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CMNCOK COKPALLEHAA V1 OBOBHAYEHAA

ct - Cycle threshold (noporoBblii LK)

BKO - BHYTPEHHWA KOHTPO/IbHLIA 06paseL,

ra - TEHOMHble 3KBUBA/IEHTSI

JOHK - [0e30KCUpMBOHYKNENHOBas Kucaota

JHKaza - [e30KcUpnboHyKeasa

OHT® - [e30KCMprBoHyKeoTUaTpUdocdaTh!

MKO - MONOXUTE/bHBIA KOHTPOSIbHbLIA 06pasey,

K- - oTpuuaTesibHbIl KOHTPOsb MLP

OKO - OTpUUATE/bHbIN KOHTPOSIbHBIA 06paseL, 3KCTPaKUmn

rnapP - nosmmepasHas LenHasa peakums

PY - perucTpaumoHHoe yaoCTOBEpPEH/E

TY - TexHW4Yeckne ycnosus

yar - ypauun-AHK-rnvkosunasa
HAVIVEHOBAHVE VBOE/ VA

Ha6op peareHToB [A/11 BblIAB/1EHUA ﬂ'HK Mycoplasma pneumoniae, Chlamydophila pneumoniae,
Streptococcus pneumoniae W Haemophilus influenzae MeTogom [lLIP C,ﬂ,eTEKLWIel\;I B pexunme «peasibHOro
BpeMeH» <<AMI'I]'II/I|_|paI7IM® M. pneumoniae / C pneumoniae /5. pneumoniae [ H. influenzae~> no
TY 21.20.23-178-09286667-2022.

Jlanee  no  TekcTy  ynoTpebnsieTcA  KpaTKOe  HauMeHoBaHue:  Habop — peareHToB
«AMI'I}'IVIFIpaI‘/IM@ M pneumoniae / C pneumoniae / 5 pneumoniae / H. influenzae>>, aTaKxe COKpaLleHve

Habop peareHToB.
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1. HASHAYEHVE

1.1. Hab6op peareHToB «AMI/UMPaAM® M. pneumoniae / C pneumoniae / S. pneumoniae IH . influenzae»
npegHasHaueH a1 BbisBneHMa [JHK MUKpooOpraHM3mMoB, Bbi3blBalOWWX TsXKeNble BHEBGO/IbHUYHbIE
NMHEBMOHUN {Mycoplasma pneumoniae, Chlamydophila pneumoniae, Streptococcus pneumoniae,
Haemophilus influenzae) BOKNOMOrMYeckoM matepuane (6poHX0-asIbBEONSAPHbIV NaBadk, Mas3ku CO CrIN3UCTOI
HOCO- 1 POTOI/I0TKKN, MOKpoTa) meTogom IMLP ¢ Fl/l6pVIp,I/I3aLI,I/IOHHO-Cb!'IyOpGCLI,GHTHOVI AGTGKLI,VIGVI npoayKToB
amMnIMdmKaLun B pexxMme «peasibHoOro BPeEMEHU.

12. Matepuasiom gna nposepeHus MUP cnyxar npobbl OHK, akcTparmpoBaHHble U3 UccneLyemoro
mMarepuana c nomoLLb0 HabopOB peareHToB, PEKOMEHA0BAHHbLIX B pasfaesie UHCTPYKUMK «[JonoHUTeNbHoe
06opygoBaHMe 1 MaTepuasibl».

1.3. PyHKUMOHa/IbHOE Ha3HaYeHue: Ha6op peareHToB npegHasHadyeH AnAd AOWarHOCTUKU in  vitro
(BblﬂB]’IeHl/Ie JOHK MynKpoopraHnM3mMoB, BbI3bIBaOLLNX TAXKESble BHEOO/IbHUYHbIE MHEBMOHUN {Mycoplasma
pneumoniae, Chlamydophila pneumoniae. Streptococcus pneumoniae, Haemophilus influenzae) METOAOM
nuP B 610O/10rMYECKOM Martepuane (6p0on—aaneonﬂpru7| naBaX, MasKu Co CIM3NCTOI HOCO- U [POTOrNOTKN,
MOKpOTa)).

14. TlokasaHMs K MNPOBEAEHUO uWccneaoBaHMs: Habop peareHTOB WCMO/b3YEeTCA B KMHWYECKOIN
na6opaTopH017| AnarHoCctuke ana uccnegoBaHunA 6GMOMOrMYECKOro mMarepuavia npu AnarHoctuke nuu, C
K/IMHWUYECKOW CUMMTOMATMKOM VIH(beKLI,VII‘/’I HMWKHNX N BEPXHUX ObIXaTesIbHbIX nyTe|7|, BbI3bIBAEMbIX
MUKpPOOpPraHM3MaMn Mycoplasma pneumoniae, Chlamydophila pneumoniae, Streptococcus pneumoniae u

Haemophilus influenzae.
1.5. an/IMeHEHVIe Ha6opa peareHToB He 3aBUCUT OT NMONYyNALMNOHHBLIX U Aemorpadnmqecmx aClneKToB.

1.6. lMoTeHumasibHble nMosb3oBaTenn: Habop peareHTOB  AO/MKEH  WCMOMb30BaTbCA  TOMbKO
KBa/IM(pULMPOBaHHbIM, 06Yy4YEHHbIM (B 06/1aCTM KIMHWUYECKOA NabopaTopHOli ANArHOCTUKM) MepCOHaIOM
(Bpaun KnMHWYeckoin nabopartopun U MeguLUHCKME NnabopaTopHble TEXHUKN, 06YUYEeHHbIE MONEKYNAPHbLIM
6GM1OMOrMYECKNM METOAMKAM).

1.7. TpuMeHsITb HAbop peareHToB CTPOrO MO HA3HAYEHWIO COF/TACHO MHCTPYKLMM MO NPUMEHEHMIO.

1.8. lpoTtvBonokasaHns K nNpYMeHeHuo: HapylleHne UenocTHOCTM YNakoBKW, WCTEKLIWMIA CpOoK
roHOCTH, HecobnaeHue TpeboBaHNn UHCTPYKLNN.

2. XAPAKTEPVCTVIK HABOPA

2.1. ®opMbl BbINycKa, cOCTaB 1 KOMM/IEKTHOCTb

Habop peareHTOB BbInyckaeTcs B ABYyX diopMax (CocTaB Habopa M KOMM/IEKTHOCTb MOCTaBKU yKasaHbl B
Tabnuue 1 n 2 cootBeTCTBEHHO). Obe hopMbl NpefHasHaveHbl A1a npoBedeHus amnavdomkaumn OHK ¢
rMépuan3aLMoOHHO-O/TYOPECLIEHTHON  AeTekumeid NpoAyKTOB  amMnMukauum B pexume  «peasibHOro
BpeMeHW». 1A npoBefeHus MOMHOro MCCNefoBaHns HeobxoAyMMO WCMOoSb30BaTb Habopbl peareHToB /1
akcTpakumn OHK, pekoMmeHgoBaHHble B pasgene «[onoiHMTeslbHoe 060pyA0BaHNe 1 Matepuasibi».

®opma Bbinycka 1 BK/OYAET cMecCb Ans nposedeHns MUP B npobupke o6bemom 1,5 wim 2,0 mn ans
[03/poBaHUst B 0Oble Tunbl MNpobupok. dopMa npegHasHaveHa A9 NPUMEHEHWS COBMECTHO C
amnamchrkaTopaMm NaaHLLEeTHOro TMNa 1 paccymnTaHa Ha npoeeaeHve uccneaoBaHya 100 o6pasuoBs, BrIOYas
KOHTponn. dopma MOXeT ObiTb MCMOMb30BaHA Kak /i1 pPy4YyHOl packanku, Tak W COBMECTHO C
aBTOMATUYECKMMM CTaHLMSIMUN AN151 NPUFOTOB/IEHNS 1 A03UPOBaHMSA PeaKLMOHHBbIX CMECEIA.
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®opMa BbiNycka 2 BK/KYAET CMeCh A/1a npoeaeHus MLP, packanaHHyro nog Npocsoiiky napadmHa no
CcTpunoBaHHbIM (12,5 cTpunos no 8 npobupok) npobupkam obbemom 0,2 mna. Popma npegHasHaveHa a1
NPUMEHEHNST COBMECTHO C amnandmkatopammy MNNaHWETHOTO Tuna W paccuMtaHa Ha npoBedeHve
uccneposaHns 100 06pasuoB, BKIKOYasH KOHTPON.

Tabnmmua 1
CocraB Habopa
PeareHt O6bem, mn 1 Konunyectso OnucaHune

®opma Bbinycka 1

BythepHblii pacTBOp co cneynuyeckumm

MuP-cmechb npalimepamu, hyopecLeHTHO-MeuYeHbIMMN

1,20 1 npo6upka
M.pne/C.pne/S.pne/H.inf P P 3oHgamMu n gHT®.
Mpo3payHas XUAKOCTb.
BydhepHblii pacTBOp ¢ TepMOCTabunbHOA
OHK-nonnmepa3soi Tap, cynbaTtom MarHus
MnuP-6 -H 0,65 1 6 .
LiP-Gycpep npobupka nypauynn-AHK-rnnkosnnason.
Mpo3payHas XUAKOCTb.
. MonoXNTeNbHbI KOHTPOIbHbLIN 06pasel.
MKO M.pne/C.pne/S.pne/H.inf 0,26 1 npo6upka P P 4
Mpo3payHas XMOKOCTb.
BHYTpeHHU1 KOHTPO/bHLIA 06pasel,.
BKO-FL 1,10 1 npo6upka yTp P paseu
Mpo3payHas XMAKOCTb.
OTpuuaTtenbHblli KOHTPObHbIN 06pasedl,.
OKO 1,10 1 npobupka i P pasel
Mpo3payHas XMAKOCTb.
OTpuuaTenbHbI KOHTPONbHBLIN 06pasel.
K- 0,26 ! 1 npobupka puL P pased

Mpo3payHas XUAKOCTb.

dopma BbINycka 2

1 BydepHbIit pacTBOp co cneundurnyeckumm
100 npo6upoK npaiMmepamu, piyopecleHTHO-MeUYeHbIMHU
MuP-cmecb 30HgaMu U gHT®.
. 0,01 (12,5 ctpunos no 8
M.pne/C.pne/S.pne/H.inf lMpo3payHas XNAKOCTb, packanaHa B
npo6upok)* CTpUNoBaHHble NPOGUPKU NoA napaguH
6esoro usera.
BydhepHbIii pacTBOp c TepMOCTabunbHOM
OHK-nonumepasoii Taq, cynbdaTtom marHus
NUP-6ycep-K 1,20 1 npo6upka n ypauun-AHK-rnukosunasoi.
lMpo3payHas XMAKOCTb KpacHOTO LBeTa.
Ko M / / M.inf 026 1 6 MoNoXnTenbHbIi KOHTPO/IbHBLIN O06paseL,.
O M.pne/C.pne/S.pne/H.in , npoéupka Mpo3paYHas KNAKoCTb.
BHYTpeHHUII KOHTPO/bHLIN 06pasel,.
1 BKO-FL 1,10 1 npo6upka yTp P pasey
Mpo3payHas XNAKOCTb.
\ 1 6 OTpuuaTenbHbIl KOHTPO/IbHLIM 06pasel,.
i OKO 1A0 npobupka lMpo3payHas XNAKOCTb.
. OTpuuaTenbHbIl KOHTPObHBIA 0b6pasel,.
| K- 0,26 1 npo6upka Py P pasel

Mpo3payHas XMAKOCTb.

Tabnmua 2
KomnnekTHoCTb Habopa
KomnoHeHT dopmar Konuyectso
Hab6op peareHToB (hopma Bbinycka 1 unm 2) - 1
B 9/IEKTPOHHOM BUAeE” Ha opULNaTbHOM
WMHCTPYKUMA No npuMeHeHuto Habopa o . -
caiite NMpousBognTens: www.nextbio.ru
KpaTkoe pykoBOACTBO Mo NpuMeHeHUo HabGopa B 6yMaxXHOM Buge 1
KomnnekT Bknagbiwei k Habopy B 6yMaxHoOM Buae 1
B 3/IEKTPOHHOM BuAe Ha opULNaTbHOM
Macnopt kadectsa calite MpownssoguTens: www.nextbio.ru u

Mpo6upkn c ronybbiMm napacpuHOM He UCNOMb3YTCH.
MeyaTHasa BepcuA MHCTPYKLMUK AOCTynHa no 3anpocy no tenedoHy (495) 620-08-73.
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2.2. TpyvHUMn meToga

MpWHLUMN TECTUPOBaHUS OCHOBaH Ha NPOBEAEeHUM O4HOBPEMEHHONV peakumn amnavukauum y4acTkoB
,U,HK BbIABNAEMbIX  MWKPOOPraHM3MOB {Mycoplasma pneumoniae, Chlamydophila pneumoniae,
Streptococcus pneumoniae, Haemophilus influenzae) n NCKYyCCTBEHHO Cl/IHTe3VIDOBaHHOI7I
nocneposatensHocTn JHK BKO npu nomoLum cneupdonyHbIX K 3TMM ydacTkam npariMepoB 1 doepmeHTa Tag-
nonumepasbl. [eTekums NpoAyKTOB amnnndmkaumm MpoucxoauT MyTemMm U3MepeHust donyopecueHTHOro
CUrHa/la B pPexunMe «peaslbHOro BPEMEHM» 3a CYET WCMO/Mb30BaHMS B COCTaBE PeaKLMOHHOW CMecu
(h/TlyOpECLEHTHO-MEYEHbIX OJIMTOHYKIe0TMAO0B (30HAO0B). 30HAbI TMOPUAM3YHOTCA C KOMMSIEMEHTapPHbIM
yyactkoM amnndmumpyemoii AHK-myLweHn, B pesynbTare Yero NpovMcxoguT HapacTaHWe WUHTEHCUBHOCTU
dhnyopecLeHUMN. 3T0 NO3BOSET PErMCTPUPOBATL HaKomnaeHne cneundnyeckoro Npoaykra aMmnamdukasmmn
nyTeM U3MEpPEHUs] MHTEHCMBHOCTU (PNyOpPECLEHTHOrO CUrHasia ¢ NOMOLLBH0 amnamdmkaTopa ¢ CUCTeMOi
JeTekunn pnyopecueHTHOro CUrHasia B peXxume «peasnibHOr0 BpeMeHU».

Habop cofepxunT cuctemy 3almTbl OT KOHTAMUHALMM aMM/IMKOHaMK 3a CUET NPUMEHEHUs depMeHTa
ypaupn-AHK-ravkosnnassl (YOI w Tpudpocata pgesokcuypuamHa. ®PepmeHT YA  pacnosHaeT W
KaTanuanpyeT paspyweHne uenein OHK, cogepxawpyx paesokcuypuanH, Ho He [HK, cogepxallein
[Ee30KCUTUMUANH. [e30KCuypuamH oTCyTCTBYET B npupogHoi AHK, Ho Bcerga npucyTcTByeT B aMinsIMKoHax,
NOCKOMNbKY TpudiocdiaTr Ae30KCuypuanHa BXOAUT B COCTaB cMecu AHT® B peareHTax AN amrsmdukauun.
[Je3okcnypuauH aenaet KOHTaMUHMPYHOLWME aMNIMKOHbI BOCMIPUMMYMBLIMU K paspyLUeHU0 ddepMeHTOM
YA ao Hauvana amnavdovkaumm OHK-muieHn, W, crnefoBaTenibHO, OHW He MOryT ObiTb B JasibHELLeEM
amnIMUUMpPOBaHbI.

®epmeHT YA TepmonaburiieH U MHakTUBMPYETCA NMpy HarpeBaHuu Boile 50 “C 1 noaToMy He paspyluaet
aMNIMKOHbI MULLIEHW, HapabaTbiBaemble B npouecce MLP.

Ha astane amnaidmkaumy OAHOBPEMEHHO B OAHOM Npobvpke amnandmumpytotes yvactkn JHK
BbISIB/IIEMbIX MMWKpPOOpraHnaMoB u [HK MCKyCCTBEHHO CUMHTE3MPOBAHHOW nocnefoBatenbHocTu BKO.
Pesynbtartbl amnavchukauyn pervcTpypyroTcst No NSt pas/IMyHbIM KaHasiam do/TyOpeCcLEHTHOM AeTeKuun
(cm. Tabnuuy 3).

Tabnmua 3
CootsetctBre AHK-MuLIeHen 1 kaHa0B (h/TyOPECLLEHTHON AeTEKLMM
Karan ana PAM R6GA ROX Cy5 Cy5.5
OHK OHK OHK
AHK-mnwens M. pneumoniae C pneumoniae S. pneumoniae 1 H. inTuenzae
. ompA (Major NCKYCCTBEHHO !
Obnacts .putatlve. outer membrane Spn9802 CUHTE3npoBaHHas i siaT gene
amnandukaumm lipoprotein )
porin) nocnefoBaTesibHOCTb

2.3. TexHuyeckoe 06Cny)KnBaHMe 1 PEMOHT

HaGop He NOA/IEXUT TEXHUYECKOMY OBCYXXMBAHUIO 1 PEMOHTY.

AfeTekumnsa curHana ansa dyopodopa R6G ocylecTBAsAeTCA NO KaHany geTekuuun ansa aHanorndHblx onyopodgopos HEX,
JOE. Yellow. VIC.
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3. KOHTPO/Ib KAHECTBA

3.1. BHYTpeHHWn KOHTPO/b KavecTBa
3.1.1. OTpuuatesibHbIV 1 MONOXUTENbHbINA KOHTPOMN MUCCNef0BaHNA

[na oueHkM kauecTBa NosyvaeMblX pesyrnbTaToB kKadkaas rpynna aKkeTparvpyembiX 06pasLoB Ao/KHA
BK/IOYATL OTpUUATE IbHBLIA KOHTPO/bHLIA 06pasey, (OKO). Kaxnaa wHamBUAyanbHas noctaHoBka [MLP
[omkHa BK/THOYATb OTpUUATENbHbINA KOHTPO/1b (K-) " NONOXUTESbHBII KOHTPO/Ib
(MKO M.pne/C.pne/S.pne/H.inf).  Pesynbtatbl A/ KOHTPOSEA [O/MKHbI COOTBETCTBOBATH 3afdaHHbIM
KpUTEpUsiM BayIMAHOCTY, yKa3aHHbIM B pasfene «/HTepnpetaums pesynsTaTos.

OTpuaTesbHbIn KOHTPOSBHLI 0bpaseL, (OKO) TecTMpyeTCs, HauMHas C aTtana 3KCTpakumm, U no3sosseT
KOHTPO/IMPOBAaTb BO3MOXHYHO KOHTaMUHaUMO ApyruMy obpasuamy unv amniavkoHamu. B npobupke c
oTpuLaTesibHbIM KOHTpoNieM He fomkHa getektmposatbed JHK M. pneumoniae, JHK C pneumoniae, AHK
Spneumoniae, JHK H. influenzae. B Ccyyae HecoOTBETCTBMA pe3y/ibTara, MOJSyYEeHHOro A/19 KOHTPOSIbHOro
obpasua, 3a4aHHbIM KpUTEPUSAM BaNIMAHOCTK, NOMOXUTESbHbIE pe3ynbTarbl AN Uccieayembix 06pasLos B
NMOCTaHOBKe CUUTAIOTCS HEAOCTOBEPHbLIMU, HEOOXOAUMO MPEANPUHATE MepbI MO BbISBIEHWIO 1 INKBUAALN
WUCTOYHMKA KOHTaMuHauuMvM U1 MOBTOPUTL UCCMefoBaHWe BCeX uWccnefyemMblX 00pasLoB, B KOTOPbIX
06Hapy>i<eHa OHK M. pneumoniae Wwunm OHK Copneumoniae Wunn OHK S pneumoniae wunn OHK
H. influenzae, W KOHTPO/SA, HAYMHaA C 3Tarna aKCTPaKLuW.

OTtpuuatenbHblii KoHTponb (K-) TecTupyetcs, HauvHas ¢ atana MUP, v no3sonseT AOMOSHUTENLHO
KOHTPO/IMPOBaTh BO3MOXHYH KOHTaMUHaLMI0 aMniMkoHamn. Bnpobupke c oTpuuaTesibHbIM KOHTPO1IEM He
nomkHa pgetektmpoBatsCa AHK M. pneumoniae, AJHK C pneumoniae, JHKS. pneumoniae, HKH. influenzae.
B cryyae HecOOTBETCTBMA pesy/ibTara, MOSIYYEHHOTO /19 KOHTPOILHOro 06pasua, 3afaHHbIM KpUTepusam
Ba/IMOHOCTK, NOSIOXUTESbHbIE pe3y/nbTaTbl A1 Uccrefyembix 006pasuoB B MOCTAHOBKE CUUTAHOTCS
He[OCTOBEPHbIMKW, HEOOXOAMMO NPeAnpuHATL Mepbl MO BbISBIEHUIO U JIMKBUAALMW  UCTOYHMKA
KOHTaMUHaUMX 1 MOBTOPUTL WCCNELOBaHWE BCEX MUCCNeayeMbix 06pasLoB, B KOTOpbIX 06HapyxeHa AHK
M. pneumoniae WU OHK c. pneumoniae WA JHK S pneumoniae W/unn OHKH. influenzae, Y KOHTPONS,
HaunHasa c atana MNUP.

B KkauyecTBe MOMNOXMTESIBHOTO KOHTPO/A wucnosnb3yetca peareHT KO  M.pne/C.pne/S.pne/H.inf,
BXOoAsAWMiA B cocTaB Habopa. B cfiyuyae HeCOOTBETCTBUSI Pe3y/bTaToB A5 MOMOXKUTESIbHOrO KOHTPOSSA
3a/laHHbIM  KpUTEPUAM  BayIMOHOCTK, pe3yfbTartbl A9 Bcex 00pas3uoB B MOCTAHOBKE CUATAKOTCA
He[O0CTOBEPHbIMY, TpebyeTcA MOBTOPWUTL MCCNedoBaHWe BCEX WccnedyeMbix 006pasLoB W KOHTPOSeNd,
HaumHasA c atana MNUpP.

3.1.2. KOHTpO/b NHIM6UpoBaHnS

[N KOHTPO/MIA Bcex 3TanoB KMccnefoBaHns, 3dIEKTMBHOCTM 3KCTpakumm JHK 1 OUeHKM BAMSHUA
nHrnéutopos MMUP npegycMoTpeHO ucnofnb3oBaHuWe 3k3oreHHoro BKO (peareHT BKO-FL), koTOpbIii
[06aBMSieTCA B KaXAbIA MccnedyeMblii obpasel, Ha sTane aKcTpakumn. Pesynbtatel TecTupoBaHusi BKO
OO/KHbI  COOTBETCTBOBATL 3afaHHbIM  KPUTEPUAM BasIMOHOCTM AN OTpuUATeNIbHbIX  UCCreayeMblX
obpasuos, ykKa3aHHbIM B pasfene «WHTepnpetauusa pesynbTaroB». Ecm B uccnegyembix obpasuax,
oTpuuatesibHbiX Ha Hanmuve [OHK BbisSBNsSeMbIX MWKPOOpPraHusmoB, He obHapyxeHa [OHK BKO, T1o
pesynbTarbl MCCMEAOBaHNA [AaHHbIX 00pa3LoB CUMTalOTCA HEeOOCTOBEPHbIMU, TpebyeTcs MNOBTOPUTL WX
aHann3, HauMHas C atana 3KCTpaKLmu.
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3.1.3. MoHUTOpPWHT NabopaTopun Ha Ha/IM4yMe KOHTaMuHaLmm

PekomeHayeTcs pa3 B Mecsil, NPOBOAWTL MOHUTOPWHI f1abopaTtopu Ha KOHTaMUHaLMo MNpoayKTamu
amnndukaumn, nccnefyembiMyi  obpasuamu, MoNoXMTEbHLIMU KOHTPO/IbHbIMK - o6pasuamy. OLueHka
HaNIMUMS/OTCYTCTBUS KOHTaMMHALMN NPOBOAUTCA MyTeM WUCCMef0BaHVs CMbIBOB C Pa3/IMuHbIX OOHEKTOB:
MMNETOK, paboumx MOBEPXHOCTEN NlabopaTopHOi Mebenn, 060pyaoBaHNS U MOBEPXHOCTER NOMELLEHNIA.
B3daTve © wuccnegoBaHve CMbIBOB — crieflyeT NPOBOAUTL  COMlacHO — Mpoueaype, OnuWcaHHOW B
MY 1.3.2569-09 «OpraHu3zaups  paboTbl  nabopatopuii,  MCNONL3YKLWMX  MeToAbl  aMnaMdmkaumm
HYKNEWHOBBLIX KWCMOT MNpy  pabote C MaTepuasioM, cogepXawym  MukpoopraHusmel -V rpynn
naToreHHoCcTu». [lpy OBHapyXeHMU KOHTamMHauMu Heo6XoAuMO MPOBECTM 06paboTKy nabopaTopun
MOKLLMMUN 1 A4e3NHULMPYIOLLMMW pacTBOpamm COrlacHO ykazaHusam, onncaHHbiM B MY 1.3.2569-09. Takke
ONs NpefoTBpaLLeHns KOHTaMUHauUmW nabopaTopum WK B kauecTse Mep Mo AeKOHTaMMHauumM paboumx 30H
peKoMeHAYeTCA MCMOo/b30BaTb PacTBOP ANA Ae3aKTMBaUMM HYK/IEMHOBbLIX KUC/IOT, Hanpuvep, «Onuratop»
npousBogcTea OO0 «HekcTburo», Poccus.

3.2. PekoMeHAyeMble KOHTPO/IbHbIE MaTepuasibl

B KauecTBe KOHTPOSIbHbIX MaTepuasioB A5 NPOBEPKU 3asB/IEHHbIX (PYHKLMOHA/IbHBIX XapakTepucTuk
Habopa MOryT 6bITb UCMOMb30BaHbl 3apPEerMcTPUPOBaHHbIE Ha TeppuTopuKu Poccuiickoin deaepaumn naHenm
KOHTPO/IbHbIX 06pasLoB, nNpefHasHauveHHble AN NPOBEAEeHUS BHYTPEHHEro W BHELUHEro KOHTposei
kayectBa /1labopaTopHbIX MCCnefoBaHWii no  obHapyxeHuto JHK M. pneumoniae, C pneumoniae,

S. pneumoniae, H. influenzae.

4. O PAHMHEH/A METOOVKUN NCCTIEOOBAHAA

4.1. Habop npUMeHSIETCA TOMBbKO A5 ANArHOCTUKN in vitro.

4.2. Habop npegHasHauyeH Ana paboTbl TOLKO C UCCedyeMbIM MaTepuasioM, ykasaHHbIM B pasaene
«HasHaueHue». ViccnefoBaHue Apyrux BUAOB GUOMIOMMYECKOr0 MaTtepuasia MOXEeT MPUBECTU K MOJTyYEHUHO
HEA0CTOBEPHbIX Pe3y/bTaToB.

4.3. TlonyyeHne  [OCTOBEPHbIX  pe3ynbTaToB  0GecneuyvBaeTcsl  BbIMOMHEHWEM  TpeGoBaHWiA,
NPeabsBASEMbIX K B3SITVIO, TPAHCMOPTMPOBAHMIO, MOAFOTOBKE W XpaHEHWo 06pasLoB  MCCeayeMoro
marepuana (cm. pasaen «Viccneayemblii Matepuas).

4.4, C nomoupto Habopa BO3MOXHO [LIP-uccnenosaHve Tonbko npo6 AHK, skcTparMpoBaHHbIX U3
nccnefyeMoro marepyasia  COBMECTHO C  BHYTPEHHVMM  KOHTPO/ibHbIM  obpasuom - BKO-FL. bBes
ncnonb3osaHnsa BKO-FL HEBO3MOXHO NMPOBECTW OLIEHKY BaUIMAHOCTU MOCTaHOBKW.

4.5. Tlpn npoBeaeHM uccnegoBaHNa HeAoNyCTMMO MCNO/b30BaHNe 3KCMpecc-MeToaoB akcTpakumm JHK.

4.6. Habop npegHasHaueH Ans NpodieccroHasIbHOro MpUMeEHEeHMs. Habop AO/MKEH WUCMONb30BaTbCs
TOMBbKO  KBA/IMIMLUMPOBaHHbIM, 0OYy4YeHHbIM (B 06/1aCTU  K/MHUYECKOW NabopaTopHOl AMarHOCTUKN)
nepcoHasioMm (Bpauv KAMHUYECKOW nabopaTtopum U MeAMUMHCKME flabopaTopHble TEXHMKM, OOydeHHble
MONEKYNSPHbIM BMON0rMYECKMM MeToaMKamMm).

4.7. Tlpn pabote ¢ HAbOpPOM cnedyeT MCNOMb30BaTb TO/IbKO aMnMdMKaTOPbl C CUCTEMOW AeTeKUMn
ch/TyOpeCcLIEHTHOrO CUrHaa, XapakTepUCTUKA KOTOPbIX Y0BETBOPSAIOT TPeO0BaHUAM, YKa3aHHbIM B pasgerne
«[lononHUTeNbLHOE 060pyAOBaHME Y MaTepUasbl».
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5. MEPbI MPEAOCTOPOXHOCTV U MPELYTPEXIEH/S

5.1. Pabota fomkHa NpPOBOAUTLCA B /1labopaTopuu, BbIMOSHAIOWENR MONeKyNspHo-6ruonornyeckue
(NMUP) nccnepoBaHns GUOMOTMYECKOT0 MaTeprasia Ha Hamumne Bo3oyauTenein MHPEKUMOHHbIX 60Me3Heil, ¢
cobnogeHvem TpeboBaHuii CaHlMH 3.3686-21 «CaHuTapHOo-anugemmonornyeckne TpeboBaHuss no
npogounakTuke WHAEKUMOHHBLIX 60ne3Hei» u CaHlMMH 2.1.3684-21 «CaHUTapHO-3NMAEMUONOTNYECcK e
TpeboBaHNA K CoAepPXXaHUo TEPPUTOPUIA FTOPOLACKUX U CEMLCKUX NOCENEHNI, K BOAHLIM 0ObeKTaM, NMTLEBON
BOLE W MUTLEBOMY BOZOCHaGXeHWo, armMocpepHOMy BO34yXY, MOYBAM, >XUMbIM MOMELLEHUSM,
aKcnyarauym npou3BOACTBEHHbIX, O6LLECTBEHHbIX NMOMELLEHWIA, OpraHn3auuyM n NpoBeLeHU0 CaHUTapHo-
NPOTUBO3NUAEMUYECKUX (MPOOUIAKTUHECKMX) MEPONPUATU.

5.2. Tpu pa6oTte HEOGXOAMMO BCEraa BbINOMHATL CrieytoLuve TpeboBaHus:

- MpuMeHaTbL HAbop CTPOro MO Ha3HAYEHWIO B COOTBETCTBUM C AAHHOW MHCTPYKUMEN. OTKIOHEHME OT
MPONMCaHHbIX NpoLeayp v nopsiaka AelCTBUIN MOXET MPUBECTU K MOYUYEHNI0 HEA0CTOBEPHbIX PE3y/IbTATOB
aHanm3a.

- JlabopaTopHblii npouecc AO0/MKEH ObiTb OfHOHAMPaBNeHHbIM. AHanM3 cnefyeT MPOBOAUTL B
OTAEeNbHbIX MomeLeHnsax (3oHax) B cooteBeTctBMM ¢ MY 1.3.2569-09. He Bo3Bpawarb 06pasupl,
obopyzi0BaHve 1 peareHTbl B 30HY, B KOTOPO 6blna NpoBeeHa npeaplayLias crtaams npolecca.

- PaccvartpuBatb uccnefyemble 06pasupbl kak WHEKLMOHHO-OMAcHble, OpraHn3oBbiBaTb PadoTy U
XpaHeHvie B cooTBeTcTBUM ¢ CaHlnH 3.3686-21.

- Ybupatb 1 Ae3vHUUMPpoBaThL pas/nTble 06pasLbl WM peareHTbl, UCNoMb3ysa Ae3vHuLMpyoLme
cpefcTsa B cootBeTcTBUM € CaHlnH 3.3686-21.

- YOoanatb  Heucnosib30BaHHbIE  peareHTbl, peareHTbl C  MWCTEKWWM CPOKOM TOOHOCTW, a Takke
MCMOJb30BaHHbIE peareHTbl, YNakoBKy”, GMOIOrMYECKMA MaTepuan BK/IKHas MaTepuasibl, WHCTPYMEHTbI W
npeaMeTbl, 3arps3HEHHbIE B1OMOrMYECKUM MaTeprasioM, BCOOTBETCTBMM CTpeboBaHmsaMmu CaHlH 2.1.3684-21.

BHNMAHVE! Mpu yoaneHun otxofoB nocne amnamdpvkaummn (MPoGUPOoK, codepxalyx npoayktbl MLP)
HeaonyCTUMO OTKPbIBaHME MPOBGMPOK U Pa3dpbI3riMBaHNE COAEPXUMOr0, NMOCKOMbKY 3TO MOXET NPUBECTU K
KOHTamuHauUmmn npoayktami MNLP nabopaTopHoii 30HbI, 060PYA0BaHNA U PeareHToB.

- Vicnonb3oBaTtb M MeHSTb NMPU KaxKoi onepauyn OAHOPa30Bble HAKOHEYHMKM /11 aBTOMATUYECKMX
[03aTopoB ¢ chunbTpoM. OAHOPA30BYH NIACTUKOBYH Mocyay (MPOGUPKWM, HAKOHEYHMKWM) HEeoBXoAMMO
cobpacbiBaTb B CrieuyasibHbIi KOHTEHEpP, coaepXaluuii Ae3nHMUMpYoLLEee CPpeacTBo, KOTOPOe MOXET ObiTb
1CMNO/Ib30BaHO /151 06e33apakMBaHNst MEeANLMHCKNX OTXOZ0B.

- Habop npegHasHavyeH [O/9 O[HOKPATHOIrO MpUMEHeHUs Aanas nposefdenus MLP-uccnepoBaHms
yKasaHHOro Konmyectsa obpasuoB (CM. pasgen «PopMbl Bbinycka, COCTaB M KOMMMIEKTHOCTb»),

- K pabote c Habopom JomnyckaeTcs TO/bKO NepcoHasl, 00yYeHHbIi METOA4aM MOJEKY/IAPHON ANarHOCTVKM
1 Npaswiam paboTbl B KIMHWKO-AMArHOCTUYECKON nabopaTtopuy B YCTaHOBIEHHOM Nopsifike (B COOTBETCTBUM C
TpeboBaHuaMM CaHlMvH 3.3686-21).

- He wcnonb3oBath HAGOP, €CM HapylleHa BHYTPEHHSISI YMakoBKa WM BHELUHWIA BWg, peareHTa He
COOTBETCTBYET OMUCAHWIO.

A Heucnosib3oBaHHble peareHTbl, peareHTbl C UCTEKW WM CPOKOM TFOAHOCTU, WCMNO/b30BaHHbIE peareHTbl, ynakoBKa
OTHOCHTCS K KNaccy OnacHOCTW MeAMULMHCKUX 0TX0n08B I
A Buonoruyecknii matepuan, BkAlOYas MHCTPYMEHTbl W MpeAMeTbl, 3arpsA3HeHHble MaTepuranom, OTHOCATCS K knaccy
OMacHoOCTN MeANLWNHCKUX 0TX0A0B b.
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- He vcnonb3oBaTb Habop, €M He COBMAACH YC/OBUS TPAHCTIOPTUPOBAaHUA W XPaHEHWUS COMMacHoO
VHCTPYKLMW.

- He cmelumBaThb peareHTbl pasHbIX CEPUIA.
- He ucnonb3oBarb HA6OP MO MCTEYEHNUN CPOKa TOAHOCTMW.

- Vcnonb3oBaTb 0AHOPA30BbIE HEOMyAPEHHbIE NepyaTKil, 1abopaToOpHbIE XanaTbl, 3all,WLLLaTh [/1a3a BO
Bpemsi paboTbl C 06pasLaMi 1 peareHTamu. TLaTesibHO BbIMbITb PyKM MO OKOHYaHUM paboTsl. Bee onepauyn
MPOBOAATCA TO/bKO B NepyaTkax A/1st UCK/IHOUEHNsI KOHTaKTa C OpraH13MOM YesioBeka.

- He ectb, He NUTb 1 HE KypUTb B MPOLIECCE UCMOSIb30BaHNs Habopa. M3berarb KOHTaKTa peareHToB C
KOXeM, rnasamMmm v ciM3ncToi o00104KoM. He rnotarb.

- [pn KOHTakTe HeMe[/IeHHO MPOMbITb MOPaKEHHOE MECTO GOJIbLUMM KOMMYECTBOM BOAbl U Mpu
M/IOXOM CaMO4yBCTBUN 06PaTUTLCS 38 MEAMUMHCKOM nomoLybto. Mpu nonagaHvun BHYTPb PBOTY He
BbI3blBaTb, NPONO/IOCKATb POT BOAO, 06PATUTLCS K Bpady Mpu M0XOM CamoyyBCTBUM.

53. Mpy  UCNONMb30BaHMM MO  HA3HAYEHUID U COGMIOAEHUN  BbILLIENEPEUNCNIEHHBIX  MEP
NPefoCTOPOXHOCTM Habop 6e3onaceH. PeareHTbl HAGopa CoepXaT HaTpXst a3ng, B KOHLEHTpaUymn He 6onee
0,1 %1 COOTBETCTBEHHO HE KNMacCUhULMPYOTCS Kak onacHble 1 He TPebytoT COB/I0AEHNS CneuuasibHbIX Mep
NPefoCTOPOXHOCTM, KPOME YKasaHHbIX B JAHHOM pasaene.

5.4. Cneundmyeckme BO3AeNCTBUS HAbopa Ha opraH1M3M YesioBeka:
- KaHueporeHHbIin adhdoekT oTcyTCTBYET.
- MyTareHHoe felicTBue OTCYTCTBYET.

- PenpoayKTBHast TOKCUYHOCTb OTCYTCTBYET.

6. JONO/IHATE/IbHOE OBOPYIOBAHVE N MATEPUASIBI

6.1. B3daTtne nccnegyemoro marepuana

6.1.1. EMKOCTb [/19 B3SiTUSl, XpaHEHUs U TPaHCMOPTMPOBKM GMOMOrMyeckoro marepuasia (6poHxo-
aIbBEONISIPHBIA  NaBaX, MOKpoTa) 06bemMoM A0 50 M/, OAHOKPATHOTO MNPUMEHEHUs, CTepubHas, C
3aBVHYMBAIOLLIEICS WK M/IOTHO 3aLLE/KVMBAOLLEINCS KPbILLIKOW, U3roTOB/IEHHAS 13 MOMMNPONUIeHa.

6.1.2. TpaHcnopTHasA cpeda Ans B3ATWS, TPaHCMOPTUPOBKY M XPaHEHWS MasKoB CO C/IM3UCTON HOCO- Y
pOTOrNOTKM, cofepXalan OydepHO-CoNMeBoli pacTBOP C KOHCEpPBaHTOM W cTabunusaTopom (Hanpumep,
«TpaHcrnopTHas cpefa ANs XpaHeHUs U TPaHCMOPTUPOBKM PecrnmpaTopHbIX MaskoB «Amnnunlpaim TCPs»,
PY Ne ¢CP 2012/14200 wn gpyras, 3apeructprposaHHas B PD).

6.1.3. 3oHA-TaMNOH, nNpeAHasHayeHHbI A9 B3ATUSA OGUOMOTMYECKOro Matepuasa C NOBEpPXHOCTU
CMM3NCTbIX 060/104€EK (MOIOCTM HOCa, POTOI/I0TKN) OAHOKPATHOrO NPUMEHEHNS, CTEpU/IbHBIA. Pabouyas yacTb
30HJa MOXET OT/IaMbIBaTLCA MO MMEIOLLECH Haceuke.

6.2. lpeasaputesnibHaa NOAroTOBKa MccneAyemoro marepuana

6.2.1. MpeaBaputenbHas NOAroToBKa 6POHX0-aNIbBEOIAPHOrO flaBaXka

6.2.1.1. MuKpoUEHTPUYXHbIE 0AHOPA30BbLIE MONMNPONIEHOBbIE MIOTHO 3aKPbIBAOLLMECS MPOOUPKM
obbemom 1,5 mn.

6.2.1.2. OpHopa3oBble HaKOHEUYHMKWN 419 403aTOPOoB NepeMeHHOro obbema ¢ omnbTpom 4o 1000 mKs.

6.2.1.3. OgHopa30Bble HAKOHEUYHWKX ANs1 403aTOPOB NepPeMeEHHOro o6bema 6e3 dmnbtpa o 200 MK.
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6.2.1.4. LUratuebl gna npobupok oovbemom 1,5 m.
6.2.1.5. ABTOMaTM4eckuii fo3aTop nepeMeHHoro obbema.

6.2.1.6. BakyymHbIin oTcacbiBaTeNlb MEANLMHCKWIA C KONBOR-NMOBYLLKOI ANa yAaeHns HagoCcafouHoi
XNOKOCTM.

6.2.1.7. MwukpoueHTpuddyra ana npobupok tuna «3dnneHgopd» obbemom 1,5 M1 C YCKOPEHWEM He
MeHee 7 000 g.

6.2.1.8. Boprekc.

6.2.2. lpeasapuTenibHasa NOAroToBKa MOKPOThI
6.2.2.1. PeareHT AN Npego6bpaboTkm MOKPOTbI C Lenbio npoBeaeHns sakcTpakumm JHK.

B xode npoBeAeHVst KIMHUYECKMX WCTbITaHWi BanMaaumio NpoLien Creaylowmii - peareHT ans
npefo6paboTkn  MOKpPOTbI:  «PeareHT Ans  npefoGpaboTKM  CAM3KUCTOrO  Matepuania  «MyKOSIM3UH»
(PY Ne ®CP 2011/12082).

6.2.2.2. [ononHuTeNbHbIE MaTeprasbl 1 060pyAoBaHMe, HEOGXoAVMbIE A/1s NPeao6bpaboTKy MOKPOTI, -
COI/TaCHO UHCTPYKLIMM K MUCTIOMb3YEMOMY PEeareHTy.

6.3. 9kcTpakums AHK u3 nccnegyemblx 06pasLoB

6.3.1. Habop peareHTOB /19 SKCTPaKLMM HYKIEMHOBBLIX KWUC/OT, 3apervcTpupoBaHHbini B PP 1
COOTBETCTBYHOLLMIA CeyHOLLIMM TPE6OBAHUSM:

- Habop no3BosiseT BblaenaTb AHK 13 6uonornyeckoro marepmarna (6pPOHX0-a/lbBEONISPHBIA NaBaX,
Maskn CO C/IM3UCTOM HOCO- M POTOINOTKA, MOKpPOTa) L1 Nocnefdylowero WUccnefoBaHus MeTofoM
NONMMepPasHo LENHON peakumu;

- Habop He OTHOCUTCS K aKCMpecc-meTodam akcTpakummn JHK;
- Habop No3BONSET UccneaoBatb obpasupbl 06 bEMOM He MeHee 100 MKT;
- Habop No3BO/ISET NPOBOAWTL 3MIOLMI0 OYmMLLEHHON [IHK B 06beme He MeHee 50 MK

Bxoge npoBefeHUst KNMHUYECKMX UCNbITaHWiA Barnaaumio npoLwwnv «MarHolMpainv® dACT-P» (PY Ne P3H
2020/12971) ansa akcTpakumm OHK 13 06pasLoB Ma3koB CO C/IM3NCTON HOCO- M POTOIMOTKA M MOKPOTbI U
«Amnnuipaiim PUBO-npen» (PY Ne ®CP 2012/14017) pgna akctpakumm [OHK u3 obpasuoB OGPOHXO-
a/1IbBEO/IAPHOIO SlaBadka, MaskoB CO C/IM3UCTON HOCO- U POTONIOTKA Y MOKPOTBI.

6.3.2. lonoHuTeNbHblEe MaTepuasibl U 060pyL0BaHNe, He0OXoAMMbIe Ans akcTpakumn AHK, - cornacHo
WHCTPYKUMM K HAbopy peareHToB A/19 aKkcTpakuum AHK.

6.4. AMnaMukaums, AeTeKuMs NpPoAyKTOB aMninduKauun, aHanm3 v UHTepnpeTaums
pe3ynbTaTtoB

6.4.1. OgHOpa30Bble MOMMNPONWUIEHOBbLIE NPOBUPKKU, CBOGOAHbIE OT AHKas, cneaytowyx Buaos (npu
ncnonb3oBaHMn doopMbl Bbinycka 1):

- 3aBUHYMBAIOLLMECH MPOBUPKM M KPBILLKA K HAM WX NIOTHO 3akpbiBaOLLMECs Npobrpku 06bEMOM
1,5-2 M- 415 npuroToBAeHNS peakLUMOHHOW CMECH.

- TOHKOCTeHHble Npo6upkm ans MUP 06bemom 0,2 M C BbINyK/IOW Wn NIOCKO ONTUYECKM NPO3paYyHoii
KPbILLKOV MM Npo6upkn o6bemom 0,2 M B CTpUNax no 8 LT. C NPO3paydHbIMK KpbILLKaMU.

6.4.2. OgHOpa30Bble HaKOHEYHWUKM, cBOGOAHble oT [HKas, A/19 A03aTopoB NepemMeHHoro obbema C
domnsTpom 40 100 MK/.
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6.4.3. LLratmebl o1 npobupok o6bemom 0,2 M.

6.4.4. bokc abakTepuanbHO BO3ayLIHON cpeapl (MLP-60kc).
6.4.5. LeHTpndoyra-BopTekc.

6.4.6. ABTOMaTMyeckve [03aTopbl NepeMeHHOro obbema.

6.4.7. CTaHuMs aBTOMaTMyeckasi C MoAyneM 1S NMPUrOTOBMIEHUS M packanki peakuyoHHbIX cMeceli U
KOMM/IEKT PacXofAHbIX MaTepUasioB K Heli CornacHo MHCTPYKLUMM Mpou3BoauTens, - Npu UCMosb30BaHnN (hopMbl
BbiMycka 1 B C/lyuae NpUroToB/IEHNSI PEaKLMOHHOW CMECK C UCTIONb30BaHNEM aBTOMATNYECKOI CTaHLWN.

B xome npoBedeHVsI  KMHWYECKMX WCMbITaHWiA  BasmMaauuio  npowia  creaytollas  craHums
aBTOMAaTUyeckasi C MoAy/niem [Nt NPUroTOB/IEHNST 1 A03UPOBaHNS PeakLMOHHbIX CMeceit: «ABToMaTnyeckas
CTaHUMs A7 SKCTPaKUMM HyKNenHoBbIX kucnot Microlab STARlet» (PY N9 P3H 2018/6981).

6.4.8. MNporpaMmMmpyemMblii amnaMgmMkaTop ¢ CUCTEMON AeTekumn duTyopecLEeHTHOrO CMrHasia B pexume
«peasibHOr0 BPEMEHW» MAaHLIETHOrO TUNa, 3aperncTpupoBaHHbIi B PO 1 cOOTBETCTBYOWMI CReayoLwmm
TpeboBaHWNAM:

- Ha/nume He3aBUCKMbIX KaHanoB G/TyOPECLEHTHOM AeTekummn ansa donyopodhopoB PAM, R6G, ROX, Cy5,
Cy5.5 co crnefyowmmmn xapakrepucTukamm:

Tabnmua 4
TpebyeMble XapaKTepyCTUKN KaHasoB quyOpeCLEHTHON AeTEKLMN
LONvHbI BOMH, HM
KaHan gnsa gnyopodopa Bo3byxxaeHus Jetekunn
MuHnMym 1 Makcumym MuH1MyM Makcumym
FAM 450 470 510 530
R6G 515 i 532 545 580
ROX 565 585 605 650
Cy5 620 640 660 690
Cy5.5 660 690 705 750

- Ha/nume noporpeBaemoli KpbILWKK ¢ Temnepatypoil 6onee 100 “C
- TOYHOCTb NoAfepxaHusa Temneparypbl <+0,4 “C

- CKOpOCTb HarpeBa He MeHee 2 °C/cex;

- CKOPOCTb OXNaxaeHns He meHee 1“C/cek.

B Xxoae NpoBEAEHVSI KIMHWMYECKMX WCMbITaHWA Ba/iMaaumMio MPOLWIM cieaylolme nporpaMMupyemMble
aMnndKaTopbl C CUCTEMON AeTeKUMN thilyOpeCLIEHTHOTO CUrHa/A B PeXMME «peasibHOro BpemeHuy»: C1000
Touch B komnnekTe ¢ mogysem CFX96 (PY Ne dC3 2008/03399), ATnpaiim (PY Ne ®CP 2011/10229).

6.4.9. XonoannbHuk ot 200 8 "C
6.4.10. OTAeNbHbIA Xanar, Wwaroyku, 06yBb 1 0AHOPAa30BbIe NepyaTky B cooTBeTCTBUM ¢ MY 1.3.2569-09.

6.4.11. EMKOCTb /11 COpoca HaKOHEYHWKOB.
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7. VOCTJEOYENVDM MATEPUAT]

Matepuanom s uccnefoBaHns CIYXNT:

- BPOHX0-aNbBEONSAPHBIA NaBax;

- Mas3sKu CO CMIM3NCTOI HOCO- N POTOI/IOTKY;
- MOKpOoTa.

BHMAHWME! Maskn co CnvM3ncToil HOCOIMOTKA W POTOIMIOTKA PEKOMEHAYETCS COBMELLATb B OZHONA
npo6upke N uccreaoBaTb Kak oAvMH ob6pasel. [s 3Toro 6epyT Mas3ky pasHbIMM 30HAAMWU CHavasla co
CNM3NCTOI HKHETO HOCOBOTO X043, a3aTeM 13 POTOr/I0TKM, NPV 3TOM paboune KOHL|bI 30H0B Moc/ie B3STUS
Ma3KoB MOMELLATCS B 0AHY NPOGUPKY ¢ 0,5 M1 TPAHCNOPTHON cpeabl A/t XPaHEHWSI Y TPAHCMOPTMPOBKY
pecnnpaTopHbIX Ma3KoB 1 UCCIeAyHOTCA Kak oAuH obpasell. Ecim 30HA, He ocTaeTcs B NPO6MPKe Co cpeaoi,
TO HEe06X0AMMO TLLATE/TbHO CMbITb MaTepuasl, UHTEHCMBHO MPOKPY4MBas 30HA, B cpefe He MeHee 10 cekyHA,

B3sTve, npeaBapuTenibHyl0 06paboTKy, TPAHCMOPTMPOBaHWE W XpaHeHue  UcCriedyemMoro
61OMOTMYECKOr0 MaTepuasnia cieayeT NPoBOAUTL B COOTBETCTBUMN C HINKENEPEUNCIEHHBIMU TPEGOBAHUAMM,
Hecob6/lofeHNE KOTOPbIX MOXET NPUBECTM K NMOJTyYEHNIO HEKOPPEKTHLIX PE3y/IbTaToB UCC/IEA0BAHNS.

7.1. BpOHXO0-a/IbBEONSAPHbIN NaBaX

B3Ate Matepvana OCyleCTB/SIOT B OAHOPA30Bble [/IOTHO 3aBMHUMBAIOLLIMECS EMKOCTM 13
noavnponuaeHa o6bemom 50 mn.

YcnoBust XpaHeHUs matepviana v npegsapuTesisHo 06paboTaHHbIX Npod:

- - Mpv TemnepaTtype ot 200 8 —BTeuveHne 1cyTok;

- - Mpy TemMnepaType oT MUHYC 24 0 MuHyC 16 “C— B TeueHve 1 Hegenw,
- - Mpy TeMnepaType He Bbilwe MUHYC 68 “C— anmTensHo.

JlonyckaeTcst N1ilb OAHOKPATHOE 3aMOpaXvBaHWe-oTTamBaHue Marepuasa.

7.1.1. MpeaBaputenbHas obpaboTka

MepemMelwats mMarepuvan nepesopayvBaHWEM eMKOCTW. BHect 1 w1 obpasua B Npobupky Tuna
«3nneHgopdp» obbemoM 1,5 M1, UCMNOMb3yA HAKOHEYHWK C  (huibTpoMm, MpomapkvMpoBatb U
ueHTpudpyrmposatb 10 MyuH npu 7 000 g. 3aTem akkypaTHO yaa/iMTb HAA0CaA0YHYI0 XUAKOCTb C MOMOLLIbO
BakyyMHOro oTcacbiBaTtenis, octaBmB ocafok 1 100 Mkn >xuakoro o6pasua. Ocafok nepemewlarb C
XUOKOCTBIO.

7.2. Ma3ku 13 nNoaoctTy Hoca

BssiTvie MaTepriana NpoBeCTM M3 NOJIOCTU HOCA C MOMOLLIO0 CTEPUIBHOMO 30HAA-TamnoHa B MPOGUPKY C
TPaHCMNOPTHOI Cpeaoii B COOTBETCTBMN C UHCTPYKLUMENR MO NPUMEHEHMIO 30HaA.

Buonornyeckuii  matepuas, NOMELLEHHbIA B TPAHCMOPTHYIO Cpefy, XpPaHUTb M TpaHCNopTUpOBaTb
COr/IaCHO CneayrLmM Tpe6GoBaHUAM:

- MpW KOMHaTHOW Temnepatype (0 25 ®)- BTeuyeHue 72 4acos,
- Npv Temneparype ot 2 4o 8 “C- BTeyeHue 14 cyTok;
- Npu TemnepaType oT MUHYC 24 0,0 MUHYC 16 “C- BTeuyeHue 3 MecALIEB.

JonyckaeTca vLlb 04HOKpaTHOE 3aMOpaXkuBaHUe-oTTanBaHne Marepuana.
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7.3.  Ma3ku co CiM3ncToi 060/104KN POTOT/IOTKM

BssiTve maTepuana npoBeCTY C NOBEPXHOCTU MUHAAIMH, HEGHBIX AYXXEK U 3a[HEN CTEHKN POTOMNOTKN C
MOMOLLIbH0 OAHOPA30BOr0 CTEPU/ILHOMO 30HAA-TaMMNoHa B NPO6BUPKY CTPaHCNOPTHOI cpesolt B COOTBETCTBUM
C VIHCTPYKLVE MO NPYMEHEHUI0 30HAA.

Buonormyecknii  mMatepuasn, NOMELLEHHbI B TPAHCMOPTHYIO CPeay, XpaHWTb W TpaHCMOPTUPOBaTb
COr/IacHO C/ieAyHoLLVM TPEGOBAHMSIM:

- MpV KOMHaTHO Temnepatype (Ao 25 ®) - BTeyeHne 72 4acos;
- Mpu TeMmnepatype ot 2 0o 8 “C- BTeyeHue 14 cyTok;
- Npv Temnepatype oT MUHYC 24 0o MUHYyC 16 "C- BTeyeHue 3 MecsLEeB.

JonyckaeTca nunib o4HOKpaTHOE 3aMopaXnBaHue-oTTanBaHne Marepuasia.

7.4. Mokpota

7.4.1. B3datne matepuana

OTo6paTb MOKPOTY B KoMyecTBe He MmeHee 1,0 Mn B 04HOPa30BbIii CTEPUIbHBIA KOHTEHEP C LUIMPOKUM
rOp/IOM 1 3aBUHUYMBAIOLLENCH KPbILLKOIA.

YcnoBusi XpaHeH1s1 U NepeBo3ky MaTepuana:

- Npw KOMHaTHoW TemnepaTtype (o 25 “C) - BTeueHue 6 4acos;

- npuTemMneparype ot240 8 - BTeudeHue 3 CyTOK;

- Npv TemMneparype oT MUHYC 24 0o MuHyc 16 “C- BTeueHue 1 Hepenu;
- Npv TemMneparype He Bbie MUHYC 68 "C- O/IMTe/bHO.

[JonyckaeTcsi Mb OAHOKPATHOE 3aMOpadkMBaHMe-oTTarBaH1e marepuana.

7.4.2. MpepBapuTenbHas 0b6paboTka

HeoGxoauMO MPOBECTU Pa3XMKEHWE MOKPOTbI, UCMOMb3ys pPeareHT 418 NpeaoopaboTkM MOKPOThI C
LleNbio NPOBEAEeHNs 3KCTPaKLMM HYK/EMHOBbIX KUC/OT, B COOTBETCTBUN C UHCTPYKLMEN MO MCMOMb30BaHMO
[laHHOTO peareHTa.

YcnoBust XxpaHeHus npeasaputesisHO 06paboTaHHbIX MPO6 MOKPOTbl aHa/I0MMYHbI YCI0BUSAM XpaHeHWs
mMarepuana 4o npeaobpaboTku.
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8. MPOBELFHVE VICC/TEIOBAH/A

ViccnepgoBaHve [OMKHO MPOBOAUTLCA MPU  HOPMaUTbHLIX  MOKasaTensix MUKPOKAMMaTa  KIMHUKO-
AMarHOCTNYECKOI NlabopaTopum®;

- TemnepaTypa okpyxatoLero sosgyxa ot 20 go 28 “C

- OTHocuUTesNbHas BnaxxHocTb 40 - 75 %

8.1. 3kctpakuma OHK 3 uccnegyemoro marepuana

Ona akctpakumm OHK umcnonb3oBatb Habopbl peareHToB, pPeKoMeHAoBaHHble [pou3Bogutenem B
paspene «onosHuTesibHoe 060pyAoBaHue U Matepuasibb. MopsaoK padboTbl ¢ HAbopamMK 4/151 SKCTPaKLmMK
OHK cmoTpuTe B MHCTPYKLMK MO UX NPUMEHEHMUIO.

BHAMAHIVE! Mpu npoBeseHun wuccnefoBaHVWs HeAoONnyCTMMO  WCMO/Sb30BaHMe — 3KCMPecc-MeToaoB
akcTpakuun AHK.

BHAMAHME! Kaxpas rpynna akcTparMpyemblx 06pasuoB A0/MKHA COMPOBOXAATLCS MOCTAHOBKOM
oTpuuarenbHoro KoHTponsa (OKO) B 04HOM NOBTOpE.

B npouecce akcTpakuum AHK Mcnonb30Bath criefytolme 06beMbl PeareHToB 1 1CC/elyeMbix 06pasLIoB:

- 06bem peareHTa BKO-FL - HOmMkn B npobupky gna OKO, a Takke B Kaxkayld MNpobupky cC
uccnegyemMbiMn obpasuamu;

- 0bbem uccrefyemoro obpasua -100 Mk B Npo6upKn Ang UccnegyemMbix 0opasLios;
- 0bbem peareHTa OKO-100 MKn B Npobupky ans OKO;

- 0bbem peareHTa, mcnosnblyemoro gnaa anoumm AHK, - 50 Mk (MpY UCMOMb30BaHUM KOMMJIEKTa
peareHTOB «Amnulpaim  PUBO-npen») wwm 100 mKn (Npy  MCNoMb3oBaHWM Habopa peareHToB
«MarHolpaiv® GACT-P»).

8.2. ToparoTtoBKa peareHToB 419 aMninmKaumm
8.2.1. lMpwu ncnonb3oBaHUK hopMbl Bbinycka 1.

BHAMAHWVE! KomnoHeHTbl peakuMoHHOW CcMecu creflyeT CMellvMBaTb HENocPeACTBEHHO nepeq
nposegeHvem MUP.

BHMAHVE! B cnyuyae npuroToBneHUst peakuMOHHOV CMecK C MOMOLLbI aBTOMATUYECKOW CTaHLUumn
crneayiTe yKasaHusiM UHCTPYKLMK MO €€ 1CMO/b30BaHMIO.

8.2.1.1. Paccuntatb 06bEMbI peareHToB, TPebdylowmecs N5 NPUrOTOB/IEHWS PeakuMOHHON cmecn
(cm. TabnmLy 5). Cvech roToBUTL Ha 06LLEE UYMC/IO MCCredyeMbIX U KOHTPO/IbHbIX 00pas3uoB M/koC 3anac He
MEHee YeM Ha OfHY peakuyIo.

Tabnuua 5
PacyeT 06beMOB KOMMOHEHTOB /11 OAHOM peaKLyIOHHON cMecy
PeareHT O6bem, MKN 0O603HayeHns
nup-cmece M.pne/C.pne/S.pne/H.inf 10%(N+1) N - KonuyecTBo amnAuduunpyembix 06pasuos,
I'ILI,P-6yqoep-H 5*(N+l) BK/1l0Yaa KOHTPON

AYKasaHbl [ONYCTUMble HOPMbl TemnepaTypbl W OTHOCUTENIbHOW BAAXHOCTW BO3dyxa B paboueild 30He
NPOM3BOACTBEHHbIX MOMELWEeHNA B coOTBETCTBMM C Tpeb6oBaHuamum T[OCT 12.1.005-88 «Cuctema cTaHAapToB
6e3onacHocTu Tpyaa. Obwure caHnTapHo-rTurneHnyeckne TpebosaHnsa kK Bo3ayxy paboueli 30HbI».

ATpyn Heob6xoAMMOCTM AonyckaeTcs yBennyenne obbema antwounm 4o 90 mkn.

& 000 LMPMU @] INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR.RU
Bepcus 10.03.23-1 15



8.2.1.2. MMepen cMelUMBaHWEM peareHToB MNepemellats cogepxumoe npobupok ¢ [LP-cmeckio
M.pne/C.pne/S.pne/H.inf n MLP-6ythepomM-H, ocaguts kannm Ha BopTekce.

8.2.1.3. TpurotoBuTb pPEeaKkUMOHHYI CMech" [06aBUB KOMMOHEHTbl B OObemax, PacCUATaHHbIX B
n. 8.2.1.1. MNMepemelLats CMECb 1 0OCaAUTb Kar/n Ha BOPTEKCE.

8.2.1.4. Otob6paTb HEOo6XoAMMOE KOMMYECTBO MNPOOGMPOK WM CTpUNoB Ans amnavdpukaummn JHK
nccrefyembix Y KOHTPOSIbHbIX 06pasLoB.

8.2.1.5. BHectv B npo6upku no 15 MK/ NpUroToB/IEHHOV PEaKLMOHHON CMECH.

BH/MAHVE! Hencnonb3oBaHHbIe OCTaTKM PEAKLIMOHHOV CMECK XPaHEHWIO He Nof/iexar.

8.2.2. Tpwn ncnonb3oBaHMM HOPMbI Bbinycka 2.

8.2.2.1. OtobpaTb Heo6XOAMMOE  KOMMYECTBO  CTpMMoBaHHbIX — npobupok ¢ [LP-cMeckbio
M.pne/C.pne/S.pne/H.inf ans amnndpmkaummn AHK viccneayembix v KOHTPO/IbHbIX 06pa3LoB.

8.2.2.2. Yb6eautbCH, YTO napadomH NOHOCTHLIO MOKPLIBAET PacTBOpP Ha AHE Mpo6upok. B NpoTvBHOM
Cryyae, He UCMNOoMb30BaTh AaHHbIe MPOBUPKU.

8.2.2.3. Ha nosepxHocTb mapadmHa BHectn no 10 MK TUP-6ydiepa-K, npyu 3Tom oH He fonxeH
npoBa/IMBaTLCA NMof, NPOC/IoKY napadmHa 1 cvelumsatbes ¢ MLUP-cmechio.

8.3. BHeceHue npo6 AHK, npoBeaeHne amnangukaumm n getekumm

BHMAHWVE! Mpn po6aBneHun npo6 [AHK, 3akcTparMpoBaHHbIX C MOMOLLbO HAGOPOB peareHToB A/
NPOBELEHNS IKCTPaKUMM METOAOM COpOuMM Ha CuvKarene Wim MarHWTHOW cenapauyn, HeobXoaumo
n36eratb NonagaHns CopeeHTa B PEaKLMOHHYH CMECh.

BH/MAHWE! Mpu pyyHom aHanmse (kayecTBeHHbI chopmart) nporpaMmypoBaHme 1 3amnyck amnamdmkaropa
MPOBOAUTbL  COMMACHO  WMHCTPYKUMM MO  €ero  NpuMeHeHuo. PekoMeHayemble —napameTpbl  A/ia
NPOrpaMMMpPOBaHNSl  aMN/IMCOUKATOPOB  ykasaHbl BO  BKJadbllle, npuiaraemMom K  Haoopy. [Mpu
NCMO/MIb30BaHNN  NporpaMMHOro  obecneueHnss FRT Manager nporpamMupoBaHue  amnndvkaTopa
YCTaHaB/IMBAETCA aBTOMATUUECKN.

8.3.1. BHeCTM B NOArOTOB/IEHHbIE NPOBUPKN C peakUMOoHHO cmeckto no 10 mkn npob AHK, nonyyeHHbIX
B pe3y/ibTare 3KCTPakUmmn 13 TeCTUpyeMbIX 06pasLoB.

8.3.2. BHecT\ B NOArOTOB/IEHHbIE NPOBVPKN C peakLMOHHON CMECb0 KOHTPO/IbHbIE 06pasLbl:

a) MonoxuTenbHblii  KoHTponb MUP - B ogHy npo6upky ana o6pasua KO BHect 10 MKN
MKO M.pne /C.pne /S.pne /H.inf.

6) OTpuLaTe/bHbIi KOHTPO/Tb AKCTPaKLWK - B 0AHY npo6upky ansa obpasua OKO eHectn 10 MK/ Npobb!,
3KcTparypoBaHHo 13 OKO.

B) OTpuuaTenbHbiii KOHTPosb MUP - B ogHy npo6upky ans obpasua K- BHectn 10 MK peareHTa K-,

8.3.3. 3anporpaMmMmpoBaTh aMnMpnKaTop C CUCTEMOI AETEKLMMN B PEXNME «peasibHOr0 BPEMEHW» 0715
BbINO/IHEHWSA eAMHO NporpaMMbl aMmnaMcmkaumMmn n geTekuun hiyopecueHTHoro curHana (cMm. Tabnuuy 6).
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Tabnuua 6
EanHas nporpamma amnangukaumm n getekuumn yopecLeHTHOro curHana

Lk Temneparypa, X Bpems [Jetekuma no kaHanam ons Konunyectso
[ - —
1 50 15 MuH 1
2 95 15 MuH - 1
95 IO c -
3 45
60 20 ¢ FAM, R6G®, ROX, Cy5, Cy5.5

MNprmeyaHre - C ncnonb3oBaHMEM e4UHOIN NPOrpaMmMbl MOXHO OAHOBPEMEHHO MPOBOAUTL B OAHOM
npubope noboe coyeTaHne TeCToB, BK/OYAs TECTbl C 0OPATHON TpaHckpunumein n amnadmvkaumein. Mpu
OOHOBPEMEHHOM MPOBEAEHNN HECKOJIbKUX TECTOB AeTeKums (o/TyOpPeCLEHTHOrO CUrHasia HasHadaeTcs Mo
kaHanam, ykasaHHbiM B Tabnuue. B criydae ecrv B ogHOM npubope OAHOBPEMEHHO MPOBOAATCH TECTbl
TONbKO Ans BbisneHns AHK, MOXHO yaaunTb U3 aHHOR NporpaMmbl NepBbiid Wwar 06paTHol TpaHCKpUnuum
(50 *C-15 MWHYT) o5t SKOHOMUWN BPEMEHM.

8.3.4. MNepen NOCTAHOBKOV B aMMIMMKATOP MIAHLIETHOTO TUNa 0caauTb Karnn co CTEHOK NMPOGUPOK Ha
BOpTEKce.

8.3.5. YcTaHOBUTb MPOGUPKY WM CTPUMbI B AUelikv peakuyoHHOro MoAyns npuéopa.
8.3.6. 3anycTuTb BbINO/IHEHME NPOrpamMMbl amnIMdMKaLmMmn ¢ AeTeKumelt dhyopecLeHTHOro curHana.

8.3.7. Mpnbop NPOBOAWT PErUCTPaLMIO  (U/TlyOPECLIEHTHOTO CUTHaUla aBTOMATUMYeCKU B pexume
«PEeasIbHOrO BpeMeHI.

8.4. AHanM3 1 BblYMCNEHNE Pe3yNbTaToB
AHanm3 n 06paboTKy pe3ynbTaTtoB MOXHO MPOBOAUTD:

- B aBTOMATU4YECKOM pexuMe C WCMOo/b30BaHWEM MporpaMMHoOro obecneveHnss FRT-Manager
(OO0 «WHTep/MabCepauc», Poccus, PY Ne P3H 2019/8870) cornacHoO pyKOBOACTBY MO/b30BaTessi, BbiOpaB
METOANMKY, YKa3aHHyl0 BO BKMagplllie, npuaaraeMom K Habopy. PykoBOACTBO MO/b30BaTENsI Pa3MELLEHO Ha
ochnumanbHom caiite OO0 «WHTep/labCepsuc» no agpecy: https://www.interlabservice.ru/service/frt/;

- B PYYHOM pexvme C MOMOLLLID MPOrPaMMHOTO 06GECMEYEHUS MPUGOPa, WCMOSb3YEMOro A/1s
npoBefeHust MUP c geTekumeil B pexmMme «peaslbHOrO BPEMEHW», COracHO MHCTPYKUMU MO ero
NPUMEHEHUNIO N MHCTPYKLMK K Habopy.

BHAMAHVE! Mpn pyyHoM aHasm3e 06paboTKy AaHHbIX (CO/TyOPECUEHTHbIX KPMBbLIX), MOMYYEHHbIX B
nporpaMMHOM o6ecneyeHnn npubopa, UCMosb3yemMoro A1t nposefeHust MUP ¢ geTekuveint B pexume
«pPeasIbHor0 BPEMEHM», MPOBOAUTL COMACHO WHCTPYKUMU MO €ro MpUMEHEHWD. PekomeHayemble
napamMeTpbl 4711 06paboTKMN AaHHbIX YKa3aHbl BO BKaAbllLe, NpuiaraemMomM K Habopy.

O6paboTka 1 pacyeT pe3y/bTaToB MPOMCXOAUT Ha OCHOBaHMN Hasnumst (UM OTCYTCTBUSI) NepeceyeHust
KpuBOI dorlyopecueHumn 5-o06pasHoii (curmMoobpasHoii) ¢hopMbl C YCTAHOB/IEHHON Ha COOTBETCTBYHOLLEM
YPOBHE MOPOroBoOi IMHWEN, YTO ONpeaensieT Hamume (UK OTCYTCTBUE) AN1A AaHHOK Npobbl AHK 3HaveHns
noporoeoro uukna (Ct) B cooTBETCTBYHLUElN rpade Tabnuubl pesynbtatoB. [lapameTpbl 06paboTKM
chnyopeCLEHTHBIX KPMBBIX 3aBUCAT OT UCMOMb3YEMO MOAENN aMnndmkaTopa (CM. BKIagpiw K Habopy u
WHCTPYKLMIO MO MPUMEHEHUNIO aMi/induKaTopa).

®eTekumnsa curHana ansa gayopodopa R6G ocyuiecTBnsaeTca No kKaHany geTekunu Ansa aHanornyHblx payopodgopos HEX,
JOE, Yellow. VIC.
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KpuBble HakonneHuss ¢oTyoOpecLEeHTHOro CuUrHasia aHa/mM3vpyloTcs Mo NATU  KaHanam  AeTekuun
(cm. Tabnuuy 7).

Tabnmua 7
Jetekuna obnyopecu,eHTHoro CUrHas1a
KaHan ans
AhbdoAqib FAM R6G 1 ROX Cy5 Cy5.5
MpopykT AHK AHK : OHK HK BKO OHK
amnandukaymm M. pneumoniae C.pneumoniae 15. pneumoniae A H. influenzae

8.5. WHTepnpetauuns pesynbtatos
ViHTepnpeTauuio pe3ynbTaros NPOBOAAT B BYX BapuaHTax:

- BPYYHYyl0O B COOTBETCTBMM C Tabnuueli 8 W BKIagplLeEM, MpuiaraeMbiM K Habopy. Pesynbtar
UCCNEeA0BaHNS CUMTAIOT [OCTOBEPHbLIM, €C/M Pe3ysibTaTtbl, MOJyYEHHbIE /11 KOHTPO/IbHLIX 06pas3LoB,
COOTBETCTBYIOT KPUTEPUSIM BaUTMAHOCTU, YKa3aHHbIM B Tabmue 9;

- B aBTOMAaTV4YECKOM PEXMMEe C MWCMOo/b30BaHWEM MporpaMMHoro obecneuveHnss HFRT Manager
(OO0 «WMHTep/MabCepsuc», Paccusa, PY N9 P3H 2019/8870) cornacHO pykKOBOACTBY MOfb30BaTeNsi, Bbibpas
METOAMKY, YKa3aHHYH BO BKMadplle, NpuiaraeMom K Habopy. PyKOBOACTBO MO/b30BaTENS pasMELLEHO Ha
octhnumanbHom caitte OO0 «HTep/labCepBuc» no agpecy: https://www.interlabservice.ru/service/frt/.
Vcnonb3yemble B NporpaMMHOM O6ecrneyeHnn asiropuTM MHTEpNpeTaumMmn pesynbTaTtoB Aisi UCCNeayeMbIX
06pa3L0oB 1 KpUTEPUM BaUTMAHOCTY PE3y/IbTaToB, MOTYUYEHHBIX O/151 KOHTPOJIEN, NpeacTaB/ieHbl B Tabnmuax 8
1 9 COOTBETCTBEHHO.

Tabnmua 8
|/|HTepI'Ip6TaLI|l/IFI pe3ynbtatoB Ana nccnegyembixX O6pa3Ll,OB
PesynbTtar WHTepnpeTaLma
3HaueHue Ct no kaHanam gns gpnyopocopos FAM, R6G, ROX, Cy5, PesynbTar HeanngHbli!
Cy55 He OI'Ipe,EI,EI'IEHO nnn Ol'lpe,ﬂ,efleHO BblLlE FpaHI/lLIHOFOA Coon BKO! Tpe6ye'|'cg NOBTOPUTbL aHann3
3HauyeHne Ct no kaHanam ansa dnayopocopos FAM u/unn R6G
nmnun ROX n/nnu Cy5.5 onpefeneHo He Bbille rpaHnyHoro. Mpu OHK M. pneumoniae n/vwnu AHK
3TOM kKpuBas dnyopecueHUuMn [JaHHOW npobbl NO AaHHOMY C pneumoniae n/unn AHK 5. pneumoniae
KaHany nepecekaeT NOPOrOBY /INHUIO HAa yYacTke XxapakTepHOro nivnn OHK H. influenzae
3KCMOHEeHUuManbHoro nogbema gyopecueHunn. 3naveHune Ct no 06Hapy)KeHa cooTBETCTBEHHO
kaHany ana gnyopodgopa Cy5 He yuntsiBaetcs
3HaueHue Ct no kaHanam gnsa dgnayopodopos FAM, R6G, ROX,
Cy5.5 He onpepeneHo wau onpefesneHo Bbllle rpaHNUYHOro, npw JOHK coOTBETCTBYIOLWUX BbISBAAEMbIX
aTom 3HaueHue Ct no kaHany gns dgpnyopocopa Cy5 onpegeneHo MWKPOOPraHM3MoB He 06HapyXeHa
He BbllLE rpaHN4YHOro
Tabnuua 9
KpI/ITepI/II/I Ba/IMOHOCTA AJ1A KOHTPO/IbHbIX O6p&3Ll.OB
PesynbTarel amnaMdukaunmn no kaHany ansa gayopodgopa
KoHTpo/ib .
FAM R6G ROX Cy5 J Cy5.5
OKO OnpepeneHo
(oTpuuaTtenbHbIl 3HaueHune Ct 3HaueHune Ct 3HayeHune Ct 3HayeHune Ct He 3HauveHune Ct
KOHTPO/b oTcyTcTBYeT oTCcyTCTBYET oTCcyTCTBYET BblLlle oTCcyTCTBYET
aKcTpakumm) rpaHnyHoro®
OnpepeneHo OnpepeneHo OnpegeneHo OnpepgeneHo
MNKO
o 3HayeHue Ct He 3HayeHue Ct He 3HavyeHue Ct He He 3HavyeHune Ct He
(noNoXunTenbHbIn
BbllLe BbllLe Bbllle onpegensetcs BblLLE
KOHTponb MUP) .
TPaHNYHOTO TPAHNYHOTO rPaHNYHOrO j  rpaHuyHoro

K- (oTpuuatenbHblii

3HayeHune Ct oTcyTcTByeT
KoHTponb MUP) y y

A [paHunyHble 3HavyeHusi CtykasaHbl BO BKajblwe, NpuiaraemMom K Habopy.
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8.6. BO3MOXXHbIE OLLNGKM 1 peKOMEHAALIMN MO WX PELLEHNIO

8.6.1. [lnA oTpuuaTenbHOro KOHTpons akcTpakumm (OKO) no kaHanam gns danyopochopos FAM w/wnun
R6G n/mnn ROX u/mnn Cy5.5 onpegeneHo 3HayeHne noporosoro uykna (Ct). BepositTHa kOHTaMuHaums
nabopatopum NpoAyKTaMu amnamurkaumm Unm KOHTaMMHaUmsa peareHToB WK UccrefyemMbiX 06pasLoB Ha
KakoM-nnbo 3tane wuccrefoBaHvs. HeobxoaMmo NpeanpuHATL Mepbl MO BbISBIEHUIO U NUKBUAALMN
WCTOYHMKA KOHTaMMHaLUuM W NOBTOPWUTL UCCMedoBaHMe BCex 06pasLioB, B KOTOpbIX o6HapyxeHa AHK
BbISIBNSIEMbIX MUKPOOPraHW3MoB, HauMHas ¢ atana akcTpakumm JHK.

8.6.2. Ana otpuuarensHoro koHTponsa MNUP (K-) no kaHanam gnis dytyopodiopa FAM m/ivnn R6G n/nnn
ROX n/vnn Cy5 ninnn Cy5.5 onpepeneHo 3HadeHwe noporosoro uukia (Ct). BepositHa koHTaMuHauums
naboparopuy NpoayKTamy amrandmkaumm WM KOHTaMyMHaUUs peareHToB, uccnefyemMbiX 06pasLoB Ha
Kakom-nn6o atane lMUP-uccnegoBaHya. Heobxoammo npeanpuHaTe Mepbl MO BbISABNEHUIO U NTMKBUAALMM
NCTOYHMKA KOHTamMuHaumn 1 nostopuTh MUP-nccnenosaHne Bcex 06pasuoB, B KOTOPbIX 00HapyxeHa JHK
BbISIB/ISEMbIX MUKPOOPraHU3MOB, HauMHas € atana amnandmkauum JHK.

8.6.3. [1na NonoXxutenbHOro KOHTPosibHoro obpasua (MKO) no kaHanam gnsi doriyopodiopos FAM, R6G,
ROX nnn Cy5.5 3HaueHne Ct oTCyTCTBYET WK onpeaeneHo 6osbLue rpaHnyHoro. BepositHa olwmnbka Ha atane
amnMdomkaumm, Heo6xoAMMOo NPOBECTU NOBTOPHO 3Ttan MUP g/1a Bcex oTpyuatesibHbIX 06pasuos.

8.6.4. [Ins nccnegyemoro obpasua onpefeneHo 3HadeHvue NOoporoBOro LMK, npy 3TOM Ha rpaduke
chnyopecLeHLMM OTCYTCTBYET YHACTOK XapakTepHOro 3KCNOHeHUMasIbHOro nogbemMa (rpadmk npeacrasnseT
co60i NPUBN3UTENBHO MNPSAMYIO JIMHUIO). HeobXoaumMo NpoBepuTb MPaBUIbHOCTb BbIGPAHHOIO YPOBHS
MOPOroBOM IMHAN WM NapameTpoB pacyeTa 6a30Bol MHUKN. Ecrm pesyrnibTar nosiydeH npy NpaBuibHOM
YPOBHE MOPOroBoi NHUM (6a30BOI NMHMK), TPEOYETCA NMOBTOPHO MPOBECTV amMMINAUKaLMIO N AETEKUMIO
ans atoro obpasua.

8.6.5. B ciiyyae nonyyeHus HeBasMOHbIX Pe3y/bTaToB TPebyeTcsa MOBTOPHOE WCCnefoBaHve obpasua,
HauvHaa c aTana akcTpakuun AHK. B cniydae BOCMpPOU3BOAMMOrO pesynbTara pekomMeHAyeTcsa NOBTOPHO
NPOBECTW B3ATUE, NpeABapuTeNnbHYH0 NOAroTOBKY U Ucc/efoBaHVe obpasua.

8.7. [AnarHocTnyecKoe 3HaYeHMe Nosy4eHHOro pesynbtara

MLP-uccnepoBaHve sIBNSIETCA OAHMM M3 METOAOB BCECTOPOHHEro 06C/efoBaHVsi MauveHTa, Ha
OCHOBaHUM KOTOPbIX Nlevallii Bpay YyCTaHaB/MBaeT AMarHO3 W BbIGMPAET MeponpusTsi MO JIEUYEHUIO
naumeHTa. PesynbTaTbl, MOJyYeHHble MPY  WUCMOMb30BaHWM  Habopa, CcrnegyeT paccMarpueatb U
VHTEPMNPETUPOBATb B COUETAHWM C @HHBIMW APYTX KITMHUYECKUX 1 /TAaGOPATOPHbIX UCCNeA0BaHWIA.
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9. PYHKL/IOHATIBbHL E XAPAKTEPCTK HABOPA

9.1. TMpenen obHapy>KeHns™

Mpegen obHapyeHns Habopa «Amnamlpaim® M. pnenton/oe / C pneumoniae / s.pneumoniae /
H. influenzaey~ Obll ONPeAeNieH C UCMO/Ib30BaHNEM MPOOUT-aHaM3a ¢ 95%-0ii 1OBEPUTENBHON BEPOATHOCTHIO

(cm. Tabnumuy 10).

3HaueHVst XapaKTepUCTUKN, YkasaHHble B Tabnmue 10, gocturatotcs npy cOBM0AEHAN NpaBw, yKasaHHbIX B
pasgene «/iccrnegyemblii MaTepuas.

MwukpoopraHusm

M. pneumoniae
C pneumoniae
S. pneumoniae

H. influenzae

M. pneumoniae

C.pneumoniae

S. pneumoniae

H. influenzae

M. pneumoniae

C.pneumoniae

5. pneumoniae

H. influenzae

bruomarepuan

BpoHxo-
anbBEOSAPHLIN
nasax

Ma3sku co
CN3NCTON
HOCO-U
POTOrNOTKM

MokpoTa

Habop gns skctpakymn AHK

AmnnuMpaiim PUBO-npen

MarHolpaiim® ®ACT-P
Amnnulpainm PUBO-npen
MarHolpaiim® ®ACT-P
Amnaulpaiim PUBO-npen
MarHolMpaim® ®ACT-P
Amnnulpaiim PUBO-npen
MarHolMNpaim® ®ACT-P
Amnnulpaiim PUBO-npen
MarHolMNpaim® ®ACT-P
Amnnaulpaiim PUBO-npen
MarHolMNpaim® PACT-P
Amnnulpanm PUBO-npen
MarHolMpaim® ®ACT-P
AmnnuMpaiim PUBO-npen
MarHolNpaim® ®ACT-P

AmnnuMpaiim PUBO-npen

9.2. AHanutM4yeckas cneymuyHOCTb

Habop peareHTOB 0O6HapyxmBaeT TONbKO hparMeHThbl

5 pneumoniae WH. influenzae.

AHanmTnyeckas  cneupmdonyHOCTL  Habopa

Mpenen obHapy>keHNs Habopa

Mpegen
06Hapy>KeHns no
Probit 9s%, '3/mn

1x10n

1x10-

1x10-

ﬂ,HK M. pneumoniae,

«AMnmlpaiiv® M. pneumon/oe /

Tabnvua 10

95%>blit
[0BEPUTENBHbIN
r3/mn

8,21x107-2,36x10"
5,25x102-1,05x10"
6,33x102-1,47x10"
8,21x102-2,36x10-
5,25x102-1,05x10-
6,33x102-1,47x10-
8,21x102-2.36x10"
5,25x102-1,05x10"
6,33x102-1,47x10-
8,21x102-2,36x10-
6,33x102-1,47x10-
6,33x102-1,47x10-
5,25x102-1,05x10-
8,21x102-2,36x10-
5,25x102-1,05x10-
6,33x102-1,47x10-
5,25x102-1,05x10-
8,21x102-2,36x10-
5,25x102-1,05x10"

6,33x102-1,47x10-

C pneumoniae

C. pneumoniae,

S pneumoniae / H. influenzae» OLEHMBa/IaCb TecTMpoBaHnem OHK MukpoopraHusmos (cm. Tabnvuy 11) u
reHomHoin AHK yenoseka. HK MMKpOOPraHnM3mMoB B KOHLIEHTpauUmmn He MeHee 1x10" Konuii/Ma 1 reHOMHYH
JHK uenoseka B kOHUEHTpauumn 1 MKr/Ma BHOCWN BO6PasLbl 610MI0rMYeckoro Mateprarna, He cogepxalume

JHK BbisBNgeMbIX MUKPOOPraHn3mMoB.

Mpepen o6HapyxeHua - 95%-0e NONOXUTESIbHOE MNOpPOroBoe 3HayeHue KoOHuUeHTpauunm (KoHueHTpauua [AHK
BbISIBISEMOr0 BO36yaAnTENS, Npy KOTOpPOoi 95% TecToB AalT NONOXUTENbHbIA pe3ynbTar).

Bepcua 10.03.23-1
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Tabmmua 11
MWuKpoopraHn3mbl, UCMoMb3yeMble A1 OLEHKN aHaIMTUYECKONM CNeLMBUYHOCTI

MVIKpOOpFaHVBMbI
Streptococcus agoloctiae Salmonella enteritidis
Streptococcus pyogenes Yersinia enterocolitica
Mycoplasma hominis Shigella flexneri
Staphylococcus soprophyticus Shigella sonnei
Staphylococcus aureus Bordetella pertussis
Pseudomonas aeruginosa Bordetella parapertussis
Neisseria sicca Bordetella bronchiseptico
Neisseria mucosa Bordetella holmesii ~
Corynebocterium pseudodiphtheriticum Chlamydia trachomatis
Klebsiella pneumoniae Mycoplasma genitalium

Escherichia coli

Mpu TecTrpoBaHun 06pa3uos JHK BbilLenepeuncrieHHbIX MUKPOOPraHn3mMoB U reHoMHoi IHK yesioBeka ¢
UCMNo/b30BaHNeM Habopa nepekpecTHbIX peakLunii BbISBAEHO He Gbu10.

9.3. Bocnpoun3BoaMMOCTb M NOBTOPSIEMOCTb U3MEPEHNS

Bocnpon3BogMmMocTb M NOBTOPSEMOCTL  Pe3y/ibTaTtoB C WCMO/b30BaHWEM Habopa OleHMBann nyTem
TECTMPOBaHUS MOJefbHbIX 06pa3uoB. MoaenbHble 06pasibl 6bUM NPUrOTOBMEHBI MYTEM KOHTaMUHALMK
006pa3LioB buomateprana, NpeaycMOTPEHHOIO HasHauYeHeM Habopa, CTaHAaPTHLIMKU 06pasLamm NPeanpUSaTUS,
copepxawymn JHK BbIsSBASEMbIX MUKPOOPraHU3MOB. Bbii NpoTecTUpOBaHbl 06pasLbl B ABYX KOHLLEHTpaLMSAX
JHK BbisiBNsieMbIX MWKPOOPraHu3mMoB, OfHa M3 KOTOPbIX COOTBETCTBOBaVIa Mpefesty obHapyxeHus Habopa
(Ix10" I'2/mn), a BTOpas ABYKpaTHO NpeBbillasia npeden obHapyxeHuns (2x10° I'a/mi). Kaxkablli obpasey,
Npoxoawsn Bee atanbl hccneaosaHus (kcTpakumio AHK, amnandomkaumo AHK v geTekumio pesynbTaros).

Mpn oLeHke NOBTOPSEMOCTV KO3hOULMEHT BapuaLmn, pacCuUMTaHHbIA No pesynbTaram onpeaeneHvs
noporosbIx Unkios Ana AHK BbIABASAEMbIX MUKPOOPraHU3MoB, He npesbiian 5 %

Mpy oueHke BOCNPOM3BOAMMOCTM  KO3(hhMUMEHT Bapuaummn, paccyMTaHHblii No  pesynbTraram
onpegeneHns noporoebIx LMKNoB 4n1d AHK BbIABNSEMbIX MUKPOOPraHn3mMoB, He npesbiwast 10 o.

9.4. [uarHoctnyeckas CneLmgrUUHOCTb U AMarHOCTYeCKas YyBCTBUTEIbHOCTb

[na onpeneneHuns ,EI,I/I&FHOCTVI‘-IECKOVI CI'IeLI,VICpVI‘-IHOCTVI " ,CI,VI&FHOCTVIHGCKOVI 4yBCTBUTE/TIbHOCTU Ha6opa
<<AMI'IIWI|—|paI7IM® M. pneumoniae / C pneumoniae/ S. pneumoniae / H. influenzae» Obl/IM MCMNOMb30BaHbI
06pa3u,b| Kaokaoro Buaa 6v|0|\/|aTepV|ana, npegycMoTpeHHOro HasHadeHunem Ha6opa peareHTOB, B
konmnyectBee, yKkazaHHOM BTabnmue 12.

B kayecTtse Ha60pOB CpaBHEHMSA, C MOMOLLbI0 KOTOPbIX YyCTaHaenMBasiM Hanuuue/otcytctene AHK
M. pneumoniae, C pneumoniae, D pneumoniae W H. influenzae, WUCMOJ/Ib30B/TUCb Ha60pb| peareHToB
<AMMIMCEHC® M ycoplasma pneumoniae / Chlamydophila pneumoniae-?b> (Py Ne ®CP 2012/13957) n
«AMMIMCeHC® MHeBmo-kBaHT-FL» (PY Ne P3H 2022/16467).
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Tabnmua 12

PesynbTathl TECTUPOBAHS 06Pa3LI0B GMOMOrMYECKOro MaTepmana ¢ NoMoLLbH Habopa

peareHToB «AMMAUMPanMe m .

Wccnepgyemble 06pasupl

Tvn Bosbyautens

M. pneumoniae
BpoHxo- C. pneumoniae
anbBeONAPHbINA
nasax S. pneumoniae
H. Influenzae
M. pneumoniae
Ma3sKku co C. pneumoniae

CNIM3NCTON HOCO-

1 POTOrNOTKN S. pneumoniae

H. Influenzae

M. pneumoniae

C pneumoniae
! MokpoTa
S. pneumoniae
T —

j H. Influenzae
J

3HayeHns ,qmarHocmquKon

Bcero
06pasLos

170

420

340

cneundmnyHoCTH

O6pasubl

MonoxuTenbHole
OTpuuarensHble
MonoxutenbHble
OTpuuaTesnbHble
MonoxutensHole
OTpuuaTenbHble
MonoxuntenbHble
OTpuuaTenbHble
MonoxuntenbHble
OTpuuatesnsHble
MonoxutensHble
OTpuuartenbHble
MonoxutensHsle
OTpuuartesibHble
MonoxutensHsle
OTpuuarensHele
MonoxutensHole
OTpuuartenbHbie
MonoxutensHble
OTpuuartesnbHble
MonoxutensHole
OTpuuartesntsHble
MonoxutensHble
OTpuuaTesnbHble

Pe3ynbTathl TECTUPOBAHUSA

rectvpyemblii ANLp
«AmnanMpainm®
M. pneumoniae/
C. pneumoniae/
S. pneumoniae/

H. influenzae»

®opma”™ ' dopma pneumoniae /
mmmm | Chiamydophila

30
140
30
140
30
140
30
140
60
360
60
360
100
320
100
320
60
280
60
280
60
280
60
280

30
140
30
140
30
140
30
140
60
360
60
360
100
320
100
320
60
280
60
280
60
280
60
280

n LI,VIaFHOCTW-IeCKOIZ

pneumoniae/ C pneumoniae /S. pneumoniae / H. Influenzae»

Habopb! cpaBHEHUS

«AMNNnNCeHce®"

Mycoplasma

pneumoniae-

FL»

30

140

30

140
He BbiABNseT
He BbigBnseT
He BbiaBnsaeT
He BbiaBnseT

60

360

60

360
He BbiABNAeT
He BbiABNAET
He BbisBNSeT
He BbiaBNAET

60

280

60

280
He BbiaBnsaeT
He BbisBnseT
He BbisBNseT
He BbiABnseT

4yBCTBUTE/IbHOCTU

«AMNIMCeHc®
[TneBMO-K&aunT-
At

He BbiABnseT
He BbisiBnset N
He BbisiBNAET
He BbisABNSET
JO
140 1
30 !
140
He BbiABNSET

He BbiaBnAeT
He BbiAiBNSeT
He BbisABNISIET

100

320

100

320
He BbisiBnser
He BbiaBnseT
He BbiABseT
He BbisiBNSeT

60

280

60

280

Habopa

<<AMI'II'IVI|_|pal7|M® M. pneumoniae /! C pneumoniae / 5 pneumoniae | H. influenzae» C ,D,OBepMTeﬂbHOVI
BEPOATHOCTbLIO 95 o, paccynTaHHble, UCXoaa U3 NnosyvyeHHbIX AaHHbIX, NpuBedeHbl BTa6fIVILI,e 13.
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buomarepuan

BpoHxo-
aMbBEOSSIPHBIA
NlaBax

Ma3sKu co CM3UCTOM

Tabnuua 13

[INarHocTUYeCKe XxapakTepuCTUKY Habopa peareHToB
«AMMANMPaiM® M . pneumoniae / C,pneumoniae /S. pneumoniae / H. Influenzae»

Bo3byautenb

M. pneumoniae
C pneumoniae
S. pneumoniae
H. influenzae
M. pneumoniae

C. pneumoniae

[unarHoctnyeckas
BHMMWMHOCTb

100% (97,40%-100 %)
100% (97,40%-100%)
100% (97,40%-100%)
100% (97,40%-100%)
100 % (98,98 % - 100 %)
100 % (98,98 % - 100 %)

JunarHoctunyeckas
YyBCTBUTE/LHOCTb

100 % (88,43 % - 100 %)
100 % (88,43 % - 100 %)
100 % (88,43 % -100 %)
100 % (88,43 % - 100 %)
100 % (94,04 % - 100 %)
100 % (94,04 % -100 %)

KOCO- 1 pOTOI/I0TKA 5 pneumoniae 100 % (98,85 % - 100 %) 100 % (96,38 % - 100 %)

(
H. Influenzae 100 % (98,85 % - 100 %) 100% (96,38%-100 %)
M. pneumoniae 100% (98,69%-100 %) 100% (94,04%-100%)
MokpoTa C. pneumoniae 100% (98,69%-100 %) 100% (94,04%-100%)
S. pneumoniae 100% (98,69%-100%) 100% (94,04%-100%)
( ( )

H. Influenzae 100% (98,69%-100 %) 100% (94,04%-100%

9.5. OueHKa BNNAHUA NHTEP(EPUPYIOLLNX BELLECTB

BnnsHne I/IHTepCbepI/IpyIOLUJ/IX BelleCTB, MNOoTeHUMasIbHO coaepXalpyxca Wi NpuUcyTcTByrOLLMX B
ncenegyemMmom 6|/|omaTep|/|ane, Ha 3quZDEKTI/IBHOCTb MnipP npu ncnosib3oBaHnn Ha6opa
<<AMﬂ.ﬂVI|_|paI7IM® M, pneumoniae / C. pneumoniae/ S. pneumoniae IH , influenzae» orcyrcreyer. HE BbIAB/IEHO
VIHI'VI6I/IpOBaHI/Ie peakumn aMI'I!'IVI(*)I/IKaLLVIl/I npu ,D,06anIeHl/IVI K 06pa3L|,a|v| 6MOM&Tepv|ana Ha 3Tarne 3KCTpakunn
MHTep(bepMpyrou.l,le BELLECTB, npeactaB/eHHbIX BTaﬁl’II/ILI,e 14, B MakCMMasibHO BO3MOXXHOWA KOHLIeHTpauun.

Tabnmua 14
WHTepdhepupytoLLMe BELLECTBA, VCMO/b30BaHHbIE NPU TECTVPOBAHMM HaBopa
«AMnanMpaim® M pneumoniae / C.pneumoniae /5. pneumoniae / H, influenzae»

Buomarepuan NHTEpdepeHT KoHueHTpauus uHTepgepeHTa B 06pasue
BpPOHX0-abBe0NAPHbI remorno6uH 200 mr/mn
nasax MYLUH 2,3 Mr/mn
reMorno6uH 200 mr/mn
MYUWH 2,3 mr/mn
Ma3sku co cnM3ncToin Hoco-
KcunomeTasonuH 0,01 %
N POTOrN0TKMN
MUPaMUCTUH 0,001 % peicTBylOLLErO BewecTBa
X/10prekcuaunH 0,1 % pelicTByloLWero BewecTaa
remMorno6uH 200 mr/mn
MYLUH 2,3 mr/mn
MokpoTa
MUPaMUCTUH 0,001 % geicTBylOLLErO BelecTBa
X/10prekcuamnH 0,1 % peiicTByloWwero BelecTesa

Take He BbISIB/IEHO WHIMOMpPOBaHME peakumn amnaudmkaumm npy  gobaeneHnM K obpasuam
6romareprana AHK yenoseka B koHUeHTpauuy 1,0x10" konuia/mn.
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10. YCI0BUA XPAHEH/A, TPAHCT IOPTPOBAH/A U TPUVEHEHNA HABOPA

10.1. Cpok rogHocTu

Cpok rogHoCTU Habopa cocTaB/sieT 12 MecsieB OT AaTbl U3roToBneHUs. ocne BCKPbITUSI peareHTbl
CMNO/b30BaTh [0 WCTEYEHMSI CPOKa FOAHOCTU Habopa. HaGop C MCTEKLIMM CPOKOM FOAHOCTM MPUMEHEHUIO
HE MO//EXNT.

10.2. TpaHcnopTMpoBaHue

Ha6op TpaHcnopTMpoBaTh Npy Temneparype oT 210 8 x BCEMV BUAAMM KPbITbIX TPAHCMOPTHBIX CPEACTB
B TEPMOKOHTEHEPAX C X/1a[03/IEMEHTaMN WM B aBTopedhpukepaTopax. He fonyckaeTcsi 3amopakmuBaHme
peareHToB.

JonyckaeTca TpaHcnopTMpoBaHue npu Temneparype ot 8 Ao 25 “C He 6onee 3 CyTOK.

Habop, TpaHCNopTUPOBaHHbI C HapyLLEHNEM YKa3aHHOTO TEMMNEPATYPHOro pexuMa, NPUMEHEHUIO He
NOANEXNT.

10.3. XpaHeHue

Habop xpaHuTb npu TemnepaType oT 2 4o 8 ¥0 B 3alMLLEHHOM OT CBETa MECTE B TEUYEHME BCEr0 CpoKa
rogHocTn Habopa. He gonyckaeTcs 3aMopaxmMBaHNe peareHToB.

PeareHTbl MOC/ie BCKPbITUS XPaHWUTb B TEX Xe YC/I0BUSX, YTO U peareHTbl 40 BCKPbITUA. HEBCKpbITbIE 1
BCKPbITbIE peareHTbl CTabusibHbl B TEYEHMEe CpoKa rOAHOCTMW, YKa3aHHOro Ha 3TUKeTKe, Npu COGM0AEHNM
yKasaHHbIX  YCNoBUIA  XpaHeHus..  PeakumMoHHas  cMecb,  MpurotoBneHHas  m3  [LP-cmecn
M.pne/C.pne/S.pne/H.inf n MLP-6ydepa-H, XpaHeHWo He NOA/IEXNT.

Ha6op, XpaHVIBLIJVII7Ic;| C HapylleHneM yKa3aHHOro pexummMa XpaHeHud, npuMeHeHNo He NoAJSIEXXUT.

11. TAPAHTVA INMPOVBBOONTESIA

Mpou3BoauTe/lb FapaHTVPYyeT COOTBETCTBME XapakTepUCTMK Habopa TpeGoBaHMAM, ykasaHHbIM B
TEXHUYECKOW W 3KCM/lyaTaUMOHHON AOKYMEHTauuW, B TeYeHMe YKasaHHOTO Cpoka roAHOCTV  Mpu
COG/OAEHNN BCEX YC/IOBUIA TPAHCTOPTUPOBAHNSI, XPaHEHUS 1 MPUMEHEHMUSI.

Peknamaumm Ha kavectBo Habopa «AMMMMIPaiM® M. pneumoniae / C pneumoniae / S pneumoniae /
H. influenzaey> HanpaeNATb Bagpec npoussogutens OO0 «Hekctbuo»: 111394, r. Mocksa, yn. NonumepHas, 8
CTp. 2, Ten. (495) 620-08-73, e-nnail: info@nexthio.ru.

Mpn BbISBNEHUM HeXesnaTesibHbIX peakuuii npy MCrnosb3oBaHUM Habopa, iakToB U OBCTOSATESLCTB,
CO3JAoLLMX Yrpo3y >XM3HW U 3[40POBbI0 TPKAAH W MEAULMHCKMX PaboTHWKOB Mpu obpalleHun u
aKcrnlyataumn Habopa, pekoMeHAyeTCs HanpaBuTb COOOLLEHVWE MO afpecy, YkasaHHOMY Bbille, W B
YMNO/THOMOYEHHYIO  TOCYAA@PCTBEHHYIO  pery/ivpytowlyto  opraHusauuio (B Poccuiickoid  Pepepauyn -
depepanbHas cyx6a No Haa3opy B cdiepe 3A4paBOOXPaHEHMS) B COOTBETCTBMM C  AEACTBYIOLLMM
3aKOHOOATE/IbCTBOM.

KoHcynbTauyio no pabote ¢ HAGOPOM, a Takke Mo BOMpocaM, KacaloLWIMCs KauecTBa Habopa, MOXHO
MO/TYYNTh MO KOHTAKTaM, YKa3aHHbIM Ha OhULIMasIbHOM caiiTe Mpor3soamTenis: www.nextbio.ru.
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12. C/IMBO/bl N0/ TB3YEMBE B IOKYMEHTALIN MPOVIBBOOUTESIA

REF

lot|

VD

Homep MOkaranory

Kog, naptum

MepguumHckoe nsgenve ana
ONarHOCTUKU in vitro

ConepxMmoro 4octaTtouyHo ans
npoBeAeHNs MN-KonmyecTsa
TECToB

O6paTUTECH K MHCTPYKLMK MO
NPUMEHEHWIO

OcTopoxHo! Obpatutecs K
WHCTPYKUMM MO NPUMEHEHWIO
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mJ

M3rotoButeb

Jata n3rotoBneHus

Vcnonb3osatb 40

TemnepaTypHblii
[mnanasoH

He ponyckatb
nonagaHusa CosIHEYHOro
cBeTa

25
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NPOHYMePOBAHO, CKPENJIEHO Y MPOLUUTO
nnct (a/oB)

eHepasibHbI gnpekTop O6LecTBa ¢
OrpaHMYeHHON 0TBETCTBEHHOCThIO

0.0. JlaBMHIOKOB



YTBEPKAIO

FeHepasibHbIli AUpeKTop

O. JlTaBUHIOKOB

HABOP PEAFEHTOB HABOP PEAMEHTOB [/1A BbIBNEHNSA AHK MYCOPLASMA
PNEUMONIAE, CHLAMYDOPHILA PNEUMONIAE, STREPTOCOCCUS PNEUMONIAE U
HAEMOPHILUS INFLUENZAE METOZOM MUP CAETEKLWNEN B PEXXVUME
«PEA/IbHOTO BPEMEHW» «AMMIVMPAAM® M. PNEUMONIAE/C PNEUMONIAE/
S. PNEUMONIAE/H . INFLUENZAE» MO TY 21.20.23-178-09286667-2022

®opma Bbinycka 1

dopma BbiNycka 2

KpaTkoe pykoBOACTBO NO NpuUMeHeHU0 Bepcun 12.08.22-1

Nlnct yTBEpPXAEHMNSA

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



4 Hekctb0

bnOiexHO ki WN-iCCxdV
u:C;MM,)HU."

Avnnmlpaiiv /

KpaTkoe pykoBoACTBO

no NPUMEHEHNI0 Habopa peareHToB A5 BbisiBneHns AHK
Mycoplasma pneumoniae, Chlamydophila pneumoniae,
Streptococcus pneumoniae n Haemophilus influenzae
meTogoM MUP c geTekumein B pexnme «peasbHOro BpeMeHu»
«Amnnulpaiim* M. pneumoniae / C pneumoniae /
S.pneumoniae f H. influenzae'»
no TY 21.20.23-178-09286667-2022

AvnimlpaiM® M pneumoniae/
C.pneumoniae/S. pneumoniae/ H. influenzae

dopma Bbinycka 1

REF 2143>11

000 «HekcTbuo», Poccusa, 111394,

Lu r. MockBa, yn. NMonvumepHas, 4. 8, ap. 2 I\D
Ten. (495) 620-08-73, e-mail: info@ nextbio.ru

COCTAB
KomnoHeHT OrvcaHvie :ﬁMnbe'“’ KonnyecTso
MLiP-cuece Mpo3payHasn
M.pne/C.pne/S.pne/ posp 1,20 1 npo6upka
A XWUAKOCTb
H.inf
MNpo3payHasn
MNLP-6 -H 0,65 1 6
LiP-Gycbep XUAKOCTb npobupka
rko MpospayHas
M.pne/C.pne/S.pne/ posp 0,26 1 npo6upka
h XWUAKOCTb
H.inf
BKO-FL Mpoapa:Has 1,10 1 npobupka
XUAKOCTb
OKO fpospatitas 1,10 1 npobupka
XWUAKOCTb
0
K- Po3patinan 0,26 1 npo6upka
XWUAKOCTb
nccnenosaHus

100 o6pa3y,oB, BKIOYAsA KOHTPOIN.

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

BHUMAHUE!

Mepes UCMO/Ib30BaHVEM Habopa peareHToB
HEO6X0AUMO O3HAKOMUTBLCA C WHCTPYKUMEen no ero
NpYMeHEHNI0. VIHCTpYKUMSA pasMellieHa B 311EKTPOHHOM
BMOe Ha odwumanbHom  caiite  [MpoussoauTens:
www.nextbio.ru (ana ee nonyveHus HeobxoayM LOCTYnN
B MHTEpHeT). MeuarHast Bepcyisi UHCTPYKLUMK AOCTYMHA Mo
3anpocy no TenedoHy (495) 620-08-73.

MATEPVAN /1A UCCIESOBAHA

~  BPOHXO-a/IbBEONSIPHbII TaBaX;

A MasKu CO C/M3NCTOI HOCO- 1 POTOT/IOTKM;
MOKpoTa.

KOMI/IEKTHOCTb

KoMroHeHT dopmar

Habop peareHToB thopma Bbinycka 1

WHcTpykuus no B 3/IEKTPOHHOM BUAe MO ajpecy:

npYMeHEeHUIo www.nextbio.ru
Macnopt B 3/1EKTPOHHOM BUJE NO ajpecy:
KayecTBa www.nextbio.ru
KpaTkoe
B 6ymaxHOM Buge

PYKOBOZACTBO
KomnnekTr

o B GyMaxHoOM Buae
BKNagblwei
XPAHEHWE

Ycnosust XpaHeHUs Habopa
2X...8X

B 3alUWLLEHHOM OT CBETa MecTe



SKCTPAKUMA AHK U3 NCCNEAYEMOIO MATEPUANA

Ana akctpakuum OHK 1cnonb3oBarb HAbopbl peareHToB, pPeKoMeHO0BaHHble [pov3BOAUTENEM B MHCTPYKLMKU MO
NMPUMEHEeHNo Ha60pa <<AMFU'IVIr|paﬁM® M. pneumoniae / C pneumoniae / S. pneumoniae / H. influenzae». [1OPAOOK
paboTbl ¢ Habopamu A/1a aKeTpakumm AHK cMOTpUTE B MHCTPYKLUMK MO UX NPUMEHEHWIO.

O6bembl peareHToB 1 1ccnedyeMbix 06pasLoB, UCMo/b3yemMble npu akcTpakummn JHK ¢ nomoLLbo pekoMeHayeMbIX
Hab0opOB peareHToB, ykasaHbl B Tabnmue Huke.

[ob6aBnsemblii peareHT/ obpasel,

Viccneayembie 06pasLibl 100 mKn Bnpo6upkn gns nccnegyembix 06pasLoB

BKOHL 10 mkn B KabKyto NpobupKy

OKO 100 mKn B Npo6umpky Ana OKO (oTpuULaTesIsHoro KOHTPO/1A)
PeareHT s snoumm AHK 50" -100™ MK B KabKZyto MpoBupKy

AMIMTTINONKALUNA CAETEKUMEN B PEXXUME «PEAJIbBHOIO BPEMEHI>»

BHUMAHWE! 515 BHeceHus B Npobupkn peareHTos, Npob AHK 1 KOHTPOsIbHLIX 06pasLoB UCMOsb30BaTb OAHOPA30BbIe
HaKOHEYHVIKM C chuibTpamm.

1. Paccustarb 06beMb! peareHTos, HeobxoavMble A/14 NPUroToB/1IEHNA peaKLI,I/IOHHOIZ CMecy, CorsiacHo Tabnmuge;

KOMMNOHEHT peakumoHHol cvec  O6beM, MK O603Ha4eHns
MUP-aviecs M.pne/C.pne/S.pne/H.inf 10*(N+1) N - KO/MYecTBO amMmduMUMpyeMblX 06pasLoB, BK/OYas
MLP-6ycep-H 55{N+1) KOHTPO/N

BHMAHWE! Bcryuae NpuroToBEHNS peakLMOHHOM CMECU C MOMOLLIbIO aBTOMAaTUYECKO CTaHLWN CRefyiiTe yKasaHWsam
WHCTPYKLMN 0 €e MCTOosb30BaHWIO.

BHVMAHWE! KOMNOHEHTbI peakLMOHHOM CMecy crefyeT CMeLLvBaTb HenocpeaCTBEHHO nepepq, nposeaeHem MUp.
BHVMAHWE! Hencnonb3oBaHHbIE OCTaTK/ PeaKLMOHHON CMECH XpaHEeHMIO He Nog/iexar.

2. Tepen cMeLLMBaHEM peareHToB MepemMellars cogepxumoe npobupok c MLP-cvecsto M.pne/C.pne/S.pne/H.inf n
MLP-6ydoepom-H, ocagmTb Kanm Ha BOpTEKCE.

3. MpuUroToBUTL peakLMoOHHY0 CMeCh, 106aBVB KOMMOHEHTbI B 06beMax, paccuMTaHHbIX B N. 1 MNepemeluars cMech 1
0Ca!Thb Karn Ha BOPTEKCE.

4. Ortobparb HE0OXOAYMOE KOIMHECTBO NPOBUPOK WK CTPUMNOB 4719 NpoBeaeHns amnnvdmkaumm JHK neecnegyembix n
KOHTPO/IbHBLIX 06pasLoB. Bblbop MpobupoK AnA amri/imdmkaLmmM 3aBUCUT OT MCTIOSb3yemMoro amnmdimkaropa ¢
CUCTEMOI AETEKLMN B PEXVME «PEaslbHOr0 BpeMeHM.

5. BHECTV B NOArOTOB/IEHHbIE MPOBUPKN PEaKLIMOHHYIO CMECh 1 06pasLibl CornacHo Tabnumue:

[obaBnsieMblit peareHT/ obpasel,
BHectu no 15 Mk
MpUroToBMEHHOW PEeaKLMOHHON CMecK B NPOBUPKL O/151 CCneayeMbIX 1 KOHTPOSIbHbIX 06pasLoB
BHectn no 10 Mk

BHVMAHVE! M36eratb nonagaHnsi COpoeHTa B peakUOHHYHO CMECh.

Mpo6bi AHK, sKcTparMpoBaHHol 13 UCCAeayemMoro B MPOGUPKY 1715 CCIE/1yeMbIX OGPA3LIOB

o6pa3sua

MpOGbI, SKCTPATVIDOBAHHO 13 OKO B NPo6uMpKy A1 obpasua OKO (oTpuLaTenisHoro KOHTPoss
3KCTpaKLmm)

PeareHT K- B NPooupKy A1 obpasua K- (oTpuuaresnisHoro koHTpons MLP)

MKO M.pne/C.pne/S.pne/H.inf B Npooumpky Ansa obpasua MKO (MonoxUTesilbHOro KOHTPOS)

A Tpyn Mcnonb3oBaHWKM KomnaekTa peareHToB «AMmnnulpaiim PUBO-npen». Mpu HeobxogumocTh gonyckaeTcs yBesMvyeHue obbema anwuum Ao
90 mKn.
20Mpwn ncnonb3oBaHnn Habopa peareHToB «MarHollpaiiM® GACT-P».
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@ Mpy py4yHOM aHa/m3e 3anporpavMmMMpoBaTh amrIMCHMKaTop C CUCTEMO AETEKLMM B PEXUME «PEA/IbHOTO BPEMEHU
COIr/IaCHO MHCTPYKLMM O €ro NPYMEHEHMIO Y18 BbINOSIHEHUS CIEAYHOLLEN NPOrpamMMbl:

EAMHas nporpaMmma amMmninuKaunuy m getekuumn gayopecLeHTHOro curHana

Lk Temneparypa, °C Bpems JeTekumsa no kaHanam gns Konuuectso
’ hapurowpm LMKNOB

1 50 15 MuH 1

2 95 15 MuH - 1
95 tOc -

3 45
60 20c FAM, R6G* ROX Cy5, Cy5.5

MpumevaHns

1) PekomeHayemble NapameTpbl 471 NPOrpaMMMpOBaHns amri/inchkaTtopoB ykasaHbl BO BKIabILLE, NpUiaraeMoMm K
Habopy.

2) 8 cnyyae, ecnm B oAHOM Mpubope 0AHOBPEMEHHO NPOBOAATCH TECTbI TOSIbKO A1 BbisiBreH s AHK, MOXHO yaanuTb 13
yKaszaHHOl nporpammbl nepsbiii war (50 G- 15 MUH) 419 SKOHOMUM BPEMEHN.

BHVIMAHIE! Mpn ncnonb3oBaHMn nporpamvHoro oéecriedeHnst FRT Manager nporpaMmypoBaHue amnidpvkaropa
OCYLLIECTB/ISIETCS aBTOMATUYECKM.

7. Tlepep, NOCTaHOBKOV B amMr/IMgOvKaTop M/IaHLETHOTO THMa OCaayTh Karyim CO CTEHOK NPOBUPOK Ha BOPTEKCE.

8. YCTaHOBUTbL NPOBUPKM WM CTPUNbI B UEK PeakLIMOHHOTO Mozys npuGopa.

9. 3anycTuTb BbINOIHEHME NPOrPaMMbl aMIICUKALIMK C AeTeKUmMel GyTyOpPECLEHTHOIO CUrHaIa COMIaCHO MHCTPYKLN
Mo NPYMEHEHWIO UCMO/Ib3YEMOT0 amm/indmkaTopa.

AHAJTNG, BbIYNCNEHNE N MHTEPMPETAUNA PE3Y/IBTATOB

BHAMAHVE! Mpu pyuHom aHammse 06paGoTKy [AaHHbIX (CoTyOpeCLEHTHbIX KPMBbIX), MOMYYEHHbIX B MPOrpaMMHOM
obGecrneyeHu npubopa, WCNo/b3yemoro Ans npoBeaeHust MUP C aeTekuveli B pexviMe «peasibHoro BpeMEHI,
MPOBOAWTL COIIACHO MHCTPYKLWM MO €r0 NPUMEHEHMI0. PekoMeHayemble napameTpbl A1 06paboTky AaHHbIX YKas3aHb!
BO BK/IafpblLLe, NpuiaraeMoM K Habopy.

AHan13, BblUMC/IEHNE U MHTEPNPETALMIO Pe3y/bTaTtoB MOXHO NPOBOAUTD:

- B aBTOMaTN4YECKOM PeXvMe C UCMob30BaHMEM NporpammHoro obecneveHmss FRT Manager (OO0 «/HTep/1a6Cepsucy,
Poccyisi) cornacHo pyKOBOACTBY MOMb30BaTE s, BbIOpaB METOAMKY, YKa3aHHY0 BO Bkadpllle, npuiaraeMoM K Habopy.
PykoBOACTBO nNosb3oBaTeNid  pasMELLEHO Ha odmumanbHoM caiite OO0  «WHTep/labCepBuc» Mo agpecy:
https://www.interlabservice.ru/service/frt/;

- B PYYHOM pexumMe C MOMOLLLI MPOorpamMMHOro obecriedeHust npubopa, Mcnosb3yemoro Ans nposegeHus MUP c
JETEKUMEN B pEXUME «peaslbHOTO BPEMEHW», COrMIaCHO MHCTPYKLMKN MO €r0 MPUMEHEHNIO Y MHCTRYKLUMM K HAbOopy.

N feTekumns curHana ansa gpnyopodopa R6G ocylwecTBnseTca No kaHany geTekunu Ans aHanornyHblx gpyopodopos HEX, JOE, Yellow, VIC.
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[.HekcTBNO

PUTT<2HO)LM>
KOMnaHuA

AHnwMpaiiv /
* mRR N

KpaTKkoe pykoBoACTBO

MO npumeHeHn0 Habopa peareHToB 419 BbisiBneHns AHK
Mycoplasma pneumoniae, Chlamydophila pneumoniae,
Streptococcus pneumoniae n Haemophilus influenzae
meTogom MLP c geTekuynein B pexvme «peasibHOro BpeMeHn»
«Amnnullpaim* M. pneumoniae / C pneumoniae (

S. pneumoniae / H. influenzae»
no TY 21.20.23-178-09286667-2022

AmnnulpaiM® M. pneumoniae/
C pneumoniae/5. pneumoniae/ H.influenzae

dopma Bbinycka 2

REF P2143-12

000 «HekcTbuno», Poccus, 111394,
r. MockBa, yn. NonumepHas, 4. 8, ctp. 2
m\] Ten. (495) 620-08-73, e-mail: info@ nextbio.ru I\D

COCTAB
KomnoHeHT Onucaxve 06:;;:'\"’ Konunuectso
MLP-cmech :50i22::aﬂ 100 npo6upok
M.pne/C.pne/ A ' 0,01 (12,5 ctpunos no
S.pne/H.inf packanara noa 8 npobupok)”®
’ ’ napaguH
Mpo3payHasn
XUAKOCTb
- - 1 6
MNUP-6ycep-K KPACHOTO 1,20 npo6upka
uBeTa
o e
M.pne/C.pne/ A 0,26 1 npobupka
. KpacHoro
S.pne/H.inf
uBeTa
BKO-FL fpospasias 1,10 1 npo6upka
XNAKOCTb
OKO fpospatitias 1,10 1 npobupka
XNAKOCTb
K- fpospatas 0,26 1 npo6upka
XUAKOCTb

Habop peareHTOB paccuvMTaH Ha NpoBefeHue unccnefoBaHus
100 o6pasuoB, Bk/IOYasA KOHTPOIU.

ATMpo6bupkn ¢ rony6biM NapadMHOM He KCMNOb3YTCA.
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BHMAHWE!

Mepes UCMO/Tb30BaHMEM Habopa peareHToB
HEOOXOAMMO O3HAKOMUTLCA C WHCTPYKUMER Mo ero
npYMeHeHno. VIHCTpyKUUA pa3MeLLieHa B 3/1eKTPOHHOM
BMAe Ha odwumansHom  caiite  NpoussoguTens:
www.nextbio.ru (g5 ee nonyyeHns Heobxoaum A0CTyn
B MHTEPHET). MNeyaTHasa Bepcyst MHCTPYKLMKW AOCTYMNHa Mo
3anpocy o TenedoHy (495) 620-08-73.

MATEPVIAN N5 ICCNEOOBAHS

~  BPOHXO-a/TbBEO/IAPHBIA NaBaXx;

A MasKm CO C/IM3VCTOl HOCO- N POTOT/IOTKY;
A MOKpOTa.

KOMIMJIEKTHOCTb

KommnoHeHT dopmar

Hab6op peareHTOB hopma Bbinycka 2

MHCTpyKuma no B 3/IEKTPOHHOM BUAE MO ajpecy:

NPUMEHEHUI0 www.nextbio.ru
Macnopt B 3/IEKTPOHHOM BuUJe No agpecy:
KavecTtsa www.nextbio.ru
KpaTkoe
B OymMaxHoM Buae

PYKOBOZCTBO
Komnnekr

. B OBymMaxHoM Buge
BKNagplwen

YCnoBust XxpaHeHust Ha6opa

2X..8“C
B 3all/LLLEHHOM OT CBeTa MecTe



IKCTPAKUMA OAHK n3 UCCNTEAYEMOIO MATEPVATA

[na akctpakuum AHK 1cnonb3oBaTh HAObOpb! peareHToB, pekoMeHAoBaHHble Mpou3BoAUTENIEM B MHCTPYKLUMK MO
NPUMEHeHNI0 Habopa «AMI'II'IVIHp&ﬁM@N\/ pneumoniae / C pneumoniae / S pneumoniae / H. influenzae». MOPAKOK
paboThbl C Habopamm 4151 AKCTpakuymn AHK cmMoTpyTe B MHCTPYKUMK MO UX MPUMEHEHNIO.

/ O6beMbl peareHToB 1 UccneayeMbix 06pasLoB, UCNosb3yeMble Npu akcTpakumm JHK ¢ NoMOLLb0 pekoMeHayeMbIX
HabopPOB peareHToB, ykasaHbl B TabnmLe HUXE.

Lob6aBgnsaemblii peareHT/06pasel

Viccnenyembie o6pasupl 100 mkn Bnpobupku ana nccnenyembix 06pasLos

BKO-HL 10 mxn B Kaokayto Npobupky

OKO 100 mkn B Npobupky ans OKO (OTpULATENIbHOTO KOHTPO/1S)
PeareHT gna antoupn AHK 50" - 100" mKn B K&XKOYH0 NPOOUPKY

AMMNNPUKALUNA C AETEKUMEWN B PEXXUME «PEAJIBHOIO BPEMEHI»

BH/MAHWE! nst BHeECEHWS B NPOOMPKK peareHToB, Npod JHK 1 KOHTPO/IbHLIX 06pa3LoB UCMo/b30BaTk OAHOPa30Bble
HaKOHEYHVKM C huibTpamu.

1. Otobpartb HeoBXOAMMOEe KOMMYECTBO CTPMMOBaHHbLIX MPo6upok ¢ TMUP-cveckio M.pne/C.pne/S.pne/H.inf ana
nposefeHvs amnangukauum OHK nccnenyembix M KOHTPO/bHBbIX 06pasLoB. Y6eauThes, YTO napadwmH MoSIHOCTHIO
MOKPbLIBAET PACTBOP Ha AHE NPOGMPOK. BNpOTMBHOM Crlydae, He MUCMo/b30BaThb JaHHbIE MPOGUPKM.

2. BHectv B nogrotoBneHHble Npobupkin MLP-6ydhep-K 1 0bpasusl cornacHo Tabmue:

[ob6aBnsemblii peareHT / obpasey,
BHecTn no 10 mMKn
B Npobupku ¢ MNLP-cveckio M.pne/C.pne/S.pne/H.inf Ha

y MOBEPXHOCTb NapadwmHa
LP-GycepK BHUMAHVE! TLP-6ychep-K He [o/mkeH npoBaymBaTLCH MOA4
napacomH.

BHect no 10 mkn

BHUMAHVIE! 36eraTtb nonagaHusi CopobeHTa B peakLMOHHYH CMECh.
Mpo6bI AHK, akcTparpoBaHHoO 13
MCCEYEMOro 0BpasLia B NPOGVPKX 4719 UccredyeMbix 06pa3LoB

Mpo6bl, SKCTPATMPOBAHHON 13 OKO B NPOGUpKy A obpasua OKO (oTpruaTesibHOro KOHTposis

JKCTPaKLM)
PeareHT K- B NpobupKy /15 obpasLa K- (oTpuuatensHoro koHTpons MUP)
MKO M.pne/C.pne/S.pne/H.inf B Npo6upKy /19 obpasua MKO (NonoxuTensHOro KOHTPOSS)

3. [Mpn pyyHOM aHasm3e 3anporpaMMMpPOBaTb aMIMCIMKATOP C CUCTEMON AETEKLMN B PEXMME «PEeasTbHOrO BpeMeH»
COI/TaCHO MHCTPYKLMM O €ro NPUMEHEHMIO [/191 BbINOMHEHVS| CIEAYHOLLEY NPOrpamMMbl;

EAvHas nporpamMma aMnangukaumm n getekuum GryopecueHTHOro curHana

Lykn Temnepatypa, "C Bpems [eTtekuna no kaHanam ans Konnyectso
_  OPIYOX> LWKIOB
1 50 15 MyH 1
2 95 15 MuH - 1
3 95 tOc - 45
60 20c FAM, R6G\ ROX Cy5, Cy5.5

A Npyu MCNONb30BaHUM KOMNAekTa peareHToB «Amnnullpaim PUBO-npen». Mpu HE06XO04MMOCTM fonyckaeTcs yBenuvyeHne obbema anwouun Ao
90 MK/

A TMpu ncnonb3osaHnn Habopa peareHToB «MarHolMpaiimM® ®ACT-P».

A,U,ETEKLI,VIFI curHana agna dpnyopodopa R6G ocylecTBAsieTCcs N0 KaHany geTekumn ana aHanornyHelx pnyopodopos HEX, JOE, Yellow, VIC.
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npnmevyaHunsa

1) PekomeHayemMble napaMeTpbl AN NPOrpaMMupoBaHUA amMnaupUKaToOpoB yKkaszaHbl BO BKAajbllle, NpuiaraemMom K

Habopy.
2) B cnyvyae, ecnv BOAHOM NMpubope OAHOBPEMEHHO NMPOBOAATCA TECThbl TO/IbKO AN BbisiBAeHMA AHK, MOXHO yaannTtb 13

yKasaHHO nporpaMmmbl nepsblin war (50 - 15 MUH) AN 3KOHOMWUN BPEMEHMN.

BHMUMAHWE! Mpu ucnonbsosaHuu nporpammHoro o6ecnedveHns FRT Manager nporpamMMmupoBaHue amnaudgukatopa

ocyuiecTBnsdaeTca aBToOMaTU4YECKHN.

4. lMepepn NocTaHOBKOW B amMnanmkaTop naaHWeETHOro TNa ocaAunTb Kanau co CTeHOK Npo6MpPOK Ha BOpTekKce.
5. YCTaHOBMUTb CTPUMbl B AYENKMN peakLuMnoHHOTo Moaynsa npubopa.
6. 3anycTuTb BbIMOJSIHEHWE NporpamMmmbl amnandukaunum ¢ geTekuneil NyopecUeHTHOro CUrHana cornacHo UHCTPYKL UK

Nno NPUMEHEHWND NCMONb3YEMOro aMmnandukaTopa.

AHAJING, BbIYNCNEHNE N MHTEPMPETALNA PE3Y/IbTATOB

BHUMAHWE! Mpu pyuyHom aHanuse o6paboTKy AaHHbIX ((P/IyOPEeCUEHTHbIX KPWUBbLIX), MOJIYYEHHbIX B MPOrPamMMHOM
o6ecneueHun npubopa, wucnonb3yemoro Ans nposegeHuss MNUP c geTekynein B pexummMe «peanbHOr0 BPEMEHMU»,
NPOBOAWNTL COMMACHO WHCTPYKLUMU MO €ro NpUMeHeHU0. PekoMeHgyeMble napaMmeTpbl AN 06pa6oTku JaHHbIX yKa3aHbl

BO Bkjajblle, npuaaraemMom K Habopy.

AHanus, BblUNCNEHNE N MHTepnpeTauunto pe3ynbTaToB MOXHO NPOBOAUTD:

- BaBTOMaTM4YECKOM pexXxume c MCnosnb3oBaHMeM nporpammMmHoro obecneyeHnsa FRT Manager (OOO «UMHTep/la6CepBuc»,

Poccusa) cornacHo pykoBOACTBY Monb3oBaTens, BoibpaB MeTOAUKY, YKa3aHHY0 BO Bknajblle, npunaraemMom kK Habopy.

PykoBogcTBO MnoNb3oBaTenid pa3mMelweHo Ha oduunanbHom caiite 0OOO «WHTep/la6CepBuc» no apgpecy:
https://www .interlabservice.ru/service/frt/;

- B PYYHOM pexume C NomMol b0 nporpammHoro obecneyeHusa npubopa, ucnonb3yemoro gns nposepgexHus MUP c

feTeKunel B pexume «peaslbHOro BpeMEHU», COrNMacHO MHCTPYKLUM NO ero NPUMEHEeHN M MHCTPYKLUKN K Habopy.
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MpoHYMepoBaHo, CKPenieHo 1 NPoLIMTO
3r..nuct (a/oB)

TeHcpanbHbIn gupekTop O6LiecTBa c
OlpaHWYcLUIO/ 0TBETCTBEHHOCTBIO
«HekcTBuno»



YTBEPXOAKO

FeHepabHbIi AVPEKTOP

O. O. TaBMHKWKOB

HABOP PEAMEHTOB AJ1A BbIABAEHNA AHK MYCOPLASMA PNEUMONIAE,
CHLAMYDOPHILA PNEUMONIAE, STREPTOCOCCUS PNEUMONIAE
HAEMOPHILUS INFLUENZAE METO/OM MUP CAETEKUMEW B PEXWUME
«PEANBHOIO BPEMEHW» «AMMNNUMNPAAM®M. PNEUMONIAE/

C. PNEUMONIAE/5. PNEUMONIAE/ H. INFLUENZAE»

MO TY 21.20.23-178-09286667-2022

KomnnekT Bknagblilel

Nuct ytBEpXaeHnsd
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1 H e KCTE |/| O 000 «Hekctbro», Poccnafl11394, r. Mocksa, y. MonvumepHas, 4, 8, cTp. 2,
BvoTexHonoreocas Ten. (495) 620-08-73, e-mail: info@nextbio.ru

KomMnaHusa

BKIAOLILLA

AvVMpai® M. pneumoniae/ C. pneumoniae/5. pneumoniae / H. influenzae

Hab6op peareHToB Ans BbiaBneHus AHK Mycoplasma pneumoniae, Chlamydophila pneumoniae, Streptococcus pneumoniae u
Haemophilus influenzae metogom lMLUP ¢ getekyneli B pexnme «peasbHOro BpeMeHn» «Amnanlpainm® M. pneumoniae/
C pneumoniae/S. pneumoniae/H . influenzae» no TY 21.20.23-178-09286667-2022

®OPMA BbIMYCKAX REF LOT

1. PEKOMEHZYEMBIE HACTPOWKI 4115 MPUBOPOB MTAHLIETHOIO TUMA
1.1. O6Lme HacTpoiKku

KaHan Threshold / Mopor N CKNIOYNTb LUKNbI

MoporoBas /NuHWSA YycTaHasB/MBaeTCA Ha YpOBHe, cooTeeTcTBylowem 10-20% ot
FAM MaKCUManbHOro YypoOBHA (hsiyopecueHuumn, MoJy4YeHHOro [ANA KOHTPONbHOro ob6bpasua orlpaob
«MKO M.pne/C.pne/S.pne/H.inf» B nocnegHem yukne amnandukaymn.

Moporosass /fnHMA ycTaHaBNMBaeTCA Ha YpoOBHe, cooTBeTcTByowem 10-20% ot
R6G MakCuManbHOro ypoBHSA dyopecueHunn, NONYYEeHHOro A7 KOHTPOJbHOro o6pasua oTla05
«MKO M.pne/C.pne/S.pne/H.inf» B nocnegHemM uukne amnangukawumu.

Moporosasa nuHMA ycTaHaBNMBaeTCA Ha YpoBHe, cooTsBeTcTByowem 10-20% ot
ROX MaKCMManbHOTr0O YPOBHA (h/lyopecueHLmmn, NOoNYyYeHHOro ANA KOHTPO/AbHOro o6pasua ot 1p05
«[MKO M.pne/C.pne/S.pne/H.inf» B nocneagHem uyukne amnnudukaynm.

MoporoBass NuWHWA  ycTaHaBNMBaeTCs Ha  ypOBHe, COOTBETCTBYlOLIEM 10-20%
Cy5 OT MakCMMasibHOro ypoBHA (h/lyopecLeHUunmn, nosly4eHHoro A8 KOHTPO/SIbHOro obpasua otrlpo5
«OKO» B nocnegHem Lukne amnandukaumm.

MoporoBas nWHWA ycTaHaBNMBAaeTCA Ha YypOBHe, cooTBeTcTBylouwem 10-20% ot
Cy5.5 MakCuManbHOro YpoBHA dyopecueHuMn, NONYYEHHOTO A8 KOHTPONbHOro o6pasua orlpo5
«MKO M.pne/C.pne/S.pne/H.inf» B nocnegHem uukne amnnndukauunm.

1.2. HacTpoiiku ansa npubopa «CFX96»

Mapametp LLar atana LMKIMpoBaHuA Ramp Rate
95 “C 2,5 °Clsec

Step Options
60 “C 2,5"Clsec

1.3. Hactpoiiku gns npubopa «4Tnpaim»

KpnTepuii NONOXNUTENBHOTO

MeTopg, Tun aHanu3a KaHan peaynbTara NLP

Ct(Cp)

FAM, R6G, ROX, Cy5, Cy5.5 70%
Ana Bcex KaHanoB

Moporossbiii (Ct)

2. TPAHMYHBIE 3HAYEHWA MOPOTrOBOIro LUMKNA (Ct)

lpaHnyHoe 3HayeHue Ct

O6pasey, KaHan ana gonyopodopa

Mpnbop NnaHLeTHOro TMna

FAM <45,0

R6G <45,0

Wccnepyemble o6pasLbl ROX <45,0

Cy5 <34,0

Cy5.5 <45,0

OKO Cy5 <34,0

FAM <33,5

MKO M.pne/C.pne/S.pne/H.inf ROG <325

ROX <33,5

Cy5.5 <31,5

© 000u@fw@JNFU@QE&IBUM@V!WWEUSZ_DBAYNAQZEER!e ABNsieTCS NepPEMEHHO U MeHsleTcsl B 3aBMCMMOCTM OT cepumn Habopa.



BKNAObILL
AN aBTOMAaTUYECKO 06paboTKN Pe3y/ibTaToB KHabopy

«AMMMIpaiM® M, pneumoniae / C pneumoniae / 5. pneumoniae / H. influenzae»

Mpynna coBmecTmocTn: AMnnullpaiim

Kat. Na: X

Cepua:X

Cpok rogHoctun go: Irm-MM-4L,

MeTO,ﬂII/lKa: AMI'U'IMI'IpaVIM M. pneumoniae/ C. pneumoniae/ S.pneumoniae/ H. influenzae
Mpynna coBmectumocTh: AMnnulpaiim (CFX96)

Mpubop: Bio-Rad CFX96

LWtpux-Koa,;

MNone ana wrpmnx-koga

Kar. Ne: X

Cepusa:X

Cpok rogHoctv go: IMTr-MM-4.4

MeTOAVlKa: AMHﬂVII'IpaVIM M. pneumoniae/C. pneumoniae/ S. pneumoniae/ H. influenzae
Mpynna coBmectumoct: Amnaulpaiim (A Tnpaiim)

Mpnbop: AHK-TexHonorusa ATnpaiim

LWTpux-Kopa,

Mone Ans WTpKX-Koaa
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YTBEPKOAO

FeHepa/ibHbIA AUPEKTOp

O. O. laBMHIOKOB

HABOP PEAFEHTOB HABOP PEAFEHTOB [/1 BbIABNEHUA JHK MTCOPMS/WA
PNEUMONIAE, CHLAMYDOPHILA PNEUMONIAE, STREPTOCOCCUS PNEUMONIAE U
HAEMOPHILUS INFLUENZAE METOAOM MUP CAETEKUMEN B PEXXUME
«PEANIBHOIO BPEMEHW» «AMTMINMPANM® M. PNEUMONIAE/

C. PNEUMONIAE/S. PNEUMONIAE/ H. INFLUENZAE~>
MO TY 21.20.23-178-09286667-2022

®opma Bbinycka 1

dopma Bbinycka 2

Wa6noH nacnoprta KadectBa

NucT yTBEpPXAEHUSA
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A HekctBbNO 000 «HekcTburo», Poccus, 111394, r. Mocksa, yn. MonvvepHas, 4. 8, cTp. 2,
BvoTdxHONOM. ocws Ten. (495) 620-08-73, e-mail: info@nextbio.ru

KOoMnaHus

MACIOPT KAYHECTBA

Ne Homep noTta/2143-11

AMnanlMpaiM® m . pneumoniae / C pneumoniae /S.pneumoniae / H. influenzae LOT

Hab6op peareHToB g5 BbisiBeHns AHK Mycoplasma pneumoniae, Chlamydophila pneumoniae,
Streptococcus pneumoniae n Haemophilus influenzae metogom MUP ¢ getekunein B pexnme «peasibHoOro
BpemeHn» «Amnaullpaiim* M. pneumoniae / C pneumoniae / 5. pneumoniae/ H. influenzae»
no TY 21.20.23-178-09286667-2022

®OPMA BbIMNYCKA 1

KoHTponb KayecTBa npoBefeH no TY 21.20.23-178-09286667-2022.

1. YNMAKOBKA N MAPKVNPOBKA HABOPA

YnakoBKa U MapKMpoBKa Habopa yKa3aHHOW Cepumn COOTBETCTBYT Tpe6oBaHmam TY 21.20.23-178-09286667-2022.

2. KOMMNEKTHOCTb NMOCTABKW

KoMnoHeHT XapakTepuctuka Hopwma

Ha6op peareHTOB «AMnaullpaiiM* M. pneumoniae/

. . . thopma Bbinycka 1 B Hann4ynu
C pneumoniae/ S. pneumoniae/ H. influenzae»

B 3/IEKTPOHHOM BUe Ha Oq)I/ILlMa]'IbHOM caiTe

WHCTpyKLMA no npumeHeHnto Habopa MponssognTens: www.nexthio.ru B HaN4mm

KpaTkoe pyKoBOACTBO NO NpUMeHeHU0 Habopa B OymMaxHoM Bupge B Hanuuuu

KomnnekT BknagbliLei 8 6ymaxHOM Buge B HaNN4un
B 3/1eKTPOHHOM Buje Ha ouLnanbHOM caiTe

MacnopT KavecTBa B Hannunm

Mpowussogutens: www.nextbio.ru

3. COCTAB HABOPA 1 BHELUHWI BA, KOMMNOHEHTOB

KomMnoHeHT Hopma
MLP-cmecb M.pne/C.pne/S.pne/H.inf 1 npob6upka. Mpo3payHas XNULKOCTb.
MLP-6ydep-H 1 npo6bupka. MpospayHas XUAKOCTb.
MKO M .pne/C.pne/S.pne/H.inf 1 npo6upka. Mpo3payHas XULKOCTb.
BKO-FL 1 npo6upka. Mpo3payHas XULKOCTb.
OKO 1 npobupka. Mpo3payHas XUAKOCTb.
K- 1 npo6upka. Mpo3payHan XULKOCTb.

4. OYHKUMOHAJIBHLIE XAPAKTEPUCTUKN HABOPA

Moka3aTensb Hopma

Mpeaen o6HapyxXeHus

Boissnenne  OHK  Mycoplasma pneumoniae npu
nccnefoBaHUM  pa3BefeHMs  cTaHgapTHoro  ob6pasua
npeanpusatma «COM 506-22 AHK M.pne» 40 KOHLUeHTpaynii
1x10”m 1x103r3/mn

Boissnenne [JHK Chlamydophila pneumoniae npu
nccnefoBaHWM  pasBefeHMs  cTaHgapTHoro  o6pasua
npegnpuatns «COM 516-22 AHK C.pne» 0 KOHUeHTpayuii
1x10" n 1x103r3/mn

Boissnenne OHK  Streptococcus pneumoniae npu
nccnefoBaHumn  pasBefleHWs  cTaHgapTHoro  ob6pasua
npegnpuatuna «COM 526-22 AHK S.pne» A0 KOHUeHTpayuii
IXIO"™ 1 1x103 '3/mn

OHK Mycoplasma pneumoniae 06Hapy»XeHa.

AHK Chlamydophila pneumoniae 0o6HapyXeHa.

[OHK Streptococcus pneumoniae 06HapyXeHa.

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

1 Moka3aTenb
| KOHTpONA
BbisiBneHune AHK Haemophilus influenzae npu
nccnefoBaHWM  pa3BefeHMs  CcTaHfapTHOro ob6pasua HK H hilus infl 6 ooTBE o
npeanpuatusa «COM 266-22 AHK H.inf» go KoHueHTpaywnii A aemophilus influenzae 0OHApYXeHa. cooTBeTCTBYET
IX1O Z n XXKOAT3/mn
BoissneHne nocnegosatenbHocTn BKO-FL npu passefeHun

MocnepgoBaTenbHocTh BKO-FL o6Hapy»xeHa COOTBETCTBYET

peareHTa BKO-FL B 10 pa3 ¢ ucnono3oaHmem TE-6ydepa

Pe3ynbTaTbl TECTUPOBAHUSA UCCAEAYEMbIX 06Pa3L,0B U KOHTPOER nccnefoBaHns COOTBETCTBYIOT KPUTEPUAM BalTUAHOCTU, YKA3AHHbIM
B MHCTPYKLMM NO NpUMeHeHU0 Habopa.

5. YCNOBNA TPAHCTTOPTUPOBAHUA N XPAHEHNA
YcnoBus XPaHeHnA

Habop xpaHuTb npu TemnepaTtype oT 2 40 8 “C B 3alWLeHHOM OT
cBeTa MecTe. He fjonycKaeTca 3amMOpaXxXuBaHue peareHToB.

YCNOBMS TPaHCTOPTUPOBAHNS

Ha6op TpaHcnopTupoBaTb npu TemnepaType oT 2 pgo 8"C.
[lonyckaeTca TpaHCcnopTupoBaHue nNpu TemnepaTtype oT 8 o 25 “C
He 6onee 3 CyToOK.

AaTa Bbigaun nacnoprta XXXXXX

LomKHOCTb neyaTb NoApasAeneHms nognuch (pacwungposka)
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ﬂ H e KCTB |/| O 000 «HekcTtbro», Poccna111394, r. Mocksa, yn. MNMonnmvepHas, 4. 8, c1p. 2,
bporerHonc' Mockast Ten. (495) 620-08-73, e-mail; info@nextbio.ru

/ MNACIOPT KAUECTBA

Ne Homep noTta/P2143-12

AMI'U'II/IHp&VIM@M ,pneumoniae /C. pneum oniae /5. pneumoniae/H, influenzae

Hab6op peareHToB ans BbisiBneHns AHK Mycoplasma pneumoniae, Chlamydophila pneumoniae,
Streptococcus pneumoniae n Haemophilus influenzae metogom MUP c aeTekuueli B pexmme «peasbHoro
BpemeHn» «Amnnaulpaiim® M. pneumoniae/ C pneumoniae/ S. pneumoniae/ H. influenzaey> rQ rrrr-mm-aa,
no Ty 21.20.23-178-09286667-2022

®OPMA BbIMYCKA 2 rrrr-mm-aa

KoHTposib KayecTBa nposefeH no TY 21.20.23-178-09286667-2022.

1. YNAKOBKA /1 MAPK/POBKA HABEOPA
YnakoBka v MapkupoBka Habopa ykasaHHOW cepuu cooTBeTCTBYOT TpeboBaHusam TY 21.20.23-178-09286667-2022.

2. KOMMNEKTHOCTbL MOCTABKW

PesynbTathl
KomnoHeHT Xapakrepuctnka Hopma KoHTPONA
Ha6op peareHToB «AMnaulpaiiM® M. pneumoniae /
(bopma BblMyCKa 2 B Hannymun COOTBETCTBYET

C pneumoniae / 5. pneumoniae / H. infiuenzaey*

B3/1EKTPOHHOM BUAE HA OPULMANLHOM CaiiTe
WHCTPYKLUsA Mo NpuMeHeHno Habopa ; . B Hanuumm COOTBETCTBYET
MponssoanTens: www.nextbio.ru

KpaTkoe pyKoBOACTBO MO NMpUMeHeHU0 Habopa B GyMaXKHOM Buge B Hanuumm COOTBETCTBYET
KomnnekT BKAaabllwei B 6yMaXHOM BuUge B HaMumm COOTBETCTBYET

B3/NEKTPOHHOM BUfAe HAa OhULNanbHOM caiiTe
MacnopT KayecTsa - B HANMuum COOTBETCTBYET
MpounssoauTens: www.nextbio.ru

3. COCTAB HABOPA W BHELIHUIA BUJ KOMMOHEHTOB

KomnoHeHT Hopma Pesynbrar!
P KOHTPONA
. 100 npo6bupok (12,5 ctpunos no 8 npobupok). Mpo3payHas XULKOCTb,
MLP-cmecb M.pne/C.pne/S.pne/H.inf cooTBeTCTBYET
packanaHa nofg napagwuH 6enoro useta.
MLUP-6ytep-K 1 npo6upka. NMpo3payHas XMAKOCTb KPacHOro LBeTa. COOTBETCTBYET
MKO M.pne/C.pne/S.pne/H.inf 1 npobupka. NMpo3payHas XMAKOCTb. COOTBETCTBYET
BKO-FL 1 npobupka. NMpo3payHas XMAKOCTb. COOTBETCTBYET
OKO 1 npo6upka. Mpo3payHasa XMLKOCTb. COOTBETCTBYET
K- 1 npo6upka. Mpo3payHas XNAKOCTb. COOTBETCTBYET
4. ®YHKUWNOHAJBbHbBIE XAPAKTEPUCTUKI HABOPA
Hopma PesynbTathl
Moka3aTenb p KOHTpONS
Mpefen obHapyxeHns

BbisiBneHune AHK Mycoplasma pneumoniae npu

nccnesoBaHnm pasBeaeHmnn cTaHAapTHOrO o6pa3u,il [HK Mycoplasma pneumoniae 06HapyXeHa. cooTBeTCTBYET
npeanpuatua «COM 506-22 AHK M.pne» [0 KOHUeHTpayui

1x10™ n 1x10°T3/mn

BbisBneHune OHK Chlamydophila pneumoniae npu

uccneposarnu passefeHn CTaHAapTHOTO 06pa3u,§ AHK Chlamydophila pneumoniae 06HapyXeHa. COOTBETCTBYET
npeanpuatua «COM 516-22 AHK C.pne» A0 KOHUeHTpauui

1x10"n1x103r3/mn

BoisBneHune AHK Streptococcus pneumoniae npu

uceneposanim PasBefeHns CTaHAapTHOTO o6pasya [OHK Streptococcus pneumoniae 06HapyXeHa. COOTBETCTBYET

npegnpuatua «COM 526-22 AHK S.pne» [0 KOHUEeHTpayuwui
1x10*un 1x103ra/mn
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Pe3ynbTaThl

1 MokasaTtenb Hopwma
KOHTpONA
BoissneHne AHK Hoemop/j/Vt/s/in/Zuenzoe npu uccnefosaHum
passefeHus CcTaHAapTHoro o6pasya npeanpuatus «COM  AHK Haemophilus influenzae 06HapyxeHa. cooTBeTCTBYET
266-22 AHK H.inf» go KoHueHTpaunin 1x10” n 1x10°"T3/mn
BbisBneHne nocnegosatensHoctn BKO-FL npu passegeHuu
MocneposaTtenbHocTb BKO-FLo6HapyxeHa COOTBETCTBYeT

peareHTa BKO-FL B 10 pa3 c ucnonososaHmem TE-6ydepa

PesynbTaTbl TeCTUPOBaHUA UCCNefyeMbiX 06pa3L0B M KOHTPONEN NCCNef0BaHUA COOTBETCTBYIOT KPUTEPUAM BaNU[HOCTU, YKa3aHHbIM
B MHCTPYKLMUM MO NMPUMEHEHWIO HaGopa.
5. YCNOBUA TPAHCMNOPTUPOBAHNA N XPAHEHNA

YcnoBusa XpaHeHust

Habop xpaHuTb nNpu Temnepatype oT 2 4o 8 "C B 3aliULLEHHOM OT
cBeTa MecTe. He gonyckaeTcs 3aMopaXuBaHue peareHToB.

YCNoBUsi TPAHCMOPTUPOBaHUS!

Ha6bop TpaHcnopTupoBaTb npu TemnepaType oT 2 po 8“C
JonyckaeTca TpaHcnopTupoBaHue npu TemnepaTtype ot 8 o 25 &

He 6onee 3 CyTOK.

[Oata Bbigaun nacnopra XXXXXX

JonxHOCTb neyatb NoApasfeneHuns nognuck (pacwngpoBKa)
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MpoHyMepoBaHoO, CKPer/ieHo 1 NPOLUMTO
nnet (alopn)

"eHepasibHbIN gupekTop O6LLecTBa ¢
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