B obpasue, Ansa KOTopbIX OLEeHMBanoch X MHrmoupyouwee snnaHune Ha MNMUP,
nepeyvncneHol B Tabnuue 12.
Tabnuuya 12

MoTeHumManbHO UHTepcepupyroLne BelwecTBa
KoHueHTpauua O6GocHoBaHue

Uccnegyembin AKTUBHbIN Tun uHtepde- -
MHTepcepeHT BelwecTBa B MUcclegoBaHHOM
martepuan KOMMOHEHT peHTa
ob6pasue KOHLeHTpauum
Maaskn co
CnuaucTom
0601-'01_”(” LleﬂbHaﬂ KpOBb - 5 % V/V
snaranaiia, 3HporeHHas
COCKOObI anuTenus
cybecTaHuus
CO CNU3NCTBIX 3 i
o6onouek MywLmH OumiieHHbIiA 150 MKr/Mn O6bém B
LilepBUKanLHOro Genok obpasue B
KaHana, ypeTpbl yCcroBusix
SOnporeHHas «HaumxygaLero
Moua (0canok AnbByMUH Benok cyBCTaHMS 500 mr/n cryyasi»
nepsov nopuum) AsntpoMuumH  A3UTPOMULINH AHTUOHOTUK- 1 mr/mn
asanug
Cexpet 5 ®pykTo3a - SHéI,OFeHHaFI 10 mr/mn
npeacTaTenbHoi CyocTaHuua
xenesbl NéynpodpeH N6ynpodeH HMBC 300 mkr/mn

Hannune BO3MOXHOro uHrmbmpytowero addekra OueHuBanocb NyTémM MNpoBeAeHUs
npouenypbl akcTpakumm OHK® 13 moaenbHbIx 06pasLoB Guonornyeckoro matepuana, B
KOoTopble [00aBnsnNUCb nNoTeHuManbHble WHTEPMEPEHTbI B KOHLEHTPaLMsSX COrfacHo
Tabnuue 12 n ctaHgapTHbIM obpasel npeanpuaTtusa, cogepxawunm OHK M. genitalium B
KoHUeHTpaumm 2000 konuin/mn. [anee ¢ akctparmpoBaHHbiMy 06pasuamu nposogunu MNLP
C OeTeKumen B pexumme «peanbHOro BpeMeHM» C UCMNOoNb3oBaHMEM Habopa peareHToB
«Amplitech MG».

9 QKcTpakuusi npoBoaunach ¢ ucnosnb3oBaHneM Habopa peareHToB «[JHK-100» (OO0 «AMNANUTEKY).
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B pesynbTate ucnbitTaHui NogTBEPXKAEHO, YTO BIIUSIHNE UCCIEA0BaHHbIX MOTEHUMabHO
nHTepcepupytowmx Bewects Ha [IUP, npoBogumyo € wmcnonb3oBaHMem Habopa
«Amplitech MG», oTcyTcTByer.

11.4 MNMpeunsMoHHOCTb U3MepeHuns

KoadbdpmumeHt  Bapuauum  nostopsiemMoctm  CVn  3HAYEHUW  KOHLEHTpauuw,
XapaKTepusyoLwmmn BHYTPUCEPUNHYKD MNOBTOPSEMOCTb W3MEPEHUN C WUCMOSIb30BaHNEM
Habopa, He npeBsblwaeT 5 %.

KoadbdomumeHT Bapumaumm Bocnpoussoammoctn CVe 3HAYEHUW KOHLIEHTpauuw,
XapaKTepusyoLmn MeXCcepumHyto BOCMPOU3BOAUMOCTb U3MEPEHUN C UCMOSIb30OBaHNEM
Habopa, He npesbiwaeT 10 %.

11.5 NMpaBuUNbLHOCTb U3MEpPEHUS

CuctemaTnyeckasi MOrPeLUHOCTb, XapakTepusytoliasi NpaBUSIbHOCTb M3MEPEHUS C
ncnonb3oBaHNMeM Habopa, He npesblwaeT 15 %.

11.6 AmnarHocTu4eckne XxapakTepuUCTUKM

3HayeHns  guarHoctMyeckon — YyBcTBuUTEnbHocTM  (OY) w©n  amarHocTnyeckon
cneundguyHoctn (OC) Habopa c [OoBepuTeNbHOW BeposTHOCTBIO 95 % ykasaHbl B
Tabnuue 13.

Tabnuua 13
OwnarHocTnyeckune xapakTrepucTuKu
Konun4yectBoO
WUccnepyembiit MaTepuan o6pasuoB o, % Oc, %
NOMIOXWUT. OTpuuaT.
Ma3sku co cnmancTon ob6onoYKn 100 103 97.0 — 100 97.1 - 100
Bnaranuiia
CockoObl anuTenus co
CNU3NCTON 0DOMOYKM 105 100 97,2 -100 97,0-100
LiepBMKanbHOro kaHana
Cockobbl anmrenus co 103 101 97,1 - 100 97,1 - 100
CNN3nCTOoN 060NOYKM YpeTpbl
Moua (ocagok nepBon nopumm) 100 100 97,0 - 100 97,0 — 100
CekpeT npeacraTenbHon Xernesbl 13 60 79,4 - 100 95,1-100

11.7 Koppensauus

Koppensauma aKkcnepyMeHTasrnbHbIX 3HAY€HUW  KOHLEHTpaUWW, MOMYyYeHHbIX Mpu
nccnegosaHnun obpasuoB Guonornyeckoro matepuana € MUCnonb3oBaHMeEM Habopa
peareHToB «Amplitech MG» n pedepeHTHOro Habopa peareHTOB, npeAacTtaBneHa Ha
pucyHke 1.
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PucyHok 1

12 ycnoBna XPAHEHUA, TPAHCNOPTUPOBAHUA WU J3KCNNYATALUU
HABOPA
12.1 Cpok rogHOCTH

Cpok rogHocTi Habopa cocTaBnsieT 12 MecsiLeB OT AaTbl U3rOTOBMEHMSI.
Mocne BCKPbITUSI peareHTbl NCNOMb30BaTh 40 UCTEYEHUs1 Cpoka rogHOCTM Habopa.

12.2 XpaHeHue

Habop xpaHuTb npu Temnepatype oT 2 °C ao 8 °C B 3alLMLLEHHOM OT CONTHEYHOrO CBETA
mecTe.
PeareHTbl nocne BCKPbITUA XPaHUTb B TEX XXE YCIOBUAX, YTO U peareHTbl 40 BCKPbITUS.

12.3 TpaHcnopTupoBaHue

Habop TpaHcnopTuposaTb npu Temnepatype ot 2 °C go 8 °C BcemMun BUAAMU KPbITbIX
TPAHCNOPTHbLIX CPeACTB B  TEPMOKOHTEMHEpax C  XfagoaneMeHtamm unm B
aBTopedpmxKepaTopax.

12.4 Jkcnnyatauus

PeareHTbl, BXogsLwme B coctaB Habopa, roToBbl K MCMOSNb30BaHMIO.

[MOBTOpPHOE NPUMEHEHWE WCNOMb30BaHHbLIX ANA  WUCCNeaoBaHWs peareHToB He
gonyckaeTcsi.

WccnepoBaHne 06pasuoB C MCNOMb3OBaHMEM Habopa [OIMKHO NPOBOAMTBLCS MpU
Temnepartype ot 18 °C go 25 °C 1 oTHOCMTENbHOW BNaXXHOCTN Bo3ayxa OT 25 % fo 75 %.

13 NEPEYEHb COKPALLEHUA

B HacTosiLen MHCTPYKUUM NPUMEHEHbI CrieayroLLMe COKpaLLeHNs:

Ct — cycle threshold (noporoBbin Luk)
BK — BHYTPEHHUI KOHTPOIb

an — OOBEPUTENbHLIN MHTEpPBan

OHK — [e30KCMpNBOHYKNENHOBas KUCoTa
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JHKa3za — fe3okcnpunboHykneasa

OK — OoTpuUaTenbHbIN KOHTPOMb
MK — MONOXUTENbHbBIN KOHTPOSb
rnupP — nonuvMepasHas uenHas peakums
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15 NEPEYEHb NPUMEHAEMbIX HALUMOHAIIbHbIX CTAHOAPTOB

FOCT P 51088-2013 MeauunHckme u3genusa ans guarHoCTUKM MH BUTPO. PeareHThl,
Habopbl peareHToOB, TECT-CUCTEMbI, KOHTPOJSIbHblE MaTepuarnbl, NUTaTesnbHble Cpeapl.
TpeboBaHus K U3genuam 1 nogaepXmearoLlen JOKyMeHTaumm

FOCT P 51352-2013 MeaunuuHckue vsgenus ona OMarHOCTUKM UH BUTPO. MeToapl
ncnblTaHUM

TOCT P NCO 18113-2-2015 MepauumHckme wusgenusa Ana AWArHOCTUKK in Vitro.
NHbopmaums, npegoctaBnsemas n3rotoButenieMm (Mapkuposka). Hactb 2. PeareHTbl ons
ANArHoCTUKM in vitro ans NpodeCccnoHanbHOro NPMMeHeEHNs

FOCT P NCO 23640-2015 N3penua meguumHcKue Ansa amarHocTtuky in vitro. OueHka
CTabMNbHOCTN peareHToB Anst ANarHOCTMKM in Vitro

FOCT P UCO 15223-1-2020 N3genua meguumHckme. CMMBOSbI, NPUMEHSIEMbIE MPU
MapKMpOBaHMM Ha MEOULUMHCKUMX MU3OEeNnusax, 9TUKEeTKax U B  CONPOBOAMTENbHOM
AokyMmeHTauumn. Yactb 1. OcHoBHble TpeboBaHUA
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16 TFAPAHTUU NPOU3BOAUTENA

MpoussoguTenb rapaHTMpyeT COOTBETCTBUE XapakKTepucTuk Habopa TpeboBaHusM,
YKa3aHHbIM B TEXHMYECKOW U 3KCMfyaTauWMOHHOW AOKYMEHTauuwn, B TeYeHMe yKa3aHHOro
Cpoka rOAHOCTM npu CoGMIAEHMM YCNOBUA €ro TPaHCMOPTUPOBAHWUA, XPaHEeHUs W
NPUMEHEHNS.

Peknamaumm Ha kayecTtBO Habopa HanpaBnate B agpec npowussogutens: OO0
«Amnnuntek», 109235, Mocksa, yn. 1-a KypbsHoBckas, 4. 34, ctp. 8, atax 1 nom. Il kom. 42,
Ten. (495) 374-13-46, e-mail: support@amplitech.ru.

CoobLeHnss 0 HebnaronpuaTHbIX COBbITUSX (MHUMOEHTaX), BO3HUKLWMX Npu paboTe C
HabopoM U He yKa3aHHbIX B JaHHOW UHCTPYKUWW, criedyeT HanpaBnaTb NPOU3BoaUTENO MO
yKa3aHHOMY Bbllle agpecy W B YMNOMHOMOYEHHbIN pPEerynsaTopHbIA  OpraH CornacHo
AENCTBYIOLEMY 3aKOHOL4ATENbLCTRY.

17 TEXHUWYECKASA NOAAEPXKA

KoHcynbTaumto no Bonpocam no paboTte ¢ HAGOPOM U €ro Ka4eCcTBY MOXHO NOSTYYUTb MO
KOHTaKTaM, ykaszaHHbIM Ha oduLmanbHOM cante nponssogutend: www.amplitech.ru.

18 CUMBOIJIbIl, UICMNMOJIb3YEMbLIE B JOKYMEHTAUWU NPOU3BOAUTENA

M3rotoBuTtenb Homep no katanory

[arta nsrotosneHus LOT Koa cepum

MeauumHcKkoe usgenve ans

S Mcnonb3oBaTtb 00
JMarHoCcTUKM in vitro A

O6paTtuTechb K MHCTPYKLMM NO Mpenen TemnepaTypsi
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Copgepxumoro JoCcTaToOYHO Ans //'T\ He gonyckaTb BO34encTBUS
nposefeHus N TeCToB /.\\ COMHEeYHOro ceeTa

O6LecTBO C OrpaHMYEHHOW OTBETCTBEHHOCTBIO «AMMNIINTEKY
(OO0 «AmnnuTeky),

Poccus, 109235, Mockea,

yn. 1-a KypbsHoBckas, 4. 34, ctp. 8, atax 1 nom. Il kom. 42
Ten. (495) 374-13-46, www.amplitech.ru,

e-mail: support@amplitech.ru
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