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BBEOEHUE

1. HacToswasa UHCTPYKUMA No npuMeHeHuto Bepcun 16.12.24 pacnpocTpaHseTca Ha
MeanuuHckoe wusgenue «Habop peareHToB Ana kKadectBeHHoro onpegenenus [OHK
Mycoplasma pneumoniae, Chlamydophila pneumoniae, Streptococcus pneumoniae u
Haemophilus influenzae B ©6wnonornyeckom matepmane 4enoseka metogom [LP c
AeTekumnen B pexume «peansHoro spemeHmn» (Amplitech PneumoBact (R)) no TY 20.59.52-
048-19926214-2024» (nanee — Habop).

KpaTkoe HanmeHoBaHue Habopa: Amplitech PneumoBact (R).

Habop cnenyet NnpuMeHsTb B COOTBETCTBMM C OENCTBYHOLLEN BEPCUEN UHCTPYKLUKM NO
npumeHeHnto. [Ona ypobctea paboTtbl B nabopatopum [onyckaeTcss WCNonb3oBaTb
AENCTBYIOLLYO BEPCUIO KPATKOro PYKOBOACTBA NO NPUMEHEHNI0 Habopa.

2. MwukpoopraHuambl Mycoplasma pneumoniae, Chlamydophila pneumoniae,
Streptococcus pneumoniae n Haemophilus influenzae BbI3bIBalOT MHMEKLNN HMKHUX W
BEPXHUX AblXaTeNbHbIX MyTEeW, B TOM YuChe Tsxemnble BHEOONbHUYHbIE MHEBMOHUM.
JTnornornyeckasa CTpyktypa nHEBMOHUM, 0COBEeHHO y aeTen, pasHoobpasHa 1 3aBUCUT OT
Bo3pacta pebeHka. B 3aBMCMMOCTM OT ONpeaerieHHOro 3TMOMOrMYEecKoro areHta Kypc
neyeHus MoxeT oTnnyaTbca. Hanbonee TouHbIM MeTOAOM AndbdbepeHumanmm ykasaHHbIX
nHpekunn asnsaetca [lNUP B peanbHOM BpemeHu, KoTopas obrnagaeT BbICOKOM
YyBCTBUTENBHOCTbIO, CNEUUMUYHOCTBID U OOBLEKTUBHOCTBIO MOSyYEHHbIX pPe3ynbTaToB.
Habop peareHtoB «Amplitech PneumoBact (R)» no3sonder BbIABMAATL U
andpdepeHumposaTb HK ykaszaHHbIX MMKPOOPraHM3MOB B paMKax O4HOWN peaKkLuuu.
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1 HA3SHAYEHME

Habop npegHasHayeH pgns  kadectBeHHoro onpegenedna [OHK  Mycoplasma
pneumoniae, Chlamydophila pneumoniae, Streptococcus pneumoniae u Haemophilus
influenzae B Guonornyeckom matepuane yenoseka metogom [MLP ¢ rmbpuansauymoHHo-
GoryopecueHTHON [eTeKUMeENn B pexuMe «peanbHoro BpeMeHuy». Matepuanom ans
npoBegeHus [LP-uccnegoBanua cnyxat ob6pasubl [OHK, akcTtparmpoBaHHOM u©3
cneayrowmnx BuaoB buonormyeckoro matepuana:

e MasKku CO CNN3NCTON 060STOYKM HOCOrNOTKM U/MNK POTOrNOTKY;

e MOKpOTa;

e HGpoHxoanbBeonspHbIv nasax (BAI).

Habop npegHasHaveH gns nabopaTopHoW AuarHOCTUKM in vitro (BbisBneHne [OHK
Mycoplasma pneumoniae, Chlamydophila pneumoniae, Streptococcus pneumoniae wu
Haemophilus influenzae). lNpumeHeHne Habopa He 3aBMCUT OT NOMNYMSAUMOHHBIX U
Aemorpaduyeckmx acnekToB.

2 OBJIACTb NPUMEHEHUA

Habop npeaHasHayeH ANs NMPUMEHEHUST B KIMHUYECKOW nabopaTopHOM OMarHOCTUKE
ANa uccrnepoBaHna Guonornvyeckoro martepvana, NnoslydeHHOro OT Sl C KITMHUYECKOW
CUMNTOMATUKON UHADEKUUIN HMKHUX N BEPXHUX OblXaTesbHbIX MyTEeN, a Takke OT ful, He
MMELWNX NPU3HaAKoB MNPOCTYyAHbIX 3aboneBaHun. OTpuuatenbHble pesyrbTaThbl
nccrnegoBaHms ¢ nomoulbio Habopa He UCKI4YalT BO3MOXHOCTb MHAMUMPOBAHUSA
MUKPOOpPraHnaMamm, BbIIBNSi€MbIMU C MOMOLLIbIO Habopa, 1 He O0SMKHbI UCNOSb30BaThLCS B
KadyecTBe €OMHCTBEHHOM OCHOBblI ANfsl MNPUHATUS pPEeLleHuMst O JNeYeHMn nauueHTa.
OTpuuaTenbHble pe3ynbTaTtbhl UCCNefOBaHWUS AOSMDKHbl COMETaTbCA C  KITMHUYECKMMU
HabngeHnaMn, nctopmen 6onesHu N aNMAEMMONOrn4eckon MHopMaumnen.

Habop MOXeT NPpUMEHATLCS B KIMMHUKO-AMArHOCTUYECKMX nabopaTopusix.

3 NMPOTUBOMNOKA3AHUA K MPUMEHEHUIO
MpoTrBOnNokasaHMsa K NpMMeHeHnto Habopa OTCYTCTBYIOT.
4 PUCKU NPUMEHEHUA, NOBOYHBIE 3PDEKTbI

Mpn npumeHeHMn Habopa NO Ha3Ha4YeHuto, B COOTBETCTBUMM C AAHHOW MHCTPYKUMEN,
PUCKN 1N NOBOYHbIE 3PPEKTLI OTCYTCTBYIOT.

5 ®OPMbI BbIMYCKA

Ha6op BbinyckaeTcs B AByx dpopmax! (cm. Tabnvuy 1).

Tabnuua 1
OnucaHue chopm Bbinycka Habopa
KonuyectBo

dopma OnucaHue nccriegoBaHun, B TOM
yucne AnA KOHTponewn

1 [oTOBas k npumeHeHnto peakumoHHas [NLP-cmecb B BUae 96

rens, packanaHHas B 96-nyHOYHbIN NNaHWweT
> [oToBas k npumeHeHuo peakumoHHas [MUP-cmece ans 96

pasHeceHMs no Npobupkam

1 Habop B hopme Bhinycka 1 ynakoBaH B KOPOGKY U3 KapTOHa, B popMe Bbinycka 2 - B MONUSTUNEHOBLIN NakeT
C 3acTéxkon Zip-Lock.

Amplitech PneumoBact (R) WHCcTpyKums B.16.12.24 4



6 COCTAB
CoctaB Habopa ykasaH B Tabnuuax 2 u 3.

Tabnuua 2
CoctaB copmbli 1
HomuHanbHbIN -
KomMmnoHeHT .. Kon-Bo BHewHnn BuA
00BLEM, MN

MnaHweT co Cmecbio PneumoBact (R) 96-ﬂyHOHHbJM AEMMMBIV MNaHLWET,
(PeakumoHrHas MNLP-cmecb co cneumduryecknmm 3aKIEEHHbIN 3aLMTHON NNEeHKoN,
npanmMepamMu, gryopecLeHTHO-MeYEHbIMM - 1wr. C peareHToM B BuAe rens (ot
30HA4aMu, TepmocTabunsHon JHK-nonumepason, CBETJ10-pO30BOro A0 KpacHOoro
AHT®, consmm) uBeTa) Ha AHe NPobupoK
MnéHkn ona nnaHweTa - 2 Wr. Knenkne nnéHku
BK § Mpo3payHasn GecuBeTHas
(PacTBOp, coaepaLLuit reHHO-UHXEHEPHYI0 0,96 1 npobupka

YKUOKOCTb
KoHCTpykumio ¢ IHK BHyTpeHHero koHTpons)

[Mpo3payHas 6ecueTHas
OK 3 0,8 1 npobupka po3p 4
(BydepHbii pacTBop) XWOKOCTb
NMKR
(PacTBoOp, coaepXaLLWil FeHHO-MHXEHepHbIe 08 1 npoBupka MNpospayHas becupeTHas
KOHCTpYyKUumn ¢ oparmeHTamm [HK BbisBnsembix ' XNOKOCTb
MMKPOOPraHUu3MoB)

B anekTpoHHOM BUAe? no agpecy:
MHCTpyKUMS NO NPUMEHEHNIO - 1 wr. P A Apecy

http://www.amplitech.ru/resources/
KpaTkoe pykoBOACTBO - 1 wr. B 6ymaxHom Buae
B anekTpoHHOM? B1ae No agpecy:

MacnopT - 1 wr. . !
P http://www.amplitech.ru/quality/
Tabnuuya 3
CoctaB chopmbl 2
HomuHanbHbIN o
KomMmnoHeHT . Kon-Bo BHewHun Bug,
00BLEM, MN
Cwmecb PneumoBact (RW)
(PeakuwuoHnHas lMLP-cmeck co cneundunyeckmmm 096 1 6 Mpo3payHas KMAKOCTb OT CBETIO-
i _ , npobupka
npaimepamu, cpnyopecueH'[Ho MeyeHbIMU § p p ceporo 4o MoNeToBoro useTa
30HAamMu, TepmoctabunsHon JHK-nonumepason,
AHT®, consimu)
BK MpospayHasn GecuBeTHas
(PacTBop, cogepxaLlunii FeHHO-UHXEHEPHYI0 0,96 1 npobupka -
AKOCTb
KoHCTpyKumio ¢ IHK BHyTpeHHero koHTpons)
[Mpo3payHas 6ecupeTHas
OK y 0,8 1 npobupka po3p H
(BydepHbii pacTBop) XNOKOCTb
NKR
(PacTBOp, coaepXaLLuil reHHO-MHXEHepHbIe 08 1 npo6upka MpospayHas becuseTHas
KOHCTpYyKuumn ¢ oparmeHTamm [HK BbisBngembix ’ XWAOKOCTb
MMWKPOOPraHU3MoB)
B KTPOHHOMZ BuZE N :
WHCTpyKUMS NO NPUMEHEHMIO - 1 wT. ONEKTPOHHO Ae ro aapecy

http://www.amplitech.ru/resources/
KpaTkoe pykoBoACTBO - 1 WT. B 6ymaxHoM Buae

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

MacnopTt - 1 wT.

7 NPUHUMN METOOA

WccnepoBaHue ¢ nomoubo Habopa nposoautca metogom [MLUP ¢ rubpuansaumoHHo-
doryopecueHTHON AeTekunen NpoayKTOB aMnnmdukaumm B peXUMe  «peasibHOro
BpeMeHu». [etekuma npogykros [UP v pasgenbHoe BbigBNEHWE  MULLEHEN
obecneunBaeTca nNpuMeHeHMeM B peakunoHHon cmecn gnda TUP  dnyopecueHTHo-
MEeYeHbIX ONMMrOHYKNeoTNO0B, CUrHamNbl OT KOTOPbIX PErMCTPUPYIOTCA MO NATU PasnUyHbIM
KaHanam pnyopecueHTHoOM getekuun (cM. Tabnuuy 4).

2 B cny4ae oTcyTCTBUS AOCTyna K VIHTepHeTy obpaTutech B crnyxby TeXHMYECKON NoaaepKKu no TenedoHy
(495) 374-13-46 ons 3anpoca o NpeaocTaBneHn GymMmaxkHOM Bepcumn nacrnopra.
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Tabnuua 4
KaHanbl geTekummn MuLleHen

KaHan peTekuum curHana

oT dnyopodopa MuileHb O6nacTtb amnnudukaumm
FAM OHK Mycoplasma pneumoniae Lipoprotein gene
R6G? IOHK Chlamydophila pneumoniae ompA gene
ROX IOHK Streptococcus pneumoniae Spn9802
B oK T "
Cyb.5 IOHK Haemophilus influenzae Hpd (glpQ) gene

7.1 XapaktepucTtuka nonoxurtenbHoro koHtpons NK R

KoHueHTpauna krnoHmpoBaHHbIX doparmeHToB [JHK BCcex BbISBIISIEMbIX MUKPOOPraHM3MOB
B K R cocraBnseTr 51g+0,5Ig konun/mn. KoHueHTpauusa onpegensiercs C MOMOLLbO
YCTaHOBMEHHOW MPOU3BOAMTENEM METOAMKM BbIMOSIHEHUS U3MEPEHUIN Ha OCHOBE MeToAa
NMMUTUPYHOLNX pa3BeaeHnn [1, 2].

8 HEOBXOOMMOE OBOPYOOBAHUE U MATEPUAITbI
Ana pabotel ¢ Habopom TpebywTca obopynoBaHve W MaTepuarbl, yKasaHHble B
Tabnuue 5.
Tabnuua 5
O6opyaoBaHue U MaTtepuanbl, Heobxoaumblie Ana pabotbl ¢ Habopom

Heo6xogumoe oﬁopy,qoaal-wle U MaTepuanbl B ciiy4dyae

aBTOMaTU3MPOBaHHOWN NOArOTOBKM K
npoBeaeHuto MNMLP ansa cdoopmbl Bbinycka 1

py4yHon noarotoBku K npoBepeHuto MUP ans cdopm
Bbinycka1m 2

e aBTOMaTtuyeckass CrtaHuus npobonoAroToBKU
«Amplitech E1» («Amnnutek», Poccust; PY Ne
P3H 2022/16981);

e rIporpaMmmMupyembIi amnnudmrkartop c
cucTemom aerexkumm driyopecueHTHOro
CurHana B peXMMEe «pearnbHOro BpeMeHU»
(OTnpanm (OO0 «HMO OHK-TexHonorua»; 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));

® XONOAUIBHUK C KamMepoW, noadepxusatoLen
Temnepatypy o1 2 °C go 8 °C;

e éMKOCTb Aana  cbpoca  MCMOMb30BaAHHbIX
MaTepuarnos;

e repyaTKkm MeauLMHCKMe, oaHOpa3oBbIe,
HeonyapeHHbIe.

o [MLP-60kc;

o LeHTpudyra-sopTekc (PY Ne ®C Ne 2005/518);

® 103aTOPbl NEpEMEHHOro 06bEMa, MexaHN4ecKkme nnu
3MNEKTPOHHbIE, C BO3MOXHOCTBbIO [03MPOBaHNs OT 5
80 200 mkn (PY Ne ®CP 2009/05681);

e IporpaMMupyemblin - amnnudukaTtop € CUCTEMOK
aetekumn ryopecueHTHOro curHana B pexume
«peanbHoro BpeMmeHu» (OTnpanm (OO0 «HMO OHK-
TexHonoruay; 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));

e wtatme Ans lNUP-nnaHweToB (Mpu ncnonb3oBaHWm
dopmel 1) (PY Ne ®C3 2011/10287);

eiTaTMB ANa npobupok obvémMom 0,2 mn (npw
ncnonb3oBaHUn opmel 2);
® XONOAWUMbHUK  C  KamepoW,  MNOAAEPXUBAOLLEN

Temnepatypy o1 2 °C go 8 °C;

o npobupkn ans MNUP o6bémom 0,2 mn ¢ onTuyecku
Npo3paYyHol KPbILKOW, 04HOpa3oBble, CBOOOAHLIE OT
[OHKa3 (npn ncnonesoBaHum chopmsbl 2);

® HAKOHEYHUWKM ANs [03aTOPOB NepeMEHHOro obbEMa,
Cc unbtpoM, obbémom Ao 20 MKn, OgHOpas3oBble,
cBoboaHble ot [JHKas;

® EMKOCTb 4118 cbpoca MCnonb30BaHHbIX MaTepuaros;

o epyaTkm MeauUNHCKMe, oOHOpa3oBble,
HeonyApeHHble.

8 CwurHan oT dnyopogopa R6G peructpupyetcsa Mo kaHany AeTekuMu curHana oOT  aHamnorMyHbIX
dnyopodchopos HEX n VIC.
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9 MEPbI NPEOOCTOPOXHOCTH

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

Pabota ¢ Habopom fomkHa npoBOoAUTLCSA B nabopaTtopun, UCNOMb3YOLWeENn MeToabl
aMmnnndmrkaumm HyKNemHOBbLIX KUCMOT ANs MCCrefoBaHUsa maTtepuana, ¢ cobnogeHnem
TpeboBanun NOCT P 15190 «JlaGopatopun meaunuuHckme. TpeboBaHua 6e30nacHOCTUY,
MY 1.3.2569-09 «OpraHusauma pabotbl nabopatopun, WCNONb3YOWNX MeToAb
aMmnnnuKaLumm HyKNeMHOBbIX KUCIOT npu  paboTe € maTepuanom, coaepxalum
MukpoopraHmambl |-V rpynn natoreHHocTu», CadlluH 3.3686-21 «CaHuTtapHo-
anngemMunornornyeckme TpeboBaHnsa No NpoduakTuke MHPEKLMOHHbLIX BonesHen».

Mpn paboTe Heobxoanmo Bceraa BbINONHATL criegyrowme TpeboBaHns:

e [lpumeHATb Habop NO HasHa4yeHUKD B COOTBETCTBUN C [OAHHOWM WHCTPYKLUMEN.
OTKNMoOHeHWe OT nponucCaHHbIX Mnpoueayp W nopsiaka OEeWCTBUW MOXeT MpuMBECTU K
Nony4YeHno HeJOCTOBEPHBIX Pe3yNbTaToB UCCNegOBaHUS.

e K pabote c Habopom ponyckaetcs TOMbKO MepcoHarn, O6y4YeHHbIn MeTogam
MONEKYNAPHOM  OMarHOCTUKM U npaBunam paboTbl B KIIMHUKO-ANArHOCTUYECKOM
nabopatopun B cootBeTcTBMM ¢ CaHllnH 3.3686-21 (pasgen V).

e PaccmatpuBaTtb nccnegyemble obpasubl Kak NH(PEKLMOHHO-0OMNAaCHbIE,
OopraHuM3oBbIBaTb paboTy 1 XxpaHeHne B cooTBeTcTBMM ¢ CaHnlnH 3.3686-21.

e YTunuanpoBaTb peareHTbl W NNEHKM ANa  nnadHweTta  (MCNoSfib30BaHHbIE,
HEMCnonb3oBaHHbIe, Npulleiwme B HErOAHOCTb B CBA3U C UCTEYEHMEM CpPOKa FOOHOCTU
n/mnun HecobnogeHMeM pernaMmeHTUPOBaHHOIO peXnma XpaHeHus, TPaHCNOPTMPOBAHNA U
NPUMEHEHNS), BHELLHIOK YMNaKoOBKy Habopa, 9KCnnyaTauMOHHYK [OOKYMEHTauui B
cootBeTcTBUMN C TpeboBaHuamu CaHllnH 2.1.3684-21 «CaHuTapHO-anMaemMmonornyeckue
TpeboBaHUA K COoOoepXaHUO TEPPUTOPUA TOPOACKUX U CESIbCKUX MOCENEHUN, K BOAHbLIM
obbektam, NUTLEBOW BOAE W MNUTbLEBOMY BOAOCHAOXEHUO, aTMOCHEepHOMY BO3AYyXY,
noyBaMm, XWIbIM MOMELLEHNAM, IKChnyaTauum nNpPOU3BOACTBEHHbIX, OBLLECTBEHHbIX
NOMELLEHNA,  OpraHu3auMm U1 NPOBEAEHUIO  CAHUTAPHO-NPOTUBOINMAEMUYECKNX
(NpohunnNakTNYeCcKMx) MeponpuUATUNY K yTUnn3auumn MeamumnmHCKnx oTxogos knaccea I

e He oTkpbiBaTb NpobMpKM C npoayktamu amnnudukaumm B npouecce mx cbopa u
yTunmusauum.

e YTunuanposaTb Ouonornyeckuin matepuan, a Takke pacxofHble MmaTepuanbl U
WHCTPYMEHTbI, 3arpsi3HEHHble  BMOnorMyeckum maTepuanoMm, B COOTBETCTBUM C
TpeboBaHuamm CaHlnH 2.1.3684-21 k yTunmsaumm MeanumMHCKNX 0TXo40B knacca b.

e He ncnonb3oBaTb HAbop, ecnu HapylleHa BHYTPEHHAS ynakoBKa UMM BHELUHUA BUG
peareHTa He COOTBETCTBYEeT OMuCaHuo, YykaszaHHoMy B Tabnumuax 2 u 3 gns
COOTBETCTBYHOLLEN (hOPMbI BbiNyCka Habopa.

e He ucnonb3oBatb Habop, ecnv He cobnoganncb YCroBUSA TPaHCNOPTUPOBAHUA U
XpaHeHUsi COrnacHO MHCTPYKLNN.

e He ncnonb3oBaTtb HaboOp MO UCTEYEHUN CpOKa FOQHOCTH.

e /cnonb3oBaTb OTAENbHbLIM ANS  KaXagoro obpasua/peareHTa  04HOPA30BbLIN
HaKOHEYHMK C (PUNbTPOM.

e /lcnonb3oBaTtb 3alMTHYIO oaexay B cooTBeTcTBUM ¢ MY 1.3.2569-09. Bce onepaunmn
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NPOBOAUTbL TONbKO B OAHOPAa30BbIX HEOMYAPEHHbIX NepyaTkax Ansa UCKNIYEHNS KOHTaKTa ¢
OpraHM3mMoM YeroBeka.

e He ecTb, He NUTb U He KypUTb B NpoLecce Ucnornb3oBaHus Habopa. M3beratb KOHTaKTa
peareHTOB C KOXeEWN, rnasamm n cnnsnctom obonoykon. He rmortatsb.

PeareHTbl, BXxogswme B coctaB Habopa, cogepxaT HaTpusa asug B KOHUEHTpauuMm He
6onee 0,05 %, NO3TOMY He KnaccMPUUMPYOTCA Kak onacHble A5is 300pOBbsi YeNoBeEKa U
okpyxatowien cpeapl. [pn KOHTakTe HEMEANEHHO NPOMbITb MOPaXXEHHOE MECTO BOSbLUNM
KONM4YeCTBOM BOAbIl U NPU NITIOXOM CaMO4YyBCTBMM 0BpaTUTLCS 3a MeAULMHCKOM MOMOLLbIO.
Mpv nonagaHum BHYTPb PBOTY HE BbI3bIBaTb, NPOMNOSIOCKaTh POT BOAOMW, 06paTUTLCS K Bpady
npw NSIOXOM CaMOYYBCTBUN.

Ncnonb3oBaHne Habopa No HasHadeHUo M cobnogeHne BblllenepeyvncrieHHbIX Mep
NPeaoCTOPOXKHOCTM UCKITOYaeT HeraTMBHOE BO3AENCTBME Ha OPraHNU3M YerioBeka.

10 UICCNEQYEMbIA MATEPUAN

Habop npegHasHayeH AN wuccnegoBaHWss TONbKO Buonornyeckoro martepuana,
ykasaHHoro B pasgene 1. Baatne, npegBaputenbHyto 06paboTky, TpaHCNOPTUPOBaAHUE U
XpaHeHne Gronornyeckoro Matepuana cnegyet NpoBoANTb B COOTBETCTBUM C:

e MY 1.3.2569-09 «OpraHmnsauusa paboTbl nabopatopuin, MUCNOSb3YKOLWMX MeToAbl
aMmnnnduKaumm HYKNeMHOBbIX KUCMOT npu  paboTe C maTepuanom, cogepXalum
MUKpoopraHnamel I-IV rpynn natoreHHoCTU»;

e TpeboBaHNAMM, NEPEYNCNEHHBIMM B Tabnuuax 6 n 7.

Tabnuuya 6
TpeboBaHusA K B3ATUIO U NpeaBapuTenbHON 06paboTke uccnegyemMoro matepuwana

B3sATue Ma3koB CO CNM3NCTOM OOOSTOYKN POTOrNIOTKM, HOCOINOTKU

B3atve maska npoBecTU C MNOMOLLBK CYXOro MeAUUMHCKOro CTepunbHOro OAHOPa3oBOro 30HAa
(Hanpumep, OO0 «PapmMepglonuc PT», Poccusi; PY Ne P3H 2021/13989) B npobupKy ¢ TpaHCMOPTHON
cpenou, coaepxallen KOHCepBaHT M npedHasHayeHHOW AN XpaHeHUs U TPaHCNOpTUPOBAHWUSA LaHHOrO
BMAa bvonornyeckoro Matepuana (Hanpumep, «TpaHCNopTHas cpefa Ans XpaHeHUs U TPaHCMOPTUPOBKM
pecnvpaTtopHbix maskoB» (PBYH LUHWW 3nugemuonorun PocnotpebHapgsopa, Poccusa; PY Ne ®CP
2009/05011) unu aHanornyHas, 3apeructTpupoBaHHas B PO B yCcTaHOBIEHHOM NOPSAKE).

B3sTne n npegobpaboTka MOKpPOThI

BaaTtue maTtepuana B konnyecTse He MeHee 1 M NPOBECTU B CTEPUSIbHBIN OAHOPA30BbIA KOHTENHEP C

LLUMPOKUM roprioM (gnameTpom He MeHee 30 MM) 1 3aBMHYMBAIOLLENCS KPbILLKOW.
MpepobpaboTka:

MpoBecTn pazxmKeHne MOKpPOTbI, WCMONb3ysi peareHT Ans npefobpaboTkm MOKPOTHl € LEenbio
nNpoBefeHUs 3JKCTPaKUUM HYKMEUMHOBbIX KUCNOT (Hanpumep, peareHT «MykonuauHy» (®BYH UHWA
Onugemuonorun PocnotpebHagsopa, Poccus) unu peareHT, COOTBETCTBYIOLUIA MO cocTaBy TpeboBaHMAM
n. 1.7 MNpunoxeHunsa 2 MY 1.3.2569-09).

B3saTtue n npenobpaboTka 6poHxoanbBeonsipHoro naBaxa (BAIJl)

Mpu npoBegeHMn GpoOHXOCKONUM B3ATb HE MeHee 5 mMn martepumana B CTEpWUIbHbI OAHOPAa30BbIN

KOHTENHEepP C 3aBMHYNBAIOLLENCS KPbILLKOW.

MpenobpaboTka:

B3bonTtate EMKOCTb M nepeHecTn 1 Mn obpasua, UCMoNb3ys HAKOHEYHMK C PUITbTPOM, B CTEPUIIbHYHO
opgHopasoBylo npobupky. LleHTpudpyrmpoBats 10 MuH npu 10000 x g. Wcnonb3yss BaKyyMHbIN
oTcacbiBaTenb C KONGOM-NOBYLLKOW W OTAENbHbIM HakoHeYHuK 6e3 cunbTpa Ans kaxgoro obpasua,
yoanuTb cynepHaTaHT, octaenas Hag ocagkoMm 100—200 mkn HagocagodHOM KMAKOCTWU. TuatensHo
nepemelLaTb COAEPXKNMOE Ha BOPTEKCE.
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Tabnuuya 7

Tpe6oBaHUs K YCNOBUAM TPAHCNOPTUPOBAHUSA U XPaHEeHUS
uccrnegyemoro Matepvana

YcnoBusi TpaHCNOPTUMPOBaHUSA U XpaHeHUs

Ma3ku co cnu3ncTom 060NM04KM HOCOTNOTKU, POTOTNIOTKU

CornacHo TpeGoBaHUAM, YKa3aHHbIM B MHCTPYKLMMW K UCMONb3yEeMOM TpaHCMNOPTHOM cpeae.

MokpoTa (8o u nocne npenob6paboTku)

e [Mpn Temnepatype o1 2 °C go 8 °C He Gonee 2 cyToK;
e [pn Temnepatype MuHyc 20 °C 6onee 2 cyTok. [lonyckaeTcs o4HOKpaTHOE 3aMopaXxuBaHue matepuana.

BpoHxoanbBeonsapHbin nasax (BAJ)

e [Mpn Temnepatype o1 2 °C po 8 °C He Gonee 3 cyToK;
e [Mpu Temnepatype muHyc 20 °C He Gonee 12 mec. [lonyckaeTcsi OAHOKpATHOE 3aMOpaXKuBaHue

11 NPOBEAEHUE UCCINIEQOOBAHUA

11.1 ABTomatusmpoBaHHasa akcTpakuua [JHK n nogarotoBka k nposegeHuto MNLP ¢
ucnonb3oBaHuem ¢popMbl Bbinycka 1 n aBTomatuyeckom ctaHumm «Amplitech El».
Mpoeeaenue MNUP n aetekuun
BHUMAHMWE! [Mepen Ha4yanom paboTbl HEO6XOANMO O3HAKOMUTBLCHA C PYKOBOACTBOM MO
aKcnsnyataumm asTomatudeckon ctaHumm «Amplitech E1».

OkcTtpakumio OHK 13 uccnegyemoro matepuana u KOHTPONEeW, a Takke BHeceHue
obpasuoB akcTparmpoBaHHon [OHK B npobupkn nnaHweTta ¢ peakuynoHHon Cmechbio
PneumoBact (R) npoBecTu ¢ Ucnosib3oBaHneM aBToMaTudeckon ctaHumm «Amplitech E1»
(OO0 «AmnnnMTek») cornacHo pykoBOACTBY MO €€ aKcnsyatauum v npouenype, ykasaHHom
Hwke. Ona akctpakuyun OHK Heobxogumo wucnonb3oBaTb dopMy Bbinycka 1 Habopa
peareHToB «HK-100 (R)» (OO0 «AMnnuTek»).

11.1.1 Mepemewatb cogepxunmoe npodbumpok ¢ peareHtammn BK, OK n MK R n ocagntb

Kannun Ha BopTeKce.

11.1.2 lMoarotoBUTbL KAPTPUOXK C peareHTamu n3 Habopa «HK-100 (R)» n BHeCTu B Hero

nccnegyemble obpasubl U KOHTPOMW COrNacHO MHCTPYKLMMK MO €ro NPUMEHEHMUIO.
BHUMAHUE! Kaxpas rpynna akcTparupyembix o06pasuoB AOSMKHA CONpOBOXAATbCA
noctaHoskon kKoHTponen OK n MK R He MeHee 4Yem B 04HOM NOBTOpE.

11.1.3 YctaHoBUTb Ha paboumini CTON aBTOMATMYECKOM CTaHUMW KapTpuoX C
BHECEHHLIMU MccrnegyemMbiMn obpasuamMn U KOHTPOSSIMKU, a TakkKe pacxofHble
MaTepuansl, Bxogsawme B coctaB Habopa «HK-100 (R)», cornacHoO pykoBoOACTBY
Nno aKcnnyataunm cTaHumn.

11.1.4 Otpes3aTb OT nnaHweTa Heobxoammoe KonmnyectBo nNpobupok co Cmeckbro
PneumoBact (R) 1 CHATb C HUX 3aLLUTHYIO MIEHKY.

11.1.5 YcrtaHoBUTb OoTpe3aHHble nNpobupkn co Cmecbio PneumoBact (R) Ha pabouunn
CTON aBTOMaTU4YEeCKOW CTaHUMM B aganTep ANns KOHTEMHepoB AN4 antara.

11.1.6 3anycTuTb BbINOMIHEHNE CrieayloLWmMX NPOTOKOMOB COrfacHO PYyKOBOACTBY MO
akcnnyartauum ctaHuum «Amplitech E1»:

a) npoTokora akcTpakumm [HK ¢ ucnonb3oBaHnem WITpuX-kogda Ans npoTokona,
YKa3aHHOro B KpaTKOM pyKOBOACTBE MO npumMeHeHuto Habopa «HK-100 (R)»;

MpumevyaHune — B npoTtokone ykazatb 06bEM antoumm 100 mkn. B cnyyae ogHOBpeMEHHOro
3arycka npoTOKOSIOB 3KCTpakKuun n noarotoBkn K npoBeneHuro |_|L|,P O0BEM AU He Tpe6yeT
py4HOro BBOAa, TaK KakK yxe BKJTIOYEH B NPOTOKOJ1 NOArO0TOBKU K NMpoBeaEeHNIO |_|L|,P.
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6) npoTokona nNoaroToBkM Kk nposefeHuto MNLP ¢ ncnonb3oBaHnem WITpUX-koaa
ANA NPOTOKOMa, YKa3aHHOro B KPaTKOM PYKOBOACTBE MO NMpUMeHeHno Habopa
«Amplitech PneumoBact (R)».
BHUMAHUE! 3anyck npoTokona Heobxoaumo npoBectu B TeveHne 30 MUMHYT nocne
YyCTaHOBKWN BCEX peareHToB Ha paboyem cTone CTaHuum.

11.1.7 TMocne 3aBepLUeHWsi NPOTOKOSOB BbIHYTb aganTtep ¢ Npobupkammn n 3aknenTb Nx
NNEHKON, BXoaswen B coctaB Habopa «Amplitech PneumoBact (R)». 3ntoar,
BHECEHHbIN B NPOBUPKM, COAEPXKUT NONyYeHHY0 B npouecce akcTpakuumn OHK.

BHUMAHMWE! lMpobupkn, 3akneeHHble NAEHKON, HE NepeBopayvMBaTb U HE BCTPSIXMBATb,
4YTOOLI N36exaTb pa3bpbI3rMBaHNS COAEPKUMOrO NO CTEHKAM NPOBMPOK 1 NonagaHus ux Ha
3aLLMTHYIO NAEHKY. Npobnpkn C peakuMoHHON CMECHIO C BHECEHHLIM 3f1t0aTOM He noanexar
XpaHeHuto. Heobxoanmo He3dameanuTensHO NPOU3BECTM 3aMyCK peakumm amnandukaumm.

11.1.8 3anporpammupoBaTtb amnnudukatop ana nposegexHus [LUP wn  petekumm
¢oryopeCcuUeHTHOro CurHasna CorflaCHO WHCTPYKUUM MO ero MpUMEHEHUo Mo
nporpamme, ykaszaHHou B Tabnuue 8.

Tabnuuya 8

Mporpamma MNLUP v aetekuum npu noarotoske K nposeaeHuto MNMUP ¢
MCnonb30BaHMEM aBTOMaTnyeckon ctaHumm «Amplitech E1»

LUukn TemnepaTtypa, °C Bpems ﬂemx;zzgg;:;::zzm ANA Ko:::::g;ao
1 50 15 MUH - 1
2 95 2 MUH - 1
3 95 10¢c - 42
60 20¢c FAM, R6G*, ROX, Cy5, Cy5.5
NMpumevyaHusa

1) [Mpu nporpaMmmmupoBaHnn amnimMdurkaTopa ykasaTb 00bEM peakunn: 25 M.

2) [Mpn ogHOBpPEMEHHOM NpOBEeAEHMN B OQHOM npubope TeCTOB TONbKO ANns BbigsneHus OHK
AONyCcKaeTCa UCKNIOYMTb U3 yka3aHHoW nporpammbl Lmkn «50 °C — 15 MUH» Ans 9KOHOMUK
BPEMEHWN.

11.1.9 lMNMomecTuTb NPOBUPKN C peakuMOHHOMW CMECBLI0 U 3KAaTOM B aMnnndukaTop 1

3anycTuTb Nporpammy.

11.2 Okctpakuma OHK wu py4dyHaa noarotoBka K npoBegeHuto TLUP c

ucnonb3oBaHnem dopmbl Bbinycka 1 nnu 2. NposeaeHue MNMLUP n getekuum
11.2.1 lMepemewaTb cogepxmmoe npobupok ¢ peareHTamu BK, OK n MK R n ocagutb

Kannun Ha BopTeKce.
11.2.2 lpoeectn akctpakumio OHK n3 uccnegyemoro matepuana v KOHTponewm c
ncnonb3oBaHnem Habopa peareHToB «HK-100 (R)» (OO0 «AmMnnauTek»)
dopmbl 1 unn opmbl 2 (C NPUMEHEHMEM aBTOMATUYECKOM WU PYYHOW
METOAMNKN COOTBETCTBEHHO) COMMacHO UHCTPYKLUUKM MO €ro NPUMEHEHMUIO.
MpumeyvaHune — IAnounto nposecTn B 06beme 100 mkr.
BHUMAHUE! Kaxpas rpynna akcTparMpyembix 00pas3uoB [[OSMKHa COMPOBOXAATbCS
noctaHoBkon koHTponen OK u MK R He meHee yem B 0O4HOM MOBTOpE.
11.2.3 B 3aBucumocTn OT wucnonb3yemon ¢opmbl Bbinycka Habopa «Amplitech
PneumoBact (R)» npoBecTu nogrotoBky kK nposegeHuto MNLP B cooTBeTCTBUM C
Tabnuuen 9.

4 CwurHan ot dnyopocdopa R6G peructpupyetrcsi No kaHany JAeTekuMuM CurHana oT aHanormyHbIxX
dnyopodchopos HEX n VIC.
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Tabnuuya 9

MoparotoBka k npoBeaeHuto NMLP B 3aBucumocTn ot chopmbl Bbinycka Habopa
«Amplitech PneumoBact (R)»

MoarotoBka Kk npoBeaeHuto MNMLUP npu ncnonb3oBaHnu

c¢opmbi 1 copmbI 2
eOTpe3atb OT nnaHweTta Heobxogumoe | e [lepemelwwatb cogepxumoe npobupkn co
KONN4ecTBO npobupok co Cmecbto | Cmecbto PneumoBact (RW) u ocagutb

PneumoBact (R)

e CHATb C OTpe3aHHbIX MNPOOGMPOK 3aLUTHYIO
NNEHKY.

e[Ina ypoGctBa BHeceHns ob6pasuoB [OHK
pekoMeHAyeTCs  YCTaHOBUTb  OTpe3aHHble
npobvpkn B wratme ana MNUP-nnaHweTos.

eBHecTn B noarotoBneHHble Npobupku no
20 mkn  obpasuyoe [OHK, nony4eHHbIXx B
pesynbTtate 9SKCTpakuMm W3  UCCnegyemblx
obpasuos u koHTponen (OK u MK R).

BHUMAHMUE! lNpu BHeceHun OHK Heobxogumo

n3beratb nonagaHusi copbeHTa B peakuMOHHYH

CMecCb.

e [lepemeliatb cogepxmmoe nMnNeTUpoBaHNEM,
He Jonyckasi ny3blpbKOB BO34yXa.

e[locne BHeceHusi oGpasuyoe [OHK 3akneutb
NpoOVpKN NNEHKOW, BXOASALWIEN B COCTaB
Habopa «Amplitech PneumoBact (R)».

Kanmnu Ha BopTekce.

e BHectn B MNUP-npobupkm no 10 mkn Cmecu
PneumoBact (RW).

eBHecTn B noarotoBneHHble nNpobupkM C
peakunoHHon Cmeckbto no 15 mkn obpasuos
OHK, MONy4YeHHbIX B pesynbTaTte
9KCTpaKkuum m3 uccnegyemoix obpasuosB u
koHTponen (OK n MK R).

BHUMAHMUE! Mpwn BHeCeHnn OHK

Heobxoanmo nsberaTb NonagaHus copbeHTa B

peaKkLMOHHYIO CMeChb.

e [lepemewate cogepxmmoe nUNETMPOBa-
HMeM, He Jonyckas ny3blpbKOB BO3ayxa.

e [locne BHeceHuss obpasuoB [OHK 3akpbiTbh
NPOBUPKN KPbILLKOWA.

BHUMAHMWE! Mpo6upkn nocne BHecennss AHK He nepeBopaudnBatb M HE BCTPAXMBATD,
4YTOObI N36exaTb pa3bpbI3rMBaHNSA COAEPKUMOrO NO CTEHKAM NPOOMPOK 1 NonagaHms nx Ha

3aLlMTHYIO MAEHKY. Npobupkn ¢ peakLuMOHHON CMECHIO0 C BHECEHHbLIM 3M1H0aTOM He noanexar

XpaHeHuto. Heobxoanmo HezameanuTenbHO Nnpon3BeECTU 3anyCK peakuynm aMI'IJ'IVIq.)MKU,I/II/I.

11.2.4 3anporpammupoBaTtb amnnudukatop ana nposegexHus [LUP wn  petekumm
rlyOpEeCUEHTHOrO0 CUrHamna CorflacHO WHCTPYKUMW MO ero NMpUMEHEHUI0 Mo

nporpamme, ykaszaHHou B Tabnuvue 10.

Tabnuua 10
Mporpamma MNLUP v aeTekuuu npu py4yHou noarotoBke K nposeaeHuto MLP
LUukn TemnepaTtypa, °C Bpems ﬂeTeK;z?,:;olaa)::J;zM ATA Koﬂ::ﬁg;Bo
1 50 15 MuH - 1
2 95 15 MuH - 1
3 95 10c - 42
60 20c FAM, R6G®, ROX, Cy5, Cy5.5

MpumevaHnsa

1) [Mpu nporpammupoBaHun amnnudmrkaTopa ykasatb 06bEM peakuun: 25 MKI.
2) [lMpn ogHOBpEMEHHOM NpoBeaeHUN B 0OAHOM Npubope TeCcToB TONbKO ANnd BbisBneHns JHK
A0MyCcKaeTCs UCKMYNTb N3 ykasaHHOM nporpammbl Umkn «50 °C — 15 MuH» ons aKoHOMUK

BpEMEHMN.

11.2.5 lNMomecTuTb NpobUpPKM C peakLMOHHOW CMECHIO N 3MitoaToM B amnnmdukaTop un

3anycTuTb NporpaMmmy.

5 CurHan ot dnyopodopa R6G peructpupyeTcsi Mo KaHamy [OeTeKUMM curHana OT aHanorMyHbIX

dnyopodchopos HEX n VIC.
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12 YYET U UHTEPNPETAUWUA PE3YJIbTATOB

12.1 Y4yéT pesynbTaToB OCYLLECTBSETCA C NOMOLLbI NporpaMMHoOro obecneyeHus
NCNoSib3yeMoro amnnmndukatopa CorfacHO WUHCTPYKUUKM MO ero NpUMEHEHWUIO.
PekomeHayeTcs BbICTaBNATbL NOPOroByto NMHUIO Ha ypoBHe 10 % OT pasropaHus
NONOXUTENBHOIO  KOHTpons. KpuBble  doniyopecueHuuu, nepecekarowme
MOPOroBYHO NMNHUIO, AOIMKHBbI UMETb CUIMOOBPa3Hy opMy.

[MpoBecTn HTepnpeTaumio pesynbTaTtoB ANsa nccnegyemMblx 06pasLoB cornacHo
Tabnuue 11.

12.2

Tabnuya 11

MHTepnpeTauus pe3ynbTaToB AN

uccnegyemMbix obpasuoB

PesynbTar

MHTepnpeTauus

Mo kaHany Cy5 3HaveHne Ct onpegeneHo He
6onbLue rpaHU4HOro®.

Mo kananam FAM, R6G, ROX, Cy5.5 3HayeHus Ct
OTCYTCTBYIOT.

OHK Mycoplasma pneumoniae,
Chlamydophila pneumoniae, Streptococcus
pneumoniae n Haemophilus influenzae B
o6pasue He 8bis8reHbI.

Mo kanany Cy5 3HadeHune Ct onpegeneHo wnm
2  oTcyTcTBYeT.

Mo kaHany FAM onpegeneHo 3Ha4veHue Ct.

Mo kanany Cy5 3HaveHme Ct onpegeneHo wunwu

B obpasue 8nisigneHa
OHK Mycoplasma pneumoniae.

B o6pasue eniganeHa

3  oTcyTcTBYyerT. : .
Mo kaHany R6G onpegeneHo 3Ha4veHue Cit. AHK Chlamydophila pneumoniae.
Mo kanany Cy5 3HayeHue Ct onpegeneHo wunu 6

4 otcyTcTByer. B obpasue enisgrieHa _
Mo kanany ROX onpegeneHo 3HayeHne Ct. AHK Streptococcus pneumoniae.
Mo kanany Cy5 3HadeHune Ct onpegeneHo wnm B 06

5 ortcyrtcTByer. obpasue 8biseneHa

Mo kaHany Cy5.5 onpegeneHo 3HaveHne Ct. AHK Haemophilus influenzae.

WNHTepnpeTauusa npoBoAUTCH B COOTBETCTBUU
¢ nn. 2-5. Hanpumep: B obpasue ebisigrieHs!
OHK  Chlamydophila ~ pneumoniae n
Haemophilus influenzae.

Mo gBym u 6onee kaHanam Ans crneumpunyecKknx
6  muweHen (FAM, R6G, ROX, Cy5.5) onpeneneHo
3HadveHue Ct.

Mo kanany Cy5 3HaueHue Ct oTcyTcTBYeT wnm
onpegeneHo 6onbLUe rpaHUYHoro.

Mo kaHanam FAM, R6G, ROX, Cy5.5 3HauyeHusa Ct
OTCYTCTBYIOT.

HeBanuaHbin pesynetat

PesynbTaT uccnegoBaHUsi cyYMTalOT  [OCTOBEPHbIM, €Cnu  MNoSlydeHbl BalnvaHble
pesynbTaTthl 4Ns KOHTPOSEN B COOTBETCTBUM C Tabnvuen 12.
Tabnuuya 12
Kputepuu oueHKU gnsa KOHTponen
KoHTponb Hopma
OK Mo kaHanam FAM, R6G, ROX, Cy5.5 3HauyeHue Ct oTcyTCTBYET.
Mo kaHany Cy5 3HadveHne Ct onpegeneHo He 6onbLue rpaHUYHOro.
K R Mo kaHanam FAM, R6G, ROX, Cy5, Cy5.5 3HayeHune Ct onpefeneHo He

BornblUe rpaHNYHOrO.

6 [paHW4YHble 3Ha4eHusi Ct yKa3aHbl B KpaTKOM PYKOBOZCTBE MO NPYMEHEHMUo HaGopa.
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13 BO3MOXHbIE OLLUBKU

PekomeHgaunm no YCTPaHEHNI BO3MOXXHbIX owmnboK, nojiydaemblX OAnAa nccecnegyemblix

obpasuoB U KOHTpONel B MpolLecce WCCreaoBaHusi C MOMOLLb HaGopa, ykasaHbl B

Tabnuue 13.

Tabnuua 13

PekoMmeHaaLmMm No ycTpaHeHUI0 OWNGOK

OwunodkKka

Bo3mMoxxHasa npuynHa
BO3HUKHOBEHMA

PekomeHpaumm no ycTtpaHeHuro

Ansa MK sHaveHne Ct no kaHany
FAM w/vnn R6G wu/unun ROX
nvnm Cy5 wwim  Cy5.5
OTCYTCTBYET UNKU onpegeneHo
Gonblle rpaHu4Horo’.

HekoppekTHoe
npoBefeHne 3JKCTpakuum
OHK w/vnn MUP.

MoBTOpUTL KccrnegoBaHne Ans
Bcex obpasLoB, HayMHasa € aTana
aKkcTpakuumn OHK.

Ona OK no kaHany Cy5
HekoppekTHoe MoBTOpWTL  MccnegoBaHue  Ans
3HayeHune Ct oTcyTCcTBYET Mnn
npoBefeHne 3KCTpakumMnm Bcex obpasuoB, HaunHas Cc aTana
onpeaenexHo oonblue
OHK w/vnn MUP. akcTpakuumn OHK.
rPaHMYHOrO.
KoHTamunHaums MpeanpuHSATbL Mepbl NO BbISIBNEHMIO
Ana OK no kaHany FAM n/vnn peareHTOB uwnm u NnKkBMagaumm NCTOYHMKA
R6G w/vunn ROX w/vnn Cy5.5 wuccnegyembix 00pasuoB KOHTaMUHALMM " NoBTOPUTb
onpegeneHo 3HadeHue Ct. npoAayKkramu nccnegoBaHue ans Bcex obpasLos,
amnnmdukauunu. HaumHas ¢ atana akcTpakumm OHK.
HeBanugHbin pesynbTaT nns
[MoBTOpPUTbL NCCregoBaHWe aHHOMO
nccnenyemoro obpasua
HekoppekTHoe nccnegyemoro obpasua, HauymHas ¢
(3HayeHne Ct no kanany Cy5
npoBedeHne akcTpakumm atana akctpakuum OHK. B cnydae
OTCYTCTBYET UNU onpegeneHo
OHK. BOCMPON3BOANMOrO pesynbTaTa
Gonbie FPAHIHOTO, "° Hammue B 06 asue peKkoMmeHayeTcs NOBTOPHOE B3SATME
kaHanam FAM, R6G, ROX, P P y P
nHrnéumtopos MLUP. N unccnegosaHne 6GMONOrMYecKoro
Cy5.5 3HayeHuns Ct
mMaTepuana.
OTCYTCTBYIOT).
MpoBepuTb NnpaBUNbHOCTb
BbIOpPaHHOrO  YPOBHSA  MOPOroBOMN
ans ncecnenyemoro -
N AVHWM UNM nNapameTpoB pac4déTta
obpasua/koHTponen .
o 6asoson nuHun. Ecnnv pesynbtar
onpegeneHo 3HayeHune Ct, npu HekoppekTHbIn  BbIGOP
- nonyyeH nNpu NpaBUNIbHOM YPOBHE
3TOM Ha rpadouke ypOBHSI MOPOroBOM NNHUM - _
NoporoBow NUHUK (6a30BOM NNHUK),
doriyopecueHLMn  OTCyTCTBYET UMK napameTpoB
; N TpebyeTcss MNOBTOPHO MNPOBECTU
y4acToK XapakTepHoro pacyéta 6a30Bow NNHUN.
o aMnnMdukaumio 1 getekumo ans
9KCMOHEeHUnanbHoro nogbéma HekoppekTHoe

(rpachmk npegcraesnsieT cobou
npuBNU3NTENBLHO npsiMyto
NVHWIO).

nposeneHue MNMUP.

aToro obpasua wnu, B crydae
HEKOPPEKTHOro Buaa rpadmka ans
KOHTpons, amMmnndunkaLmo n
AEeTeKuMIo Ansa BCex mccnenyembix
00pasLoB 1 KOHTPOIEN.

7 [paHW4YHble 3HaveHusi Ct ykasaHbl B KpaTKOM PYKOBOACTBE MO NPUMEHeHUo Habopa.

Amplitech PneumoBact (R)
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14 KOHTPOIJ1b KAHYECTBA

14.1 KoHTponu, ucnonb3yembie B npoLecce mccrenoBaHus
PesynbTatbl MccnegoBaHUA KOHTPOSEN OOMKHbI COOTBETCTBOBATb KPUTEPUAM OLEHKM,

yKasaHHbIM B pasgene 12.
14.1.1 OTpuuaTernibHbIA U NONOXUTESIbHbIW KOHTPONKU

Kaxxgas rpynna akcTparmpyembix 06pasuoB AOSKHA BKITHOYAaTh KOHTPONbHbIE 0OpasLbl:
e OK ans BbISIBNIEHWS1 KOHTaMMHaLMM B NPOLIECCE NPOBEAEHUS UCCMNeNoBaHuS;

e [MIK R ans KOHTPONst KOPPEKTHOrO NPOXOXAEHUS UCCNEeLOBaHNS.
14.1.2 BHYTPpEHHUWN KOHTPOIb

[na koHTpona kadectBa 9kcTpakuum [OHK n oueHkn BNUAHUA WMHIMOUTOPOB Ha
pesynbTatbl amnnandukaumm mncnonbdyetcs ak3oreHHbld BK, koTopbin gobasnsieTcs Ha
atane akcTpakuun OHK B Kaxgbin uccnegyembin obpasey u KoHTponu. OTcyTcTBMe
pesynbtatoB amnnudukaumm ana  BK 1M ogHoBpemMeHHO Ona BbISIBNSIEMbIX
MMUKPOOPraHn3mMoB CBUAETENLCTBYET O NpUCyTCTBMM NHrMbutopos MNLP B obpasue n/mnu
HEeKOpPPEKTHOM NpoBeaeHnn akctTpakumm JHK.

14.2 MOHUTOPUHI NnabopaTopumn Ha HanNn4Yne KOHTaMMHauumn

[ns BbIABNEHMS BO3MOXHOW KOHTaMUHauuu nabopatopum npogykramu amnnngukauuu,
nccnegyemMbiMn U KOHTPOSbHbIMK Obpasuamn pekomeHayeTca pas B Mecsl uccrnegoBaTb
CMbIBbI C paboymx noBepxHocTen abopatopHon mebenu, obopyaoBaHNa N NOBEPXHOCTEN
NoOMELLEHNA COrnacHo npouenype, ykasaHHom B MY 1.3.2569-09. [Mpn obHapyxeHun
KOHTaMnHaumm HeobXOAMMO MPOBECTU MEPONPUATUS MO €€ YCTPaHEHU0 COrfacHo
yKazaHusaM, onncaHHeivM B MY 1.3.2569-09.

14.3 BHYTpPeHHUM KOHTPONb Ka4yecTBa NnabopaTopHbIX uccrnenoBaHumn

PekomeHayeTca npoBOAMTb KOHTPOSb KayecTBa BbINOSHEHUS WUCCNedoBaHWA C
MCMNONb30BaHMEM MaHenen KOHTPOSbHbIX 06pa3LoB, NpeAHa3HaYeHHbIX ANna npoBeaeHns
BHYTPEHHErO0 W BHELWHEro KOHTPOMen kadyecTBa nabopaToOpHbIX uWCcnegoBaHUMM Mo
obHapyxeHnto  [OHK  BbISBASEMbIX  MUKPOOPraHM3MoB, MO0  CpaBHUTESbHBIM
nccnegoBaHMEM C UCMONb30BaHNEM 3aperncTpmpoBaHHbIX B PO HabopoB peareHToB Angd
kayecTBeHHoro onpegenexHma [OHK BbisBNSeMbIX MUKPOOPraHM3MoB B OMOMOrnyeckom
maTtepuane metogom MNUP.
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15 ®YHKLUMOHANBbHBLIE XAPAKTEPUCTUKU HABOPA®
15.1 Npenen o6bHapyxeHUs

Mpepen obHapyxeHna Habopa ykasaH B Tabnuue 14.

Tabnuua 14
MNpenen o6HapyxeHus
MuLleHb Mpepnen obHapyxeHus, NA/mn 95 %-bi1 AN, F3/Mn
OHK Mycoplasma pneumoniae 1000 477-1446
AHK Chlamydophila pneumoniae 1000 540-1760
OHK Streptococcus pneumoniae 1000 497-1646
OHK Haemophilus influenzae 1000 162-1472

15.2 AHanuTn4yeckas cneumncpuyHoOCTb

AHanunTuyeckaa cneumcpuyHocTb Habopa oueHuBanacb MNpu  TECTUPOBaHUMU
MUKPOOPraHn3amoB, Yka3aHHbix B Tabnuue 15, reHomHon OHK 4yenoseka, a Takke HK
BbISIBNSIEMbIX MUKpoopraHmamoB. HK MyukpoopraHnamoB mccrnegoBanach B KOHLEHTpauun
He meHee 1-108 konuii/mn, reHomHasa HK yenoBseka - B KoHUeHTpauun 1 Mkr/mn. Mo utoram
TECTUPOBaHUS NTOXXHOMOSTOXUTESbHBIX Pe3ySibTaToOB BbISIBIEHO He BbISO.

Tabnuua 15
MukpoopraHm3ambl, UCNONb3yeMble AN OLEeHKU aHanUTu4Yeckon cneyncpmuyHocTm
HaumeHoBaHue HanmeHoBaHue HanmeHoBaHue
. . Legionella pneumophila
Adenovirus B Coronavirus HKU1 (ATCCP 33152)
Adenovirus C Coronavirus NL63 MERS-CoV
Adenovirus E Coronavirus OC43 Parainfluenza virus Tuna 1 (CeHgan)
Bocavirus Human Metapneumovirus (HM-1) Parainfluenza virus 2

Human Rhinovirus A
(PvHo/1a/lleHunHrpaa/78)
Influenza virus A

Bordetella bronchiseptica Parainfluenza virus 3

Bordetella parapertussis Parainfluenza virus 4

(A/Anhui/1/2013(H7N9))
. Influenza virus B . L
Bordetella pertussis (B/Mocksa/46/2019) Respiratory syncytial virus (hRSV-1)
Coronavirus 229E Klebsiella pneumoniae SARS-CoV-2 (BapnaT «OMMKPOH»,

BK1343)

15.2.1 NMoTteHunanbHO NHTepcepupyomMe BellecTBa

MoTeHuunaneHO MHTEpdepupylowme BewecTBa (MHMIMBUTOpPLI MNLP) n nx makcumansHble
KOHUEeHTpaumm B obpasue, Ans KOTopbIX OLEeHMBanoch X MHrmbupytouwee snnadmne Ha lMNMUP,
nepeyvncneHol B Tabnuue 16.

8 3asBneHHble aHanUTUYECKMe XapakTepUCTKN Habopa, KpoMe aHanMTUYeCcKon cneumduYHOCTH, MPOBEPEHDI
C UCNONb30OBaHMEM CTaHAaPTHbIX 0ODpasLoB MNPeaAnpuaTUs, CoAepXalluMx BEKTOPbl CO crneumduyeckumm
nocnegosaTtenbHocTaAMKU [JHK BbISBNSEMbIX MUKPOOPraHM3MOB.
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Tabnuua 16

MoTeHunanbHO UHTepdepupyolne BelwecTBa

- . Tun KoHueHTpauus O6ocHoBaHue
Uccnegyembin AKTUBHbIN o
UHTepdepeHT MHTepde- BellecTBaB MUccrnegoBaHHOMU
maTtepwuan KOMMOHEHT
peHTa obpasue KOHLIeHTpaLuuu
[emornobuH,
Masku co crnmsucTom LienbHas KpOBb  XONecTepuH, SHEOreHHas 5% viv
00004k HOCOrMOTKM TpUrNMUepMALI - 6'D‘CTaHLI,VI$| O6bém B obpasue
n/unu poTornoTku, OunLLEHHbIN y 0 B YCMOBUSIX
MyuuH 5 % viv
MokporTa, 6enok «HauxyaLlero
BpoHxoanbBeonspHbIN PactBop ans cny4vas»
naBax PacTaop XnoprekCcuanH  Hapy»XHoro 0,25 %
XroprekcuauHa '
NpUMEHeHUs

B pesynbTaTte ucnbitTaHu NOATBEPXKAEHO, YTO BIIMSIHUE UCCMEe0BaHHbIX NOTEHUMansHO
nHTepgepupyowmnx BewectBs Ha [UP, nposoammyo ¢ ucnonb3oBaHnem Habopa
«Amplitech PneumoBact (R)», oTcyTcTByer.

15.3 MNMpeunsmoHHOCTb U3MepeHuns

KoadbdpuumneHt Bapuaumm  nostopsiemoctv  CVn  noporosbix  uuknos  (Ct),
XapaKTepPU3YLWMIA BHYTPUCEPUIHYIO MOBTOPSEMOCTb M3MEPEHUA C WUCNOSIb30BaHMEM
Habopa, He npeBblwaeT 5 %.

KoacpcmumeHT Bapuaumm Bocnpomssogumoctn CVe noporosbix uuknos (Ct),
XapaKTeEPU3YOLLMIA MEXCEPUINHYO BOCMPOM3BOAUMOCTb M3MEPEHUIA C UCNOSIb30BaHMEM
Habopa, He npesbiwaeT 10 %.

15.4 [lnarHoCTUYECKMe XapaKTepUCTUKn

3HaueHnss  gmarHocTMyeckom  JvyBcTBuTenbHoctn  (OY) wm  anarHocTuyeckom
cneumdpudHoctn (OC) Habopa c posepuTenbHOW BepoATHOCTbIO 95 % ykasaHbl B
Tabnuue 17.
Tabnuuya 17
[OwnarHocTnyeckne xapakTtepucTuKu
KonuuyectBO 06pasLoB
Wccnepyembin maTepuan MuweHb Ay, % AcC, %
nonoXxwuT. oTpuuart.
OHK M. pneumoniae 150 167 98-100 98,2-100
Ma3sKku co CIM3nNCTol OHK C. pneumoniae 122 195 97,6-100 98,5-100
0BOIOYKI HOCOTMOTKM OHK S. pneumoniae 129 188 97,7-100 98,4-100
OHK H. influenzae 104 213 97,2-100 98,6-100
OHK M. pneumoniae 150 167 98-100 98,2-100
MasKku co CIM3nNCTom OHK C. pneumoniae 122 195 97,6-100 98,5-100
06OSOYKM POTOFNOTKM OHK S. pneumoniae 129 188 97,7-100 98,4-100
OHK H. influenzae 104 213 97,2-100 98,6-100
OHK M. pneumoniae 141 166 97,9-100 98,2-100
OHK C. pneumoniae 118 189 97,5-100 98,4-100
MokpoTa -
OHK S. pneumoniae 132 175 97,8-100 98,3-100
OHK H. influenzae 102 205 97,1-100 98,5-100
IOHK M. pneumoniae 74 74 96-100 96-100
BpOHX0anbBEONSIPHbIN OHK C. pneumoniae 74 74 96-100 96-100
nasax (BAJl) [OHK S. pneumoniae 74 74 96-100 96-100
OHK H. influenzae 74 74 96-100 96-100
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16 yCnoBna XPAHEHUA, TPAHCIMOPTUPOBAHUA WU JIKCMJIYATALUUU
HABOPA

16.1 Cpok rogHOCTH

Cpok rogHocTu Habopa cocTasnseT 12 mecsues OT AaTbl M3rOTOBMEHUS.

Mocne BckpbiTna peareHTsl BK, MK R, OK, Cmecb PneumoBact (RW) ncnone3oBatb 40
ncTeyeHns cpoka rogHocTu Habopa. MNMnaHweT co Cmecblo PneumoBact (R) nocne cHATUS
3alUMTHON NMEeHKN XpaHuTb He 6ornee 30 MUHYT.

He ponyckaetcsi cmelumBaTb KOMMOHEHTbI HAOOPOB pasHbIX CEepuMn U UCMONb3oBaTb
Habop No ncreyeHnn cpoka rogHoOCTHU.

16.2 XpaHeHue

dopmy Bbinycka 1 B ynakoBKe npeanpuAaTna-m3rotoBuTesid XpaHnUTb Npu TemMmnepartype

oT 2 °C go 8 °C 1 oTHOCUTENbHOM BriaXXHOCTU Bo3ayxa oT 25 A0 75 % B 3alULWLEHHOM OT
conHe4vHoro ceeta Mmecte. [naHweT co Cmecbio PneumoBact (R) 6epeys ot Bnaru. lNocne
TpaHCNOpPTMPOBAHNS OONyCKaeTcsl XpaHUTb Habop He Bonee 5 cyTok Npu TemnepaType OT
8 °C po 25 °C.

dopmy BbiNycka 2 B yNakoBKe NpeanpuATUs-u3roToBUTENS XpaHUTb Npu TemnepaTtype

oT 2 °C go 8 °C n oTHOCUTENBHOM BRaXXHOCTM Bo3ayxa oT 25 % o 75 % B 3aliULEHHOM OT
CONHEYHOro cBeTa MecTe.

PeareHTbl 06enx hopm nocne BCKPbITUS XPaHUTb B TEX XKE YCMNOBUSAX, YTO U peareHThbl
A0 BCKPbITUS.

16.3 TpaHcnopTupoBaHue

Habop TpaHcnopTuposBaTb npu Temnepatype ot 2 °C go 8 °C BcemMun BUOAMU KPbITbIX
TPaHCMOPTHbLIX CPeACTB B  TEPMOKOHTEMHepax C  xflagoafnemMeHTamu  unuM B
aBTopedpmxKepaTopax.

[onyckaetcsa TpaHcnopTupoBaTb Habop dopMbl Beinycka 1 npu Temnepatype oT 8 °C
o 25 °C He 6onee 10 cyToK.

16.4 Jkcnnyatauusa

PeareHThbl, BXxoasLme B coctaB Habopa, roToBbl K MCMNOMb30BaHUIO.

[MoBTOpHOE MNPUMMEHEHUE WCMNOMbL30OBAHHbLIX AN  WUCCNeOOBaHWUs peareHToB He
aonyckaetcs.

NccnepoBaHne o6pasuoB € ucnonb3oBaHMEM Habopa [OfMKHO MNPOBOAUTLCS Mpu
TemnepaTtype oT 18 °C go 25 °C 1 OTHOCUTENBbHOM BRAXHOCTM Bo3ayxa oT 25 % o 75 %.
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17 NEPEYEHb COKPALLEHNA

B HacTosiLen MHCTPYKLUM NPUMEHEHbI Cneayolmne CoKpalleHus:

Ct — cycle threshold (noporosbiv LnKn)
B. — Bepcus

BK — BHYTPEHHUI KOHTPOIb

an — [JOBepUTENbHbIN MHTEpPBAarn

OHK — AEe30KCUPNBOHYKNENHOBas K1crnoTa
NHKasa — Ae30kcnpnboHykneasa

OK — OoTpuuaTenbHbIA KOHTPOMb

MK — NOMOXMUTESbHbIA KOHTPOIb

rnupP — nonvMepasHas uenHas peakumus
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19 NEPEYEHb NPUMEHAEMbIX HALUMOHAJIbHbIX CTAHOAPTOB

FOCT P 51088-2013 MeaguumHckue mnsgenua ons AnarHoCTUKM UH BUTPO. PeareHTsl,
Habopbl peareHToB, TECT-CUCTEMbl, KOHTPOJSIbHble MaTepuansbl, NUTaTesnbHble Ccpeapl.
TpeboBaHus K n3genuam n NogAepPKMBAOLLEN JOKYMEHTaL MM

FOCT P 51352-2013 MeaunuuHckue vsgenus gns OMarHOCTUKM UH BUTPO. MeToapl
NCNbITaHUN

TOCT P NCO 18113-1-2015 MepuumHckme wu3genus AnNg AWMArHOCTUKM in  Vitro.
NHdbopmaums, npegocrtaBnsiemas uarotosutenem (MapkumpoBka). Yacte 1. TepmuHbl,
onpeaenexus n obwme TpeboBaHus

OCT P NCO 18113-2-2015 MeguuuHckue wusgenust Ana OWMArHOCTUKM in  Vitro.
NHbopmaums, npegoctaBnsemas narotosutenieMm (Mapkuposka). Hactb 2. PeareHTbl ons
ANArHOCTUKM in Vitro ans npodeccmnoHanbLHOro NPUMeHeHNs

FOCT P NCO 23640-2015 N3penua meguumHcKue Ansa aMarHocTuku in vitro. OueHka
CcTabunbHOCTM peareHToB ANsl ANAarHOCTUKM in Vitro

FOCT P UCO 15223-1-2023 N3genua meguumHckne. CuMBOMbI, NPUMEHSIEMbIE AN
nepegayn uHdopmaumm, npegocrtasnsemon usrotosutenem. Yactb 1. OCHOBHble
TpeboBaHus
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20 TFAPAHTUM NMPOU3BOAUTENA

MponssoguTenb rapaHTMpyeT COOTBETCTBUE XapakTepucTuk Habopa TpeboBaHusM,
YKa3aHHbIM B TEXHMYECKOW U SKCMfyaTauWMOHHOW AOKYMEeHTauuwn, B TeYeHMe yKa3aHHOro
Cpoka rOAHOCTM npu CoGMIAEHMM YCNOBUA €ro TPaHCMOPTUPOBAHWUA, XPaHEeHUs W
NPUMEHEHNS.

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

CoobLeHnss o HebnaronpuaTHbIX COBLITUSX (MHUMOEHTAaX), BO3HUKLLMX Npu paboTe C
HabopoM U He yKa3aHHbIX B JaHHOW UHCTPYKUWW, criedyeT HanpaBnaTb NPOU3BoaUTENO MO
yKa3aHHOMY Bbllle agpecy W B  YNOMHOMOYEHHbLIN PerynaTopHbI  OpraH CornacHo
AEVCTBYOLLEMY 3aKOHOL4ATENbCTRY.

21 TEXHUYECKASA NOOAEPXKA

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

22 CUMBOIJIbl, UCNOJIb3YEMbIE B JOKYMEHTALUWU NPOU3BOAUTENA

-
(o)
-

MN3rotoBuTenb Koa cepumn

[arta narotoBneHus

MeauumHckoe nsgenuve ansa /ﬂ/

Mcnonb3oBaTb OO

[NArHOCTVKM in Vitro TemMnepaTtypHbIn AManasoH

O6paTtnTech K MHCTPYKLUUM NO ,.374 He gonyckaTb BO34encTBUSA
NPUMEHEHUIO 1\\ COITHEYHOro cBeTa

fe
CoaepXumoro OCTaTOMHO AN - He gonyckaTb BO3gencTBus
npoBeAeHust <n> TecToB Bnaru

HIRCR=RENES 2

Homep no kaTtanory [wnanasoH BnaxHocTn

ObwecTBO C OorpaHVyYeHHON OTBETCTBEHHOCTBLIO K AMMITUTEK»

(OO0 «AmnnuTeEK»),
Poccusa, 109235, MockBa,
yn. 1-a KypbsiHoBckas, a. 34, cTp. 8, atax 1 nom. |l kom. 42

Ten. (495) 374-13-46, www.amplitech.ru,
e-mail: support@amplitech.ru
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