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BBEAEHUE

1. Hacrosuwan umHCTpykums no npumeHeHuio sepcumn 26.08.22 pacnpocTpaHAeTca Ha
MeavuuHckoe uspenue «HabGop peareHTOB ANA KA4eCTBEHHOTO U KONMWYECTBEHHOro
onpegenenwns [HK Chlamydia trachomatis metogom [UP c petekuven B pexume
«peanbHoro spemeHun» (Amplitech CT)» no TY 21.20.23-014-19926214-2022 (nanee —
Habop).

Kpatkoe HaumeHoBaHue Habopa: Amplitech CT.

Habop cnepyet npumeHaTL B COOTBETCTBUM C AEWCTBYIOLLEN BEPCUE UHCTPYKLUW NO
npumeHeHunto. [ina yno6crea pabotei B naboparopuu gonyckaeTcAa MCNoNb3oBaTb
AENCTBYIOLLYIO BEPCUIO KPATKOro pykOBOACTBA NO NpUMeHeHuto Habopa.

2. Mukpooprawuam Chlamydia trachomatis asnsetca Bo3byautenem WUHMEKUUOHHO-
BOCNAnNUTeNbHbIX 3abonesaHni yporeHUTanbLHoro Tpakta. [ina AaHHOro MUKpOOpraHusma
OTCYTCTBYIOT cneunduyeckne KNMHUYECKMEe NPU3HaKKW, Ha OCHOBAHWMKU KOTOPbLIX MOXHO
yCcTaHoBUTb 3aTuonormio 3abonesanus. MUP 8 peanbHOM BpemeHn obnanaer BbICOKOW
‘ YYBCTBUTENbHOCTHIO, CNELMEPUIHOCTLIO U O6BEKTMBHOCTLIO NONYYEHHBbIX pesynbsTaTos [1].
Habop peareHToB «Amplitech CT» no3sonser BbifBNATL U KONUYECTBEHHO uamepaTb [HK
Chlamydia trachomatis.
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1 HA3HAYEHUVE

Habop npegHasHayeH [A/19 KAaYeCTBEHHOIO M KOJINYEeCTBEHHOro onpegenexdusa AHK
Chlamydia trachomatis B 6wuonornyeckom MaTepuasne uyenoseka wmetogom T[LUP c
rmépnan3auMoHHO-PIYOPECLIEHTHO AeTekUunein B pexume «peasibHOro0 BPEMEHU».
Martepunanom  gns nposepfeHus MUP-nccnepoBaHna  cayxat  o6pasubl  AHK,
3KCTparMpoBaHHON M3 cregylownx BMAOB 6MON0rM4eckoro matepmana:

* MasKuM CO C/IN3NCTOM 060/104KM BRaranuiia;

* COCKOObI 3anMTeNnsa Co CAM3NUCTON 060104KN LLePBUKaNIbHOTO KaHana, ypeTpbl;

e CeKkpeT npeacTaTesibHOl Xenesbl, Moya (0cafoK NepBoli Nopuun yTPEHHEN Moun).

1.1 O6nacTtb NpUMeHeHUA

Habop npegHasHayeH ONA NPUMEHEHUA B KJMHMYecKol nabopaTopHOW AuarHocTuke
Ana nccnenosaHua 6MONOrMYecKoro mMarepuana, nosiy4yeHHoro oT N, ¢ NoA403PEHNEM Ha
Hanuuue wuWHQeKUnin, nepegaBaemblXx M0A0BbIM NyTéM. OTpuuaTesbHble pe3ynbTaTbl
nccnefoBaHMss C NOMOLLbD Habopa He WCKA4YalT BO3MOXHOCTb MHMULUPOBAHUSA
C. trachomatis n He [O/XHbI WCNOMb30BAaTbCA B KayecTBe €AMHCTBEHHOW OCHOBbI AN
NMPUHATUA peLlleHna o nedyeHun nauyueHta. OTpuuaTesibHble pes3ynbTaTbl UCCNefoBaHus
[O/KHBbI  coyeTaTbCA C  KAWUHWUYECKUMW  HabnwgeHnsmu, uctopueilr 6onesHn u
aNNAEMUONOTNYECKON NHPopMaLmen.

Habop MoXeT NpUMEeHATLCA B KNMHUKO-ANArHOCTUYECKMX nabopaTopusx.

2 COCTAB
CocTtaB Habopa” ykasaH B Tabnuue 1.
Ta6nmua 1
CocTtaB Habopa
HoMuHanbHbIA o
- BHewwHun B
KOMMOHEHT OGLEM, M Kon-Bo 7n!

Cwmecb-1 CT Mpo3payHasn XUAKoCTb OT
(BydepHbiii pacTsop co cneundudecknmy 0,48 1 npo6upka 6GecuBeTHOro 40 CBET/I0-/INI0BOI0
npaiimepamu, pNyopecLEHTHO-MEYEHBIMY BeTa
30HAaMu n gHT®) il
Cmecey-2 B Mpo3payHast 6ecLBeTHas
(BythepHblii pacTBOp ¢ cynbatom maraus, 0148 1 npo6|/|pKa XWUAKOCTb
TepmocTabunbHoil IHK-nonumepasoii)
BKU

Mpo3payHasa becuBeTHas
(PacTBOp, copgepxalwmnil reHHO-UHXEHEPHYIO 0:96 1 “pO6V|pKa )KI/Ip,EI,KgCTb
KOHCTOYKUWIO ¢ THK BHYTOEHHEro KOHTponsA)

Mpo3payHasn 6ecuBeTHas
OK 0,8 1 npobupka posp 4
(BydhepHblii pacTBop) XNOKOCTb
MK wn
(PacTBop, cogepxalmnit reHHO-UHXEHEPHYIO 0.8 1 np06|/|pKa I'IpospaqHaﬂ 6eCU|BeTHaH
KOHCTPYKUUio ¢ oparmeHtom AHK ’ XNAKOCTb
C. jpkboTabs)

B 6ymaxHOM BuAe M 3/IEKTPOHHOM
VIHCTPYKUMA NO NPUMEHEHUIO 1 ot BUAE No agpecy,;

http://www.amplitech.ru/resources/
KpaTkoe pykoBOACTBO - 1. 6 6ymaxHOM Buge

B anektpoHHOM Buge” no ecy:
MacnopTt - 1ot P A aapecy

http://www.amDlitech.ru/qualltv/

’ Habop ynakoBaH B MO/IN3TUNEHOBbLIN NakeT C 3aCTEXKOW Zip-Lock.
2B cnyyae OTCYTCTBMS A0CTyna K VIHTepHeTy obpatutech B CNyX6Yy TEXHMYECKO NoAAepXKKU No TesedoHy
(495) 374-13-46 pna 3anpoca o npegocTaBneHUn 6yMaxHoOW Bepcun nacnopTra.
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Ha6op paccumTaH Ha nNpoBeAeHne uccrnegoBaHns 96 o6pasLoB, BKIOYAS KOHTPOSIN.

3 NPUHUWM METO4A

NccnepgosaHne ¢ nomowblo Habopa npoBogutca metogom MLP ¢ rmbpugmnsaumoHHo-
hbNyopecueHTHON peTekuMein NPOAYKTOB amMnandukauum B pexmnme «peasibHOro
BpemeHu». feTekums npogyktoB TMLP n paspenbHoe BbisiBneHne AHK C. trachomatis u
BHYTpeHHero koHTposia (BK) o6ecneumBaeTcs NpuUMeHEHWEM B peakuMOHHON cmecu Ans
MUP dnyopecueHTHO-MeueHbIX O/IMTOHYKNeoTUA0B, CUTHAS bl OT KOTOPbIX PErMCTPUPYTCS
Nno pas/finyHbIM KaHanam iyopecueHTHON geTekynm (cMm. Tabnuyy 2).

Tabnuya 2
KaHanbl geTekumnm MulieHemn
KaHan getekuun curHana
A 4 MuyweHb O6nacTtb amnnudumkaLum
oT pnyopochopa
FAM AOHK C. trachomatis DnaB-like helicase gene
Cy5 [HK BK M cKycCTBEHHO CUHTE3UpoBaHHas
d nocrnefoBaTe/ibHOCTb

JlInHeintHas  3aBMCMMOCTb  MeXAy MCXO4HOW  KOHueHTpauueinn  OHK-muwenHn B
nccnegyemom  obpasue UM UMKIOM  Hayana  9KCMOHEHUWaNbHOro  yBeNUYEHUS
onyopecueHTHOro curHasna (noporosoro uuknia, Ct) no3songeTt onpefenatb KOHUeHTpayuo
AHK C. trachomatis B 06pa3ue 0THOCUTENBHO NONOXUTENbHOro KoHTponsa MK U (o6pasya
C M3BECTHOM KOHueHTpauueih AHK-muweHwn), KoTopbii NpoxoAanT atan akcTpakuyun AHK n
MUP opgHOoBpeMeHHO C uccnepyembiMn ob6pasuamu. OnpepgeneHune koHueHTpauun AHK
NpPoM3BOAUTCA B COOTBETCTBMM C 3afaHHbIMW 3HAYEHUAMM KoHueHTpauui MK U un
nony4yeHHbIMM 3HavyeHnamu Ct ana MK U n nccnegyembix 06pasLos.

3.1 TlpocnexnBaeMoOCTb 3HAYEHU NONOXNTENBbHOIO KOHTponsa MK U

KoHueHTpaunsa knoHupoBaHHoro cparmeHta AHK C. trachomatis B MK U cocTtaBnsiet
510+ 0,510 «konuit/mn. KoHueHTpauus onpegensetca C MNOMOLWbIO  YCTaHOB/IEHHO
npousBoauTeneM MeTOAMKM BbIMNOMHEHUA M3MEPEHUIA Ha OCHOBE MeToda NUMMUTUPYHOLLNX
passefeHuii [2, 3.

4 HEOBXOANMOE OBOPYAOBAHWE N MATEPUVANDI

[na paboTbl ¢ Habopom TpebyoTcA cnefywwmne obopygosaHme n martepuansi:

e MLP-60kKc;

* ueHTpudyra-soptekc (PY Ne ®C Ne 2005/518);

* [l03aTOpbl MEpPeMeHHOro 06bLEMa, MexaHuyeckne UM 3N1eKTPOHHbIE, C BO3MOXHOCTbIO
po3nposaHns oT 5 ao 200 mkn (PY Ne ®CP 2009/05681);

s MporpammMupyembliii  amnaudukatop € CUCTEMON pfgeTekumn NyopecLeHTHOro
CUrHana B pexunme «peanbHoro spemeHun» (ATnpainm (OO0 «HIMO AHK-TexHonorusa»; PY
NedC3 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));

@ 000 LUPMH 7 INFOGCIRMIRU @ WWW.GOSZORAVNADZOR RU NHCTpyKuus B.26.08.22



e LuTaTMe AnA Npobnpok oGvémom 0,2 u 1,5 mn;

* XONOAWIBHVK C KAMEPOW, NoaaepXMBalowWeil TemMnepaTtypy ot 2 °C ao 8 °C;

e npobupin ana MLIP ofuémom 0,2 mMn Cc onNTHYECKM NPO3PaYHONR KPLILKO,
oaHopa3losbie, caoboaHbIe ot [IHKas, npn ncnonb3oBasuM aMnndrKaTopos NNaxHWeTHOro
™NAa;

o npoGupku ans MLIP o6bémom 0,2 Mn ¢ NNockoii KpbILWKOR, 0aHOpasoBble, csoboaHble
or AHKa3, npu MCNoNb30BaHWN aMNNMUKATOPOB POTOPHOTO TUN; -

o npoGupxn obvdmom 1,5 wmn, opHopasosble, csoboaxbie ot [OHKas, ana
NPUroTOBNEHHA PEAKLUMOHHOW CMECH;

e HaKOHEUHMKM ANA A03aTOpos nepemexHoro obbuéma, ¢ punbTpom, obuémom Ao 10,
100 » 200 mxn, oaHopaaoebie, cBoboaHble ot [JHKas;

¢ 8MKOCTb ans cbpoca UCNONb3OBaHHBIX MaTepUanos;

o nep4aTniv MeauLUHCKUe, OAHOPA3OBLIe, HEONYAPEeHHDBI.

‘ § MEPbI NPEAOCTOPOXHOCTH

Knacc noreHLuanbHOro pucka npumenenns Habopa (cornacHo Mpuxasy Muuncrepcrea
sapasooxpaxexus P® Ne 4n or 06.06.2012) — 26.

Pabota AomkHa NPOBOANTLCA 8 NadopaTopuu, NCNONbL3YIVLLeH MeToAL amnnuduKkaunm
HYKNEMHOBBIX KNCNOT ANA WecneaoBaHna Matepuana, ¢ coSniogexuem TpeSosanunid NOCT
P 52905 «fNaGopatopuu meauumHckuwe. Tpebosauus Geszonacxoctu», MY 1.3.2569-09
«Opranuzayus paGotel naGopaTopuil, MCROMABIYIOLMX METOAL  aMANUCPUKALIK
HYKNIEMHOBBLIX XKUCNOT NpU patoTe ¢ MaTepManoM, COAEPXALMM MWUKPOOPraHMamel -V
rpynn natoreHHocTu», CanluH 3.3686-21 «CannrapHo-anuaemuonorvyeckue tpeGosanun
no NPOPUNAKTUKE MHPEKLIMONHBIX GoneaHe».

Mpn paGoTe HeobxoaMMO BCeraa BHNONHATL cneayoume Tpebosanun:

e Mpumernts Habop NO HA3HAYEHWIO B COOTBETCTBMM C AAHHOW WHCTPYKUMEW,
OTKNoHeHUe OT NPONUCAHHLIX NpoUeAYP W NOpRAKA ACHCTBMA MOXET NPUBECTU K
* NOMy4eHUI0 HAOCTOBEPHLIX PE3YNbTATOB UCCNEA0BAHKA.

e K pabore ¢ Habopom QONyckaeTCA TONLKO nepcowan, oOyuyeHHbIA MeToaam
MONEKYNAPHOW AWArHOCTUKM M npasunam pabotel 8  KNUHUKO-AUArHOCTUHECKOH
naGoparopun B cooTeetcTeun ¢ CanluH 3.3686-21 (pasgen IV).

¢ Paccmartpusats uccneayemble  obpasuni kaKk  WHEKUWOHHO-ONAacHbIe,
opraHn3ossisaTh paboTy u xpaneHne B cootpercTenu ¢ CanluH 3.3686-21.

¢ YTMNUIMPOBATL PeareHThl (UCNONL30BAHHLIE, HEUCMNONb3OBaHHLIe, NpUweaume B
HEroAHOCTL B CBASW C WUCTEYEHWEM CPOka rOAHOCTH Wunw HecobDnloaeHrem
PernaMeHTMpPOBAHHOTO peXnMa XpaHeHUs, TPaHCNOPTUPOBaHUA U NPUMEHeHWn) B
cooteeTcTBuU ¢ TpeGosanuamu CanluH 2.1.3684-21 «Cauntapxo-anugeMmonorsueckme
TpeBoBaHUA K COAEPXKAHWMIO TEPPUTOPUA TOPOACKUX W CENbLCKUX NOCENeHWH, K BOAHLIM
ofbextam, NUTLEBOA BOAE W NUTLEBOMY BOAOCHADXEeHMIO, aTMOCHEPHOMY BO3ayXY,
fIOUBAM, XMIbIM TIOMELUeHUAM, IKCTUTyaTauMu nNpPOM3BOACTBEHHbIX, OGLUeCTBEHHLIX
i NOMEWEHWA, OPraHusauMMu W  NPOBEAGHUI0  CaHUTAPHO-NPOTUBOANUAESMUUESCKUX
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(npothunakTUECcKMX) MEPONPUATHIAR K YTUNNIALIMM MEAULWHCKMX 0TX0A0B knacca M.

* He otkpuiBats npobupku ¢ npoAyxramu amnnwdwukauum 8 npouecce ux copa u
yTUAK3aUMK,

¢ YTUAN3NPOBATL BHELLHIOID YNAKOBKY HabOpa, KHCTPYKUMIO NO NPUMEHEHWIO U KpaTkoe
PyXOBOACTBO B COOTBETCTBMM C TpeboBaHuamu CanlluH 2.1.3684-21 x ytunusayuun
MEANLMHCKAX OTXOAO0B Knacca A.

o YTMnusuposatTh GMONOrMYECKMd martepuan, a TalKe pPacxXoAHbe Marepwans! W
MHCTPYMEHTDI, 3arpAsHOHHbIe OWONOrMYeCKUM MAaTepuanoMm, B8 COOTBETCTBMM C
TpebosaHuamu CanluH 2.1.3684-21 k ytunusaumu MeauLIMHCKUX OTXOA0B Knacca bB.

¢ He ncnonbiosate Habop, ecnn HapylleHa BHYTPEHHAR YNAKOBKa UMW BHELUHWA BUg
peareHTa Heé COOTBETCTBYET ONKCAHUIO, YKasaHHOMY B Tabnuue 1.

¢ He ucnonbsoBatbh HaBop, ecnu He cobnioganuch YCNOSMA TPaHCTIOPTUPOBAHKA Y
XpPaHeHWA COrNAacHO UHCTPYKLMHM.

¢ He ucnonoaosartb Habop NO UCTEHSHUU CPOKA FOAHOCTH.
‘ e UcnonbaoeaTe OTAENbHLIA AnR  Kaxgoro obpasua/pearedTa OAMOPA3OBbLIA
HaKOHEUHMK C (PUNLTPOM.

¢ Vcnonk3osaTh 3alMTHYI0 ogexay B cootsercreun ¢ MY 1.3.2569-09. Bece onepauww
NPOBOAUTL TONBLKO B 0QHOPA30BbIX HEONYAPEHHbIX NepYaTKax ANA NCKNOYEHUA KOHTaKTa C
OpraHn3MoM HenoBexa.

e He ectb, He NUTL U HE KYPUTL B NPOLISCCE UCNONb30BAHKA Haliopa. MaberaTe KONTaKTa
PeareHTOB C KOXMBH, rnasamMn 1 cnusucToi obonoukoid. He rnotate.

PearenTni, BXoaawme B cocras Habopa, cOaepXaT HATPUA a3ufg B KOHLCHTPaUMK He
Gonee 0,05 %, noaromy He KnaccuPULUMPYIOTCH Kak ONAcHbie ANA 340POBLA HeNoBeKa u
okpyxaiowei cpeabl. Npn KOHTAKTE HEMEANEHHO NPOMLITL NOopaXEHHOe MeCTO GonbLLuMM
KONUYECTBOM BOALI U NPU ANTOXOM CAMOMYBCTBMM OGPaTUTLCA 32 MEAULMHCKOR NOMOLBIO.
MNpv nonagaHuk BHYTPL PEOTY HE BLI3LIBATD, NPONONOCKATE POT BOAOH, 0BpaTtTLCR K Bpavy
‘ NPY MIOXOM CAMOMYBCTBUN.

Mcnonb3osanwe Habopa No HasHauenuio U cobniosieHue BbillenepeuMcneHHbix mep
NPeAOCTOPOXHOCTH NCKINIOHAET HEraTUBHOS BO3ALIHCTBUE HA OPraHuaMm YenoBexa.

6 WCCNEANYEMbLIN MATEPUAN

HaGop npepHasHaueH ANA WUCCNEAOBAHUA TONLKO OUONorM4Yeckoro marepuana,
yxazaHHOro 8 pasaene 1. Bantue wccneayemoro 6Monorvveckoro marvepuana cnegyert
NpOBOANTL B COOTBETCTBUM C.

e MY 1.3.2569-09 «Opranusaunn paGotei nabopatopuil, vCNONb3yiowmx MeToabt
amnnubuKauun  HYKNeWHOBLIX KMCNOT Npu paboTe € MaTepuanom, cogepXawmm
MUKpoopralnamel -1V rpynn natoreHHoCTU®;

o MY 422039-05 sTexnuka cGopa u TpaHncnoptupobanus OGwomarepuanos B
muxpoSuonomueckue nadopaTtopuns;

o TpeGosaHuAMU, NepedncneHHEIMKU B Tabnuuax 3 1 4.
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Ta6bnuua 3
TpeboBaHUA K B3ATUIO U NpeaBapuTenbHOM o6paboTke nccrnegyemoro matepuana

B3sT1ie Ma3KoOB CO C/IM3UCTO 060I0UKA BNar a/a
B3AaTne wmartepunana npoBecT C MNOMOLbIO CTEPU/ILHOTO OAHOPAa30BOr0 YHUBEpPCas/IbHOIo 30HAa
{Hanpumep, «30HA TMN A5 yHMBEpCa/bHbI» U «30HA4 TMN Al yHMBepcasbHblii» (OO0 «MeauuuHckue
nsgenuns», Poccns; PY Ne P3H 2018/7058)) B npoburpKy C TPAHCNOPTHON Cpeoli, coaepxallei KoHcepBaHT
N npefHasHauYeHHOW A1 XpaHeHWs W TpaHCNOPTUMPOBaHWA AaHHOro Buaa 6MON0rMvyeckoro marepuana
(Hanpumep, «TpaHcnopTHaa cpega c  Mmykonutukom (TOM)» (®BYH UHWW  3Snungemunonorum
PocnoTtpebHagsopa, Poccusa) nam aHanornyHas, 3apeructpyposaHHas B PO B ycTaHOBNEHHOM NOPSiAKe).

B3sT1ie COCKOOOB aMMTENINS CO CTU3NCTON 060STOUKM LepBUNKaU/1bHOIO KaHau1a

B3aTue maTepuana nNpoBecTM C MOMOLLbI0 CTEepPW/IbHOM OAHOPa30BON LEepPBUKASIbHON LUUTOLWATKN
(Hanpumep, «3oHA TMN P3 KOMOWHMpOBaHHbI» (OO0 «MeguunHckme mnsgenus», Poccus; PY Ne P3H
2018/7058)) wnm CcTepunbHOrO OAHOPA30BOr0 YHMBEpPCcasbHOro 3oHAa (Hanpumep, «3oHA4 TN Al
yHUBepcasbHbli» (OO0 «MeanuuHckne usgenus», Poccusi; PY Ne P3H 2018/7058)) B npobupky C
TPaAHCNOPTHON  cpefoil, codepxalweil  KOHCepBaHT W nNpefHasHayeHHOW ANA  XpaHeHus
TPaHCNopTMpOBaHNA AaHHOro BuAa 6ronormyeckoro martepuana (Hanpumep, «TpaHcnopTHaa cpefja C
Mykonutukom (TOM)» (®BYH UHWN Snupgemnonornn PocnoTpebHagsopa, Poccus) unu aHanornyHas,
3apeructpupoBaHHas B P® B ycTaHOBNEHHOM MOPSKe).

B3sTre COCKOO0B 3aNUTe/IUSA CO CIN3MCTON 060/104KN YPETPbI
B3saTve Martepuana npoBecTM C MOMOLbI CTEPUSIbHOTO OAHOPA30BOr0 YHUBEPCA/SIbHOrO 30HAA
(Hanpumep, «3oHA TMN A3 yHuBepcasbHbli» (OO0 «MeguunHckne wusgenus», Poccus; PY Ne P3H
2018/7058)) B npobupKy C TpaHCMOPTHOI Cpefoli, codepxallieii KOHCepBaHT U nNpefHa3HavyeHHol Ans
XpaHeHusa 1 TpaHCNopTUPOBaHWA AaHHOro Buga 6uonornyeckoro marepuana (Hanpumep, «TpaHcnopTHas
cpega ¢ mykonutukom (TOM)» (®BYH LUHWW 3nupgemuonornn PocnoTpebHagsopa, Poccus) wnm
aHanornyHas, 3aperncTpumposaHHas B P® B ycTaHOBNEHHOM NOpske).

Bsatne CeKpeTa npep,CTaTeanoM Xenesbl
Cobpatb cekpeT npocTaTbl B kosinyecTse oT 0,5 A0 1 MmN B cneunasnbHy0 O4HOPAa30BY EMKOCTb. MMpu
HEBO3MOXHOCTV MOMY4YUTb CEKpeT cpasdy Mnocne Maccaxa npoctaTbl, cobpaTb NepByl MOPLMI0 MOYK, B
KOTOPOW COAEpPXUTCA CekpeT npeactatefibHOW Xenesbl, B koivyectse oT 15 o 25 ma 1 nNpoBecTu ee
npepo6paboTky cornacHo nopsagky npefobpaboTky Moy,

B3zatre v npenobpaboTtka Moum
OTo6path NepByto NOPLUMI0 YTPEHHE MouKn B KonmyecTse oT 15 Ao 25 MA B cneuuasnbHyo 04HOPa30oBYyLo
eMKOCTb.
Mpepo6paboTka:

B36ontatb e€MKOCTb C MOYOW. [lepeHecT 1 M MOYW, WMCNOMAb3YS HAKOHEYHUK C (PUIbLTPOM, B
CTepWIbHYK 0AHOPa30BYK NpPobupky. LieHTpudyrmposats 5 MuH npyu 10000 x 4. He 3axBaTbiBas ocafok,
MOSTHOCTbID yAanuTb CynepHaTaHT, WCNoNb3ys BakKyyMHblli OTcacbiBaTefllb C KONOOW-NOBYLWIKOR U
OTAENbHbI HaKOHEeYHVK 6e3 hubTpa ANs Kaxgoro obpasua. Mpy Hanuumm 60AbLIOTO KOSIMYeCcTBa conel
pecycneHaMpoBaTb TO/IbLKO BepxHWi cfnoil ocagka coneli B 1 mMn  M3MOIOrMYEcKoro pacTtsopa
CTEPU/IbHOrO, 3aTeM CHOBaA KOHLEHTpMpoBaTb LEHTpUdyrmpoBaHuem W yaanuTb CyMNepHaTaHT, He
3axBartbiBas 0CafoK.

K ocagky go6asButb 200 MK (hM3MOMOTMYECKOr0 pacTBopa CTepubHOro. TuwaTtenbHO nepemMellartb
cofiepXunmoe Ha BOpTeKce.

Tabnuua 4
TpeboBaHMA K yC/I0BUAM TPAHCNOPTUPOBaHUA N XPaHEHUS
nccnenyemMoro marepuana

YcnoBusa TpaHCnopTUpoBaHnA YcnoBus XpaHeHnd

Viccnepyemble MaTepuasibl, MOMELLEHHbIE B TPAHCMOPTHYHO cpeay

CornacHo Tpe60oBaHWsM, yKa3aHHbIM B UHCTPYKLMKU K UCMO/b3YeMoil TpaHCNopTHOW cpede. [onycKkaeTcs
OfIHOKpaTHOE 3amMopaxuBaHue marepuana.

CekpeT npeacrtatesibHON Xesesbl
Mpn Temnepatype ot 2 ®C Ao 8 °C Mpu komHaTHOW Temnepatype (oT 18 "C go 25 *C) He 6onee 6 v;
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YcnoBuda TpaHcnopTupoBaHus YcnoBua xpaHeHuUsA

* [pu Temnepatype o1 2 “C go 8 “C He 6osnee CyToOK;

e [lpn Temnepatype muHyc 20 He 6osiee Hepenu,

e [lpn Temnepatype muHyc 70 °C gAnTencHo;

« [lonyckaeTcs ogHOKpaTHOe 3amMopaXuBaHue Marepuana.

Mouya
[o n nocne npego6paboTku:
npu temneparype ot 2 ®C 1o 8 He 60/1ee CyToK;
Mpn Temnepatype oT2  go 8 °C npu TemnepaTtype MuHyc 20 ®C He 6ofiee Heaenw;

npu temneparype MmuHyc 70 °C ganTencHo;
JonyckaeTcs ogHOKpaTHOe 3aMOpaXxusaHue marepuana.

7 NPOBEJEHNE NCCNEOOBAHWA

7.1 3kcTpakuyua AHK

MpoBectn akcTpakuuto [AHK u3 wuccnegyemoro wmartepuana W KOHTponeh c
ncnonb3oBaHneM Habopa peareHToB A1 aKcTpakumm OAHK M3 COOTBETCTBYHOLWMX BUAOB
6nomatepuana, Hanpumep, «AHK-100» (OO0 «AMONUTEK»)”, COrNacHO UHCTPYKUUK MO ero
NPUMEHEHUIO, C yY4ETOM TpeboBaHMiA K 06BbEMaM peareHTOB M 06pasLoB, yKa3aHHbIX B
Tabnuue 5.

Ta6bnuua 5
TpeboBaHNA K 06 bEMaM peareHToB M 06pa3y,oB Npu akcTpakyum HK
O6BEM, [pobupka/ayerika nnaHweTa gns NpoBeaeHNs

PeareHT/00pa3seL IO aKCTPaKLMM JHK

BK n* 10 B K&yt Npo6upKy/ayeinky

Viccneayembiii o6paseL’ 100 :\3/' anf:p6mmapj)1kg/ﬂqel7my Ansa obpasua nccniegyemoro

OK 100 B NPOOUpPKY/AYeiiky Ans oTpuyaTtensHoro KoHTpons (OK)
MK w 100 B Npo6upKy/ayveliky Ana nonoxmtensHoro koHTpons (MK)
PeareHT gna amounn AHK 100 B KadKAyro Npo6uMpKy/syeliky

BHUMAHUME! Kaxpgass rpynna akcTparMpyembiXx o6pasuoB [AO/HKHa COMNpoBOXAaTbCs
nocTaHOBKON KoHTposien OK m MK u He meHee 4yem B ogHoM nosTope. [lepef
MCNONb30BaHMEM KOHTPOEl nepemMellaTb UX U 0CaAWUTb Kanan Ha BOpTeKce.

7.2 TlopgrotoBka K nposegeHuto MNMUP

BHUMAHWE! KoMNOHEHTblI peakuWOHHOW cMecu cnegyeT CcMelunBaTb HENnocpeacTBEHHO
nepen nposegeHuem MUpP.
7.2.1 Tlepemewartb cogepxumoe npobupok Cmecb-1 CT, Cmecb-2 B n ocagntb Kanim
Ha BOpTeKce.
7.2.2 TIpUrotoBUTb peakuuMoHHYK CMecCb, A06aBMB KOMMOHEHTbl B OTAEJIbHYIO
npo6upkKy B 06bEMax cornacHo tabnuue 6. lNepemewaTb M oCaauTb Kanaum Ha
BOpTEKCeE.

AB xofie NpoBefeHUst KITMHUYECKUX UCMbITaHWii Habop 6bi/1 BaMAUpoBaH ¢ HabopoM peareHToB «[HK-100»
(OO0 «AMNANTEK®).

* [pn 3KCTpakuMm C nomMoubld Habopa peareHToB «[HK-100» (OOO «Amnautek») BK n MOXHO He
[06aBNATb, Tak Kak BHYTPEHHMI KOHTPO/1b BXOAUT B cocTaB bydepa Al.

AN o6pasuoB MOYM HEOH6XOAMMO NpoBecTU NpefobpaboTky cornacHo pasgeny 6.

r
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Tabnuua 6
O6BbEMbI KOMMNOHEHTOB peakyMOHHOW cMmecHu
O6BbEM KOMMOHEHTa A5

KomMnoHeHT 0[IHOTO 06Pa3LA, MK/ MpumeyaHue

Cwmecb-1 CT 5 MKn Mpn pacuéte 06BLEMOB peareHToB A1 06Lero
mKOMIMYeCTBa  UCCNefyemblX U KOHTPOJIbHbIX

Cwmecb-2 B 5 MK 06pasLoB He06X0AUMO YUUTbIBATL 3anac Kaxaoro

peareHTa He MeHee Yem Ha ofVH 06pasell.

7.2.3 OTobpatb HeobxoanMMoe KonmnyecTtBo npobupok ana nposegeHna MUP ¢ AHK
nccnegyemblix 06pasLoB 1 KOHTponel. MNpomapkmpoBaTb.

7.2.4 BHecTu B npo6upkn no 10 Mk NPUroTOBNIEHHON peakuUOHHON CMeCH.

7.2.5 BHecTM B NOArOTOB/IEHHblIE MNPOOGMPKM C peakuMoHHOI cmecbio no 15 Mkn
obpasyoB [AHK, nonyyeHHbIX B pe3ynbTate 3KCTpakumm U3 uccrepyembix
o6pasuos 1 koHTponein (OK n MK u).

BHUMAHWE! T[pu BHeceHun [HK Heobxoaumo wnzberatb nonagaHua copbeHTa B

peakLNOHHY CMECh.

7.3 TlpoBepeHue MNMUP n getekunn

7.3.1. 3anporpammupoBaTb amnandukatop Anda nposegeHna TMUP wu getekuun
b/1yOpeCLeHTHOrO CcurHasa CorslacHO WHCTPYKUMM MO ero MPUMEHEHU Mo
nporpamme, ykasaHHo B Tabnuue 7.

Tabnuua 7
Mporpamma MNMUP u getekyunmn
JeTekuna no kaHanam ass Konunyectso
Lmkn  Temnepatypa, Bpemsa thyopochopos LMKNOB

1 50 15 MuH - 1

2 95 15 MuH - 1

3 95 Oc - e

60 20 c PAM, Cy5
MpumeyaHnsa

1) Mpy nporpamMmmmnpoBaHun amnandmkaTopa ykasaTb 00bEM peakumu; 25 MK.

2) Mpn ogHOBPEMEHHOM NpPOBeAEeHNM B OAHOM Nprbope TeCTOB TOJIbKO 415 BbisBeHns JHK
[0MycKaeTCs UCKMIOUNTb U3 YKa3aHHOW nporpaMmmbl UMK «50  -15 MUH» 0191 3KOHOMUN BPEMEHM.

3) [eTekumss MOXeT HasHayatbCA MO APYIUM  KaHanam, [MOMMMO YKas3aHHbIX, MNpu
OOHOBPEMEHHOM MPOBEAEHNM B OAHOM NPUG0pPEe HECKOIbKMX TECTOB C MCMNO/Ib30BAHNEM YKa3aHHOM
nporpammbi.

7.3.2. TlomecTuTb NPOOGUPKM C peakLuMOHHOW CMeCbl K 371KaToM B aMnandukaTop u

3anycTuTb nporpamMmmy.

MpumeyaHune - lNepel NOCTAHOBKOW B aMnncumkaTtop NAaHLWEeTHOro Tuna pekomeHayeTcs

0ocafuTb Kanjm co CTEHOK NPOOMPOK Ha BOPTEKCE.

8 YUET W UHTEPMPETAUMA PE3Y/NIbTATOB

8.1 MpoBepUTb HanM4umne 3Ha4YeHN no KkaHany PAM.

000 LHPMH () INFO@CIRMIRU & WWW GOSZORAVNADZOR RU VIHCTpYKUMS B.26.08.22 10



8.2 Mpn Hanuuum 3HaveHuin Ct no kaHany FAM paccumtaTb KOHUeHTpauuto AHK
C. trachomatis cornacHo cpopmyne (1).

100000
CaHKCT = 2 Act (1

roe COHKCT - KoHueHTpauua AHK C. trachomatis, konuii/mn;

ACt- pasHOoCTb Mexay 3HayeHuem Ct ansa uccnepgyemoro obpasua n sHadyeHnem Ct
aona MK un no kaHany FAM.

8.3 Paccuntatb koHueHTpauuto AHK C. trachomatis B reHOMHbIX 3KBMBasieHTax B
ofHOM mMunnunutpe (F3/mn) cornacHo dopmyne (2).

CAaHKkeT
Cra = €3

roe Cra - KoHueHTpauusa AHK C. trachomatis, Fa/mn;
CAHK €T - KoHueHTpauusa AHK C. trachomatis, konuia/mn;
4 - KoathdpumumeHT nepecuyéta KoHueHTpauun AHK C. trachomatis n3 konwuit/mn B
ra/mn.

8.4 MpoBecTn nHTepnpeTauuo pe3ynLTaTos 414 uccregyemMbix 06pasuyoB cOracHo
Tabnuue 8.
Ta6bnuua 8
NHTepnpeTauuna pesynbTaTtoB A1 nccnegyemMmbix o6pasLoB

PesynbTar NHTepnpeTayus

KauectBeHHoe onpegeneHne AHK C. trachomatis

Mo kaHany Cy5 3HayeHne Ct onpeneneHo He 60/bLue
rPaHN4YHOro®.

Mo kaHany F'AM 3HaueHne Ct OTCYTCTBYET.

Mo kaHany Cy6 3HayeHne Ct onpegeneHo wm
OTCYTCTBYET.

Mo kaHany TAM onpegeneHo 3HaveHne CL

Mo kaHany Cy6 3HayeHune Cl OTCYTCTBYET W
onpegeneHo 60/bLUe rpaHNUYHOro. HeBannaHbili pesynbTat
Mo kaHany PAM 3HaudeHne Ct oTcyTCTBYET.

KonnuecTteeHHoe onpegeneHne AHK C. trachomatis

Mo kaHasy Cy6 3HauyeHue Ct onpegeneHo He 6onblue
rPaHN4yHoro.

Mo kaHany FAM 3HaueHune Ct oTCyTCTBYET.
PaccuutaHo 3Ha4yeHune KOHLeHTpaummn OHK [OHK C. trachomatis B 06pa3ue BbisiBneHa
C. trachomatis, YyknagpiBawolleeca B AuanasoH B KOHUEHTpauun B npeaenax gnanasoHa
n3mepeHnss Habopa. n3MepeHns Habopa.

PaccuntaHo  3HauyeHue KOHLeHTpauuu OHK [OHK C. trachomatis B 06pasLe BbisBneHa
C. trachomatis, He yknagbiBaiwoLleecsd B AuanasoH B  KOHUEHTpauuu BHe npeaenos

OHK c. trachomatis B o06pa3ue He
BbisiB/IEHA.

B obpasue BbisiBNiEHA OHK
C. trachomatis.

OHK C. trachomatis B o06pa3ue He
BbiiBNEHA.

n3mepeHnss Habopa. AvanasoHa nsmepeHuss Habopa.
Mo kaHany Cy6 3HayeHne Ct oOTCyTCTBYEeT WM
onpefeneHo 60/blue rPaHNYHOro. HesanuaHblii pesynbtart

Mo kaHany FAM 3Ha4yeHue Ct OTCyTCTBYET.

®rpaHuyHble 3HaueHusi ClykasaHbl B KpaTKOM PYKOBOACTBE MO NPYMEHEeHW0 HaGopa.
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PesynbTtar wuccnegosaHusa

CYNTaAKT OOCTOBEPHbLIM,

ec/in  noJsiydeHbl Ba/ingHble

pe3ynbTaTtbl 4719 KOHTPO/Eeli B COOTBETCTBUM C Tabnuueii 9.

KoHTpo/b
OK
MK w

Ta6nuua 9

Kputepuun oueHKu Ans KoHTponen

Hopwma

Mo kaHany Cy6 3HaueHue Cl onpefeneHo He 6onbLue rpaHuyHoro”™. Mo

kaHany PAM 3HayeHue Cl OoTCyTCTBYET.

9 BO3MOXXHbIE OLUWNBKN

Mo kaHanam PAM, Cy6 3HavyeHne Cl onpegenieHo He 60/1blie rpaHnyHoro.

PekomeHgauum no ycTpaHeHnto BO3MOXHbIX OLIMGOK, NoslydaeMblX A5 uccnegyemblix

06pas3LOB M KOHTPO/ieil B MpoLecce uccnefoBaHUss C MOMOLWbl0 Ha6bopa, ykasaHbl B

Tabnuuye 10.

Ta6nuua 10

PekoMeHZaL MM Mo ycTpaHeHnto oWwun6okK

Owwnbka

Ona MK 3HadyeHne ClL no
kaHany PAM wu/vnin  Cy6

oTCcyTCTBYET nnm
onpeesnieHo 6onbLle
rpaHn4yHoro”,

Ona OK no kaHany Cy6
3HayeHne Cl oTcyTCcTBYET
win onpegeneHo 6onblie
rPaHNYHOrO.

Ona OK no kaHany PAM
onpegeneHo 3HayeHne CL

HeBanuaHbii pesynbTar
4Nns nccnepyemoro obpasua
(3HaueHune CL no kaHasy Cy6
oTcyTCTBYET nnn
onpefeneHo 60nbLUe
rpaHn4Horo, no kaHany PAM
3HayeHne Cl OTCYTCTBYIOT).

10

Bo3moXxHasa npnymnHa
BO3HUKHOBEHUA

HekoppekTHoe
npoBefeHne  IKCTpaKLmm
OHK n/nnn MUP.

HekoppekTHoe
npoBefieHne  3KCTpakuum
OHK nivnn MLUP.

KoHTamnHauua peareHToB
nnm nccnepyemMbix
o6pasuos npoayKramu
amMmnMdunkaumm.

HekoppekTHoe
nposefeHve
OHK.
Hannuune B  oOpasue
nHrnéutopos MUP.

3KCTPaKLMK

KOHTPOJIb KAYECTBA

PekoMeHAaLMM NO YCTPaHEHMIO

MoBTOPUTEL MCCNnefoBaHne ONs BCEX
06pasLos., HauMHaa C  aTana
aKcTpakuum OHK.

lMoBTOPUTL MCCrefoBaHNe A1A BCEX
06pasLos, HaunMHas Cc  aTana
aKcTpakuum AHK.

MpeanpuHATL Mepbl MO BbIABIEHUIO
" nuksmgaumn NCTOYHMKA
KOHTaMnHauunm n NoBTOPUTL
nccrnefosaHve ana Bcex o6pasuos,
HaunMHasa ¢ atana akctpakumn JHK.

MoBTOPUTL UCCNefoBaHve AAaHHOro
nccrnegyemoro obpasua, HaumHas C
aTana akcTpakumn AHK. B cnyyae
BOCMPOW3BOAMMOro pesynbtarta
pekomeHayeTCcs NMOBTOPHOE B3ATHE U
nccnepoBaHue 6roornyeckoro
MaTtepuana.

10.1 KoHTpons, ucnosib3yemMmbie B NpoLecce nccrenoBaHus

PesynbTaThl uccneposaHud KOHTpOﬂeVI OOJ/IKHbI COOTBETCTBOBaATb KPUTEPUAM OLLEHKWU,

yKasaHHbIM B pa3gene 8.

10.1.1 OTpuuyaTenibHbIi 1 NONOXNTENbHbI KOHTPOS

Kaxpgas rpynna akcTparnpyembix 06pa3LoB A0/KHA BKAOUYaTb KOHTPO/bHbIE 06pa3Lbl:

e« OKans BbISIBNIEHUS KOHTAMMUHaLUKU B Npouecce NpoBeAeHnss UCcCcrefoBaHus;

* [paHnyHble 3HaYeHna ClykasaHbl B KpaTKOM PYKOBOZACTBE MO NPUMEHEHUI0 Habopa.
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e MK U ana KOHTPONA KOPPEKTHOTO NPOXOXKQEeHHS WCCNEAOBaHWA, a Talke Ans
xonuyecTeexHoro onpeaenexdus LQHK C. trachomatis B8 Guonorvdeckom warvepwane
Yyenosexa.

10.1.2 BHyTpeHHMN KOHTPONDL

Ana xoHTpona ka4ectsa akcTpakuum [OHK W oueHku Bnusnva wHMGMTOpOB Ha
pesyneTatel aMnnuuKkauun UCnonb3ayeTcs aKk3orenHelid BK, koTopuid gobasnseTca Ha
atane akctpakuum OHK B kaxawii wccneayemsii obGpaseu u kowtponu. OTtcyTcTBME
pesynetatos amnaupmkauun ans BK U OAHOBpeMEHHO 4Nna  BLIABNAGMOro
MUKPOOPraHusMa CBUAETenbCTBYeT O npucytcreum uHruburopos MUP e obpasue wnu
HeKOpPpexTHOM nposeaeHnn akcTpaxuvm [HK.

10.2 MosuTopunr naboparopnn HA HANHYKE KOHTAMWHALWMMK

Ans BLIABNEHWA BOSMOXHOW KOHTaMUHauun nabopaTopuu NpogyxramMn aMnnudukaumum,
nccneAyemMbiMiU U KOKTPONbHLIMK OGpasUaMn peKOMEeHAYeTCA pas B MeCAL, UCCNeaoBaThL
CMbiBbl ¢ pabGounx nosepxHoCTel nadopaTopHoi meGenm, 06OPYAOBAHNUA N NOBEPXHOCTENH
nomelleHniA cornacHo npoueaype, ykasawHoid B MY 1.3.2569-09. Mpu oGHapywxexun
KOHTamMuHaUun HeoOXOaUMO NpPOBECT MEPONPUATUA NO ©8 YCTPaHeHWO COrNacHo
yKasaHuaMm, onucaidbiM B MY 1.3.2569-09.

10.3 BuyTpenunit KONTPONL KayecTBa NaGoparopHbiX HCCNOAOBARNA

PexomeHgyeTcs NpPOBOAUTR KOHTPONb KAauecTBa BbINONHEHUA WCCNEeAOBaHMA C
UCTIONb3OBAHWEM NAaHenel KOHTPONbHLIX 06pa3sLos, NPeAHAIHAYEHHLIX AN NPOBEACHUNA
BHYTPOHHETO W BHELLHEr0 KOHTPONed kavecTsa NaboOpaTOPHbIX Wccnegosanuwik 1o
ofHapyxeHuio U  xonuuecTeerHomy onpeanenenwwio OHK C. trachomatis, nw6o
CpaBHWUTENbHLIM UCCNeAOBaHMEM C UCTIONL30BAHUEM 3aperncTpuposattbix 8 P® naGopos
peareHTOB ANA KAYECTBEHHOro W konudecrseHHoro onpeaenenua AHK C. frachomatis B
Guonormieckom marepuane Mmetoaom MNLUP.

‘ 11 OYHKUUOHANDBHDLIE XAPAKTEPUCTUKA HABOPA®

11.1 Npeaen oGxapyxexna
Mpepgen obuapyxennn HabGopa cocrasnser 200 M AHK C. trachomatis 8 1 mn

necneayemoro matepuana (95 % OW: 135-302 I'S/mn) ans Bcex 3afBNeHHLIX BMAOE
6uonoruueckoro marepuana.

11.2 Inana3oH UIMEPEHUA ¥ NPEAeS HIMEPeHNA

NuanasoH namepeHus cocraenset ot 400 ao 100000000 '3 AHK C. trachomatis 8 1 mn
nccneayeMoro martepuwana Ana BCex 3ansNeHHbix snpaos Guonornyeckoro marepuwana.
Mpenen uamepennn Habopa coBnagaeT ¢ HWKHEA rpaHWLeid AuanasoHa WUIMEepPeHnA
Habopa.

8 3anRNeHHLIS AHANNTUMECKHE XAPAKTEPUCTIKY HAOOPa, KPOMS SHANUTUYECKOR CNEUWDUYHOCTH, NPOBBPEHLI

C WCNONL3OBAHWEM CTAHASPTHOrO oOpasua NPeanpuATMR, COAGPXALLEro BEXTOpP CO cneunduuecxon
nocneaosarensHocTeio [IHK C. trachomatis.
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11.3 AHanuTtuyeckas cneumpuyHocTb

AHanutnyeckasa  crneynduyHocTtb Habopa  oueHuMBanacb nNpu  TecTUpoOBaHUM
MWKPOOPraHn3MoB, ykasaHHbIXx B Tabnuue 11, reHomHoin AHK uenoseka, a Takke AHK
C. trachomatis. HK mukpoopraHu3smMoB B KOHUeHTpauuu He MeHee 1-10® konui/mn u
reHoMHyto AHK yenoBeka B KOHUeHTpauun 1 mkr/mn BHOCMAM B ob6pasubl 6M0N0rMYECcKoro
matepuana, He cogepxawmne AOHK C. trachomatis. Mo wuToram TecTupoBaHus
NOXXHOMONOXNTENbHBLIX Pe3y/ibTaToB BbISAB/IEHO He Oblf0.

Ta6bnuua 11
MUKpoOopraHnsmbl, UCMOJIb3yeMble A5 OLEHKN aHaNIMTUYECKOoW cneynpmnyHocTm
HavimeHoBaHVe HavimeHoBaHWe HavmeHoBaHve
Candida albicans Neisseria flava Trichomonas vaginalis
Gardnerella vaginalis Neisseria gonorrhoeae Ureaplasma parvum
Enterococcus faecium Staphylococcus aureus Ureaplasma urealyticum
Escherichia coli Staphylococcus epidermidis CMV
Lactobacillus spp. Staphylococcus saprophyticus HSV 11una
Mycoplasma genitalium Toxoplasma gondii HSV 2 tuna
Mycoplasma hominis Treponema pallidum HPV

11.3.1 TloTeHuManbHO UHTepepupyloWwMe BewecTBa
MoTeHuManbHO NHTepgepupyowme Bewectsa (MHIM6UTOPLI MLP) 1 nx makcumanbHble
KOHLeHTpauum B obpasue, 415 KOTOPbIX OLEeHMBAN0Ch X MHIMbupyowee BavsHue Ha MUP,
nepeuncneHsl B Tabnuue 12.
Tabnuua 12
MoTeHUMannbHO MHTepdepupyoLne BelecTBa
KoHueHTpaupsi  O60cHOBaHVe

Viccrneayemin WHTepdpepeHT KAOKI\TAIFIB':IZ:_I:IT Tvin MHJTeg che- BellecTBa B MCC/ie[0BaHHOM
Mareprian pe obpasue KOHLIEHTpaLmn
Masku co
CNN3NCTON
060/104KN LlenbHasa KpoBb - 5% viv
Bharanvia, OHAOreHHas
COCKOObI anutenus CyBCTaHLMS
CO C/IU3UCTbIX . )
o6on0uek MyLuH OuuLLeHHbIN 150 MKH/MA O6bLEM B
LePBUKASIbHOTO 6enok obpasue B
KaHana, ypeTpsbl YC/I0BUSIX
DHAoreHHas «HaunxypLuero
Moua (0caaoK Anb6yMUH Benok cyBCTaHLMS 500 mr/n cyuas»
nepBovi nopuyyv) A3NTPOMULUMH  A3UTPOMULMH AHTUGMOTHK- 1 mr/mn
asanuj

Cekpert PpykTO3a 3H6,qoreHHaﬂ 10 mr/mn
npeacraTesibHOW CyocTaHunA
xenesbl NéynpodeH MéynpodeH HMBC 300 mKr/mn

Hannune BO3MOXHOro MHrnéupyrouwero apdekra oueHnsanocb NyTéEM NpoBeLeHUN
npouenypbl akcTpakumn OHK® n3 moaenbHbix 06pasuoB 6M00rM4eckoro marepuana, B
KoTopble A06aBNAnUCbL NOTeHuManbHble WHTep{epeHTbl B KOHLUEHTpauusax CcoraacHo

®3KCTpakums npoBoanaach ¢ UCNonb3oBaHMeM Habopa peareHToB «[AHK-100» (OO0 «AMNAUTEK»).
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Tabnuue 12 n cTaHAapTHbIA o6pasel npegnpuaTusa, cogepxawmnii AHK C. trachomatis B
KoHueHTpauum 2000 konuii/mn. lanee ¢ aKkcTparMposaHHbiMK o6pasuamu nposogunu MLP
C OeTeKUuMen B pexume «peasibHOro BPEMEHU» C UCNOMb30BaHMEM Habopa peareHToB
«Amplitech CT».

B pe3ynbTaTte UcnbiTaHUn NOATBEPXKAEHO, YTO B/INAHME UCCeA0BaHHbIX NOTEHUMAIbHO

UHTephepupyownx Bewects Ha [ILUP, npoBogumylo C wucnonb3oBaHWeM Habopa
«Amplitech CT», oTcyTcTBYyeET.

11.4 Tpeuyn3moHHOCTb U3MepeHUs

KoathpuuneHt  Bapuayuu NOBTOPAEMOCTHU CVn  3HaueHui KOHUeHTpauuu,
XapakTepusyruwinii BHYTPUCEPUIAHYID MOBTOPAEMOCTb W3MEPEHU C UCNOSIb30BAHMEM
Habopa, He npeBbiWwaeT 5 %.

KoatbpumuneHt Bapuauymm BocnpousBogumoctn CVb 3HaAYeHW  KOHUEHTpauuu,
XapakTepusyluwmii MexcepuinHyio BOCNPOU3BOAMMOCTb M3MEPEHUA C UCMNOoJSIb30BaHUEM
Habopa, He npesbiwaeT 10 %.

11.5 MpaBuUILHOCTb U3MEpPEHUS

Cuctematnyeckaas norpewHocTb, XapakTepusyluiad npaBUILHOCTb WU3MEpPEeHUsa ¢
ncnonb3oBaHMem Habopa, He npesbiwaeT 15 %.

11.6 AnarHocTnyeckne xapakTepucTmkmn

3HayeHna  gmarHocTuyeckom  uyscTBuTenbHocTM  (AY) ©“  AnarHocTuMyeckon
cneyngunyHoctn (AC) Habopa C p[oBepuTenbHONW BepPoOATHOCTb 95 % ykasaHbl B

Tabnuue 13.
Ta6nmnya 13
AnarHocTuyeckme xapakTepucTuku
KonuuectBo
Viccnepyewmblii matepman obpasLoB adv,% AC,%
NONOXWUT.  OTpuuaT.
Ma3kun CO C/IM3NCTON 060M0UKM 102 100 97.1 -100 97.0-100
Bnarasa
Cockobbl anutenusa co
C/IM3UCTON 06010YUKN 100 100 97,0-100 97,0-100
LilepBUKaUTbHOIO KaHana
Cockobeb! anTenna co 103 102 97,1-100 97,1-100
C/M3UCTOM 0B60JI0YKN YPETPbI
Moua (ocafok NnepBoi nopumm) 101 100 97,1 -100 97,0-100
CekpeT npeacrarefnibHON Xenesbl 15 60 81,9-100 95,1-100

11.7 Koppenauyusa

Koppensauyus akcnepuMMeHTasibHbIX 3HAYEHWI  KOHUEeHTpauwuid, MOoJSlyYeHHbIX npu
nccnegosaHun ob6pasuoB OMOMOrMYECcKOro maTtepuana € UCNOMb30BaHMEM Habopa
peareHTOB «ATpHlec CT» u pedepeHTHOro Habopa peareHToB, nNpefcTaBfieHa Ha
pucyHke 1.
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. 12 YCIIOBUA XPAHEHMA, TPAHCNOPTUPOBAHUA U OSKCNAYATALUMUK

HABOPA
12.1 Cpox rogHocTH
Cpok rogHocT Habopa cocTaBnfeT 12 mecaues OT AATbl M3TOTOBNEHUA.
Mocne BCKPLITUA peareHTh MCNONL3OBAThL A0 NCTOUEHUA CPOoKa roaHOCTH Habopa.
12.2 XpaHetine

Habop xpaHuTs npu Temnepatype ot 2 °C 0o 8 °C 8 3aMLIEHHOM OT CONHEMHOro cBeTa
Mmecre.
PeareHTol NOCNE BCKPLITUA XPAHUTDL B TOX XKe YCNOBUAX, YTO N peareHTul A0 BCKPLITUA.

12.3 Tpancnopruposanne
HaGop tpaxcnopTMposath npu Temnepartype ot 2 °C Ao 8 °C scemMu BUAAMU KPBITBIX
‘ TPAHCNOPTHLIX CPEACTB B TEepMOKOHTEHHepax ¢ XNaaosneMeHTamu Wwiu B

asTopedpuxeparopax.

12.4 Jxcnnyatauun

PeareHTul, BXxogAWMe B COCTAB HAOOPaA, roToBLI K UCNONB3IOBAHKIO.

MoBropHOoEe NPUMEHEHWe WCNONL3OBAHHLIX ONR WCCNEQOBAHWA pPeareHTOB He
AONYCKAaTCA.

Wccnepoeanne oOpasuoB C uCMonbloBaHuem Habopa AOMKHO NPOBOAWTLCA NPW
Temnepartype ot 18 °C 10 25 °C n OTHOCHTENLHON BNAXHOCTH BO3Ayxa oT 25 % Ao 75 %.

13 NEPEYEHbL COKPAILEHWA
B HacTosued MHCTPYKUMN NPHMEHEHDI CNeayiolMe COKPaLLIGHHA

Ct - cycle threshold (noporosui Lukn)
BK ~ BHYTPEHHWA KOKTPONL
av — AOBSPHTEfbHLIA MHTEpBan
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OHK — Ae30xcUpUBOHYKNeHOBas KUCROTa

OHKasa - pesoxkcupuGoHykneasa

oK - OTPULIATENbHLIA KOHTPONDb

nK ~ MOMOXUTENbHBLIA KOHTPONb

nupP — NONUMEPasHas LienHan peaxyws
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18 NEPEMEHb NPUMEHAEMbIX HAUUOHANBHBLIX CTAHOAPTOB

fOCT P 51088-2013 MeguuuHCKue W3geNUA SNS AKATHOCTHKN UH BUTPO. PeareHTsl,
Habopbl peareHToB, TECT-CUCTEMbI, KOHTPOMbHLIE MATepWansi, NUTaTeNbHbIe CPeAb).
TpeGoeaHus K M3AeNMAM W NOARESPXUBAIOLLEH JOKYMEHTaLWN

FOCT P 51352-2013 MeauumHckme M3RGNUA OANA AWMArHOCTUKM WH BUTPO. MeToabl
uCnbITaHNA

FrOCT P UCO 18113-2-2015 MepuumHCiMe M3genua ANA AMATHOCTUKW in Vitro.
WHdopmauun, npeaocrasnseman usroroeurenem (mapxmposxa). Macte 2. Pearentsl gnst
AVArHOCTUKM in vitro Ana NPOECCUOHANBHONO NPUMEHEHUA

‘ FOCT P NCO 23640-2015 Uanenua meguumHckue ANA auarHoctukm in vitro. Ouenxa

cTaBuNbHOCTN PEAreHTOB ANA AMATHOCTUKM in vitro

FOCT P UCO 15223-1-2020 Uapenna meauumnHckue. CUMBONDI, NPUMEHREeMbIE NpH
MapKMPOBEHMUM HE MEAVLMHCKMX MW3AenuAX, 3THKeTKaX M B CONPOBOAUTONLHOM
poxymenTauun. Yacte 1. OcHoBHbIe TpebosaHUA
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16 TAPAHTUN NMPON3BOANTEA

Mpon3BoauTenb rapaHTUpyeT COOTBETCTBME XapakTepucTuk Habopa TpeboBaHUAM,
yKa3aHHbIM B TEXHUYECKOM W 3KcnayaTauMOHHOW AOKyMeHTauuuW, B TeYEeHWe YKa3aHHOro
cCpoka TrogHOCTM npuv COGMIAEHUM YC/IOBUI €ro TPaHCNOPTUPOBAHUA, XpPaHeHus wu
NPUMEHEHUS.

Peknamaumm Ha KayeCcTBO Habopa HanpasnaATb B agpec npoussogutensa: 00O
«Amnnntek», 109235, MockBa, yn. 1-a KypbaHoBckas, 4. 34, ctp. 8, atax 1 nom. Il kom. 42,
Ten. (495) 374-13-46, e-mail: support@amplitech.ru.

CoobueHns o HebaronpuATHbIX COObLITUAX (MHUMAEHTaxX), BO3HMKWMKX Npu paboTte C
HabopOM U He yKa3aHHbIX B JaHHOM WMHCTPYKUMU, cnegyeTt HanpaBnAaTb NPOUM3BOAUTENIO MO
yKazaHHOMY Bbllle ajpecy W B YNOSIHOMOYEHHbI PErynaToOpHbIi  OpraH CcoracHo
AelicTByOLEeMY 3aKOHO4AaTEeNbCTRY.

17 TEXHUNWYECKAA MOAOEPXKA

KoHcynbTauuMio no BonpocamM no pa6ote ¢ HA60POM M ero Ka4ecTBY MOXHO MOMy4YnUTb MO
KOHTaKTaM, YKasdaHHbIM Ha ohuLManbHOM caiiTe npoussoauTens: www.amplitech.ru.

18 CNMMBO/J1Ibl, NCTNONB3YEMbIE B AOKYMEHTAUWN MPON3BOANTENA

WN3rotoButenb REF Homep no kaTasnory

n N

C£1 [aTa n3rotossieHns LOT Kop cepun
MepguuymHckoe usgenuve gns

IVD AL > 134 A Wcnonb3oBaThb A0

[UarHoCTUKuM in vitro
Ob6paTtnTechb K MHCTPYKLMK MO Moenen TeMnenaTvob,

O a npMMeHeHno PeA paryp
CofepX1Mmoro foctartoyHo a1 He gonyckaTb BO34eACTBUA
npoBefeHns N TecToB XK COJTHEYHOrO cBeTa

O6LWecTBO C OrpaHNYEHHON OTBETCTBEHHOCTbIO «AMMNTEK»
(OO0 «AMNANTEK»),
Poccus, 109235, MockBa,

I d 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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MpoHyMepoBaHoO, CKPENJIEHO 1 NPOLUMTO

MPOLWLNTO
B KOJ/IMYECTBE" TMCTOB
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YTBEPXAAIO

FeHepanbHbIi
000 «Amnnute

¢>8. 01.20

HABOP PEAMEHTOB /19 KAUECTBEHHOIO 1 KOJIMYECTBEHHOIO
OMNPEAENEHVSA AHK CHLAMYDIA TRACHOMATIS METOAOM MLUP C
NETEKUVEN B PEXXUME «PEAJIbHOMO BPEMEHV»
(AMPUTECH CT)

Kpatkoe pykoBoacTtBo Bepcun 08.06.22

JlncT yTBepXaeHus

COIMrMACOBAHO PykoBoantenb otgena pa3paboTku

pokymeHtauum OO0 «AMNNUTEK»
3amMecTuTeNnb reHeOoNbHOTO AUPeKTOopa no
Hayke 000_«AMj:MweK» Bypaauésa

A.C. KoHoBanos 08.0
08.06.2022

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



OO0 «AMNNTEID», KoHcynbTaumio no Bonpocam Mo pa6ote ¢

Poccua, 109235, Mocksa, HabopoOM M ero KayecTBYy MOXHO NOMy4UTb MO
yn. 1-a KypbaHosckas, 4. 34, cTp. 8, atax 1 nom. Il kom. 42 KOHTaKTaM, ykasaHHbIM Ha ouLpanbHOM caite AM |_|f| I/l T E K
Tan. (495) 374-13-46, www.emplitech.ru Mpowussogutens; www.amplitech.ru.

Amplitech CT

Habop peareHToB A4/19 KAYeCTBEHHOIO U KosinyecteeHHoro onpegenexdna AHK Cft/amyd/a trachomatis
meTonoM MUP c geTtekyneli B pexume «peanbHoro spemeHun» (Amplitech CT)

KPATKOE PYKOBOACTBO

IVD REF PO008-0 LOT XXXX V 96

BHUMAHWE! Mepeg ncnonb3oBaHNeEM Habopa HEOGXOAMMO 03HAKOMUTBLCA C MHCTPYKLMEN MO ero NPUMEHEHWIO.

HA3HAYEHUWE
Habop npegHasHavyeH 4/19 Ka4eCTBEHHOIo M KosimyecTBeHHoro onpegeneduns JHK Chlamydia trachomatis B
oflornyeckom MaTtepuasie 4vesnoseka metogom MUP c rmbpuamnsauymoHHo-hNyopecLeHTHOl aeTekuyneli B
pexvmMme «peasbHOro BpeMeHn».

O6nacTb NpUMeHeHus

Ha6op npegHasHauyeH Ansl NPUMEHEHUs B KIMHMYEeCKol nabopaTopHoli AuMarHocTuke ANs WUCCefoBaHus
6uosiorMyeckoro Matepuana, noayyeHHoro oT /UL, C NOAO3PEHWEM HA Hanuune UHGEKUWi, nepeaaBaeMbixX
nonoBbiM nyTémM. OTpuyaTesibHble pe3yfbTaTbl WUCCNef0BaHMA C NOMOWbIO HaGopa He uckayawT
BO3MOXHOCTb WHuuMpoBaHma C. trachomatis n He A0/KHbI MCMNO/b30BaTbCA B KayeCTBe €[VMHCTBEHHOI
OCHOBbI A/151 MPUHATUA pelleHnss o NedeHnn nauueHta. OTpuuaTenbHble pe3ynbTaTbl UCCNef0BaHUS LO/MKHbI
COYETATbCS C KIMHUYECKUMUN HABIOLEHUAMU, UCTOPUE GONE3HU U INULEMUONOTUYECKO MHhOpMaLMel.

Ha6op MOXeT NPUMeHATLCA B KTMHWKO-ANATHOCTUYECKUX NabopaTopusix.

WCCNEAYEMbIA MATEPWAN
¢ Ma3sku co cnm3uncToii 0607104k BaranmuLa;
+ CoCKOGbI 3NMTENNA CO CU3UCTON 060/104YKN LLepBUKaSIbHOTO KaHana, ypeTpsl:
» CeKpeT npeacTaTefnibHO Xxenesbl, Moya (0CafoK NepBOi MOpUMK YTPEHHER Moun).

4 ATEHTHI
PeareHT BHewHwii B/A, Mepb! NPeaoCTOPOXKHOCTU

Cmecb-1 CT Mpo3payHas XMAKOCTb OT 6ecLBeTHOro  PeareHTbl cogepXaTr aswf HaTpus B KOHUEeHTpauun He 6onee
[0 CBET/I0-/INI0BOTO LiBeTa 0,05 % BelLLecTB, NO3TOMY He KNacCMdMUMPYIOTCA Kak onacHble Ans
Cwmechb-2 B 3[10pOBbSl 4YesioBeKka W Okpyxatueli cpegpl. [pyu  KOHTakTe
HemMen/IeHHO NMPOMbITb NOopakeHHOe MeCTo 60/bLUMM KOMTIMYECTBOM
BKN n 5 BOAbI U NPW N/IOXOM CaMOYYBCTBUM OGPATUTLCS 33 MEAVLIMHCKON
OK po3patHas HECLBETHasA XNAKOCTL nomouwbo. [pu nomagaHuyM BHYTPbL  PBOTY He  BbI3blBaTb,
nponosockaTb POT BOAOW, 06pPaTUTLCA K Bpady MNpu M/I0XOM

MK CaMOUyBCTBUU.

Anlitech CT
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KCTPAKLUNA OHK, NOATOTOBKA N NMPOBEAEHWE MUP N AETEKLN
MpoBectn akcTpakymio [AHK ¢ wucnonb3oBaHnem Habopa peareHToB pgnsd  skcTpakumm OHK  u3
COOTBETCTBYWOLWNX BMAOB OGuomaTtepuana, Hanpumep, «AHK-100» (OO0 «AMNOAUTEK»), COr1acHO
WHCTPYKUUN MO ero NpUMEHeHuto, ¢ y4yéTom TpeboBaHuii K 06bEMaM peareHToB U 06pasLOB, YKa3aHHbIX
HUXe;

BKn' 10 MK B KaxXAayt npobupky/adeiky nnadwerta

Viccnepyembii 100 Mk B NpoGUMpKy/Aueliky nnaHweTa Ans obpasua uccriegyemoro Matepuana

obpaseu”
OK 100 mkn B Npo6upky/ayeliky nnadHweTta Aas8 oTpuyatenbHoro koHTponsa (OK)
MK un 100 mkn B Npo6upky/ayeliky nnaHweTta ANa NnonoxmntensHoro koHtponsa (MK)

PeareHT gna anouuu

HK 100 mkn B Kaxkayt Npobupky/aueliky niadHwerta

BHUMAHWE! Kaxpgas rpynna akcTparmpyembix 06pasLoB A0/HKHA CONPOBOXAAaTbCSA NOCTAHOBKON KOHTPOEN

OKwu MK n He meHee yeM B 04HOM noBTope. Mepes NCNONb30BaHMEM KOHTpPOel nepemelwarb UX U 0caanTb

Kannu Ha BOpTekce.

2 MepemewaTb copepxumoe npobupok c peareHtamum Cmecb-1 CT m Cmecb-2 B n ocaguTb kanam Ha
BOpTEKCeE.

3 MpuroToBuUTb peakLUNoHHY0 CMeCb, ,06aBUB KOMNOHEHTbI B OTAE/bHYI0 NPO6GUPKY B 06BbEMAX, YKa3aHHbIX
Huxe. NepemelwaTtb U ocaanTb Kanau Ha BopTekce.

O6BEM KOMMOHEHTa

KoMmnoHeHT MpumeyaHne
AN ogHoro obpasuya P
Cmecb-1 CT 5 MK Mpun pacyéte O06BLEMOB peareHTOB AN OOLLEero Kosuyectsa
uccnefyembiX U KOHTPOJIbHbIX 06pasLoB HE06XOAUMO Y4uuTbIBaTb
Cmecb-2 B 5 MmKn 3anac Ka
XXO0ro peareHTa He MeHee YeM Ha OauH obpaseL,.

BHUMAHWME! KoOMNOHEHTbl peakuMOHHOW CcMecu chnepgyetT cCMewuBaTb HEMNOCPEACTBEHHO nepej

nposegeHvem MUP.

4 OTob6paTb HeobxogMmoe KonmyecTBo Npobupok ana nposeperHnsa MUP ¢ AHK nccnepyemblx o6pasuos u
KoHTponein (OK, MK u). NMpomapkuposaTb.

5 BHecTu B npo6upku no 10 MK NpPUroTOBMEHHON peakLMoHHOM CMecH.

6 BHecTu B MOAroToBMEHHbIE MPOBUPKM C peakUuMOHHON cmecbio no 15 mkn o6pasyos AHK, nonyyeHHbIX B
pesynbTtate aKCTpakuum U3 nccnenyemoix 06pasuoB n koHTponeih (OK, MK Y).

BHUMAHWE! Mpu BHeceHun AHK Heobxogmmo nsberatb nonagaHna copbeHTa B peakuMOHHY0 CMecCh.

7 3anporpammupoBaTtb amnaudgukatop AnA nposegeHus MUP u getekumn ¢NyopecueHTHOro curHana
COrM1acHO MHCTPYKLUMK MO ero NpMMEHEHUIO MO NporpaMme, YkasdaHHOW HUXe:

Lnkn Temneparypa, Bpems 'D'eTeK;"pﬁﬂy SF? oggggzM A Koam:ﬁggso
1 50 15 MuH - _ 1
95 15 mMuH 1
95 HOc - 42
60 20 c PAM,Cy5
MpumeyvaHnsa

1) Mpw nporpaMMynpoBaHMK aMnimukaTopa ykasaTb 06bEM peakunn; 25 MK,
2) T[pun ogHoBpeMeHHOM NoBeLeHUn B O4HOM NpUBope TeCTOB TOJLKO A5 BbisBeHWA JHK gonyckaeTca nckoumTb
13 ykazaHHOW nporpamMmbl LMK «50 ®C- 15 MUH» A1 3KOHOMUW BPEMEHW.
3) JeTekums MOXeT HasHayaTbCs MO APYrMM KaHasniam, NOMMMO YKasaHHbIX, MpW O4HOBPEMEHHOM MpPOBEAEHUN B
OZJHOM NPUBOPE HECKOSIbKUX TECTOB C UCMOMb30BAHNEM YKa3aHHOW Nporpammbl.
8 lMomecTuTb NPOBUPKM B aMnandurkaTop 1 3anycTuTb nporpaMmmy.

MpumeuvaHne - Tlepefq MOCTaHOBKOW B aMnIMgUKaTop MIaHWeTHOro TUna PekoMeHAyeTcs ocauTb Kanav co
CTEHOK NPO6MpPOK Ha BOPTEKCE.

'Mpn aKcTpakumy ¢ nomoLblo Habopa peareHToB «JHK-100» (OO0 «AmnnauTek») BK 1 MOXHO He 006aBNATb, Tak Kak BHYTPEHHWUI

KOHTPO/Ib BXOAWT B cocTaB Bydepa Al.
Anst 06pasuoB MOUM NMPOBECTU NPefo6bpaboTKy COrNacHo MHCTPYKLUK NO NPYMEHeHN0 Habopa 4715 NPOBEAEHUS AKCTPaKLUK.
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YET N UHTEPMPETALMA PE3Y/IbTATLUABO3MOXXHbIE OLUMNBKMN

MpoBepuTb Hanuume 3HaveHuin Ct no kaHany FAM. KaHanbl geTekumm MueHel ykasaHbl B Tabnuue,
npuBeAEHHON HMXe.

KaHan getekummn | MuLLEHb
FAM OHK C, trachomatis
Cy5 OHK BK

2 Mpn Hanuumm 3HayeHuih Ct no kaHany FAM paccuutaTb koHueHTpauuto OHK C. trachomatis cornacHo
dopmyne (1).

100000
COHKCT - i1 (@)

roe COHKCT - KoHueHTpauusa AHK C. trachomatis, konuit/mn;

ACt - pas3HOCTb Mexay 3HauyeHuem noporosoro umkna (Ct) gna nccnegyeMoro obpasya u 3HayeHuem
Ct ona MK n no kaHany FAM.

3 PaccuutaTb KoHueHTpauuto AHK C. trachomatis B reHOMHbIX 3KBMBasieHTax B 0g4HOM mMunnunutpe (F3/mn)
cornacHo copmyne (2),

KCT
Cra - CH (2

roe Cra - koHueHTpauua AHK C. trachomatis, '3/mn;
CoHkeT “ KoHueHTpaumsa AHK C. trachomatis, konwuii/mn;
4 - KoaphuumeHT nepecyéTa KoHueHTpauun AHK C. trachomatis n3 konuii/mn B '3/Mmn.
4 TlpoBecTW UHTepnpeTayuio pe3ynbTaToB 418 UccneayemMbix 06pasLoB cornacHo Tabauuam, NnpuBeaEHHbIM

HUXe.
KauecTtBeHHoe onpeaeneHne AHK C. trachomatis
3HaueHne noporoeoro umkia (Ct) no kaHany
WHTepnpeTtaumsa
FAM ! Cy6 pripeTay
< HK C. trachomatis B o6pasue He
oTeyTeTByeT 5 30 (amnnndukaTop POTOPHOro Tnna) i pasy,
n 35 (amnaudurkaTtop naaHWeTHOro Tuna) BblsABNIEHA.
B o6pasye BbiaBneHa [AHK
onoefesieHo onpefesieHO UauM OTCyTCTBYeT

C. trachomatis.
> 30 (amMnauukaTop poTOPHOro Tnna)
OoTCyTCTBYET > 35 (amnandmkaTop NaaHWeTHOro Tmuna) HeBanugHblii pesynbrat
nnun oTcyTCTBYEeT

KonunyectBeHHoe onpeaenerHne AHK C. trachomatis

PesynbTtar VHTepnpeTauud
Mo kaHany Cy6 3Ha4vyeHne Ct onpeaeneHo He 60sbLIe
30 (amnnudpmkaTtop poTopHoro Tuna)/
35 (amnnundmkatop naaHWeTHOro T1na).
Mo kaHany FAM 3HauyeHue Ct OTCyTCTBYET.

OHK C. trachomatis B 06pasue He BbIsiB/iEHA.

PaccuntaHo 3HayeHune KoHueHTpauun AHK OHK C, trachomatis B o06pa3sue BbifABNeHa B

BO3OyauTens, yknagbisallweecs B AnanasoH KOHUEeHTpauun B npegenax pAuanasoHa W3MepeHus
n3mepeHus Habopa. Habopa.

PaccuntaHo 3HaueHue koHUeHTpauun JHK OHK C. trachomatis B o06pa3ue BbifiBleHa B

BO30OyaMTeNs, He yknajblBatolleecs B guManasoH KOHUEeHTpauun BHe npefenos guanasoHa U3MepeHus
n3mepeHuns Habopa. Hab6opa.

Mo kaHany Cy6 3HayeHne Ct oTCyTCTBYET WK
onpegeneHo 6onbwe 30 (amnandukaTop poOTOPHOro
Tnna)/ 35 (aMnanMgurkaTop NaHWeTHOro Tuna).
Mo kaHany FAM 3Ha4yeHue Ct OTCYTCTBYET.

HeBanuaHblil pesynbTaT

5 PesynbTaT UCC/Ie40BaHUS CUMTAIOT AOCTOBEPHbLIM, €C/IM MOMyYeHbl BanugHble pesynbTaTbl AN KOHTPOsIEH
B COOTBETCTBMM C TabNuueit, NpuBefEHHON HUXeE.
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3HayeHne noporosoro umkna (Ct) no™aHan®
KoHTponb  Tun amnnndomkaropa

PAM
OK POTOPHbIN oTcyTcTBYET e ¢30
nNaHLWeTHbI oTCyTCTBYET 53
OTOpHbIA L <32..... 530
MK 1 poTOPHLA  <32.... B30
nAaHWeTHbIN 534 535

AmpYlech CT KP B.08.06,22
& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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KOIrims=

WMAW, IUFi*nw **W ~. 1*3 KypbsiHoBckas, 4. 34, CTp. 8, atax 1 nom. fl wm. 42
Ten. (496) 374*13-46, e*mafl: supportQamplitedi.ru

MACIIOPT Ne 231-22

Amplitech CT

Habop peareHTOoB A/151 KA4ECTBEHHOI0O 1 KonmnyecTBeHHoro onpegenexuns HK Chlamydia trach
CAETEKUMEN B peXMME «peasibHoro BpemeHn» (Amplitech CT)

REF poos-0 LOT 0231

d ] 2022-07-05

Ycnosua TpaHcnop-
TUPOBaHNUS;

Ycnosusa xpaHeHus:

npu Temnepatype ot 2 ‘C go 8
C XN1afio3/IeMeHTamMu uUn B aBTopedpuxeparopax.
npv Temnepatype ot 2 *Cpno 8

KoHTponb kavectBa Habopa nposegeH no TY 21.20.23-014-19926214-2022.

CocTtaB Habopa W BHELLHWIA B/, KOMMIOHEHTOB
JloT kom-

AMIMJINTEK

omatis meTtogom [MLIP

2023-07-05

BCEMM BUAMU KPbITbIX TPAHCMOPTHBLIX CPEACTB B TEPMOKOHTENHEpax

B 3aLLMLLEHHOM OT CO/THEYHOTO CBETa MecTe.

Hopma Pesynetar
JIOHEHTa  HaMMeHoBaHVie KO/IMYECTBO BHELLHI BIAL, KOHTPO/1A
00001 Cmecb-1 CT 0,48 mn X1 np06|/|pKa Mpo3payHas XMAKoCTb OT 6eCL|,BETHOrO COOTBETCTB)I/\ET
[10 CBET/I0-/M/I0BOTO LBETA
00001 Cwmecb-2 B 0,48 mn X1 npobupka [Npo3padyHasn 6ecuBeTHas XNOKOCTb CoortBeTcTBYET
00001 BKMW 0,96 mn X1 npobupka  lNpo3payHasn 6ecuBeTHas XNOKOCTb CoorBeTcTBYET
00009 OK 0,8 mn X 1 npobupka Mpo3payHasn 6ecuBeTHas HAOKOCTb CootBeTtcTByeT
00001 MK n 0,8 mn X 1 npobupka Mpo3payHas 6ecuBeTHas XUAKOCTb CootBeTtcTByEeT
B 6yMaXHOM BMAE W 3NEKTPOHHOM
MHCTpyKuns no .
1 um. BMAE Mo agpecy: CootBeTcTBYET
NPUMEHEHUIO ) :
http://www.amplitech.ru/resources/
Kpatkoe pykoBoACTBO 1 LuT. 6 6ymaxHoM Buge CootBeTcTByeT
B anekTpoHHOM BuAe No azpecy: CooTBeTcTBYET
Macriopt L. http://www.amplitech.ru/quarity/ y
YnakoBKa Habopa
Nokasaresib Hopwma PesynsTtar KoHTposiA
Bua nepBruHOiA 1 BTO|MIMHOW yNakoBKM CooTBeTcTBYET TpeboBaHusM TY. CooTBeTCcTBYET
OTcyTCTBME BUAMMbIX AEEKTOB OTtcyTcTBME AedheKkToB CooTtBeTcTBYET

MapkmpoBKa Habopa

Mokazaresib Hopma

Hanunune mHdopmaumm Ha BHyTPeHHeli ynakoBke  WHdpopmauusa cooTBeTCTBYET

KOMMOHEHTOB HaGopa W BHELWIHe YynakoBke
Ha6opa B COOTBETCTBUM C Tpe6GoBaHusaMU TY

Tpe6oBaHusam TY.

PYHKUMOHaSTbHBbIE XapaKTeprCTUKL Habopa
lNokazaresb

Mpenen oGHapy»eHus]

BoigssneHne [JHK C.
KoHUeHTpauun 200 '3/mn

BasmMaHoCTb pes3ynbTaToB TECTMPOBaHMS
[Ns uccreflyeMblx 06pasLoB

Hopma

trachomatis B

[OHK C. trachomatis o6HapyxeHa.

MocnepoBaTensHocTb BK o6HapyxeHa.

Ba/MAHOCTL PE3y/IbTATOB TECTUPOBAHIS Pe3ynbTatbl  COOTBETCTBYIOT  KpUTEPUAM

Ans KoHTponei nccnegosaHus (OK, MK) OLEHKN, — yKasaHHbIM B MHCTPyKUMI 1o
nprYMeHeHno Habopa.

Mpenen vamepeHus

KonnuectseHHoe  onpepenerdve  OHK MonyyeHHoe pacuyéTtHoe 3HayeHve

C. trachomatis B KOHUeHTpauum KoHueHTpauymn [OHK C. trachomatis B

1,27-10» I'3/mn AnanasoHe ot 4-102 go 4 KO* I'9/mn.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

PesynbTar KoHTpo/iA

CooTBeTcTBYET

Pe3y/ibTar KOHTPOs1s

CootBeTcTBYET

CootBeTcTBYET

CootBeTtcTBYET

CooTBeTCcTBYET



Noxasatens Hopua Po3ySILTET XOHTPORR
BanuaHocTs PesynLTATOR TECTUPOBEHWA
MocneaoaaTenMntbHOCTL
1A HCOnegyeMBIX OBPaNION BK oSwapywatia. CoormeTcrayer
PaSynsTaTel  COOTBETCTEYIOT  KDUTOPUAM

BanuaHocTe pesynbTaTos TeCTUPORSHHA
OUBHIGI, YKRIAHHLIM B  WHCTDYKUWA NO Coovssrcrayer
AnA xowTpone ucchepoaaxma (OK, NK) MPMMBHOHWIO KaBaps.,

Jnistiouenne: Hatop yxasasHHOMO NoTa COOTReTCTEYT Tpatosaxuam TY 21.20.23-014-19826214-2022.

faTa sbigavun nacniopre: 08.07.2022

Pywosoaurens OKK, Pouawenxosa E.C.
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