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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 Neisseria gonorrhoeae metogom [LUP c petekumen B pexume
«peanbHoro BpemeHn» (Amplitech NG)» no TY 21.20.23-015-19926214-2022 (nanee —
Habop).

KpaTkoe HanmeHoBaHue Habopa: Amplitech NG.

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. Mukpoopranmam Neisseria gonorrhoeae sBnsetca 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 NG» no3BonseT BbISBMATb U KONMYECTBEHHO namepaTtb JHK
Neisseria gonorrhoeae.
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1 HA3SHAYEHME

Habop npegHasHadeH Ond KauyecTBEHHOro M kKonmnvectBeHHoro onpegenenus OHK
Neisseria gonorrhoeae B Ouonormdyeckom wmaTtepuane 4enoseka metogom [LUP ¢
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
N. gonorrhoeae n He OOMKHbI UCMONBb30BATLCHA B KayecTBe €4UHCTBEHHOW OCHOBbI O
NPUHATUSA pelleHust 0 nedYeHnn naumeHta. OTpuuaTtenbHble pesyrnbTaTbhl UCCreaoBaHusA
OOMMKHbI  COYeTaTbCA C  KMMHMYECKUMM  HabrniogeHusamu, uctopuen 0BonesHn u
aNNeMmNosiormyeckon nHpopmaumen.

Habop MoXeT NPUMEHSTECA B KIMMHUKO-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'luNG MpospayHas XUAKoCTb OT
(BydbepHbiit pacTBOp co CrieLnduieckumi 0,48 1 npobupka 6GecLBETHOro A0 CBETNO-NMOBOTO
npariMepamMu, cnyopecLeHTHO-MeYEHbIMM
30HAamu n gHTP) LuseTa
Cwmecb-2 B

Mpo3payHasa 6ecuseTHas
(BydepHbIlt pacTBOp € CcynbcaToM MarHus, 0,48 1 np06mp|<a )KE,D,K(F))CTb H
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, conepXalLyil FeHHO-UHXEHEePHY0 08 1 npoBupka MpospauHas GecuseTHas
KOHCTpyKUMto ¢ oparmeHTom OHK ’ XNOKOCTb

N. gonorrhoeae)

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». [etekums npoaykros MNLUP n pasgensHoe BbisisneHne OHK N. gonorrhoeae u
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
R6G? AOHK N. gonorrhoeae DCMB gene
Cy5 [IHK BK McKyCCTBEHHO CUHTE3NPOBaHHAasA

nocrnegoBaTesibHOCTb

JInHenHas 3aBMCUMOCTb MeXOy WUCXogHOM  KOHueHTpauuen [OHK-muweHn B
nccnegyemom obpasue UM UMKIOM  Havana  3KCMOHeHUMarbHOro  yBenuyeHus
dnyopecueHTHOro curHana (noporosoro uukna, Ct) nossonsieT onpeaensaTb KOHLEHTPALNIO
AOHK N. gonorrhoeae B o6pa3sue oTHOCUTENBbHO NonoXxutensHoro kKoHTpons MK U (o6pasua
C N3BEeCTHOW KoHUeHTpaumen JHK-muweHn), kotopbli npoxoauTt atan akcTpakuun OAHK un
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 knoHmpoBaHHoro dpparmeHta [JHK N. gonorrhoeae B K U coctaBnsaet
5Ilg£0,51lg konun/mn. KoHueHTpauusa onpegenseTca ¢ MNOMOLLbI  YCTaHOBMEHHOW
npoussBoguTesieM MeTOAMKU BbINOSIHEHUS U3MEPEHUM Ha OCHOBE MeToda SMMUTUPYHOLLNX
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 [03aTOpbl NEpeMeHHOro 06 bEma, MexaHUYEeCKUE UM SNEKTPOHHbIE, C BO3MOXXHOCTbIO
posumpoBaHus ot 5 go 200 mkn (PY Ne ®CP 2009/05681);

e MporpaMMupyembii  amniaMukaTop C CUCTEMON JeTekumrm yopecLEeHTHOro
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

8 CwurHan ot dnyopocdopa R6G peructpupyetcss Mo KaHamy [OeTekuMM curHana oOT aHarorMyHbIX
dnyopodopos Hex u Joe.
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Biosystems QuantStudio 5 (Life Technologies Holdings Pte. Ltd.; PY Ne P3H 2019/8446),
Rotor-Gene Q (QIAGEN GmbH; PY Ne ®C3 2010/07595));

e wiTaTnB Ansa npobupok o6vémom 0,2 n 1,5 mn;

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

e npobupkn pgna TLUP o6bémom 0,2 Mn C ONTMYECKM NPO3PaYHON  KPbILLKOW,
ofHopasoBble, cBo6oaHbIe OT [IHKa3, npy ncnonb3oBaHMmM amnangunKaTopos NiaHLWeTHOro
T™na,;

e npobupkn ansa MNMUP o6bémom 0,2 M ¢ NNTIOCKOWM KPbILLKOW, 0AHOPa30Bble, CBOOOAHbIE
ot [1HKas, npu ncnonbsosaHum amnnndmKaTtopos POTOPHOro TUNa;

e npobupkn obvémom 1,5 wmn, opagHopasoBble, cBobogHble oT [HKas, gnsa
NPUroTOBIEHUST PEAKLUMOHHOWN CMECH;

e HAKOHEYHWKM ONs [03aTOpoB NepemMeHHoro obvéma, ¢ punbTpom, o6véMom ao 10,
100 n 200 mkn, ogHopasosble, cBO6oaHbIe OT [1HKas;

e EMKOCTb Ansi cbpoca Ucnonb3oBaHHbIX MaTtepuarnos;

e nepyaTku MeaunUMHCKNE, 0AHOPa30Bble, HEOMYAPEHHbIE.

5 MEPbI NPEOOCTOPOXHOCTH

Knacc noteHumanbHOro pucka npumeHeHns Habopa (cornacHo lNpukasy MuHucTepcTea
3gpaBooxpaHeHus PP Ne 4H ot 06.06.2012) — 26.

PaboTa gomkHa npoBoanTbCA B Nabopatopumm, UCnonb3ayroLen Metoabl amnnmdukaumumn
HYKITEMHOBbIX KMCMOT AN1s1 uccneoBaHus maTtepuana, ¢ cobnogeHmem tpedosanmn FOCT
P 52905 «JlabopaTtopun meguumHckme. TpeboBaHus 6esonacHoctn», MY 1.3.2569-09
«OpraHmzauua paboTbl nabopaTopui, UWCNONb3YKOLWMX METOAbl  amnnndukaunmn
HYKNENHOBBIX KMUCIMOT npu paboTe C maTepuanom, CoaepXawum MuKpoopraHuambl |-V
rpynn natoreHHocTu», CanllnH 3.3686-21 «CaHuTapHo-anugemMmuonornyeckue tpeboBaHus
no nNpodunakTuke MHPEKLMOHHbIX BonesHeny.

Mpn paboTte Heobxoamnmo Bcerga BbINONHATL crieayowme TpeboBaHus:

e [lpyumeHATb Habop MO HasHa4yeHMK B COOTBETCTBUM C [OAHHOWM WHCTPYKLUMEN.
OTKNOHEeHNe OT npOonuCaHHbIX MNpoueayp W Nopsiaka AEWCTBUMM MOXET MpPUMBECTM K
NoNy4YeHnto HeAOCTOBEPHbIX Pe3yNbTaToB UCCNe0BaHUS.

e K pabote c Habopom pgonyckaeTca TOSMbKO nepcoHan, oOy4eHHbln MeToaam
MONEKYNSAPHOM  OMarHOCTUKM U npaBunam paboTbl B KIIMHUKO-AMArHOCTUYECKOM
nabopatopun B cootBeTcTBMM ¢ CanllnH 3.3686-21 (pasgen V).

e PaccmaTtpuBaTtb nccnegyembie o6pasupbl Kak NMH(PEKLMOHHO-0OMNAaCHbIE,
opraHuM3oBbIBaTb paboTy 1 xpaHeHne B cootBeTcTBMM ¢ CanlnH 3.3686-21.

e YTuUnuanpoBaTtb peareHTbl (MCNOMb30BaHHbIE, HEWUCMNONb3OBaHHbIE, Mpuwenlne B
HErogHoCTb B CBSI3W C WUCTEYEHMEM CpoKa T[OAHOCTM w/vnn  HecobnogeHnem
pernaMmeHTUpPOBaHHOIO peXumMa XpaHeHusi, TPaHCMOPTUPOBAHUA W NPUMEHEHUs) B
cootBeTcTBUM C TpeboBaHusamn CaHluH 2.1.3684-21 «CaHnTapHO-3aNnnaeMmonorniyeckme
TpeboBaHUA K COAepXaHUI0 TEPPUTOPUMA FTOPOACKUX M CENbCKUX NOCENEeHWUn, K BOAHbIM
obbekTam, NUTbLEBON BOAE W NUTbLEBOMY BOAOCHAOXEHMIO, aTMOCHEpPHOMY BO34YXY,
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noyBaMm, >XWUNbIM MOMELLEHUAM, 3KCnyaTtauunm npou3BOACTBEHHbIX, OOLEeCTBEHHbIX
NOMELLEHNA,  OpraHuM3auMm W  MPOBEAEHUIO  CAHUTaAPHO-NPOTUBOINMAEMUYECKUX
(NpodhunnNakTNYECKMx) MeEPONPUATUNY K yTUIn3aunumn MeamumHCKnX oTxogos knacca .

e He oTkpbiBaTb npobupkn C¢ npoayktamm amnnudukaumm B npouecce mx cbopa u
yTUnm3aummn.

e YTUNN3npoBaThb BHELLHIOW YNakoBKy Habopa, MHCTPYKLMIO NO MPUMEHEHMIO U KpaTKoe
PYKOBOACTBO B COOTBETCTBMM C TpeboBaHuamum CaHlluH 2.1.3684-21 k yTunusaumm
MEeANLMHCKMX OTX0O0B Knacca A.

e YTunusanposaTb Ouonornyeckuii matepuwan, a Takke pacxofdHble MmaTepuanbl U
WHCTPYMEHTbI, 3arpsi3HEHHble  BMONOrMyeckum maTepuanoMm, B COOTBETCTBUM C
TpeboBaHuamm CanllvH 2.1.3684-21 k yTunmsaumm MeguumMHCKUX OTX040B Knacca b.

e He ncnonb3oBaTtb Habop, ecnn HapyLleHa BHYTPEHHASA ynakoBKa WM BHELLHUA BUA
peareHTa He COOTBETCTBYET ONMMUCAHUIO, yKa3aHHOMY B Tabnuue 1.

e He ucnonb3oBatb Habop, ecrnv He cobnoganncb YCroBUSA TPaHCNOPTUPOBAHUA U
XPaHEeHUs1 COrnacHO MHCTPYKLNMN.

¢ He ncnonb3oBatb Habop N0 UCTEYEHUM CPOKA FOQHOCTM.

e /cnonb3oBaTb OTAENbHbLIM AN KaXgoro obpasua/peareHTa  04HOPA30BbLIN
HaKOHEYHWK C PUNbLTPOM.

e Vlcnonb3oBaTtbh 3aWMTHYIO oaexay B cooTBeTcTBUM ¢ MY 1.3.2569-09. Bce onepaunmn
NPOBOAUTbL TOSIbKO B OAHOPA30BbIX HEOMNYAPEHHbIX NepYaTkax Anst UCKNIOYEHNS KOHTaKTa C
OpraHM3MoM YesioBekKa.

e He ecTb, HE NNTb N HE KYpUTb B NPOLIECCE NCMOMb30BaHMs Habopa. 3beraTtb KOHTaKTa
peareHToB C KOXeMW, rnasamm n cnnamcton obonoyvkon. He rnotatb.

PeareHTbl, BXxogswme B coctaB Habopa, cogepxaT HaTpua a3ug B KOHUEHTpauuu He
6onee 0,05 %, NO3TOMY He KnaccMdUUMPYHOTCA Kak onacHble ANnd 300pOBbsA YenoBeka u
oKkpyxatuwen cpeapl. [pn KOHTakTe HEMEANEeHHO NPOMbITb MOPaXEHHOE MEeCTO BOSbLINM
KONMYEeCTBOM BOAbI U NP MIOXOM CaMO4YyBCTBUM 0B6paTUTLCS 3@ MEeOULMHCKON MOMOLLBIO.
Mpv nonagaHum BHYTPb PBOTY HE Bbi3bIBaTb, NPOMNOSOCKaTh POT BOAOW, 06paTUTLCS K Bpady
npw NSIOXOM CaMOYyBCTBUN.

Ncnonb3oBaHne Habopa MO HasHayYeHu KN cobniogeHne BbllenepedncrieHHbIX Mep
NPeaoCTOPOXKHOCTU UCKITOYaeT HeraTMBHOE BO3AENCTBNE HA OpraHM3M YerioBeka.

6 WCCNEQYEMbIA MATEPUATN

Habop npegHasHayeH AN wuccnegoBaHWs TONbKO Buonornyeckoro martepuana,
ykasaHHoro B pasgene 1. Baatue wnccnegyemoro 6uonorumyeckoro maTtepuana cnegyet
NpOBOAUTL B COOTBETCTBUM C:

e MY 1.3.2569-09 «OpraHusauusa paboTtbl nabopatopuii, UCNOMb3YIOLWNX MeToAbl
aMmnnnurKkaumm HYKNEeMHOBbIX KUCMOT npu  paboTte C maTtepuanom, coaepXxalum
MUKpoopraHuamsl I-IV rpynn natoreHHoCTn»;

e MY 4.22039-05 «TexHuka cbopa u TpaHcnopTMpoBaHuss OuomaTtepuanos B
MUKpobuonoruyeckme nabopartopum;
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e TpeboBaHNAMM, NEPEYNCNEHHBbIMM B Tabnuuax 3 u 4.
Tabnuuya 3
TpeboBaHus K B3ATUIO U NpeaBapuTenbHON o6paboTke nuccnegyemMoro matepmana

B3siTne Ma3koB cO CnNM3NCTOM 06ONOYKM BRaranuwa
B3saTne martepmana npoBecTM C MOMOLLbIO CTEPUMBLHOrO OOHOPAa30BOr0 YHUBEPCANbHOro 3o0HAa
(Hanpumep, «3oHA TMN A5 yHuBepcanbHbli» unn «3oHa Tun A1 yHusepcanbHbin» (OO0 «MeaunuunHckme
nsgenusa», Poccus; PY Ne P3H 2018/7058)) B npobupky ¢ TpaHCMOPTHOW Cpefon, coaepallent KOHCepBaHT
N NpegHasHa4YeHHON ONS XPaHeHWs U TpaHCNopTUpOBaHWS AaHHOro Buaa Guonoruyeckoro martepuana
(Hanpumep, «TpaHcnopTHasa cpega ¢ Mykonutukom (TCM)» (®PBYH UHUW Bnmugemunonorum
PocnoTtpebHagsopa, Poccust) unn aHanornyHas, saapernctpupoBaHHas B P® B ycTaHOBNEHHOM MOpPSAKe).

B3sTne cockob60B aNUTENNA CO CIIM3UCTON 060T0YKM LiepBUKaNbHOro KaHana

B3saTne martepuana npoBecTU C MOMOLLbO CTEPUIbHOM OAHOPa30BOW LEpBUKaNbHOW LIMTOLLETKM
(Hanpumep, «3oHg T™MN F3 KoMOBUHMpoBaHHbINY (OO0 «MeanumHckme umagenusay», Poccus; PY Ne P3H
2018/7058)) wvnn CTepunbHOro OLHOPA30BOr0 YHMBEpPCcamnbHOro 3oHAa (Hanpumep, «3oHg TMN A1
yHuBepcanbHbiny (000 «MeguumHckne wmspgenus», Poccus; PY Ne P3H 2018/7058)) B npobupky c
TPaHCMNOPTHON  Cpedown, codepXalle KOHCepBaHT W MpedHasHa4YeHHOW [Ons  XpaHeHust U
TPaHCNOPTUPOBAHUA OaHHOro Buaa Ouonormyeckoro matepuana (Hanpumep, «TpaHCnopTHasa cpeda C
mykonmtukom (TCM)» (®BYH LUHUWN Bnngemunonornn PocnotpebHagsopa, Poccusa) nnm aHanorumyHas,
3apermctpupoBaHHas B P® B ycTaHOBNEHHOM nopsake).

B3siTne cocko60B 3NUTENNA CO CIIM3UCTON OBOJTOYKN YpPEeTPbI
B3saTne martepmana npoBecT C MNOMOLLbI CTEPUIBLHOIO OOHOPA30BOr0 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, 3apermctTpupoBaHHas B P® B ycTaHOBREeHHOM nopsake).

B3aTue cekpeTa npeacTaTenbHOW 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 COOEPXKMTCA CEeKpeT npeacraTtenbHOW xenesbl, B konudectse ot 15 go 25 mn u npoBectn eé
npenobpaboTky cornacHo nopsagky npenobpaboTkm moyu.

B3aTtne u npegobpaboTka Moumn

OTobpaThb NepByto NOPLMIO YTPEHHEN MOYM B kKonunyecTse oT 15 o 25 mn B cneyunansHyo 0AHOPa3oBYHo
€MKOCTb.

MpepobpaboTka:

B3bontate €mMKOCTb C Mo4oMW. [lepeHecTn 1 MA MOYM, UCMONb3YyA HAKOHEYHUK C PUNbTpoMm, B
CTepwrbHyl0 ogHopasoByto Npobupky. LieHTpudyrmposaTte 5 mmH npm 10000 x g. He 3axBaTbiBas ocagok,
MOMHOCTBI yAanuTb CynepHaTaHT, WUCMNOMb3ys BaKyyMHbI OTcacbiBaTeNb C KONMOOW-MOBYLUKON U
OTAeNbHbIA HaKoOHeYHUK 6e3 cmnbTpa ans Kkaxgoro obpasua. MNMpu Hannynm 60MbLLIOIO KoNUYecTBa Conen
pecycneHaMpoBaTh TOSMbKO BEPXHWA Cro ocagka conev B 1 Mn PU3MONOIMYECKOro pacTeopa
CTEepPWIbHOro, 3aTteM CHOBa KOHLEHTpMpOBaTb LUEHTPUdYrMpoBaHMeM W yAanuTb CynepHaTaHT, He
3axBaTbiBas 0Cafok.

K ocagky po6aeute 200 Mkn bM3MONOrMYEeCcKoro pacrtBopa CTepurbHOro. TulaTenbHO nepemellartb
COAEPXXNMOE Ha BOPTEKCE.

Tabnuua 4
TpeboBaHuA K YCNOBUAM TPaHCNOPTUPOBAHUA U XPaHEHUA
nccnegyemoro matepuwana

YcnoBua TpaHCNOPTUPOBaHUA YcnoBus xpaHeHUsi

Uccnegyembie maTepuanbl, NOMELLEHHbIE B TPAHCNOPTHYIO cpeay

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

CekpeT npeacTaTenbHOW Xere3bl

o [lpn komHaTHOM TemnepaType (o1 18 °C go 25 °C) He Gonee 6 y;
e [lpn Temnepatype oT 2 °C go 8 °C He Bonee CyToK;
Mpun Temnepatype o1 2 °C go 8 °C o [lpu Temnepatype muHyc 20 °C He Bonee Hegenu;
e [lpn Temnepatype muHyc 70 °C anutensHo;
e [lonyckaeTcs ogHOKpaTHOE 3aMOpaXuBaHue matepuana.

Moua
o n nocne npegobpaboTku:
e npwu Temnepatype oT 2 °C go 8 °C He Bonee CyToK;
Mpun Temnepatype o1 2 °C go 8 °C e npwu temnepatype muHyc 20 °C He Bonee Hegenu;
e npu TemnepaType MuHyc 70 °C gnuTenbHo;
e [lonyckaeTcs ogHOKpaTHOE 3aMOpaXxuBaHWe matepuana.

7 NMPOBEOEHUE UCCITIEAOBAHUA

7.1 JOkctpakuusa AHK

MpoBectn oakctpakumto [OHK w3 wuccnegyemoro martepuana W KOHTporiem C
ncnonb3oBaHMeM Habopa peareHToB Ansa akctpakumn OHK 13 cooTBeTCTBYHOLWMX BUOOB
Guomatepuana, Hanpumep, «dHK-100» (OO0 «AMNNnUTEK» )4, COrmacHo MHCTPYKLIMK MO ero
NPUMEHEHNIO, C YY4ETOM TpeboBaHM K 06bEMam peareHToB M 006pasLoB, yKka3aHHbIX B
Tabnuue 5.

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

PeareHT/06pasel,

MKN akcTpakumn OHK
BK U° 10 B KaXkayro NMPoBUpKy/AYerky
Vccrieayembiii obpasew? 100 zgfgg:l:;glﬂqeﬁky ans obpasua nccrnegyemoro
OK 100 B NPOBUPKy/a4enky ansa otpuuaTtensHoro koHtpons (OK)
MKuU 100 B NpOBUpKy/a4enky ansa nonoxurtenbHoro kKoHTpons (MK)
PearenT gns antoumn AHK 100 B KaXkOyto Npodupky/a4yenky

BHUMAHUE! Kaxpas rpynna SKkCcTparmpyembix 06pasuoB AOSMKHA COMNPOBOXAATbCA
noctaHoBkon kKoHTponen OK u K U He meHee uyem B ogHoM noBTope. [lepen
MCNonb30BaHMEM KOHTPOSEN nepemellaTb UX U OCaAUTb Kannu Ha BOPTEKCE.

7.2 MNMoparotoBka K npoBeaeHuto NMLUP

BHUMAHWUE! KomMnoHeHTblI peakunoHHOM CMecu criegyeT CcMeluvBaTh HernocpencTBEHHO
nepen nposegeHuem lMLP.
7.2.1 TlepemewaTtb cogepxnmoe npobumpok Cmecb-1 NG, Cmecb-2 B 1 ocaguTb kannu
Ha BOpTeKce.
7.2.2 TlpurotoBUTb pPEaKUNOHHYKD CMeCb, [00aBMB KOMMOHEHTbl B OTAENbHYIO

4 B xoe NpoBeAeHUs KIMHUYECKUX UCNbITaHMI Habop 6bin BanuanpoBaH ¢ Habopom peareHToB «HK-100»
(OO0 «AMNnUTEKY).

5 Mpu skcTpakumMm c nomoulpto Habopa peareHToB «[HK-100» (OO0 «Amnnutek») BK U MoxHO He
[00aBnsATb, TaKk kak BHYTPEHHMI KOHTPOMb BXOAMWT B cocTaB bydepa A1.

6 [1ns oGpa3sLoB MOYM HEOBXOAMMO NPOBECTM NpeaobpaboTky cornacHo pasgeny 6.
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npobupky B 06bEMax cornacHo Tabnuue 6. Nepemelwatb U ocaguTb Kannu Ha

BOpPTEKCE.
Tabnuua 6
O6BbEMbI KOMNOHEHTOB peakKLMOHHON CMecH
Ob01BLEM KOMNOHEeHTa Ans
KoMnoHeHT MpumeyvaHue
ogHoro obpasua, MK

Cmecb-1 NG 5 MKN MNpn pacyéte 0O6BLEMOB peareHTOB Anst obLiero
KONuyecTBa  MCCreayeMblX W KOHTPOIbHbIX
Cmecb-2 B 5 MKN ob6pa3LoB He0HXoANMO y4MTLIBATL 3anac Kaxaoro

peareHta He MeHee 4eM Ha oAuH o6paseu.

7.2.3 Ortobpatb Heobxoaumoe konmnyecTBo npobupok ans nposegenusa MNUP ¢ OHK
nccnegyemMblx o6pasLoB 1 KOHTponen. NpomapknpoBaTb.

7.2.4 BHecTtun B npobupku no 10 MKN NPUroTOBIEHHOW PEAKLMOHHON CMECH.

7.2.5 BHecTn B nNoAroTtoBfeHHble MNPOOMPKM C peakuMOHHOW CMecbito no 15 MKn
obpasuoB [OHK, nonyyeHHbIXx B pe3ynbTarte 3KCTpakumMmM u3 uccrnegyembix
obpasuyos u koHTpornen (OK n MK U).

BHUMAHUE! [lpn BHecenHnn [OHK Heobxogmmo wuaberaTb nonagaHus copbeHTa B
peakuVOHHY CMECh.

7.3 TMpoBepeHue MNUP n petekuun

7.3.1. 3anporpammupoBaTb amnnucpukatop ans nposegeHna [MUP un pgetekumn
doryopecuUeHTHOro CurHamna CorflaCHO WHCTPYKUUM MO ero MpUMEHEHU0 Mo
nporpamme, ykasaHHow B Tabnuue 7.

Tabnuuya 7
Mporpamma MLUP n petekuun
° [HdeTekunsa no KaHanam gns KonunyecTtBO
Uumkn Temnepatypa, °C Bpemsa dbnyopochopos T

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

95 10¢c -
3 42

60 20¢c R6G’, Cy5
MpumevyaHus

1) [Mpu nporpammupoBaHumn amnnmdmkaTopa ykasaTb 06bEM peakunn: 25 mMkn.

2) [py ogHOBpEMEHHOM NPOBEAEHNN B OOHOM NpUBope TECTOB TOMbKO ANs BbisBneHns OHK
A0MNYyCKaeTCs UCKITHYNTb N3 YKkasaHHOW nporpaMmebl Umkr «50 °C — 15 MUH» Ang 9KOHOMUN BPEMEHM.

3) [Hetekuma MoOXeT HasHayaTbCsa NO APYrMM KaHanam, MNOMUMO YKa3aHHbIX, Mpu
OAHOBPEMEHHOM NPOBEAEHMM B OAHOM Npnbope HECKOSbKMX TECTOB C UCMONb30BaHNEM YKa3aHHOW
nporpamMmbl.

7.3.2. [lomecTnTb NPOBUPKN C peakLNOHHOW CMECHIO M 3MaToM B aMmnnundukaTop u
3anycTuTb NporpaMmmy.

MpumeyvaHue - lNepen noctaHOBKOW B aMnnuukaTtop NNaHWeTHOro Tuna pekomeHayeTca
0Caa!Tb Kansm co CTEHOK NPoBbUpoK Ha BOpTeEKce.

7 CwurHan ot dnyopocdopa R6G peructpupyetcss Mo KaHamy [OeTekuMM curHana oOT aHarorMyHbIX
dnyopodopos Hex u Joe.
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8 YYET U UHTEPMPETALWUA PE3YNIbTATOB

8.1
8.2

CoHk NG =

100000
2 ACt

MpoBepuTb Hanuumne 3HadeHnn Ct no kaHany R6G.
Mpn Hannymm 3HadveHun Ct no kaHany R6G paccumTtaTb KOHueHTpauuio OHK
N. gonorrhoeae cornacHo dopmyne (1).

1)

roe Cork NG — kKoHUeHTpaumnsa OHK N. gonorrhoeae, M'3/mn;

ACt — pasHocTb Mexay 3HadeHnem Ct gna uccnegyemoro obpasua un 3HadeHnem Ct

ansa MK U no kaHany R6G.

MpumeyvyaHue — KoapdumumeHT nepecyéta koHueHTpaumm OHK N. gonorrhoeae u3 konun/mn

B ['3/Mn paBeH 1.

8.3
Tabnuue 8.

MpoBecTn MHTepnpeTaumto pesynbTaToB ANs UccrneayemMbix 06pasLoB COrfacHo

Tabnuuya 8

MHTepnpeTauus pe3ynbTaToB ANsi UccriegyeMbiX 06pasLoB

PesynbTar

MHTepnpeTauus

KayectBeHHoe onpeaeneHne JHK N. gonorrhoeae

Mo kanany Cy5 3Ha4veHune Ct onpegeneHo He 6onbLue
rpaHnYHOro®,
Mo kaHany R6G 3HaveHue Ct oTCcyTCTBYET.

OHK N. gonorrhoeae B o06pasue He
8blIsierIeHa.

Mo kaHany Cy5 3HayeHne Ct onpegeneHo wunu
OTCYTCTBYET.
Mo kaHany R6G onpegeneHo 3HayeHue Ct.

B obpasue
N. gonorrhoeae.

ebisigrieHa OHK

Mo kanany Cy5 3HaveHne Ct oTcyTCcTBYET UNK
onpegeneHo 6onbLUe rpaHNYHoro.
Mo kaHany R6G 3HaveHue Ct OTCYTCTBYET.

HeBanugHbi pesynbTat

KonuuyectBeHHoe onpegeneHne OHK N. gonorrhoeae

Mo kanany Cy5 3HauveHune Ct onpegeneHo He 6onblLue
rpaHN4YHoro.
Mo kaHany R6G 3HaveHune Ct OTCYTCTBYET.

OHK N. gonorrhoeae B o06pasue He
8blsierieHa.

PaccuntaHo  3HaveHMe  KOHLEHTpauum
N. gonorrhoeae, yknagbiBatoLleecs
n3mepeHusa Habopa.

LIHK
B /AManasoH

OHK  N.gonorrhoeae B  obpasue
8blsigfieHa B KOHLEHTpauun B npegenax
AvnanasoHa nsmepeHus Habopa.

OHK N. gonorrhoeae B o06pasue
PaccuntaHo 3Ha4YeHue KOHLeHTpauumn OHK
eblsigZieHa B KOHUEHTpauum  BHe
N. gonorrhoeae, He yknagbiBatolleecsa B AvanasoH
npenenos AnanasoHa n3mepeHus
n3mepeHus Habopa.
Habopa.
Mo kanany Cy5 3HauyenHne Ct oTcytcTBYeT unu
onpegeneHo 6onbLue rpaHNYHoro. HeBanugHbii pesynbTat
Mo kaHany R6G 3HaveHue Ct oTCyTCTBYET.
Pesynbtar wuccrnegoBaHua cyuTaloT LOCTOBEPHLIM, €Cnv  MnosiydeHbl BanuiHble
pe3ynbTaTbl AN KOHTPOSIEN B COOTBETCTBMM C Tabnuuen 9.
8 'paHNYHbIe 3Ha4YeHus Ct ykasaHbl B KpaTKOM PyKOBOACTBE Mo NpUMeHeHuo Habopa.
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Tabnuuya 9

KpuTepum oueHKu onsa KOHTponewn

KoHTponb Hopma
OK Mo kaHany Cy5 3HayeHne Ct onpeaeneHo He Gonblue rpaHnyHoro®. Mo
kaHany R6G 3HadeHune Ct oTCyTCTBYET.
MnKU Mo kaHanam R6G, Cy5 3HadeHne Ct onpegeneHo He 6orbLUe FPaHUYHOrO.

9 BO3MOXHbIE OLUMBKU

PekoMeHaauun no yCcTpaHEHU0 BO3MOXHbIX OLIMOOK, nonydyaembiX Ons uccneayembix
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 R6G wwunu Cy5 HekoppekTHoe [NoBTOpPUTL UCCnenoBaHWe Ans BCeX
OoTCyTCTBYET UM nNpoBedeHne JKCTpakuMM o0pasuoB, HauynHad Cc  3Tana
onpeaenexHo 6onbwe OHK w/unun NUP. akcTpakuun OHK.
rpaHn4Horo®.

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 kanany R6G wvnu 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
rPaHn4HoOro, no kaHany R6G  uHrnéuTopos 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 [IK U Ona KOHTPOSiA KOPPEKTHOrO MNPOXOXAEHUS UCCRedoBaHWdA, a Takke [Ons
konunyectBeHHoro onpegenedms OHK N. gonorrhoeae B ©6uonornyeckom maTepuane

YyerioBeka.

9 'paHUYHbIe 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 akcTpakuun [OHK B kaxabii uccnegyemblin obpasey n KoHTponu. OTcyTcTBuUE
pesynbtatoB amnnupukaummn ana BK M ogHOBpEeMEHHO Ans  BbISBSEMOro
MUKpOOpraHmama CBMAETENbCTBYET O MNpucyTcTBuUM uHrnbmutopos lMLP B obpasue wnu
HEeKOpPPEKTHOM npoBeaeHnn akcTpakumm JHK.

10.2 MOHUTOpPUHI NabopaTopun Ha HanNU4YMe KOHTaMUHaLUK

[ns BbISBNEHNSA BO3MOXHOW KOHTaMuHaL M1 nabopaTtopum npogykramu amnnndukaumm,
nccrnegyeMbiMU U KOHTPOSbHbIMKU O0Bpasuamn pekomeHnayeTcs pa3 B Mecsil, uccrnegoBatb
CMbIBbl C paboymx nosBepxHocTen nabopatopHon mebenu, obopyaoBaHnsa N NOBEPXHOCTEN
NoMeLLEHNA COornacHo npouenype, ykasaHHom B MY 1.3.2569-09. lMpn o6HapyxeHun
KOHTaMUHaUMM HeoBXxO0AMMO MpPOBECTU MEpPonpuUATUS MO €€ YCTPaHEHUIo COrnacHo
yKkasaHusiM, onucaHHeivm B MY 1.3.2569-09.

10.3 BHYTpeHHUN KOHTPONb KavyecTBa nabopaTopHbIX uccrnenoBaHUmn

PekomeHgyeTca npoBOAMTb KOHTPOSb KayecTBa BbINOSIHEHUS WUCCNedoBaHUA C
MCNONb30BaHMEM MNaHemnen KOHTPOISIbHbIX 06pa3uoB, NpeAHasHaYeHHbIX ANs NpoBeaeHUs
BHYTPEHHEr0 W BHELIHEro KOHTpPONen kayecTBa JlabopaToOpHbIX MWCCredoBaHUM Mo
obHapyxeHnto n konudectBeHHoMy onpegeneHnto [OHK N. gonorrhoeae, nubo
CpaBHUTENbHBIM UCCeA0BaHNEM C UCMOSTb30BaAHNEM 3aperncTpupoBaHHbiX B PO Habopos
peareHToOB A1 Ka4eCTBEHHOro n konmyectseHHoro onpegenexdnsa OHK N. gonorrhoeae B
BGuonornyeckom matepuane metogom lMLP.

11 PYHKUMOHAINBbHBLIE XAPAKTEPUCTUKU HABOPA™®

11.1 NMpepen oGHapyXeHUA

Mpenoen obHapyxeHuss Habopa coctaBnsetr 800 NS OHK N. gonorrhoeae B 1 mn
nccnegyemoro martepmana (95 % [OW: 484-1142 '3/mn) onsa Bcex 3asiBNEHHbIX BUOOB
BGuonoruyeckoro matepuana.

11.2 lnana3oH uamepeHusi u npeaen uaMepeHus

[Anana3oH namepeHus coctasnsiet ot 1600 go 100000000 M3 AHK N. gonorrhoeae B
1 Mmn nccnegyemoro maTepuana ans Bcex 3asiBfieHHbIX BUAOB OMONornieckoro matepumana.
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

10 BasiBnNeHHble aHanuTUYeckne XxapakTepucTuku Habopa, Kpome aHanuMTUYecKon crneuudUuyHoOCTU,
NMPOBEpPEHbl C MCMOMb30BaHMEM CTaHZAPTHOrO obpasua npeanpuaTusl, COAEpXKallero BEKTOp CO
cneumdguyeckon nocrnegosatensHocTbio [JHK N. gonorrhoeae.
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N. gonorrhoeae. [JHK MMKpoOpraHM3MoB B KOHLIEHTpauum He meHee 1:10° konumin/mn u
reHoMHyto [1HK yenoBeka B koHUeHTpauun 1 MKr/mMn BHOcUnn B 06pasLibl 6Uonornyeckoro
mMatepuana, He cogepxawue [OHK N. gonorrhoeae. [lo wutoram TecTupoBaHuA
NOXHOMOMOXUTENBHbLIX PE3YNbTAaTOB BbIABEHO HE ObINO.

Tabnuya 11
MI/IKpOOpraHVI3MbI, ucnonb3yemMmblie AnsA OLeHKU aHanNnUTN4eCcKkou cneumbwmocm
HanmeHoBaHue HanmeHoBaHue HanmeHoBaHue
Candida albicans Mycoplasma hominis 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 genitalium 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 akcTpakuum OHK 13 mogenbHbIX 06pasLoB Guonornyeckoro matepuana, B
KOoTopble [00aBnsnNUCb nNoTeHuManbHble WHTEPMEPEHTbI B KOHLEHTPaLMsSX COrfacHo
Tabnuue 12 n ctaHgapTHbIN obpasel npeanpusaTus, cogepxawwmn AHK N. gonorrhoeae B
KoHUeHTpaumm 2000 konuin/mn. [anee ¢ akctparmpoBaHHbiMy 06pasuamu nposogunu MNLP
C OeTeKumen B pexumme «peanbHOro BpeMeHM» C UCMNOoNb3oBaHMEM Habopa peareHToB
«Amplitech NG».

11 QkcTpakums npoBoamnack ¢ ucnonb3oBaHuem Habopa peareHToB «[OHK-100» (OO0 «AMNNUTEK»).
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B pesynbTate ucnbitTaHui NogTBEPXKAEHO, YTO BIIUSIHNE UCCIEA0BaHHbIX MOTEHUMabHO
nHTepcepupytowmx Bewects Ha [IUP, npoBogumyo € wmcnonb3oBaHMem Habopa
«Amplitech NG», oTtcyTcTByer.

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.
Masku co crnmancTor oborIouKK 102 104 97.1-100 97.2 - 100
Bnaranuiia
CockoObl anuTenus co
CNU3NCTON 0DOMOYKM 107 100 97,2 -100 97,0-100
LiepBMKanbHOro kaHana
Cockobel snmTenus co 101 100 97,1100 97,0 — 100
CNN3nCTOoN 060NOYKM YpeTpbl
Moua (ocagok nepBon nopumm) 100 108 97,0 -100 97,3 -100
CekpeT npeacraTenbHon Xernesbl 16 60 82,9-100 95,1-100

11.7 Koppensauus

Koppensauma aKkcnepyMeHTasrnbHbIX 3HAY€HUW  KOHLEHTpaUWW, MOMYyYeHHbIX Mpu
nccnegosaHnun obpasuoB Guonornyeckoro matepuana € MUCnonb3oBaHMeEM Habopa
peareHToB «Amplitech NG» u pedepeHTHOro Habopa peareHTOB, NpeacTaBfieHa Ha
pucyHke 1.
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PucyHok 1
12 ycnoema XPAHEHUA, TPAHCIOPTUPOBAHUA WU J3KCIUJTYATALUU
HABOPA
12.1 Cpok rogHOCTH

Cpok roaHocTu Habopa cocTaBnseT 12 MecaueB OT AaTbl M3rOTOBMNEHUS.
Mocne BCKpbITUSA peareHTbl UCNONb30BaTh 0 UCTEYEHUsI Cpoka rogHOCTU 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 TE€X Xe YCITOBUAX, UTO U peareHTbl O BCKPbITUA.

12.3 TpaHcnopTupoBaHue

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

12.4 Jkcnnyatauusa
PeareHTbl, BXOAsiLmne B cocTaB Habopa, roToBbl K MCMONb30BaHUIO.
[MoBTOpPHOE NPUMEHEHWE WCMONb30BaHHbLIX AN WUCCNeaoBaHWs peareHToB  He

gonyckaeTcsi.
NccnepoBaHne o6pasuoB C uMcnonb3oBaHWeM Habopa [OMKHO NPOBOAMTBLCH 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 (noporosbIv LnK)
BK — BHYTPEHHUI KOHTPOIb

an — [JOBepUTENbHbIN MHTEpBar

OHK — AEe30KCUpNBOHYKNENHOBas K1crnoTa
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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 TFAPAHTUMN NMPOU3BOAUTENA

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 COBLITUSX (MHUMOEHTAX), BO3HMKLWKNX Mpu paboTe C
HabopoM U He yKa3aHHbIX B JaHHOW UHCTPYKUWW, criedyeT HanpaBnaTb NPOn3BoaUTENtO No
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 odomumanbHOM 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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