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BBEOEHUE

1. Hacrosiwan uHCTpyKums no npumeHeHuio sepcum 08.02.24 pacnpocTpaHseTcs Ha
meauuuHckoe usnenue «Habop peareHToB ANA Ka4YECTBEHHOTO W KONMUYECTBEHHOrO
onpeaenewna [AHK Mycoplasma genitalium 8 6uonorudeckom marepuane uJenoseka
metoaom MNLP c petekuuen B pexume «peansHoro spemern» (Amplitech MG (R)) no TY
21.20.23-031-19926214-2023» (aanee — Habop).

Kpatkoe HaumeHoBaHue Habopa: Amplitech MG (R).

Habop cneagyeT npuMeHATb B COOTBETCTBUM C AENCTBYIOWEN BEPCUEN UHCTPYKLUMK NO
npumeHenunio. [lna ypobctea paborei B nabGopatopun AONYCKAaeTCA MCNONb3OBaTb
AENCTBYIOLLYIO BEPCUIO KPAaTKOro pyKOBOACTBA N0 NpumeHeHunio Habopa.

2. Mukpoopranuam Mycoplasma genitalium ssnaerca so3byautrenem WHMEKLUOHHO-
BocnanuTenbHbix 3abonesaHunii yporeHMTanbHoro Tpakra. [ins AaHHOro MUKpoopraHuama
OTCYTCTBYIOT cneuyucuyeckue KNUHUYECKUe NPU3HaKKW, Ha OCHOBAHWMKU KOTOPbLIX MOXHO
ycTaHoBuUTb 3Tuonoruio 3abonesanusi. MLP B peansHoM speMeHn obnagaer BbICOKOM
4yBCTBUTENbHOCTLIO, CNELMMUYHOCTLIO U OOBLEKTUBHOCTLIO NONYYEeHHbIX pe3ynbTaTos [1].
HaGop peareHToB «Amplitech MG (R)» no3sonsieT BLIABNATL U KONUYECTBEHHO U3MEPATb
OHK M. genitalium.
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1 HA3HAYEHWVE

Habop npegHasHayeH 19 Ka4yeCTBEHHOINO M KONM4YeCcTBEeHHOro onpegeneHns OHK
Mycoplasma genitalium B 6uonorudyeckom maTepuasie 4vesnoBeka Metogom TILP ¢
rmépnan3aumoHHO-(PIlyOPECUEHTHON  AeTeKuMen B pexumMe «peasibHOro BpeMeHU».
Marepvasiom ana  nposegenvs  TLP-uccnegoBaHua  cnyxar  o6pasubl  JHK,
3KCTparmpoBaHHON 13 cnepyrowmx BMAOB 6MONOrMYEecKoro marepnana:

* Mas3sKu CO C/IM3UCTOM 060/I0UKN BRaranwa;

* COCKOObI anNUTesIMA CO CM3UCTON 060/I0UKN LIePBUKa/IbHOIO KaHana, ypeTpsbl;

e CeKpeT npeacTatesibHOM Xenesbl, Moya (0cafok NepBoii NOPUMK YTPEHHEN MOUK).

Habop npegHa3HayeH [AOn1s NnabopaTtopHOi AMAarHOCTMKM in  vitro (BbisiBeHWE W
konunyectBeHHoe onpegenieHve AHK M. genitalium). lNpumeHeHne Habopa He 3aBUCUT OT
NONYNASLUMOHHBIX 1 AeMOrpanyeckmx acnekToB.

2 OBJTIACTb NPUMEHEHNA

Habop npegHasHayeH ANA NPUMEHEHWUS B KMHWYECKO NabopaTOpHOl AMarHocTuke
[ANS UccnefoBaHns 6UOIOTMYECcKOro Matepvana, NoslyYeHHoro OT L C NOAO03PEHNEM Ha
HaMuMe WHMpeKUWAn, nepefaBaemMbiXx MNOMOBbIM NyTEM. OTpuuartesibHble pesy/nbTaThbl
nccnefoBaHWs C MOMOLLLID Habopa He UCKIKYalT BO3MOXHOCTb  UHMMLMPOBAHUS
M. genitalium ¥ He [O/MKHbI MCNOMBL30BATLCA B KAyecTBe €AMHCTBEHHOM OCHOBbI A1
MPVHATUA peLleHnss O NiedeHnn nauueHta. OTpuuarenbHble pesysbTaTbl MUcCNefoBaHUs
[JO/DKHbI  coYeTaTbCA € KIMHUYECKMMU  HaGNAEHUAMW, uCTopuell  6GONesHn K

3aNnAeMMonornyeckon nHgopmaumen.
Habop MOXeT NPUMEHATLCS B KIMHWKO-AMarHOCTUYECKMX /TabopaTopusix.

3 NMPOTMBOIMOKA3AHUVA K NMPUMEHEHWIO

MpoTnBONOKa3aHUs K NPYMEHEHNIO Habopa OTCYTCTBYIOT.

4 PUCKW NMPUMEHEHUA, MOBOYHbLIE 3ODEKTDI
Mpy NpMMEeHeHUM Habopa NO Has3HaAYeHWo, B COOTBETCTBUM C AAHHON WHCTPYKLMEN
pUCKN 1 NOBOYHbIE 3hheKTbl OTCYTCTBYHOT.

5 COCTAB
CocTaB Habopa”® yka3aH B Tabnuue 1
Tabnvua 1
CoctaB Habopa
HoMuHanbHbIM -
. Kon-Bo BHelwHun BKn
KOMMNOHEHT 06DBEM, M1 ik
-NTYHOUHbI UMbI NMAaHLWeT
MnaHwet co Cmecbio MG (R) 96-nyHo I ACT " NAaHLler,
3aK/1IEEHHbIN 3alUTHON MIEHKOM,
(PeakumnoHHas MLUP-cmecb co cneyngunyeckumm
npaimepamu, p1yopecLeHTHO-MeYeHbIMM - lum C peareHToMm B BUAE resis (OT
30HAaMu, TepmocTabunbHoii AHK-nonnmepasoii, CBETJ'IO-I'Oﬂy60I'O 00 CUHero
AHT®, conamu) LBeTa) Ha AHe Npobupok
MneHkn gna nnadwerta - 2 um. Knekne nnéHkn

' Ha6op ynakoBaH B KOPOOKY M3 KapToHa.
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HoMunHanbHbIN

KOMMOHEeHT .. - v
06BEM. M1 Kon-Bo BHewwHuWiA BUA,
oK
) 08 1 npo6upKa Mpo3payHasa 6ecuBeTHas
(BydhepHbIit pacTBOp) XNOKOCTb
MK n
Mpo3payHas 6ecuBeTHas
(PacTBOp, cogepxauuii reHHOo-NHXEeHEepPHYI0 0.8 1 I'IpO6I/IpKa )KI/Ip KCF))CTI: H
KOHCTpyKuuio ¢ pparmentom AHK M. genitalium) A
B 6yMaxKHOM BMAE W 3/IEKTPOHHOM
VHCTpYKUMA NO NPUMEHEHUIO - 1 . BMAE NO agpecy,
http://www.amplitech.ru/resources/
KpaTtkoe pykoBoACTBO - 1 um. B 6ymaxkHOM Buae
VAN -
Macropt ) 1. B anekTpoHHOM Buae™ no agpecy:

http://www.amplitech.ru/qualitv/

HaGop paccunTaH Ha npoBeAeHne uccnenoBaHus 96 06pasLoB, BKIOYAS KOHTPOJIN.

6 MPUHLMM METOIA

VccnepoBaHve ¢ nomoLplo Habopa nposoguTca mMetogom TLUP ¢ rmbpunamnsaumoHHo-
onyopecueHTHOM  aeTekumel MpoaykKToB amnaudukaumm B pexunme  «peasibHOro
BpemeHun». LeTekuma npoayktoB [MLIP v pasgenbHoe BbissBneHne OHK M. genitalium n
BHYTPeHHero KoHTposns (BK) obecneunBaeTcs NpMMEHEHVMEM B peakLMOHHON cmecun Afis
MUP dpnyopecueHTHO-MeYeHbIX ONIMIOHYKNEO0TUAOB, CUTHaUTbI OT KOTOPbIX PErMCTPUPYHOTCSA
MO pas3/IMYHbIM KaHanam h/1lyopecuUeHTHOM aeTekummn (cMm. Tabnuuy 2).

Tabnuua 2
KaHanbl getekumn muvieHem
Kaan feTekLm curtana ObnacTtb amnnndomkaLmm
oT chnyopodpopa Muuier Cpukauy
ROX OHK M. genitalium pdhD gene
o5 [IHKBK VckyccTBEHHO CYHTE3MpPOBaHHasA

nocnenoBaresibHoOCTb

JIvHeHass  3aBUCUMMOCTb  MeXAy WCXOAHOW  KoHueHTpaumeih  OHK-muwenHn B
nuccregyemom  obpasye M UMKIOM  Havasla  3KCMOHEHUMAsIbHOTo  yBesInYeHus
doniyopecLeHTHOro curHana (noporosoro uukna, Ct) no3sondeT onpefensatb KOHLEHTpauuto
OHK MW genitalium B o6pasue 0THOCUTE/IbHO NoNoXUTEIbHOro KoHTpons MK U (obpa3suya ¢
N3BECTHOM KOHUeHTpauvein AHK-muweHn), KOTopblii NpoxoauT atan akcTpakumm OHK u
MUP ogHoBpeMeHHO C uccnegyeMbiMn obpasuamu. OnpegeneHne koHueHTpaumn OHK
NPOM3BOAUTCA B COOTBETCTBMM C 3afaHHbIMW 3HaAYeHUAMKW KoHueHTpauui MK U u
nosnyyeHHbIMn 3HadeHnamn Ct ana MK U n nccnegyemoix o6pasLos.

6.1 [MpocnexuBaemMoCTb 3HAYEHUIN MONOXNTENNbHOIo KOHTposa MK U

KoHueHTpauusa K1oHMpoBaHHbIX doparmeHToB AHK M. genitalium B MK U coctasnser
51g+0,5lg «konuit/mn. KoHUEHTpauuss onpegesnsercs C MOMOLLbI  YCTaHOB/IEHHOM
npov3BoguTeneM MeTOAVK/A BbINOMHEHUA U3MEPEHWA Ha OCHOBE MeTo4a JIMMUTUPYHOLLNX

passefeHuii [2, 3.

2 B cnyyae OTCYTCTBMS A0OCTyna K VIHTepHeTy obpatutech B CyXXOy TEXHUYECKON NOAAEPXKN MO TenecthoHy
(495) 374-13-46 gna 3anpoca 0 NpegocTaBneHny GymakHOW Bepcun nacnopra.
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7 HEOBXOAMMOE OBOPYAOBAHVE N MATEPVAJTbI

Ona pabotel ¢ Habopom TpebykTcA 060pyAOBaHME W MaTepuasnbl, yKasaHHble B

Tabnuue 3.

Ta6bnuua 3

O6opyaoBaHue U Matepuasbl, Heobxoaumble oA paboTbl C HAGOPOM

Heobxoammoe obopyaoBaHue 1 Mmatepuasnbl B crlyvae

aBTOMAaTM3MPOBaHHOM MNOATOTOBKMN K
nposeaeHuto MUP

 Habop peareHTOB Ana 3kcTpakumm [OHK:
«AHK-100 (R)» (dbopma Bbinycka 1) (OO0
«AmnnnTek», PY Ne P3H 2023/20090);
e [ononHutencHble ‘ matepuasbl n
obopypoBaHve ansa akctpakuum AHK - cornacHo
WHCTPYKLMKN K HAbOpy peareHToB 4718 3KCTPaKLumm
AHK;
e aBTOMaTM4eckas CTaHuus MpobonoAroTOBKM
«Amplitech El» («Amnautek», Poccus; PY Ne
P3H 2022/16981);
. nporpaMmMupyemblii amnnndgukatop ¢
CMCTEMOI AeTeKuun (h/lyopecueHTHOro curHana
B pexume «peasibHOro BpemeHu» (ATnpavim
(OO0 «HMO [AHK-TexHonorus»; PY Ne ®OP
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));
. XONOANNBHUK c Kamepoli,
nogaepxveatolLein Temnepatypy ot 2 °C go 8 °C;

*  EMKOCTb Aansi c6poca  UCMO/Ib30BaHHbIX
MaTepuasnos;
. nepyatkM  MeauUUMHCKUe,  OAHOPa30Bble,

HeonyapeHHbIe.

8 MEPbI NMPEOCTOPOXHOCTU

py4HOI NOArOTOBKM K npoBegeHuto MNUP

» Habop peareHToB ans akctpakumm AHK: «4HK-100
(R)» (dbopma Bbinycka 2) (OO0 «AMNAnUTek», PY No
P3H 2023/20090);

+  [JononHutesnbHble MaTepuasibl U obopypoBaHue
Ans akctpakumm OHK - cornacHo MHCTPYKUMKU K Habopy
peareHTOB A/18 3KcTpakuun [HK;

. MuP-60kc;

. ueHTpudpyra-soptekc (PY Ne ®C Ne 2005/518);

. [03aTopbl NepeMeHHOro 06bEMa, MexaHuyeckue
WN 3N1EKTPOHHbIE, C BO3MOXHOCTLIO [03MPOBaHUSA OT
20 po 200 mkn (PY Ne ©CP 2009/05681);

. wratme ansa MUP-nnaHweTtoB (PY Ne
2011/10287);

. nporpaMmMupyeMblii  aMnangukaTop ¢ cuctemoii
JeTekumMn  o/lyOpecLeHTHOro CUrHana B pexuve
«peasibHOro BpemeHn» (ATnpaiim (OO0 «HIMO AHK-
TexHonorusa»; PY Ne ®CP 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));

®C3

. XOMIOAW/IbHVK C  KaMepoid, noaaepxveatoLeii
Temnepatypy ot 2 °C go 8 °C,
. HakOHEYHWKN AN [03aTOPOB  MEePEMEHHOro

06bEMa, C dwmnbTpoMm, O06bEMOM A0 20  MKA,
0oAHopa3oBble, cBO6OAHbIE OT JHKas3;

e @éMKocTb  Ans cbpoca CMO/Ib30BaHHbIX
maTepuasios;

e Mepyatku MeauLVHCKMe, 0/lHOpa3oBble,
HeonyapeHHbIe.

Knacc noteHumasibHOro pucka npuMeHeHus Habopa (cornacHo MNpukaly MuHucTepcTea
3apaBooxpaHeHns P® Ne 4H ot 06.06.2012) - 26.
PaboTta fo/mkHa NpoBOANTLCA B 1abopaTopun, UCNOJb3yHoLLein MeToabl amnandgukaumm

HYKNIEMHOBbIX KUCMOT 418 UccnefoBaHns marepuana, ¢ cobnwogeHvem tpedosaHuii FTOCT
P 52905 «J/labopatopun MeguuuHckne. TpeboBaHus 6e3onacHocTu», MY 1.3.2569-09
«OpraHuzauma  pabotbl  slabopaTtopuidi,  UCNOJL3YOWNX  MeTodbl  ammdukaunm
HYK/TEMHOBbLIX KUC/IOT npu paboTe C mMarepuasioM, CoAepXawmym MUKpoopraHuambl I-1V
rpynn natoreHHocTu», CaHlNMnH 3.3686-21 «CaHuTapHO-3nMaemMmonornyeckue TpeboBaHuns
No NpodNaKkTUKE MHAPEKLMOHHBLIX BONE3HEN.

Mpy paboTe Heo6xoAMMO BCerga BbINOSHATL Cneayolme TpebosaHus:

e MpuUMeHATb Habop MO Ha3Ha4YeHU B COOTBETCTBUM C [aHHOW WHCTPYKUMER.
OTKNOHEHVE OT MPONMCaHHbIX npouedyp W nopsgka AeWCcTBUI MOXET MpMBECTU K
Nnoly4YeHno He4OCTOBEPHbIX Pe3ynNbLTaToB MUCCNef0oBaHuS.

e K pabote Cc Habopom pAonyckaeTcsi TO/bKO MNepcoHasl, OOYy4YeHHbIi MeToham
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MOJIEKY/IAPHON ~ ANArHOCTUKM M NpaBwiam  paboTbl B KIIMHWKO-AMArHOCTUYECKOM
naboparopun B cootBeTcTBUN ¢ CaHlnH 3.3686-21 (pa3gen V).

» PaccmarpvBartb nccnegyemole o6pasubl Kak NH(PEKLNOHHO-0NacHbIe,
OopraHn3oBbIBaTb PaboTy n xpaHeHne B cooTBeTcTBUM ¢ CaHlnH 3.3686-21.

* YTWIM3MpoBaTb peareHTbl W TMEHKM AN niadHweta  (MCnoJsib30BaHHbIe,
Hencnonb3oBaHHble, npullealive B HEero4HoCTb B CBSA3M C MCTEYEHMEeM CpokKa roAHOCTH
Wwm HecobAeHNEM persiaMeHTMPOBAHHOIO peXxrnma XpaHeHusi, TPaHCMoOPTMPOBaHNUS 1
NMPUMEHEHNS), BHELUHIOW YMakoBKy Habopa, aKCh/yaTauMOHHYH [OOKyMeHTauul B
cooTBeTCcTBUM € TpeboBaHuAaMn CaHlnH 2.1.3684-21 «CaHuTapHO-3nuaeMmnoniornyeckme
TpeboBaHMA K coAepXaHulo TEPPUTOPUIA TOPOACKUX U CENbCKUX MOCESIEHWNA, K BOAHbLIM
obbekTaM, NUTLEBOM BOAE W MNUTLEBOMY BOAOCHAGXEHWUO, aTMOCHEepPHOMY BO3AYXY,
noysBaM, >KWIbIM TMOMELLEHUSAM, 3KCnayaTauum MpPOU3BOACTBEHHbIX, 0O6LLECTBEHHbIX
NOMELLEHNA,  opraHu3aumm 1M NPOBEAEHUI0  CaHUTapPHO-MPOTMBO3ANMAEMNYECKMX
(NpodmnakTUyeckmx) MeponpuaTUiA» K yTunmnsaumm MeauumHCKMX oTXoaoB knacca I

* He oTkpbiBaTb NPOGMPKA C npoayktamy amnavdukauum B npouecce ux céopa u
yTunusauun.

o YTnnusnposaTb OMOMOrMYecknii mMaTepuaul, a TaKke pacxofHble Mmartepuasibl U
WHCTPYMEHTbI, 3arpA3HEéHHble  OGUOMOrMYeckuM  MartepuasioM, B  COOTBETCTBUN C
TpeboBaHnsaMmn CaHllMnH 2.1.3684-21 K yTunusauum MeguuuHCKMX oTXodoB knacca b.

* He ucnonb3oBaTb Habop, €C/iM HapylleHa BHYTPEHHSA yrnakoBKa WM BHELUHWIA BUA,
peareHTa He COOTBETCTBYET ONMCaHWUIO, ykazaHHOMY B Tabnuue 1

* He wvcnosb3oBaTtb Habop, eciv He CO6G/MIAaIMCHL YCNOBUSA TPaHCMOPTUPOBAHUA U
XpaHeHWs COorlacHO MHCTPYKLMN.

* He ncnonb3oBatb HA6op Mo UCTEYEHUN CPOKa FO4HOCTU.

* Vicnonb3oBatb OTAENbHbIA AN KaK[oro  obpasua/peareHta  Of4HOPA30BbIi
HaKOHEeYHWK C PUNbTPOM.

* Vicnonb3oBatb 3alnTHYO ogexay B cootseTcTBumn ¢ MY 1.3.2569-09. Bce onepaunn
NPOBOAUTbL TOJILKO B OAHOPA30BbIX HEONYAPEHHbIX NepyaTkax 419 UCKTIOYEHNA KOHTaKTa C
OpraHn3MoM YesioBeka.

* He ecTb, He NUTb N HE KypUTb B NPOLLECCe UCNONb30BaHWA Habopa. V3beratb KOHTakTa
peareHToB C KOXEW, rnasamu v cim3ncTor 060s104koii. He rnoTarts.

PeareHTbl, BXOAsLUME B COCTaB Habopa, cofepXaT HaTpusi asuf B KOHLEHTpauun He
6onee 0,05 %, NO3TOMY He KIacCUMLMPYOTCA Kak onacHble An1si 3[,0pOBbsi Ye/ioBeKa U
oKpyXatoLleli cpefibl. Mpn KOHTaKTe HEME//IEHHO MPOMbITb MOPaXKEHHOE MECTO 60/1bLUMM
KO/IMYECTBOM BO/Ibl U MPU NJIOXOM CaMOUYyBCTBMN 06PaTUTLCA 38 MEAULIMHCKOM MOMOLLIbIO.
Mpy NonagaHuy BHYTPb PBOTY He Bbi3biBaTb, NMPOMNO/IOCKATL POT BO/OM, 06paTUTLCS K Bpaudy
MPU N/IOXOM CamMovyBCTBUN.

Micnonb3oBaHne HaGopa Mo HasHauyeHU U COGMoAEHUE BbilLenepeyncrieHHbIX Mep
NPeAoCTOPOXHOCTN UCK/THOUYAET HEraTBHOE BO3AENCTBME HA OpraHn3m yesioBeka.
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9 VICCTELYEMbIA MATEPVAN

Ha6op npegHasHayeH ANa WUCCNeAoBaHWA TOMbKO 6GMOIOrMYEcKoro  Martepuana,
yKkasaHHOro B pasgenie 1. B3sitme uccnegyemoro 610M0rMyYeckoro martepuana cremyer
MPOBOANTL B COOTBETCTBU C:

e MY 1.3.2569-09 «OpraHuzauusi paboTbl nabopaTopuii, WCNOMb3YHLWMUX METOAbI
amnaMdmkauum - HyKEeMHOBBbIX  KACNOT npu  paboTe € maTtepuasioM, cofepxalimm
MUKpoopraHusmel -1V rpynn naToreHHoOCTn»;

* MY 4.2.2039-05 «TexHuka cbopa W TpaHCNoOpTUPOBaHMA OGUomMaTepnanos B
MUKpoGroornyeckne naboparopum:

* TpeboBaHMAMU, NepeyncneHHbIMn B Tabnunuax 4 u 5.

Ta6bnvua 4
TpeboBaHUA K B3ATUIO U NpefiBapuTe/ibHOM 06paboTke nccresyemoro marepuana

B3AaTne Ma3koB CO C/IM3MCTOM 060/104KN BRaranunwia
B3atne wmaTepuasa MPOBECTM C MNOMOLLBIO CTEPU/ILHOTO OAHOPA30BOr0 YHMBEPCA&/ILHOTO 30HAA
(Hanpumep, «30HA TN A5 yHUBEpCasIbHbI» UM «30H4 TN Al yHMBepcanbHbIn» (000 «MeguumHckne
nsgenus», Poccns; PY Ne P3H 2018/7058)) B npobupKy € TpaHCNOPTHON CPefoi, coaepkallein KoHcepBaHT
M npefHa3HauYeHHON A1 XpaHeHMs U TPaHCNOPTUPOBaHWA OAHHOro Buaa GMONorMyeckoro marepuana
(Hanpumep, «TpaHcnopTHas cpefa € MykouTukom  (TOM)»  (®BYH UHWW  3Snupemuonorum
PocnotpebHaa3opa, Poccus) nunm aHanormyHas, 3aperncTpuposaHHas B PP B yCTaHOB/IEHHOM MOPSAKE).

B3aTne cockob60B annTesina co CNN3UCTON 060/104KN LEePBUKA/IBHOIO KaHana

B3sTne marepuana nNpoBECTM C MNOMOLLbI0 CTEPUMbHOM OAQHOPA30BOM LIEPBUKA/IbHOW LUTOLLETKN
(Hanpumep, «3oHA, TMN F3 komM6uHMpoBaHHbIi» (OO0 «MeguunHckme usgenus», Poccusi; PY Ne P3H
2018/7058)) wnM CcTepwbHOrO O4HOPA30BOr0 YHMBEPCa&/ILHOrO 3oHAa (Hanpumep, «3oHg Tun Al
yHMBepcanbHblii» (000 «MepguumHckne wusgenus», Poccus; PY Ne P3H 2018/7058)) B npobupky c
TPaHCNOPTHON  Cpeaoi, CcoAepxalein  KOHCcepBaHT U NpefHasHayYeHHOM Ansi  XpaHeHus wn
TPaHCNOPTMPOBAHNA AaHHOro Buaa 6Guonormyeckoro marepuana (Hanpumep, «TpaHcnopTHas cpefa C
MyKosimTukom (TOM)» (®BYH LIHAW 3nungemumonormn PocnotpebHansopa, Poccusa) nm aHanornyHas,
3aperucTpmposaHHas B P® B yCTaHOB/IEHHOM MOPSAKe).

B3sTne cocko60B anuUTeINA CO C/IN3UCTON 060/10UKU YPeTpbl
B3saTne marepuana npoBecTM C MOMOLUbK CTEPWUSIbBHOTO OJHOPA30BOr0 YHWBEPCa&/IbHOTO 30HA4A
(Hanpumep, «3oHAg, Tvn A3 yHMBepcasbHblli» (OO0 «MeauumHckne usgenus», Poccus; PY Ne P3H
2018/7058)) B Npo6UpPKY C TPAHCMOPTHOW CPeaoi, coaepXalleil KOHCEpBaAHT M NpegHa3Ha4yeHHon ans
XpaHeHVs1 1 TPaHCMOoPTUPOBaHNA AAaHHOTO BMAA GUOMI0rMyeckoro Matepuana (Hanpumep, «TpaHcnopTHas
cpega ¢ mykonutukom (TOM)» (PBYH UHWW 3nugemunonorum PocnotpebHagsopa, Poccusa) wnm
aHanoruyHas, saperncTpyposaHHas B P® B ycTaHOB/IEHHOM Mnopsiake).

B3aTne cekpeTta npeacraTenbHON xenesbl
Cobpartb cekpeT npoctaTbl B konnyecTtse oT 0,5 40 1 w1 B cneunasibHy0 04HOPa3oBy0 EMKOCTb. [Mpu
HEBO3MOXHOCTM MONYYMTb CEKPEeT cpasy MNocse Maccaxa npocTartbl, cobpaTb MepByrd NOpPUMI0 MOuu, B
KOTOPOI COOEPXNTCHA CEKpeT npeactatesibHOW Xenesbl, B konmyectBe oT 15 Ao 25 mi mn npoBectn eé
npegobpaboTKy cornacHo nopsaaky NpefobpadboTky MoK,

B3datne n npenobpaboTka Mouun
OTo6paTtb NepBy NOPLMIO YTPEHHEN MOUM B KosimyecTBe OT 15 go 25 mi B cneymanibHyto 04HOpa30oByHo
EMKOCTb.

MpepobpaboTka:

B3b6ontaTtb EMKOCTb C MoOYOW. [lepeHecTr 1 ma MOUM, WCMONb3YA HaAKOHEYHUK C (PuibTpoMm, B
CTEpUbHY0 04HOPAa30BY NPOOMPKY. LieHTpndyrmpoBaTb 5 MuH npy 10000 x a. He 3axBaTbiBasi ocafok,
MOSIHOCTbIO yA&/IMTb CyMepHaTaHT, WCMoJb3ys BaKyyMHblli OTcacbiBaTesls C  KOJIG0M-/TOBYLLKOA 1
OTAENbHbIA HaKOHEeYHKK 6e3 dmnbTpa 4Na Kaxaoro obpasua. Mpu Hamumm 60bLIONO KoMYecTBa conei
pecycneHaMpoBaTb TOMbKO BEpxHWUi Cfoil ocagka coneli B 1ma  dmsmonormyeckoro pacrteopa
CTEPW/IbHOrO, 3aTeM CHOBA KOHLEHTPUPOBaTb LEHTPUAYIMpPOBAHUEM W YA&/UTb CyMNepHaTaHT, He
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3axBarbiBasA 0CajoK.

K ocagky no6asutb 200 MKN (PMU3MOMOrMUECKOro pacTtBopa CTepusbHOro. TuaTenbHO nepemMellarb
COEPXMMOE Ha BOPTEKCE.

Tabnuuya 5
TpeboBaHUA KYCNOBUAM TPaHCNOPTUPOBAHUA U XpaHEHUS
uccrnenyemMmoro martepuana
YcnoBua TpaHCnopTMpoBaHUA YcnoBusa xpaHeHus

Wccnepgyemble matepuasibl, MOMELWEHHbIE B TDAHCMOPTHYO Cpeay
CornacHo TpeboBaHuUAM, yKasaHHbIM B MHCTPYKLUMM K UCNOJIb3YEMON TPaHCNOPTHON cpepe. [onyckaeTcs
O[HOKpaTHOE 3amMopaXuBaHne marepuasia.
CekpeT npeacTaTesibHON Xxere3bl
Mpn KoMHaTHOW TemnepaType (oT 18 °C o 25 °C) He 6onee 6 vy;
Mpn Temnepatype oT 2 °C Ao 8 °C He 60s1ee CyToK;
Mpu Temnepatype muHyc 20 °C He 6osee Hepenw;
JonyckaeTca ofHOKpaTHOE 3amopaxuBaHue marepuana.

Mpu Temneparype ot 2 °C go 8 °C

Moua
[o v nocne npenobpaboTku:
npu Temnepatype ot 2 °C go 8 °C He 6onee CyTok;
npu Temnepartype MmuHyc 20 °C He 6onee Hepenu;
[JonyckaeTcs ogHOKpaTHOE 3aMOpaXuBaHue Marepvana.

10 NMPOBEAEHVE NCCNEOOBAHNA

Mpn Temnepatype ot 2 °C oo 8 °C

10.1 ABTOoMaTtumsnpoBaHHaa akcTpakuna AHK n nogrotoska K nposegeHuio IMLUP ¢
MCNO/Ib30BaHNEM aBTOMAaTU4YeCKOi cTaHuum «Amplitech El». MNMpoBeaeHne MUP u

aetekunn
BHVMAHWE! TNepepn Havyanom paboTbl HEOOXOAMMO O3HAKOMUTLCA C PYKOBOACTBOM MO

aKcnyartaumm aBToMartmyeckoi ctaHumm «Amplitech E1».

SkcTpakumo OHK u3 uccnegyemoro marepuana M KOHTPO/en, a Takke BHeceHue
06pa3uoB aKkcTparmpoBaHHoi AHK B npobupkn ¢ peakumoHHo Cmecbto MG (R) nposecTu
C MCMNoNb30BaHMEM aBToOMaTmyeckoir ctaHumm «Amplitech El1» (OO0 «AMNIUTEK»)
COrnacHO pPyKOBOACTBY MO €& akcrsyataumm W npouenype, ykasaHHOW Hwke. [Ans
akcTpakumm AHK HeobxoamMmo mncnonb3oBaTtb hopMy Bbinycka 1 Habopa peareHToB «AHK-
100 (R)» (OO0 «AMMIUTEK).

10.1.1 TlepemewaTb cogepxmmoe npobupok ¢ peareHtamm OK 1 MK U n ocagntb kaniu

Ha BOpTEKCe.

10.1.2 lMoparotoBUTL KapTpuaX C peareHTamm m3 Habopa «[HK-100 (R)» u BHecTn B
Hero wuccnegyemble 06pasubl® WU KOHTPOAM COracHO WHCTPYKUUW MO €ero
NMPUMEHEHMIO.

BHVMAHMVE! Kaxgas rpynna akcTparMpyemblx 06pasuoB [O0/HKHA COMNPOBOXAATbCA
nocTtaHoBKoOW koHTposnien OK n MK U He meHee yem B O4HOM MOBTOpE.

10.1.3 YCTaHOBUTb Ha pabouymii CTONT aBTOMATUYECKON CTaHUUN KapTpumpK C
BHECEHHbIMU UCCedyeMbIM1 06pasLaMyi U KOHTPOSIAMMK, a Takke pacxofHble
mMaTepuasnbl, BXxogsume B cocTaB Habopa «[HK-100 (R)», cornacHo
PYKOBOACTBY MO 3KCn/lyataunm CTaHumn.

A0nsi 06pasLoB MOUM HEOBXOAVMMO NPOBECTY Npefo6paboTkKy cornacHo pasaeny 9.
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10.1.4 OtTpe3aTb OT MfaHWweTa HeobXoAMMOe KOMMYecTBO MNpPoobupok co Cmecblo
MG (R) M CHATb C HUX 3aLUMTHYHO NNEHKY.

MpumeyaHne - locne CHATMSA 3aWUTHON NNEHKM UCNONIb30BaTb peareHTbl B TeueHune 24 u.

10.1.5 YcTtaHoBUTb OTpe3aHHble Npobupkn co Cmecbto MG (R) Ha pabounii cTon

aBTOMaTMYEeCKOM CTaHuMW B afiantep A/19 KOHTeMHepOoB 415 a/toara.
BHUMAHWE! He gonyckaeTcs OCTaBNATb peareHTbl Ha paboyem cTosie ctaHumm 6oree
YemM Ha 24 u.

10.1.6 3anycTnTb BbINOJIHEHUE C/efyroWmnX MNPOTOKO/IOB COrMacHO PYKOBOACTBY MO
akcnnyartaumm ctaHumm «Amplitech E1»:

a) NpoTokosia aKkcTpakumn OHK ¢ ncnonb3osaHvem LITPUX-KoAa A1 MPOTOKONA,

yKa3aHHOro B KpaTkOM pPyKOBOZCTBE Mo npumMeHeHuto Habopa «HK-100 (R)»;

MpumeyaHue - B npoTtokone ykasaTb 06bEM anwumm 100 mMka. B cnyvyae ogHOBPEMEHHOrO

3anycka NpoTOKOMOB 3KCTpakuMy M NOoAroToBkM K nposeaeHuto MLIP o6bEM antouum He TpebyeTt
PYYHOro BBOAA, TaK Kak y>Ke BK/IH0YEH B NPOTOKO/1 NOATOTOBKN K npoBeaeHuto MLUP.

6) NpoTokona NoAroToBKM K npoBefeHuio MLUP ¢ ncnonb3oBaHWeM LUTPUX-KO4a

ONA NPOTOKO/MA, YKa3aHHOrO B KpaTtkoM PYKOBOACTBE MO MPUMMEHEHWM0 Habopa

«Amplitech MG (R)».

10.1.7 TMocne 3aBepLleHnsa NPOTOKO/0B BbIHYTb aganTtep ¢ NpobupkaMu 1 3aKenTb UX
NIEHKONM, BXoAsLleli B cocTaB Habopa «Amplitech MG (R)». 2ntoat, BHECEHHbIN
B NPOGUPKN, COOEPXUT NOYYEHHYIO B npouecce akcTpakunm AHK.

BHAMAHWE! MNpo6bupkn, 3akneeHHble MIEHKON, He nepeBopaymBaTb M He BCTPSXMBATh,
4TOObI N36eXarb paszbpbI3rMBaHNA COAEPXKMMOro Mo CTEHKaM MPOBMPOK 1 nonajaHusa Ux Ha
3alUNTHYIO M/IEHKY.

10.1.8 3anporpammMmupoBaTtb amnnaudukatop Ans nposegeHus TMUP u  geTtekuuu
(Jo/lyOpecLEeHTHOro CuUrHasia Ccor/laCHO WMHCTPYKUMM MO ero MNPUMEHEHU0 Mo
nporpamme, ykasaHHol B Tabnvmue 6.

Tabnuuya 6

Mporpamma MNMUP v getekunn npu noarotoBke K nposegeHuto MNUP ¢
ncnonb3oBaHMEM aBTOMaTU4eckon ctaHumm «Amplitech E1»

B JeTekuna no kaHanam ans KonwnyecTtBo
Uukn  Temnepatypa, X pemsa dbnyopodopos LMKNOB
1 50 15 mMuH - 1
2 95 2 MVH - 1
3 95 O c - 49
60 20 c ROX, Cy5

MpnmeyaHus

1) Mpy nporpaMmMmnpoBaHMn amnandgukatopa ykasatb 06bEM peakumu: 25 MK/I.

2) Mpn ogHOBpPEMEHHOM MPOBEAEHUN B O4HOM NPUGOpPE TECTOB TOJLKO A5 BbiaBAeHnA JHK
JonyckaeTtcsa UCKMOYNTb U3 YKa3aHHOol nporpamMmmbl uukn «50 °C —15 MUH» 415 9KOHOMUUN BPEMEHMN.

3) JeTekuma MoOXeT HasHayaTbCA MO APYIMM  KaHanam, MOMUMO YyKa3aHHbIX, Mnpu
O[lHOBPEMEHHOM NPOBEAEHUN B O4HOM NPUGOPE HECKOSIbKNX TECTOB C UCNOJIb30BAHMEM YKa3aHHO

nporpammbl.
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10.1.9 MNomecTuTb NPOBGMPKM C peakuMOHHON CMECbI0 M 3M1KaToM B aMnandukaTop u
3anycTuTb nporpammy.

10.2 kcTpakuva OHK v pydHasa nogrotoBka K nposegeHuio TMUP. MNpoBepeHne

MUP v peTekymmn

10.2.1 TMposectn akcTpakuuwo AHK (c npumeHeHMem aBTOMATUYECKOW WU PY4UHON
MEeToAMKM) M3 MCCNeayemMoro martepuasia M KOHTPOseh C UCNosb30BaHWEM
dopmbl BbiNycka 2 Habopa peareHToB «[AHK-100 (R)» (OO0 «AMMAUTEK»)
COrN1aCHO WHCTPYKLUUKN MO ero NpUMeHeHuIo.

MpumeyaHne - 3nOUUKD NPOBECTM B 06BbEMe 100 MK/,

BHVMAHVE! Kaxpgaa rpynna akcTparMpyembix 06pasuoB [O/HKHA COMNPOBOXAATLCS
noctaHoBko koHTponen OK u MK U He mMeHee uyem B ogHom nosTope. [lepep
NCNONb30BaHMEM KOHTPO/Iei nepemMellartb UX 1 0caamnTb Kanam Ha BOpTEKCe.
10.2.2 Otpe3aTb OT NNaHwWeTa HeobXoAMMOe KOoNM4ecTBO Npobupok co CMechio
4 MG (R) 1 CHATb C HUX 3aLUUTHYIO NJEHKY.

MpumeuyaHue - locne CHATUS 3aWUTHON NEHKM UCMOMb30BaTbh peareHTbl B TeHeHne 24 u.

10.2.3 Ana ypobctBa BHeceHuss o6pa3uoB [JHK pekomeHayeTcs YCTaHOBUTb
OoTpe3aHHble Npobupkn B Wwrtatne ana MNUP-nnaHweTos.
10.2.4 BHecCcTV B NOAroToB/IEHHbIE NPO6UPKM No 20 Mkn obpasuos AHK, nonyyeHHbIX B
pe3ynbTare SKCTPakuum U3 nccrnegyembix 06pasuoB 1 koHTponel (OK u MK U).
BHMAHME! Tpu BHeceHun [HK Heobxoaumo wusberatb nonagaHna copbeHtTa B
peakLMOHHYI0 CMECh.
10.2.5 lMepemeluatb coAepXUMOe NUNEeTUPOBaHNEM, HE AoNyCcKas Ny3bipbKOB BO3AyXa.
10.2.6 MNMocne BHeceHuss obpasuoB AHK 3aknenTb Npo6GUPKM NNEHKOW, BXOAALLEN B
cocTaB Habopa «Amplitech MG (R)».
BHVMAHWME! Tpobupkn, 3akneeHHble MMEHKOW, He nepeBopaymBaTb M HE BCTPAXMBATD,
yTOObI N36exaTb pasbpbI3rMBaHNA COAEPXMMOT0 Mo CTEHKAM NPOOMPOK M NonagaHnsa ux Ha
3alMTHYHO MIEHKY.
10.2.7 3anporpammupoBatb amnaudukatop Ana nposefeHua [MUP un  getekuumm
donyopecLeHTHOro curHana CornacHo MHCTPYKUMW MO ero MPUMEHEHWU0 Mo
nporpamMmme, ykasaHHoi B Tabnvue 7.

Tabnvua 7
Mporpamma MUP 1 getekumn npu py4yHoii noarotoBke K nposeaeHuto MUP
JeTekuya no KaHasiam an1a KonnyectBo
Lukn  Temnepatypa, Bpewms chryopodhopos LVIKIOB
1 50 15 MuH - 1
2 95 15 MuH - 1
. 95 0 ¢ - 49
60 20 c ROX, Cy6

MpumevaHuna
1) Mpun nporpammMmupoBaHun amnauukatopa ykasatb 06bEM peakuuun: 25 mkin.
2) Mpv o4HOBpPEMEHHOM NPoOBeAeHUN B O4HOM MPUGope TECTOB TONILKO A1 BbiABAeHUA JHK
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JonyckaeTtcsa UCKIIYNTb U3 YKazaHHON nporpaMmbl Unka «50 °C -15 MuH» ANS 3KOHOMUK BPEMEHMN.
3) JeTekuma MOXeT HasHavaTtbCA MO ApYyrMM  KaHanam, MNOMUMO YyKasaHHbIX, npu
oAHOBPEMEHHOM npoeseageHUn B OAHOM I'Ipl/l60pe HEeCKOJIbKUX TeCTOB C MCNOJZIb30BaHNeM yKa3aHHOI7I
nporpamMmmebl.
10.2.8 NomecTnTb NPOGUPKM C pPeakUMOHHOM CMECLIO N 3/10aToM B amniudumkaTop u
3anycTuTb nporpaMmmy.

11 YYET U MHTEPMPETAUNA PE3Y/IbTATOB

11.1  Y4éT pe3ynbTaTtoB OCYLLECTB/ISETCA C MOMOLbI NMporpaMMHOro obecnevyeHus
MCNONb3yeMOro amnandukaTtopa COorfacHoO MHCTPYKUUW MO ero NMpUMEHEHMIO.
PekomeHayeTcs BbICTaBNATbL NOPOroBy0 NIMHUIO Ha ypoBHe 10 % oT pasropaHus
MOMIOXUTENIbHOTO  KOHTPOnA.  KpuBble  hriyopecueHuun,  nepecekaroluue
MOPOroBYH0 NINHUIO, AO/MKHBI UMETL CUTMOO0BpasHyo hopmy.

11.2 TpoBepuTb Hanuume 3HaveHuin Ct no kaHany ROX.

11.3 Tlpu Hannumm 3HadveHuii Ct no kaHasnly ROX paccumtatb KoHueHTpauuio AHK
M. genitalium B reHOMHbIX 3KBMBa/IeHTax B OAHOM mMunavnutpe (F3/mn)
cornacHo copmyne (1).

100000
CaHkmo = Act (1

raoe COHKMC - KoHUeHTpaumsa JHK M. genitalium, I'3/mn;
ACt - pa3HoCTb Mexay 3HaudeHnem Ct gna nccnegyemoro obpasua v 3HadeHnem Ct
ona MK n no kaHany ROX.

MpumeyaHne - KoadhdpuumeHT nepecuéta KoHueHTpauuu AHK M. genitalium n3 konuii/mn B

F3/mn paseH 1.

11.4 TlpoBecTn UHTepnpeTaumio pe3ynbTaToB A/1a uccneayemMbix 06pasLoB CorfacHo

Tabnuue 8.
Tabnuua 8
NHTepnpeTayuma pe3ynbtartoB 4115 nccriegyemMmbix 06pasuonB
PesynbTtar VHTepnpeTauus
KauecTtBeHHOe onpegeneHne IHK M. genitalium
Mo kanany Cy5 sHauenue Ct onpegenero He 6onblue M genitalium B o6pasue He
rpaquHoro" BblAABJ/IEHA.

Mo kaHany ROX 3HayeHue Ct oTCyTCTBYET.
Mo kaHany Cy5 3HayeHume Ct onpegeneHo wunm
OTCYTCTBYET. B o6pasuye BbigBneHa HK M. genitalium.
Mo kaHany ROX onpepeneHo 3HayeHue Ct.
Mo kaHany Cy5 3HayeHune Ct oOTCyTCTBYEeT WK
onpegeneHo 60MblIe rpaHNYHOro. HeBanugHblit pesynbTar
Mo kaHany ROX 3HayeHue Ct oTCcyTCTBYET.
KonunyecteBeHHoe onpeaeneHve JHK M. genitalium

Mo kaHany Cy6 3HayeHue Ct onpepgeneHo He 6onbwe [AHK M. genitalium B o6pa3sue He
rPaHUYHoro. BbISIB/IEHA.

A TpaHnuHble 3HaveHns Ct ykasaHbl B KDAaTKOM PYKOBOACTBE M0 NPYMEHEHMI0 Habopa.
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PesynbTtar
Mo kaHany ROX 3Ha4vyeHue Ct oTCcyTCTBYET.

PaccuutaHo
M. genitalium,
n3MmepeHuna Habopa.

3HayeHune

PaccuyutaHo
M. genitalium,
n3mepeHus Habopa.

3Ha4veHune

KOHLeHTpaumu AHK
yKnagbiBawuweeca B Auanas’oH
KOHLleHTpaLummn AHK

Mo kaHany Cy6 3HayeHme Ct oOTCyTCTByeT wWau

onpeaeneHo 6osblue rpaHnyYHoro.

Mo kaHany ROX 3HayeHue Ct oTCcyTCTBYET.

Pe3ynbTaT WCCMEA0OBAHUS CUUTAOT [IOCTOBEPHbIM,

MHTepnpeTaunsa

OHK M. genitalium B o6pa3ue BbisiBNeHa
B KOHLEHTpauuu B npegenax gmanasoHa
n3MmepeHua Habopa.
OHK M. genitalium B o6pa3sue BbisiB/ieHa
He yknajblBawleecsa B AuanasoH B

KOHLEeHTpauum BHE npeaenos

AvanasoHa n3mMepeHusa Habopa.

HeBanugHoelii pesynbrar

ecnM  MnoslydeHbl BannaHble

pe3ynbTaTbl [N KOHTPO/E B COOTBETCTBUM C Tabnumueit 9.

KoHTpoOnb
OK

MK n

Ta6bnuua 9

KpUTepumn oueHKn ANs KOHTponei

Hopwma

Mo kaHany Cy6 3HauyeHne Ct onpefesieHo He 60/blie rPaHNYHOro®.

Mo kaHany ROX 3HayeHne Ct oTCyTCTBYET.

12 BO3MOXXHbIE OLUNBKU

PekoMeHAaUMn no YCTPaHEeHN0 BO3MOXHbIX OLLUMGOK, NonydaembiX 471 UCCNeayembIX
06pa3LoB W KOHTPO/E B mpouecce uccrefoBaHMsi C MOMOLIbO Habopa, ykasaHbl B

Tabnuue 10.

Mo kaHanam ROX, Cy6 3HaueHne Ct onpenenieHo He 60/blie FPaHNYHOro.

Ta6bnmua 10

PekomeHgaumnm no yctpaHeHUo owmnbokK

OwnobKa

Ana MK 3HavyeHue Ct no

kaHany ROX wu/unn Cy6
oTCcyTCTBYET nnu
onpegesieHo 6onbwe
rpaHnyHoro”

Ana OK no kaHany Cy5
3HayeHune Ct oTcyTCcTBYeET

wnn onpepgeneHo 6onbwe
rPaHNYHoro.

Bo3mMoOXxHasa npuynHa
BO3HUKHOBEHUA

HekoppekTHoe
npoeefleHNne  3KcTpakuum
OHK wn/vnn NUP.

HEKOppPEKTHoe
€HMe  3KCTpakLuuu
A'[HK n/nnn MLUP.

Ona OK no kaHany ROX
onpegeneHo 3HayeHue Ct.

HeBanunaHblii pesynbTaTt
Ansa nccnegyemoro obpasua
(3HaueHune Ct no kaHany Cyo6
oTcyTCcTBYET nnm
onpepgenexHo 6onblue
rpaHnyHoro, no kaHany ROX
3HayeHune Ct oTCyTCTBYET).

KoHTamunHauma peareHToB
nnu nccnenyemblx
obpasuos npoaykramu
amnnudukaymun.

HekoppekTHoe
nposegeHune
OHK.
Hannune B obpasue
nurnéuTopos MUP.

3KCTPaKLUM

PekomeHaauunm no ycTpaHeHuto

MoBTOPUTHL UccnepgosaHne onsa Bcex
o6pasuos, HaynHas C aTana
akcTpakuyum AHK.

MoBTOpPUTbL MccnegoBaHue A1A BCeX
06pasuos, HauynHas c aTana
akcTpakuum AHK.

MpeanpuHATL Mepbl MO BbIABAEHUIO
n nvkeupaunmu NCTOYHMKa
KOHTaMmuHaumnm " NoOBTOPUTbL
nccneposaHue ana Bcex o6pasuos,
HauunHaa c aTana akcTpakuum AHK.

MoBTOpPUTL UCCNefOBaHUEe [aHHOTIOo
nuccnegyemoro o6pasua, HaumHasa c
sTana aKkcTtpakuunm AOHK. B cnydae
BOC/IPON3BOANMOTO pe3ynbTarta
pekoMeHAyeTcAa NOBTOPHOE B3ATUE U
nccnepoBsaHune 61oNornyecKkoro
MaTtepuana.

5 paHuyHble 3Ha4YeHna Ct ykasaHbl B KpaTKOM PYKOBO/CTBE MO NPUMEHEHMI0 Habopa.
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Bo3moxxHas npuyvHa

Owmnbka PekomeH A MO YCTPaHEeHUIO
BO3HNKHOBEHUA Aal yerp
MpoBeputb npaBW/IbHOCTb
Ans MICCNIeAYEMOTO 356 EH r BHS P n roBoii
obpasua/koHTponei paHHoro — ypo opoouo
NMHUM WM napamMeTpoB pacuyéTta
onpegeneHo 3HayeHue Ct, o P P P
o 6asoBoii NuHuMKM. Ecnn pesynbtar
npy 3TOM Ha rpaduke HeKoppeKTHbI BbIGOP
o nonyvyeH npu MpaBUIbLHOM YpOBHE
dnyopecueHLmnm YPOBHSA MOPOroBOM JIMHUU o o
. noporoBon MHUK (6a30BON NUHUN),
oTCyTCTBYeET y4yacToK waM napamMeTpoB pacuérta
N TpebyeTcs NOBTOPHO  MNpPOBECTU
XapakTepHoro 6a30BOl NHUMN.
amnandukaunio n geTtekunio Ans
3KCNOHEHUManbLHoro HekoppekTHoe
. atoro ob6pasuya waM, B cnydae
noabéma (rpadhuk nposepeHune MUP.
o HEKOpPPEeKTHOro BuAa rpaguka gnas
npepcraesnsaer coboli
KOHTpONSA, aMmnnudukawlno n
NPUBAN3NTENBHO  NPAMYIO

JeTekuuo Ans Bcex uccneayembix

JNINHUIO). o
06pasLoB 1 KOHTPONEN.

13 KOHTPOJIb KAHECTBA

13.1 KoHTponu, nucnosib3yemble B MpoLecce nccriegosaHns

I PesynbTaTbl nccnefoBaHnsa KOHTPOMER AO/MKHbI COOTBETCTBOBAaTb KPUTEPUSAM OLIEHKM,
yKasaHHbIM B pa3sgene 11.

13.1.1 OTpuyaTenbHbIA N NOSTIOXNTESTbHBIA KOHTPON

Kaxgasi rpynna akcTparnpyemMbix 06pasLoB A0/MHKHA BK/IOYATb KOHTPO/IbHbIE 06pasLbl:

» OKpans BbIsIBNEHUSI KOHTaMVHaLMM B NPOLLECCe NPOBEAEHNS UCCNef0BaHUS;

e MK 1M ANa KOHTPONS KOPPEKTHOTO MPOXOXAEHWS WCCNeAoBaHMsl, a Takke gns
KonmyecTBeHHoOro onpegeneduss AHK M. genitalium B 6uonormyeckom Matepuane
yesioBeKa.

13.1.2 BHYTPEHHUI KOHTPOSIb

Ona KoHTpons kayectBa 3akcTpakumm [OHK © OUeHKM BAUSAHUA WHTMOUTOPOB Ha
pe3ynibTaTbl amnMdukaumm UCNosb3yeTcs 3K30reHHbll BK, koTopbli fo6aBnsertcs Ha
atane akcTpakumm OHK B kaxablid nccnepyemblit obpasel, u KoHTponu. OTcyTcTBue
pe3ynbTatoB amnaudmkaumm ona BK M OOAHOBPEMEHHO 411 BbIABNSAEMOro
MUKpOOpraHnsma CBUAETeNbCTBYET O NPUCYTCTBUMM MHIMoutopos MLIP B obpasue wm
HEKOPPEKTHOM npoBefeHun akcTpakumn AHK.

13.2 MOHUTOPWVHT flabopaTopun Ha HasInume KOHTaMmHauum

[Nns BbIsIBNEHNs1 BO3MOXHOW KOHTaMUHauumM nabopatopumn npogykramm amnandgukauumn,
nccnegyemMbiM M KOHTPO/IbHbIMK 06pa3uamMm pekoMeHAyeTcs pas B Mecsl, uccnegoBatb
CMbIBbl C pabounx NoBepxHOCTen nabopaTopHoi mebenun, 06opya0BaHNA U NOBEPXHOCTEN
NMOMELLEHNIA cornacHo npoueaype, ykaszaHHon B MY 1.3.2569-09. [Npu o6GHapyXeHuu
KOHTaMMHauuM HeobXoAMMO MPOBECTM MEPONPUATAA MO €€ YCTPaHEeHW COr/1acHo
yKazaHusaM, onucaHHbIM B MY 1.3.2569-09.

13.3 BHYTpPEeHHUIN KOHTPOJIb KavyecTBa /labopaTopHbIX UccnegoBaHumn

PekoMeHAyeTca NpoBOAWTbL KOHTPO/b  KAuyecTBa  BbIMOSIHEHWUS  UCC/eA0BaHuin  C
CMONb30BaHNEM MaHeneil KOHTPO/IbHLIX 06pasLoB, NpeAHasHauYeHHbIX A1 NPoBeAeHNs
BHYTPEHHETO W BHELUHEr0 KOHTPO/ieli KadecTBa /1aGopaTopHbIX WCCeAoBaHuii no
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O6GHapyXeHNI W1  KoMyecTBeHHoMy onpegeneHutio  OHK M. genitalium, nn6o
CpaBHUTE/IbHLIM MCCNefoBaHMeM C UCNO/Ib30BaHNEM 3aperncTpupoBaHHbIX B P® Habopos
peareHTOB [O/19 KayeCTBEHHOro M Ko/myecTBeHHoro onpegeneHna AHK M. genitalium B
6uonornyeckom matepuane metogom IMLP.

14 ®YHKUNOHAJIbHBIE XAPAKTEPUCTUNK HABOPA®

14.1 MNpepen obHapy>keHus

Mpepgen o6HapyxeHna Habopa coctaBngetr 800 2 AHK M. genitalium B 1 ™Mn
nccnegyemoro marepuana (95 % AW: 419-1019 '3/mn) gna Bcex 3asBfIEHHbIX BUAOB
6uonornyeckoro marepuasna.

14.2 Jnana3oH U3MepeHns u npenen nsMepeHus

[dnana3oH nsmepeHusa coctasnsgeTt ot 1600 go 100000000 '3 AHK M. genitalium B 1 mn

nccnegyemoro matepuana i BCeX 3asB/IEHHbIX BUAOB 6GMOMNOrMYEcKoro marepuviana.

( Mpegen w3MepeHuss Habopa coBnafaeT C HWKHEW rpaHuueli avanasoHa WU3MepeHus
Habopa.

14.3 AHanutnyeckas cneyndnyHoCTb

AHanutnyeckas  crneymMduYHOCTb  Habopa oOueHuMBanacb MNpy  TECTUPOBaHUN
MUKPOOPraHn3MoB, yKasaHHbIX B Tabsvue 11, reHomHoi OHK uyenoseka, a Takke AHK
M. genitalium. AHK MwuKpoopraHusmMoB uccrefoBasiaCb B KOHUEHTpauun He MeHee
1-10® konuii/mn, reHomHass OHK uyenoBeka - B KoHueHTpauuu 1 mkr/mn. Mo wToram
TECTUPOBAHMWA NTOXHOMOMOXUTENBbHBIX Pe3yNbTaToB BbISIB/IEHO He Oblo.

Tabnuua 11
MUKpOOpraHm3ambl, UCMOMb3yEMbIE A1 OLUEHKN aHa/IMTUYECKOI cneunguiuHocTun
HanmeHoBaHune HanmeHoBaHune HanmeHoBaHne
Candida albicans Neisseria gonor/if?oeae Trichomonas vaginalis
Chlamydia trachomatis Neisseria flava Ureaplasma parvum
Gardnerella vaginalis Staphylococcus aureus Ureaplasma urealyticum
Enterococcus faecium Staphylococcus epidermidis CMV
Escherichia coli Staphylococcus saprophyticus HSV 1Tuna
Lactobacillus spp. Toxoplasma gondii HSV 2 Tnna
Mycoplasma hominis Treponema pallidum HPV

14.3.1 TloTeHUManbLHO UHTepdepupyroLLmMe BeLlecTBa

MoTeHumanbHO UHTepdepupytowme Bewectsa (MHrIMouTopsbl MLUP) 1 nx MakcMmasbHble
KOHLeHTpaumm B obpasLe, A/19 KOTOPbIX OLEeHNBasIoCh UX NHrMbupyowee snusaHue Ha MNUP,
nepeuncneHsl B Tabnuue 12.

®3asBneHHble aHA/IMTUYECKE XapaKTepUCTHKN Habopa, KpoMe aHauTIMTUHECKON cneunUYHOCTH, NPOBEPEHDI
C UCMo/SIb30BaHWEM CTaHJapTHOro obpasua npeanpusaTus, CodepXallero BEeKTOp CO  crneundmryeckoi
nocnegosarenibHocTbio AHK M. genitalium.
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Tabnuua 12
MoTeHUManbHO MHTepdepupyoLWMe BewecTBa

Viccnenyemblii y Al|anBHbIi TunuHTepde- KoHueHTpauusa OB60CHOBaHWE
HT HT
MaTepmar epchepe KOMMOHEHT peHTa BelllecTBa B MUccrieqoBaHHOM
o6pasue KOHLEHTpauum
Ma3sku co
CNM3NCTOM
060/104KM LiensHas kposb 5% viv
Bharaniia, SHAoreHHast
COCKOObI anuTenus A
cybcTaHuma
CO C/IM3NCTbIX
OunLLEHHBI
o06ono4ek MyLwH 6'-'-'. 150 MKr/Mn O6bem B
LepBUKaNIbHOro enok ob6pasue B
KaHana, ypeTpbl yCnoBusx
OHpOoreHHas «Hauxyfulero
AnbOYyMUH Benok 500 mr/n
Moua (ocagok y cybcTaHums cny4dasn»
nepBol nopuum) AHTNONOTUK-
A3nTpoMUUMH  ASUTPOMULUH 1 mr/mn
pomuy, pomuy, asanmg
OHporeHHas
Cekpet . dpyKTO3a o 6ACTaH ol 10 mr/mn
npeacTaresibHol y u
Xenesbl MéynpodcheH WN6ynpocheH HIMBC 300 mkr/mn

B pesynbTare ucnbiTaHnii NOATBEPXAEHO, YTO BUSHUE UCCMEeA0BaHHbIX NOTEHLUMaTbHO
NHTepdepupyowmx Bewects Ha [UP, npoBogumyd C UCMNosb3oBaHWEM Habopa
«Amplitech MG (R)», oTcyTcTByeT.

14.4 Tpeyn3noHHOCTb N3MepeHns
KoathdomumeHnt  Bapmauum  nostopseMocTn  CVn  3HAYeHU  KOHLEeHTpauumu,
XapakTepusyoLwmnii BHYTPUCEPUIHYIO MNOBTOPSAEMOCTb W3MEPEHUA C MCMO/Ib30BaHNEM

Habopa, He npesblwaeT 5 %.
KoadhcpumeHt Bapuaupm  BocnpoussBogumocty CVb 3HAYeHWUd  KOHUeHTpauuw,
XapaKkTepusyloLwmnii - MeXCcepuintHyt0 BOCMNPOU3BOAMMOCTb M3MEPEHWU C MCNOJSIb30BaHUEM

Habopa, He npesbiwaet 10 %.

14.5 MpaBUNbLHOCTb U3MepPEeHns
Cuctemartmyeckas MnOrpeLlHoCcTb, XapakTtepusyolwiad npaBU/IbHOCTb W3MEPEHUA C
ncnonb3oBaHMeM Habopa, He npesbiwaeT 15 %.

14.6 JnarHoCTUYeCKne xapakTepucTuku

3HayeHnss  AMarHOCTMYECKOW  4JyBCTBMTENbHOCTM  (OY) M AmMarHocTuyeckomn
cneuyndpmyHoctTn  (AC) Habopa C [OoBepuTesibHOM BepoATHOCTbLIO 95 % ykasaHbl B

Tabnuue 13.
Tabnuua 13
JnarHoctmnyeckme xapakTepucTuKn
Konnyectso
Vccnenyembiii MaTepvian 06pasLioB a4, % AC, %
MosSIOXUT.  OTPULAT.
Ma3skun CO CNMM3NCTON 060M0UKM 100 101 97.0-100 97,1 -100
Bnaravia
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i KonuuectBo
Vccneayembin matepuan o06pasLioB a4, % AC, %
NoOJIOKUT.  OTpULAT.
Cockobb! anuTenns co

C/IM3NCTON OOOSOYKM 101 101 97,1 -100 97,1-100
LiepBMKa/IbHOTO KaHasia

Cockobbl anuTenns co

CNM3UCTOI 0BO/IOUKN YPETPbI 100 102 97,0-100 97.1-100
Moua (ocafiok NepBoii NopLN) 101 100 97,1 -100 97,0-100
CexkpeT npeacrartesibHON Xenesbl 24 85 88,3-100 96,5-100

14.7 Koppenauusa

Koppenauus  akcnepuMeHTaslbHbIX  3HAYEHUI  KOHUEHTpauuWii, MNOMYYEHHbIX Npw
nccnepoBaH  06pasyoB  OGMOMOrMYECKOro MaTepuasia € UCNosib3oBaHWem Habopa
peareHToB «Amplitech MG (R)» n pechepeHTHOro Habopa peareHToB, NpeAcTaB/ieHa Ha

pucyHke 1
I
5 600
glg
II-I S.00
i
()
Amplitech MG (R), ig F'3/mn
PucyHok 1
15 YCNOoBNA XPAHEHWA, TPAHCIOPTUPOBAHNA N 3SKCIJIYATALUUNA
HABOPA

15.1 Cpok rogHocTu

Cpok rogHocT Habopa cocTasnseT 12 mecsueB OT AaTbl U3TOTOB/IEHUS.

Mocne BckpbITUA peareHTbl MK U, OK ucnonb3oBatb 40 WCTEUYEHUA CpoKa roAHOCTU
Habopa. locrne cHATUA 3awmnTHOM NNéEHKN Cmecb MG (R) Ucnosb3oBaTh B TeyeHne 24 .

He gonyckaeTcs cmelunBaTb KOMNOHEHTbI HAOOPOB pasHbIX CepUin U NCMOb30BaTb HABoP
Mo UCTEYEHMM CPOKa rOAHOCTN.

15.2 XpaHeHue

Hab6op B ynakoBke npeanpuaTna-u3roToBUTENS XpaHutb npu Temnepatype oT 2 °C ao
8 °C 1 OTHOCUTENBbHOWN BN@XHOCTU BO3Ayxa OT 25 A0 75 % B 3alUMWEHHOM OT CO/THEYHOIO
ceeTa mMecTe. NnaHweTt co Cmecbio MG (R) 6epeysb OT Bnarn. Mocne TpaHCNopTUPOBaHUS
[0MNyCKaeTcsa XpaHuTb Habop He 6onee 5 cyTok npu Temnepartype ot 8 °C go 25 °C.

PeareHTbl Noc/ie BCKPbITUS XPaHUTb B TEX XKe YC/I0BUAX, UTO U peareHTbl 40 BCKPbITUS.

He gonyckaeTcs oCTaBNATb peareHTbl Ha paboyemM CTos1e cTaHumMm 6os1ee Yem Ha 24 u.
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15.3 TpaucnoprupoBasne

Habop TtpaxcnopTuposaTte npu Temnepatype ot 2 °C go 8 °C Bcemn BHAAMM KPbiTbiX
TPAHCNOPTHLIX CPEACTE B TEPMOKOHTEHHepax ¢ XNAnoINeMeHTaMn wnu B
asTopedpuxepatopax. [lonyckaerca TpaHcnoptupoeats HaGop npu Temneparype ot 8 °C
Ao 25 °C ne Bonee 10 cyTok.

15.4 dkcnnyarauns

J PearenTei, BX0AAwWMe B cocTaB Habopa, roToBbI K UCNIONb3IOBAHUIO.

Mpobupku NnaHweTa ¢ peareHTamu NPegHASHaYeHb! ANA OAHOKPATHOTO UCNONb3OBAHUA,
I Uccnenosanne obpasuos ¢ ucnonsiosaHwem HaGopa AOMKHO NPOBOAUTLCA NpU
Temneparype orv 18 °C ho 25 °C v OTHOCHTENBLHOM BNAXHOCTU BO3ayxa oT 25 % A0 75 %.

16 NEPEYEHb COKPALLEHUA
B HacTOsLLEA UHCTPYKLIWA NPUMEHEHD! CNeayIolne COKpallieHNA:

‘ Ct — cycle threshold (noporoebié UWKn)
B. — Bepcun
BK — BHYTPEHHWA KOHTPONb
a — AoBepUTENbHLIA UHTEpBan
AHK — AesokcMpubonyxneMHoBan KWCnoTa
AHKasa — AesokcmpnBonykneasa
OK - OTpULATeNbHLIA KOHTPONL
11,4 — NONOXMTENBHBLIA KOHTPONDb
nue — nonuMepasHan LenHan peaxyus
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18 NEPEYEHb NPUMEHAEMbIX HALIMOHANBHDLIX CTAHOAPTOB

FOCT P 51088-2013 MeguuuHCKue n3nenusa ANA GUArHOCTUKM WH BUTPO. PearenTel,
Habopobl peareHToB, TECT-CUCTEMbI, KOHTPOMbHBIE MaTtepuanel, nurartenbHbie cpeabl.
Tpe6oBaHWA K U3AENUAM U NOAAESPKNBAIOLLEA AOKYMEHTaLIMN

FOCT P 51352-2013 MeavuMHCKME U3denua ANA AWATHOCTUKU WH BUTPO. MeTtoabi
MCNBITAHWA
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FrOCT P UCO 18113-1-2015 Meauumuckne uagenus ans AwarHocTUKM in vitro.
Wudopmaumn, npeaocraBnaeMan wmarotoputenem (Mapkupoeka). Yacte 1. TepMUHHI,
onpeaeneHun u obwme tpebosanun

FOCT P UCO 18113-2-2015 MeguumHckue u3genwsl ANA AWATHOCTWKW in  vitro.
Uudopmauun, npegocrasnaemMan narotoeutenem (Mapkuposka). Yacte 2. PeareHTs ana
ANarHocTuu in vitro ans npogeccuoHanbHoro NPUMeHeHUA

FOCT P UCO 23640-2015 Uspenun meauumHCKMe ANA AVArHoCTHKY in vitro. Ouenka
cTabunLHOCTY peareHToB ANA AWArHOCTUKK in vitro

FTOCT P UCO 15223-1-2023 Uzpenua meanumHckne. CMMBONLI, NPpUMEHAeMbie ANS
nepepayn uHdopMauun, npepoctasnseMoi usrotoeutenem. Yacte 1. OCHOBHbIO

Tpebosanun
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| 19 FAPAHTUM NPOU3BOAMTENSA

" Mpoussogutent rapaHTHpyeT COOTBETCTBME XapaKtepuctuk HabGopa tpeboBanuam,
YK23aHHLIM B TEXHWMECKOW M IKCNNyaTaUMOHHOW AOKYMEHTALMW, B TEYEHUE YKASAHHOTO
cpoka rogHoCTM npu cobniogeHMu YCNOBMIA ©ro TPaHCTIOPTUPOBAHWA, XPAHEHWUA W
NPUMEHEHNA.

PexnamaumM Ha kavecTBO Habopa Hanpasnate B appec npowssoautens: QOO0
«Amnnurex», 109235, Mockea, yn. 1-a KypbaHoBckas, 4. 34, ¢Tp. 8, atax 1 nom. Il kom. 42,
Ten. (495) 374-13-46, e-mail: support@amplitech.ru.

Coobuwenna o HeGnaronpuaTHLIX cOBRITUAX (MHUMAEHTaX), BOAHUKLLMX NpW pabote ¢
HabOPOM U HE YKasaHHbLIX B AAHHOW MHCTPYKLMN, CNeAYyeT HanpasnATh NPOU3BOAUTENIO NO
YKA3aHHOMY Bbllleé aapecy W B YNOMIHOMOMEHHLIA PerynATOPHLIA OpraH COTNAacHo
AeACTBYIOWEeMY 3aKOHOAATENbCTBY.

20 TEXHMYECKASA NOAAEPXKKA

. KoHcyneTaumio no sonpocam no paote ¢ HaGopom u ero Ka4ecTey MOXHO NONYYNTL NO
KOHTaKTaMm, yKasaHHbIM Ha oduLmanbHOM caite npoussoautens: www.amplitech.ru.

21 CUMBOJbI, UCNOML3IYEMbIE B LOKYMEHTAUUKU NPOU3BOAUTENA

AuanasoH BNaXHOCTU

‘ Msrorosurens LOT Koa cepun
& JlaTa waroToanNeHIUs g Acnonbaosare A0
VD r"manniuo::lc';“mm"m" adeds X TemnepatypHbiil AUanason
ji O6paTuTech K UHCTPYKLIUK NO ..‘:‘A'i.. He gonyckarb 803Q6ACTENRA
NPUMEHEHMNIO -él COMHEUHOro caeTa
" CORBpXMMOro AOCTATONHO ANS 1 He gonyckats BO3REACTEMS
NPOBEAGHNA <N> TECTOB enam

REF Homep no karanory

QGWecTBO ¢ OTPAHHYESHHOI OTBETCTBEHHOCTHIO «AMIUIHTEX»

yn. 1-a Kypbsinoackan, A.'34. cTp. 8, 3Tax 1 nom. |l xom, 42
Ten. (495) 374-13-46, www.amplitech.ru,
e-mail: support@ampiitech.ru
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YTBEPXK/AIO

"eHepasibHbI
000 «AmMN

08.02.2024

HABOP PEAIEHTOB /11 KAYUECTBEHHOIO U KOMMYECTBEHHOIO
OMPEAENEHVS IHK MYCOPLASMA GENITALIUM B BMOTOMMYECKOM
MATEPWAJ/IE YE/TOBEKA METOZOM MUP C AETEKUMEN B PEXXUME
«PEAJTBHOTO BPEMEHW» (AMPLITECH MG (R))

MO TY 21.20.23-031-19926214-2023

KpaTkoe pykoBoacTBO Bepcum 08.02.24

JInct yTBepxaeHns
COINMACOBAHO
3amecTnTeslb reHeM/IbHOTo AvpekTopa no HayuHbIin coTpyaHVK oTAena paspaboTka u
Hayke OO0 «Ampllrer» apgantaumm npoaykuum OO0 «AMNIUTEK
A.C. KoHoBau10B AJl. dunnuesa

08.02.2024 08.02.2024
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000 «AMNnTeK*.
Poccus, 109235, Mockea.

yn. 1-a KypbsiHoBcmiA A. 34. cTp. 8. aTaxX 1 oM. kom. 42 (3 ) AM I_”-I I/I T E K

Ten. (495) 374-13-46, www.amplitech.ai

Amplitech MG (R)

KOTMYECTBEHHOrIo onpefeneHnaA r 1 k m ~~asm a genifalium B 610N10rMYecKom mMaTtepunane

KPATKOE PYKOBOACTBO

VD REF P021-0 LOT xxxx 96

BHVIMAHWE] Mepeg, ncnonb3oBaHMEM Habopa HEOOGXOAMMO 03HAKOMUTBLCS C MHCTPYKMel No ero npUMeHeHuHo.

ABTOMaTM3MpoBaHHaA akcTpakuma AHK 1 nogroroBka K nposeaeHuio MNLUP ¢ ncnosnb3oBa-

HMem aBToMaTuyeckon cralilin «Anifliitech El», Punann”™Hmne MNlp n 411/~ —n
MaTepuanom ansa nposegeHus T[LP-uccnegoBaHns cnyxaTt o6pasubl AHK, 3kcTparmpoBaHHOi U3

cnegyrowmx BugoB 61Monornyeckoro marepuana:

* Masku CO C/IM3UCTON 060/I0UKM BRarasmLua;

e COCKOGbI 3NWUTEMA CO C/AU3MCTOM 060/104KN LLepBMKANIbLHOIO KaHana, ypeTpsl;

e CeKpeT npeacTtaTefibHO Xese3bl, Mova (0cafoK NepBoi NopuUnUM yTPEHHE MouMn).

OkcTpakunio AHK n BHeceHne o6pasuoB akcTparMpoBaHHoW AHK B npobupkn ¢ peakynoHHol CMechbio
MG (R) npoBecTu C MCNOMb30BaHMEM aBTOMAaTU4YeCcKon cTaHuuu «Amplitech El» (OO0 «AMNAUTEK»)
corflacHO PYyKOBOACTBY MO €& 3Kcnayatauuu u npoueaype, ykasaHHoW Hwke. Ona akcTpakuumn [OHK
Heo6XxoAMMO ucrnosib3oBaTb hopMy Bbinycka 1 Habopa peareHToB «[AHK-100 (R)» (OO0 «AMMINTEK»).
BHUMAHWE! Mepep Havyanom paboTbl HEOO6XOAMMO O03HAKOMUTBLCS C PYKOBOACTBOM MO 3KChayatauuu
aBTOMaTnMyeckoi ctaHuun «Amplitech El».

1 Mepemewartb cogepxnmoe npobupok c peareHTamn OK u MK U n ocagnTb Kanan Ha BopTekce.

2 TMoaroToBUTb KapTpuaxXe peareHTamu n3 Habopa «HK-100 (R)» 1 BHECTM B HETO MCCreayeMble o6pasLbi®
N KOHTPOJ/IN COr/TaCHO MHCTPYKLMK MO ero NpUMeEHEHMUIO.

BHVMAHWE! Kaxpgas rpynna skcTparnpyemMbix 06pas3L,oB A0/HKHA CONPOBOXAAaTbCsl MOCTAHOBKOW KOHTPOEN

OK un MK 1 He meHee yem B O4HOM MOBTOpeE.

3 YcTaHOBUTbL Ha pabounii cTo/N aBTOMAaTUYeCcKOW CTaHUuMW KapTpupk C BHECEHHbIMM UcCnefyeMbiMu
obpasuamu 1 KOHTPOIAMK, a Takxe pacxofHble Martepuasbl, Bxogsduwme B coctas Habopa «AHK-100 (R)»,
CcorniacHO PyKOBOACTBY MO 3KCnyatauum cTaHumm.

4 OTpesaTb OT N/aHweTa HeE0H6X0AMMOE KOMMYEeCTBO NPOo6MPoK co Cmecbio MG (R) M CHATb C HMX 3aLMTHYHO

NAEHKY.
MpumeyaHue - Tlocne CHATWS 3aWWTHOA MNEHKM UCMOMNb30BaTh peareHTbl B TeUeHne 24 u,

5 YcTaHoBWTbL OTpe3aHHble npobupkun co Cmecbto MG (R) Ha pabouwnii cTON aBTOMaTMYeCKOl CTaHuMu B
ajanTtep ANS KOHTeliHepoB ANs a/aTa.

BHUMAHWE! He gonyckaeTcsa oCcTaBNATb peareHTbl Ha paboyem cTone ctaHuuu 6onee 4em Ha 24 u.

6 3anycTuTb BbINO/IHEHME CleAyWNX NPOTOKOMIOB COrMacHO PYKOBOACTBY MO 3Kcnayartaumm craHuuu

«Amplitech E1»:
a) npoTokona akcTpakuun AHK ¢ Mcnonb3oBaHMeM LITPUX-KOA4A ANS NMPOTOKOMA, YKa3aHHOro B KpaTKOM

PYKOBOACTBE MO NpumMeHeHuto Habopa «4HK-100 (R)»;

MpumedaHune - B npoTtokosne ykasatb 06bEM astouym 100 Mk, B ciyyae ogHOBPEMEHHOrO 3amycka NPOTOKO/OB
3KCTPpaKUMM 1 NOArOTOBKM K npoBedeHuto MLP 06bEM anoummn He TpebyeT pPyYHOro BBOAA, TakK Kak YXe BK/IYEH B
MPOTOKO/1 MOAFOTOBKM K nposegeHuto MNMLUP.

6) NPOTOKO/a NOArOTOBKU K NpoBeaeHuio MLP ¢ Mcnonb3oBaHMEM LITPUX-KOAA A5 MPOTOKONA, YKa3aHHOIo

- nsi 06pa3u0B MoUM NPOBECTV NPeAo6paboTKy COrMacHO MHCTPYKLMM MO NPUMEHEHUI0 Habopa ANs NPOBEAEHNS IKCTPaKLWN.

Amplitech MG (R) KP B.08.02.24 1
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HWXe.

7 TMocne 3aBeplUeHMA NPOTOKOJIOB BblHYTb ajanTep C Npobupkamy U 3akienTb WX MIEHKONM, BXOASLLEiR B
coctaB Habopa «Amplitech MG (R)». 9nt0aTt. BHECEHHbIV B NPOGUPKN, COAEPXUT NOMYUYEHHYIO B nNpoLecce
aKcTpakunm AHK.

BHVUMAHWE! MNpobupkn, 3akieeHHble NEHKON, HEe nepeBopaynBaTb W He BCTPAXMBATb, UTOObI M3bexaTb

pasbpbI3rMBaHNsA CO4EPXMMOro No CTeHKaM NPOBUPOK U NonajaHnsa Ux Ha 3alUTHYIO MIEHKY.

8 3anporpammupoBaTtb amnnudukatop ana nposepeHus MUP v getekumn nyopecueHTHOro curHana
COr/1aCHO MHCTPYKLUUK MO ero NpMMEHEHUI0 No nporpaMMe, YkasaHHOW Huxe.

KN Terne a, X - JeTekuys no KaHaviam /14 Konnuectso
L paryp Bpe doyopodoopoB LWIKIIOB
1 50 15 MuH 1
2 95 2 MUWH 1
95 HOc
42

© 60 20 c ROX, Cy6

MpumeyvaHna

1) [pw nporpaMmmmMpoBaHUM amrindukaTopa ykasarb 00bEM peakumm; 25 MK

2) [Mpv ogHOBPEMEHHOM MOBEAEHNN B OAHOM Nprbope TECTOB TO/LKO A/1 BbisBeHna AHK fonyckaetcsa nckmoumnts
13 yKasaHHOI nporpammbl LUy «50 °C-15 MuH» A/15 SKOHOMUK BPEMEHM.

3) [etekuma MOXeT HasHa4yaTbCA MO OPYIMM KaHasiaM, MOMMMO YKasaHHbIX, NPy OAHOBPEMEHHOM MpoBeAeHUN B
OJHOM Npubope HECKONbKMX TECTOB C MCMO/b30BaHNEM YKa3aHHOW Nporpammb..

9 TomecTuTb NPOGUPKM C PeakLMOHHO CMECHIO U 3/110aTOM B amnIMMKaToOp 1 3anyCcTUTb Nporpammy.

IkcTpakuma JHK n pydHaa noarotoBka K npoBegeHuto MNUP. MNposeaeHwve MNUP 1 getekuymn

Matepuanom pgns nposegeHus [LP-nccnepgosaHma cnyxat o6pasubl [HK, akcTparvpoBaHHOl 13
cneaylouwmnx BuaoB 61M0n0rMyeckoro MaTepmana:

e Masku CO CNM3NCTOI 060I0UKN Brara/nLLa;

e COCKOObI 3aNUTENNs CO CMM3NCTON 06010UKM LEPBUKAIBHOTO KaHana, YpeTpsbl;

e CeKpeT npeacTaTesibHON Xenesbl, Moya (0cafoK NepBOoi NOPUUN YTPEHHENR MOUN).

Onsa akctpakumn AHK Heob6xoanmo ncnosb3oBaTb Habop peareHToB «[HK-100 (R)» (OO0 «AMMINTEK»).
1 MposecTtn akcTpakuyuio AHK (c npyumeHeHneM aBTOMAaTMYeCKO WM PyvyHOU METOAMKN) C UC/I0/Ib30BaHMEM

Habopa peareHToB «[HK-100 (R)» (OO0 «AMMANTEK») COrMTaCHO UHCTPYKLUMN MO €ro NPUMEHEHNIO.

MpumevyaHue -DAKOUUIO NPOBECTM B 06bEME 100 MKA.
BHUMAHWE! Kaxgas rpynna akcTparmpyembix 06pasLoB A0/HKHA CONPOBOXAATbCA NOCTAHOBKOW KOHTPOel
OK 1 MK 1 He meHee yeM B 0gHOM MoBTOpe. Mepen MCNoNb30BaHWEM KOHTPOJIEN NMepemelwlarb Ux n ocagntb

Kanim HaBopTekKkce.
2 OrTpesaTb OT NaHwWeTa He0H6XoAMMOe KONMMYecTBO NPobmMpok co Cmecbio MG (R) M CHATb C HUX 3aLUMTHYHO

NNEHKY.
MpumeuaHue - [locre CHATVS 3aLUMTHON NIEHKW 1CMO/b30BaTh peareHTbl B TeueHue 24 u.

3 [Ondaypo6eTBa BHeceHns obpasuos JHK pekomeHayeTcs ycTaHOBUTbL OTpe3aHHble NPOoOGMpKNU B LUTATUB A5

MUP-nnaHweTOB.
4 BHecCcTM B NOArOTOB/IEHHbIE NPOOMPKM No 20 mKn o6pa3uoB AHK, nonyyeHHbIX B pe3ysibTaTe 3KCTPaKuuu

n3 nccnegyembix 06pasyos n koHTponeit (OK u MK U).
BHUMAHWE! Mpwn BHeceHun HK Heobxoanmo nsberatb nonaganus copbeHTa B pealllnoHHy0 cmech.

5 TMepemewartb coAgepXnmoe nNMnNeTMpoBaHNEM, He gonyckas ny3blpbKOB BO3AyXa.
6 T[locne BHeceHust obpasuosB AHK 3aknenTb Npobupkyn MAEHKON, BXoAsiwieli B cocTaB Habopa «Amplitech

MG(R)». -

Amplitech MG (R) KP B.08.02.24
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BHVMAHWE! Mpobupkn, 3akneeHHble NEHKOW, HE NMepeBopaynBaTb M He BCTPSAXMBATb, UTOObI M3bexaTb
/pa3bpbI3rMBaHUs CoOAEPXKMMOr0 No CTEHKAM NPOBUPOK 1 NonagaHus Ux Ha 3alUTHYI MNEHKY.

3anporpamMmmunpoBaTtb amnandgukatop ana nposegeHunsa TP n getekuum ¢nyopecueHTHOro curHana
COrNacHO MHCTPYKUUM NO ero NPUMEHEHUI0 NO NporpamMmMe, yKasaHHOWN Huxe.

Lunkn Temnepartypa, “C Bpewmsa AeTekumA no kaHanam AN Konuuecteo
(“yopodhopoB LUMKI0B
1 50 15 MuH 1
2 95 15 MuH *1
95 O c
8 42
60 20 c ROX, Cy6
MpumeyaHusa

1) MMpw nporpamMMMpoBaHnM amnandmkaTopa ykasaTb 06bEM peakumn: 25 M.

2) [Mpv ogHOBpPEMEHHOM NOBEAEHUN BOAHOM NpMbBope TECTOB TOJLKO 4/1 BbiABeHNA HK gonyckaeTcs UCKIoUNTb
U3 yKkasaHHol nporpaMmbl Umkn «50 °C-15 MuH» 4151 9KOHOMUN BPEMEHM.

3) [evekums MOXeT HasHayaTbCA Mo APYrMM KaHasiam, NOMUMO YKasaHHbIX, MPU OAHOBPEMEHHOM MPOBEAEHUN B
O[IHOM NMPMBOpPe HECKOMBbKUX TECTOB C MCMO/Ib30BaHNEM YKa3aHHOM Nporpammbl.

8 [lMoMecTUTb NPOGUPKUN C PEAKLMOHHOM CMECh0 1 3/110aTOM B aMNMdMKaTop 1 3anycTUTb nNporpammy.

YUET 1 nHTepnpeTauua pairnbtaTtoB

1 PesynbTaTbl WHTEPNpPETMPOBaTb Ha OCHOBaHMW Hanuumsa (otcytcTBusa) Ct  (KpMBbIX HaKoMaeHus
h/lyopecLeHTHOro curHana, nepecekaroLmx noporosyo AnMHUID) no kaHany ROX. Hanuuune Ct no kaHany
ROX cBupgetensctByeT 0 BbiiBNeHnn AHK M. genitalium B uccnegyemom obpasue.

MpumevaHue - Bcnyyae otcytcteusa JHK M. genitalium B nccnegyemom obpasie Heobxoaumo NpoBEPUTb HasIMune

Ct no kaHany Cy5 co 3HayeHvem Ct S 35. B NpoTUBHOM C/lyyas pesynbTar cunTarb HeBasIUMAHbIM.

2 KonwuyecTtBeHHOe onpegeneHve AHK M. genitalium paccumtatb ¢ NOMOLLbIO anroputma, NpuBeneHHONo B
WHCTPYKLMM K HAOOpY peareHToB.

3 PesynbTaT uccnefoBaHusa cUATAOT AOCTOBEPHbLIM, €CIN NOMYYEHbl Ba/IMgHbIe pe3ynbTaTbl 415 KOHTPOsiei
B COOTBETCTBUU C Tabnmueid, NPUBELEHHON HNXE:

paHn4yHOEe 3HavyeHne noporosoro yukna (Ct) no kaHany gna dpayopodopa

O6pasely ROX Cyb6

OK - _ n35

MK wn S35 n35
KP B.08.02.24
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MPOLUMTO, NMPOHYMEPOBaHO U
cKkpenneHo nevatblo . nucta(-oB)

FeHepabHbIi AUpPeKTop

Xopskos A.B.
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. ¥YN. 1-2 Kypoanoscxan, A. 34, cp. 8, stax 1 nom. |l xom. 42 ® AMnnMTEK

{nait: support@amplitach.ru

MACNOPT Ne 811-24
Amplitech MG (R)

HaGop peareHToB ANR KAYECTBEHHOMO U KonMuecTBeHHOMo onpeaenexna [1IHK Mycoplasma genitalium B Guonoruueckom
maTtepuane uasnosexa metoaom MLIP ¢ aeTexurei B pexvime «peanbHoro spemern» (Amplitech MG (R))

no TY 21.20.23-031-19926214-2023

[REF] po21-0 [toT] 811 20240213  &32025-02-13

YCNOBUA TPaHCNO npu Temneparype or 2 °C po 8 *C BceMn Buaamu KpbiTbiX TPAHCTIOPTHLIX CPEACTS B TEPMOKOHTERHepax
mpo”“":a LA xnagoanemeHTaMu UnW B asTopedpuxepartopax. flonyckaerca TpaHcnoptuposats HaGop npu

Temnepatype ot 8 °C fo 25 °C ne Gonee 10 cyTox.

B YNaxoBKe NPEANPUATUA-UIIOTOBUTENA Npu Temnepatype or 2 °C go 8 *C n oTHOCHTENLHOA BRaxHOCTH
Yenoeus xpaenus: BO3RYyxa OT 25 A0 75 % B 3AWMWBHHOM OT COSIHEUHOro caeTa Mecte. [naKweT co Cmeckio MG (R)
' Gepeuv or anam. [ocne TPaHCNOPTUPOBAHUA RONYCKAGTCR XpaHuTL HaGop He Gonee 5 cytok npu

TemnepaTtype ot 8 °C o 25 °C.
KouTtpons kayecrea HaGopa nposeaén no TY 21.20.23-031-19926214-2023.

Coctas HaGopa v BHeW HUI BUA KOMNOHOHNTOB

JloT xom- Hopma Pesynurar
NOHeHTA HEUMEHOBAHKWE KONU4ECTBO BHOWHUE BUA KOHTpONnA
96-nyHOUHbIR AenUMbIi nnaHwer,
38KNeeHHbIA 3aWMTHOK NNBHKOW, ¢
00003 a:('l;a»(i;;e'r co Cmeceio 1ur. peareHTOM B Buge rens (or ceetno-  CoorsercrayeT
ronyGoro 40 cuHero ysera) Ha AHe
npoBurpok
00060 Mn8HKkM ANA NNaHwerTa 2 Wr. Kneitkue nndHku CooraeTcTeyer
00037 OK 0,8 mn x 1 npobupka  Mpo3pavran SecupeTHan XUAKOCTD CoorseTCTBY6T
00013 NKU 0,8 mn x 1 npoBupka  MpoapayHan SecupeTHan XUAKOCTL CooTsercrayeT
B GymaxHOM BUfle ¥ ANOKTPOHHOM
- r:mﬁ'::mo"o 1 wr. Buae no aapecy: Cooreercrayer
http://www.amplitech.ru/resources/
- Kparkoe pyxoBoacTBO 1 wr. B GymaxHoM Buge Cooreercreyer
- B anexTpoHHOM BuAe No appecy:
Racnopr 1wr. hitp:/iwww.amplitech.ru/quality/ Cooraercrayer
Ynaxoska HaGopa
Mokasarenn Hopwma Pe3ynbTaT KONTpOna
Bug nepswyHOR W BTOPUYHON YNakoBKun Cooteercrayer TpeGosaHusim TY. Coorservcrsyer
OrcyTeTBne suguMbix 4eeKTos Orcyrcraune apedexTos Cooreercrayer
Mapkuposaxa HaGopa
Nokasarens Hopma Pe3ynurar koHTpons
Hanuuue uncbopmauun Ha BHyTpeHHel ynakoske
KOMNOHeHTOB Habopa ¥ BHeWHel ynakoaske r:;g’;::;‘:: %ome'rcraye*r Cooteercrayer
Habopa B cooTeeTcTBIUM C TpeBoBaHuAMYU TY )
DYHKUHOHANLHBLIE XaPAKTOPUCTHKH Habopa :
Mokasarens Hopma Pe3ynbLTaT KOHTPONA
Mpeaen oSuapyxenun
E:&Zﬁ;gﬂﬁ“:og'r%%ﬁewm ® OHK M. genitalium oGnapyxeHa. Cootsercreyer
BanuaHocTb pe3ynsTaTos TecTuposa
uccng:yeuuxgpasuoa POBEHUA ANA MNocnepoBsarensHocTs BK! o6HapyxeHa. Coorsercreyer

1 PeareHT BxoauT B COCTaB Habopa pBareHToB ANA NPOBEABHUS akcTpakLmy AHK.
& 000 LMPMU 2] INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR.RU



lNokas3arenb

BanngHoCTb pesynbTaTtoB TECTMPOBaHMS 47151
KOHTponel nccneposanns (OK, MK)

Mpeaen namepeHus

KonnyecteeHHoe onpepneneHne JHK
M. genitalium B KoHUeHTpauun”™ 5100 M3/mn

BanmpaHoCTb pe3ynbTaTtoB TECTUPOBAaHMS A/1S
nccneagyemMbix 06pasuoB

BanugHocTb pe3ynbTatoB TeCTUPOBaHWS Ans
KoHTporel nccneposanms (OK. TK)

Hopma Pe3ynbTaT KOHTpOA
Pe3ynbTarbl COOTBETCTBYHOT KPUTEPUAM
OLIEHKM, YKa3aHHbIM B MWHCTPYKUMM 1O CootBeTcTBYET
NpPYMEHEHWI0 Habopa.
MonyyeHHoe pacyéTHoe 3Ha4YeHne
KoHUeHTpauum OHK M. genitalium B CootBeTcTBYET
AmanasoHe ot 1600 go 16000 r'a/mn.
MocnepoBaTenbHOCTL BK 06Hapy»eHa. CootBeTcTBYET
Pe3ynbtarbl COOTBETCTBYIOT  KpUTEPUAM
OLIeHKW, YyKa3aHHbIM B WHCTPYKUMM MO CootBeTcTBYET

NpUMeHeHuo Habopa.

3aksitoueHne: Habop yka3aHHOro f1oTa COOTBETCTBYET TpeboBaHusam TY 21.20.23-031-19926214-2023.

JaTta Bblgaun nacnoprta: 14.02.2024

Pykosogutens OKK, PomaHeHkoBa E.C.
L a
N KOM” 07106 /i0!

ol 06 Cpii$)0>uw. to U i

2 HWXHAA rpaHuua avanasoHa usmepenust Habopa ntoc 0,5 14
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