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CMUCOK COKPALLEHUN

B  HacTosilen  MHCTPYKUMM  MNPUMEHAIOTCA  crneaywoouwme
coKpalleHnst 1 06o03Ha4YeHns:

- BHYTPEHHMIN KOHTPONbHbIN 06pa3sey, Anst HA6oOpoB C

BKO-FL y y
rmépuansaumoHHO-NIyopeCcLEeHTHON AeTEKUNEN
OKO - OTpUUATENbHbLIN KOHTPOSbHbIN 06paseL
MKO - NONOXMUTESbHbIN KOHTPOSIbHbLIN 0bOpasel
MnupP - nonnuMepasHas uenHas peakums
- (begepanbHOe rocyaapCTBEHHOE yYpeXaeHe HayKu
OIryH UHMmMS «eHTpanbHbI HAay4YHO-UCCeaoBaTENbLCKUA UHCTUTYT

PocnoTtpebHagsopa | anugemuonoruny ®egepanbHon cnyxbbl N0 Haa3opy B cepe
3awmTbl npaB notpebutenen n Gnaronony4ymsi YenoBeka

FEP - JeTeKkuus no « KOHEYHOWN TOYKEe»
FRT - JeTeKUMs B pEXMME «pearibHOro BpeMeHu»
HA3HAYEHUE

Habop peareHToB «AMnnuCeHc® N.meningitidis  /
H.influenzae / S.pneumoniae-FL» npegHasHa4yeH ONA BbISIBIIEHUS
OHK  Neisseria  meningitidis, Haemophilus influenzae wn
Streptococcus pneumoniae B obpasuax CIMHHOMO3roBOW XXWUOKOCTH
metogom [LUP ¢ rmbpuansaumoHHO-hNyopecueHTHON AeTeKumen
NPOAYKTOB aMnindukaumm.

BHUMAHUE! Pesynbtatel lNLP-uccrnenoBaHna ydnTbiBalOTCA B
KOMMIEeKCHOW amMarHoctuke 3abonesaHus’.

NMPUHUMUIMN METOOA

MeTon ocHOBaH Ha OgHOBpPEMEHHOW amMmndukaumm yy4acTKoOB
OHK  Neisseria  meningitidis, Haemophilus influenzae n
Streptococcus pneumoniae, a TaKKe YydacTKka BHYTPEHHEro
KOHTponbHOro obpasua (BKO) B OByX peakuMOHHbIX Mpobupkax
(bopmar «MynbTUnnekc-rLpP») n rmépunansaumnoHHo-
donyopecueHTHOM  geTekumn, KoTopasi npousBoautca  nimbo
HenocpeacteeHHo B xoge [P (BapmaHT FRT), nnbo nocne ee
3aBepweHna (BapuaHT FEP). PeakumoHHas cmecb coOepXut
ONIUroHyKneoTngHble npammepbol KN ONyopeCLEHTHO-MEYEHbIEe

rmépmnamnsaumoHHble 30HbI, KOTOpble KOMMJS1ieMeHTapHbI
BHYTPEHHUM  cheum@uyeckum ydacTtkam  amnianuumpyemMoro
doparmeHTa. dnyopecueHTHbIN curHan, ncnyckaemMblu

dnyopecueHTHO-MeYeHbIM 30HAOM, OETEKTUPYETCA ONTUYECKUM
61okomM amnnngukaTopa HeNOCpeaCTBEHHO B NpoLecce peakunn B
peanbHOM BpemMeHu (copmat FRT) wnm  dnyopecueHTHbIM

' B cooTBeTcTBMM ¢ AupekTrBon Esponerickoro Cotosa 98/79/EC
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AETEKTOPOM MO OKOH4YaHun amnnundpukauum (doopmat FEP).
dnyopecuUeHTHO-MeYEeHble 30HObI AN KaXaon U3 MULLEHEN UMEIDT
CBOK [OJSIMHY BOJSIHbl, YTO MO3BONSET pPerncTtpupoBaTb CUrHam no
COOTBETCTBYHOLLEMY KaHany. [ns getekunu Tpex Bo3bygutenen u
BKO wucnonbayetcsa amnnugukatop wunn  ornyopecueHTHbIN
AETEKTOp C onTUYecknm 6nokoM, umerowmm 2 n bornee KaHanos.

BAPUAHTbI U DOPMbI BbIlTYCKA HABOPA PEATEHTOB
HaGop peareHTOB BbinyckaeTcs B 1 BapuaHTe.
BapuaHt FEP/FRT
Habop peareHTOB BbinyckaeTcda B 1 oopMe KOMMeKTauum:
Popma 1 skntovaet «lNLP-komnnekt» sapunant FEP/FRT-50 F.
dopma kKomnnektaumn 1 npegHasHavyeHa AOns npoBeaeHus
ogHoBpemeHHon  amnnudpukaumm  ydactkoe  OHK  Neisseria
meningitidis, Haemophilus influenzae wn Streptococcus pneumoniae
C rMopnam3aunoHHO-IYOPECLEHTHON [OeTeKunen B pexume
«peanbHOro BPEMEHU» WM MO0  «KOHEeYHOU Toukex». [Ona
nposeaeHus MOSTHOro MUP-nccnegoBaHus Heobxoanmo
MCMNOSIb30BaTb KOMMIEKTbl peareHToB A5 SKCTpakumn (BblaeSeHns)
OHK w13 knuHuyeckoro wmatepuana, pekomeHaoBaHHble OIYH
LIHWNG PocnoTtpebHaasopa.

AHAJIMTUYECKUE XAPAKTEPUCTUKU
AHanunTnyeckasa YyBCTBUTENNLHOCTb

Bupg Komnnexr KomnnekT gnsa AHanuTu4yeckas
KITUHNYECKOoro Aans amnnudmkaumm MaToreH YYyBCTBUTESNIbHOCTb,
mMaTepuana BblAeneHus W neTekuumn ra3/mn?
OHK

Neisseria

«MLUP- meningitidis

CnnMHHOMO3rosas «PUBO- KOMMIEKT» Haemophilus 1x103
XNOKOCTb npen» BapuaHT influenzae
FEP/FRT-50 F |Streptococcus

pneumoniae

AHanutn4yeckasa cneunpPuUYHOCTb

OueHKy crneuuduyHocTM Habopa peareHToB «AMNNUCeHc®
N.meningitidis / H.influenzae / S.pneumoniae-FL» npoBoannu npwu
nccnegoBaHuUm crenyroLwmx LLITAMMOB MWKPOOPraHM3mMoB:
Enterobacter aerogenes; Enterobacter cloacae; Enterococcus
faecalis (TVICK 29212); Escherichia coli (NCTC 9001); Escherichia

2 Konn4yecTBO reHOMHbIX 3KBMBANeHTOB MukpoopraHuama (F3) B 1 mn obpasua KIMHUYEeCcKoro
matepuana
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coli (ATCC 25922); Haemophilus parainfluenzae; Haemophilus
Haemolyticus; Klebsiella oxytoca; Klebsiella pneumoniae; Listeria
monocytogenes;, Moraxella catarrhalis; Neisseria cinereae;
Neisseria elongate; Neisseria flavescens; Neisseria gonorrhoeae;
Neisseria mucosa; Neisseria sicca; Neisseria subflava; Pantoea
agglomerans; Proteus mirabilis; Pseudomonas aeruginosa (ATCC
27853); Salmonella enteritidis (TUCK 1137); Salmonella typhi
(Central Public Health Laboratory (London) 5715); Shigella flexneri
2a (TUCK 1270); Shigella sonnei (TNCK 9090); Staphylococcus
aureus (ATCC 25923); Staphylococcus saprophyticus (ATCC
15305); Streptococcus pneumonia; Streptococcus agalactiae;
Streptococcus milleri; Streptococcus mitis; Streptococcus mutans;
Streptococcus pyogenes; Streptococcus salivarius; Streptococcus
sanquis; Streptococcus suis; Streptococcus viridians; Yersinia
enterocolitica; Yersinia pseudotuberculosis. Takke aHanNMTUYECKYIO
cneuynuyHocTb oueHmBanu npu TectupoBaHun [OHK yernoseka.
Hecneundunyecknx peakuunm BbissBNEHO He ObINO.

MEPbI NPEOQOCTOPOXXHOCTW
PaboTta gomkHa npoBoAuUTbCSA B NnabopaTtopuu, BbIMOSHAOLLEN

mMonekynsapHo-omnonorndeckue (MNLP) nccnegosaHnsa KNMHMYECKOTo

Matepuarna Ha Hanuyme Bo3byauTenen MHEKUMOHHLIX BonesHen,

c cobnigeHnem caHuTapHo-anuaemuosnormndyecknx npasun Crll

1.3.2322-08 «besonacHocTtb paboTbl ¢ MukpoopraHuamamm |-V

rpynn naToreHHoCTn (ornacHoOCTN) N BO3byanTeNaMn napasuTapHbIX
oone3Heny, CanlluH 2.1.7.2790-10 «CaHuTtapHo-
anungemMuonornyeckme TpeboBaHnsa K obpaleHnio ¢ MegULMHCKUMU
oTXxogamun» U MeTogudeckux  ykasaHmm MY  1.3.2569-09

«OpraHmzaumna paboTbl nabopaTopui, MUCNONb3YOLWMX METOoAbl

aMmnnndurkaumm HyKYyreMHOBbBIX KUCAOT nNpu paboTe ¢ matepuanom,

coaepXaLlinm MrUKkpoopraHnamsl [V rpynn natoreHHoCcTm».

[Mpn paboTe Bceraa crieqyeT BbIMONHATL crieayowme TpeboBaHus:

- Cnepyetr paccmaTtpuBaTb  uccregyemble  obpasubl  Kak
MHJEKLUMOHHO-0MacHble, OpraHM3oBbLIBaTb paboTy U XpaHeHue B
cootBeTcTBMN C CI1 1.3.2322-08 «be3onacHocTb paboTbl C
MuKpoopraHuamamu -1V rpynn naTtoreHHoCcTM (onacHoOCTU) u
BO3DyaAnTENAMU napasutapHblix 6onesHen».

- Ybupate u agesnHduuupoBaTb pasnutble obpasubl  MNu
peakTMBbl, WUCNONb3ys  Ae3uHuumpylowme cpeacrea B
cootBeTcTBMN C CI1 1.3.2322-08 «besonacHocTb paboTbl C
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MUKpoopraHuamamu -1V rpynn naTtoreHHoCTM (onacHOCTU) u
BO3DyanTENAMKU napasmtapHbix 6onesHeny.

- Ypansatb Heucnosrib3oBaHHble peakTUBbl B COOTBETCTBUMU C
CaHllH  2.1.7.2790-10 «CaHunTapHO-3nnaeMMonornieckme
TpeboBaHus K obpalleHnio ¢ MEAULMHCKUMWN OTXO4aMMN».

BHUMAHUE! [lpu ypaneHun oTxXomoB nocre amniundukauum

(Nnpobupok, cogepxawmx  MNPOAYKThHI MUP)  HepgonycTMmo

OTKpblBaHME NpPOGUPOK UK  pas3bpbl3rMBaHMEe  COLEPXKUMOrO,

MOCKOSbKY 3TO MOXeT NPMBECTU K KOHTaMuHaumm npogykramu MNLP

nabopaTopHOM 30HbI, 000PYL0BaHNA U peareHToB.

- [lNpumeHAaTs Habop CTPOro MO HasHa4YeHuto, COornacHoO AaHHOW
NHCTPYKLUMN.

- [onyckaTb K paboTe ¢ HabopoM TOSIbKO crieymaribHO 00yYEHHbIN
nepcoHarn.

- He ncnonb3oBaTtb Habop MO UCTEYEHUM CpOKa rOgHOCTM.

- W3beraTb KOHTaAKTa C KOXeW, rmasamMum U Crim3ancton odoso4KON.
[Mpn KOHTaKTEe HEMEANEHHO NPOMbITbL NOpaXeHHOe MEeCTO BOAOM
n obpaTnTbCS 3a MeAULMHCKOW MOMOLLIbHO.

- Jluctol 6esonacHoctn martepuanoB (MSDS — material safety
data sheet) gocTynHbl No 3anpocy.

OONONMHUTEJIbHbIE MATEPUATIbI U OBOPYOOBAHUE

1. Komnnekt peareHtoB ans solgenenmsa QHK — «AHK-cop6-B» (TY
9398-003-01897593-2009), «PWUBO-copb» (TY 9398-004-
01897593-2008), «PUBO-npen» (TY 9398-071-01897593-2008)
nnm Apyrne peKkOMeHOOBaHHbIe dryH LUHNND
PocnoTtpebHaasopa.
Komnnektel peareHtoB «PWBO-copb» wunn «PUBO-npen»
pekoMeHayeTcs Mcnonb3oBaThb npu OAHOBPEMEHHOM
nccrnenoBaHMn KIMHUYECKOro obpasua Ha aHTEepPOBUPYCHI.

2. [JononHuTenbHble MaTepuarnbl 1 000pyaoBaHUE AN IKCTPaKLNK

OHK — cornacHO WHCTPYKUMW K KOMMMEKTY peareHToB And

BblaeneHus OHK.

Bokc abaktepuanbHon BosaywHoun cpebl (MLP-6okc).

LleHTpudyra/sopTekc.

ABTOMaTM4YeCKME [O03aTopbl NepeMeHHoro obbema (OoT 5 go

20 mkn, ot 20 go 200 mkn).

6. OoHopasoBble HaKOHeYHMKM ¢ dunbTpom o 100 mkn B
LUTaTUBaX.

7. WTatmebl gna mukponpobupok obvemom 0,2 mn unmn 0,5 mn (B
COOTBETCTBMN C UCMOSb3yeMbIMWN KOMIIIEKTAMWN peareHToB).
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8. XonoaunbHuk oT 2 o 8 °C ¢ MOpPO3nNbLHOWM KaMepou He Bbille

MUHYC 16 °C an4a BblaeneHHbix npob OHK.

9. OtpoenbHbIM xanaT, Wanoyku, obyBb M O0QHOPa30Bble NepyaTku
no MY 1.3.1888-04.

10. EMKOCTb Ansa cbpoca HaKOHEYHUKOB.

[Tpn geTeKUNM N0 KKOHEYHON TOYKEY:

11.MNporpammupyembit  amnnndukatop (Hanpumep, «Tepumk»

(«dHK-TexHonorusa», Poccusa), Gradient Palm Cycler (Corbett

Research, Asctpanus), MaxyGene (Axygen, CLLUA), GeneAmp

PCR System 2700 (Applied Biosystems, CLWUA) wnn

aHanornyHole).

12.PnyopecueHTHbIn NLP-getekTop (Hanpumep, ALA-1/4 (BioSan,

INatBus), «KUH» («QHK-TexHonorus», Poccus) 7

pekomeHaoBaHHble @OI'YH UHWNAS PocnotpebHag3opa B

METOONYECKNX pPeKoMeHAaumax no MNPUMEHEHUKD OaHHOro

Habopa peareHToB).

13.0gHopasoBble nonunponuneHosble npobupkn gna MUP (c

NSTIOCKOM KPbILIKOWN, HECTPUMNOBAHHbIE):

a) oobemom 0,2 wmn (Hanpumep, Axygen, CLUA) - ans
amnnndukaTopoB, agantupoBaHHbix ans [NLUP-npobupok
0,2 mn (Gradient Palm Cycler, GeneAmp PCR System 2700,
MaxyGene v ap.);

6) obvemom 0,5 mn (Hanpumep, Axygen, CLIA) — ans
amnnudpukatopoB, agantupoBaHHblX ansa [LUP-npobupok
0,5 mn («Tepuuk» n gp.).

[Mpyn geTekUnn B pEXNME «pPeanbHOro BPEMEHUY
14.TporpammMmunpyemMbln  amnnmukaTop C CUCTEMOU AeTeKumnu
donyopecuUeHTHOro curHana B pexume «peanbHOro BpeEMEHU»

(Hanpumep, Rotor-Gene 3000/6000 (Corbett Research,

AscTpanus), Rotor-Gene Q (Qiagen, 'epmanus), iQ5 (Bio-Rad,

CWA), Mx3000P (Stratagene, CLA), «OT-96» («OHK-

TexHornorus», Poccuna) n pekomeHgoBaHHble OI'YH UHUANO

PocnotpebHag3opa B MeTOOMYECKUMX peKoMeHZdaumsax o

NPUMEHEHUIO AaHHOro Habopa peareHToB).

15.0gHopa3oBble nonunponuneHoBble nNpobupkn ans MNMUP:

a) Ha 0,2 wmMn (C nNMOCKOW KPbIWKOW, HeCcTpuUnoBaHHbIE,;
Hanpumep, Axygen, CLUA) ona noctaHoBku B poTop Ha 36
npobupok — Kk npubopam ans MNLP B pexunme «peanbHOro
BpeEMeHM» C OeTeKkumen 4depes AHO npobupkn (Hanpumep,
Rotor-Gene).
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6) Ha 0,2 mn (c KynonoobpasHou KpbIWKOW; Hanpumep, Axygen,
CWA) — k npubopam gnsa TP B pexume «peanbHOro
BPpEMEHM» C [OeTeKuMen 4epes KpbilwKy (Hanpumep, iQ5,
Mx3000P).

B3ATUE, TPAHCINMOPTUPOBAHUE 7 XPAHEHUE
UCCIIEAYEMOI'O MATEPUATNA

[lepen  Hayvanom  paboTbl  crnegyeTr  O3HAKOMUTbLCA  C
MeToONYECKUMN pekoMeHaaumsimm  «B3aatne, TpaHcnopTupoBKa,
XpaHeHue KrunHuyeckoro wmatepuana ana [MUP-gnarHoctukmy,
paspabotaHHbiMn PI'YH ULUHWUNDO PocnotpebHagsopa, Mocksa,
2008 .

MaTepunanom ang nccrnenoBaHus cnyxart obpasupbl
CMMUHHOMO3roBOM XWAOKOCTN. CNNHHOMO3IOBYH XMUOKOCTb (FNIMKBOP)
cnegyet nony4vaTtb C NOMOLLbO OAHOPA30BbLIX UM, B 04HOPa30BbIe
NfacTUKoBble cyxue npobupkn obbemom 2,0 Mn B KONIMYECTBE He
meHee 1,0 mn. MNpobupKy NSIOTHO 3aKPbITb KPbILWKOW, HE Oonyckad
3a30pa 1 CMATUS BHYTPEHHEN YacTU KPbILKN, U NPOMapKNpoBaTh.

YcnoBus xpaHeHuUs maTtepuana:

- MpU KOMHaTHOW TeMnepaType — B TeYEHne 6 Y;

- npu Temnepatype oT 2 o 8 °C — B TeyeHune 1 cyr;

- Npuv Temnepartype He Bblwe MuHyc 16 °C — B TeyeHne 1 mec;

- Npuv TemMnepaTtype He Bbllwe MUHYC 68 °C — onuTensHo.

[lonyckaeTcs TONbKO OJHOKpaTHOEe 3aMopakMBaHWe-oTTanBaHue
mMartepuana.

BapuanT FEP/FRT ®opma 1: [REF] B25(RG,iQ,FEP), [REF] H-1631-3/ VER] 29.04.11 / c1p. 8 n3 27



BAPUAHT FEP

BAPUAHT FEP

COCTAB
Komnnekt peareHToB «[LP-komnnekT» BapmnaHt FEP/FRT-50 F —
KOMMNSIEKT  peareHToB A1 OOHOBPEMEHHOW  amnnmndukaumm

dparmeHtoB [HK Neisseria meningitidis, Haemophilus influenzae v
Streptococcus pneumoniae ¢ rMOpMaN3aUMOHHO-GTYOPECLEHTHON
JeTekumen — BKIoYaer:.

Peakmue OnucaHue O6bem (M) Kosn-eo

NuUuP-cmecb-1-FEP/FRT Mpo3payHaga 6ecuBeTHas

Neisseria meningitidis | STl | >xugkocTb 0.6 1 npobupka

MUP-cmeck-1-FEP/FRT MpospayHas 6ecLBeTHast

Streptococcus pneumoniae / po3p H 0,6 1 npobupka

S XNOKocTb

Haemophilus influenzae

MUP-cmecb-2-FRT [1po3paiian becuseTHas 0,3 2 Npo6upK
XNOKoCTb

Monumepasa (TagF) MNpospavHast becuseTHas 0,03 2 npobupku
XNOKoCTb
Mpo3payHaga 6ecuBeTHas

OHK-6ydep KIOKOCTb 0,5 1 npobupka

HKO_HH_K_ I\{e:ssena Mpo3payHaga 6ecuBeTHas 0.1 1 npobupka

meningitidis-Flu XNOKOCTb

I_'IKO OHK Haemophilus lMpo3payHasa 6ecuBeTHas 0.1 1 npo6upka

influenzae XNOKOCTb

NnKO ﬂHK_Streptococcus Mpo3payHasa 6ecuBeTHas 0.1 1 npoBupka

pneumoniae XNOKoCTb

MKO STI-88 MNpospaviHast becuseTHas 0.1 1 npo6upka
XNOKoCTb

MuHepanbHoe macno ans BecuseTHasa BA3kad 4.0 1 dnakoH

nupe KNOKOCTb

KoMnnekT peareHTOB paccymTaH Ha npoBedeHne 55 peakuun
amnnudukaumm, BKNYaa KOHTPOIN.,
K KOMNnekTy peareHTOB npunaraloTCs KOHTPONbHble 0bpasubl

aTarlia SKCTpaKunn.

Peakmuse OnucaHue O6bem (M) Kon-eo
BKO-FL3 lMpo3payHasa 6ecuBeTHas 10 1 npoBupka
XWUOKOCTb ’
OKO Mpo3payHaga 6ecuBeTHas 12 1 npoBupka

XNOKOCTb

NMPOBEOEHUE NUP-UCCIIEOOBAHUA
[MUP-nccnegosaHne coCcTonT U3 Criegyrowmx aTanos:

3 B npouecce akcTpakumm JHK BHecTu B kaxayto npobupky no 10 mkn BKO-FL.
BapuanT FEP/FRT ®opma 1: [REF] B25(RG,iQ,FEP), [REF] H-1631-3/ VER] 29.04.11 / c1p. 9 n3 27




BAPUAHT FEP

- Okctpakumsa OHK n3 nccnegyembix obpasuos.

- [lpoBegeHune amnnudukaymn.

- dnyopecueHTHaa AeTekuust MnpoaykToB amnnudukaumm no
«KOHEYHOW TOYKE».

- WHTepnpeTtaunsa pesynbTaTos.

QKCTPAKUMA OHK U3 UCCIIEOAYEMbIX OBPA3LIOB

Ona akctpakummn [OHK mMcnonb3yloTcs KOMMNMEKTbl peareHTos,
pekomeHaoBaHHble OI'YH LUHWUG  PocnoTtpebHaas3opa, B
COOTBETCTBUM C WHCTPYKUMEN K WUCMOSNb3YyEMOMY KOMMSIEKTY.
IkeTpakuma AHK n3 kaxxgoro KnmHM4Yeckoro obpasua npoBoauTCs B
NPUCYTCTBUN BHYTPEHHErO KOHTPOonbHOro obpasua (BKO-FL).

B kayectBe oTpuuaTenbHoro KoHTponda BbigernieHns (OK)
ncnonbaytoT peareHT OKO.

Komnnektol peareHtoB «PUBO-copb» wunn «PUBO-npen»
pekomeHayeTcH NCMob30BaThb npu O4HOBPEMEHHOM
nccrnenoBaHMn KIMHUYECKOro obpasua Ha 3HTEepPOBUPYCHI.

NMPOBEOEHVE AMITTTUDOUKALIUN

Ooowmn o6 bLeM peakLMOHHON CMecU — 25 MKI, BKNoYas oobem
npo6bl AHK — 10 mkn.

A. NMoproroBka Npodupok ana amnnudpukayum

BbiGbop npobupok ana amnnucpukaumMm  3aBUCUT  OT
ucnosnb3yemMoro amnnudgpukartopa.

Ona BHeceHMss B nNpooupku peareHToB, npo6 [OHK wu
KOHTPOJSIbHbIX O00Opa3uoB  UCNONbL3YKTCA  OAHOpa3oOBbLIe
HaKOHEeYHUKN ¢ punbTpamm.

B Komnnekte peareHTOB MNPUMEHSIETCA «rOpsAYnn CTapT,
KOTOpbIK obecneynBaeTcsA WUCMNOSfIb3OBAaHUEM XUMUYECKU
MoanduLunpoBaHHOMN Tag-nonumepasbl (TagF-OHK-
noriuMmepasa), KoTopas  aKTMBMpPYeTCA TnNpu  nporpese
peakLUMOHHOM cMecu npu TemnepaTtype 95°C B TeyeHue
15 MuH.

BHUMAHUE! KomnoHeHTbl  peakuMoHHOM cMecu  criegyer
CMelMBaTbL HENOCPeacTBEHHO nepen MNpoBeAEHMEM aHanuaa.
CmMewmBaTb peareHTbl U3 pacdeta HeobxognMMoro 4Yucna peakuun,
BKMNKOYaOLWEro TecTUpoOBaHME WUCCeayeMbIX W KOHTPOSbHbIX
obpasuoB, corfiacHo pacyeTtHou Tabnuue (CM. npunoxenue 1).
Cnegyer yuuTbiBaTb, 4YTO AN TECTUPOBaAHUS Jaxe OAOHOro
nccrnegyemoro unu  KoHTtposieHoro obpasua [OHK Heobxogumo

BapuanT FEP/FRT ®opma 1: [REF] B25(RG,iQ,FEP), [REF] H-1631-3/ [VER] 29.04.11 / c1p. 10 n3 27
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NpoBOAUTL  MOCTAHOBKY  BcCex  KoHTponewm  a3tana  [IUP

(mnonoXxutenbeHbIX KOHTponen (K+), oTpuuarensHoro koHTpons (K-) n

ABYX NPoBMPOK «POH» AN KaXOoro Tmna cmecu). PekomeHayeTca

CMeLLUMBaTb peareHTbl ANs YeTHOro YMcna peakuumn c uenbto 6onee

TOYHOro 403MPOBaHUSL.

1. Jo Havana paboTbl Bce peareHTbl Habopa pa3mMopo3nTb,
TWaTenbHO Mepemellatb Ha BOPTEKCE W OCaguTb Kannm C
KpblLEK Npodnpok.

2. OTob6patb  HeoOxogMMOEe  KONMMYecTBO  Npobupok  ans
amnnnpukaummn OHK wmccnegyemblx M KOHTPOSbHbIX NPo0 U
obpasuoB «DOH».

3. lna npurotoBrieHMA peakuMOoHHbIX CMeceu U cmecen AOns
obpasuoB «®PoH» HeobxoOAMMO B OTOENbHOM CTEPUNbHOWN
npobupke cmewatb ogHy u3 MUP-cmecen-1 (MNMUP-cmecb-1-
FEP/FRT Neisseria meningitidis | STI wnn MNUP-cmecb-1-
FEP/FRT Streptococcus pneumoniae / Haemophilus
influenzae) v TMUP-cmecb-2-FRT cornacHo npunoxenuio 1.
TwaTtenbHO nepemMelwaTb CMECU Ha BOPTEKCE U OcaguTb Kanmu
C KpblLWEK NPOBMpPOK.

4. TMpurotoBntb 4 npobupkn «PoH» (N0 ABe AN Kaxgoro Tuna
peakunoHHon cmecu). [Ona atoro BHectn no 15 MkKn
NpuroToBneHHblx cmecen (6e3 nonumepasbl (TagqF)) B aBe
npobupkn «®PoH», pobasute no 10 mkn [OHK-6ydepa,
nepemelwwaTtb nuneTuposaHmeM. Caepxy p[obaBuTb Kanso
MuUHepanbHoro wmacna agna [TUP (npu wcnonb3oBaHuu
amnnndukatopa 6e3 TepMoCTaTUPyeEMOn KpPbILLKK).

5. B octaBwMecss 4acTu peakuMoHHbIX cMecen aobaBuTb
nonumepasy (TagF) (Bo Bce cmecKn) B KonnyecTse, ykazaHHOM
B npunoxeHun 1. TwartenbHO nepemMellaTtb CMECb Ha BOpPTEKCe
N OCaWnTb Karnnu C KPbILWKN NPpOBUpPKN.

BHUMAHMUE! KonuyectBo nobaBnsemMoro B peakuMOHHYH CMECh

depmeHTa nonumepasbl (TagF), ykaszaHHOe B npunoxeHun 1,

npuBeaeHoO C y4eToM yxe oTobpaHHbIX 30 MK peakLMOHHON CMeCH

Ana oByx Npobupok «PoH» (C BbIMETOM ABYX MPOOUPOK «POHY).

6. BHecTu B ocTaBwuecs nNpobupkn no 15 MKR TroToBbIX
peakuMOoHHbIX cMmecen. Ceepxy [o06aBUTb Kansilo MUHepanbHOro
macna gna MUP (npn ucnonb3oBaHun amnnudukatopa 6e3
TepMOCTaTUPYEMOMN KPbILLKK).

7. B npobupku ¢ peakumoHHOM cMmeckio AobaBuTtb no 10 Mkn npo6

BapuanT FEP/FRT ®opma 1: [REF] B25(RG,iQ,FEP), [REF] H-1631-3/ [VER] 20.04.11 / c1p. 11 n3 27
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AHK, nonyyeHHbIX B pe3ynbTarte 3KCTpakuMn M3 MUCcnegyembix
UM KOHTPO&bHbLIX 06pa3uoB. Heucnonb3oBaHHblE OCTaATKK
peakuNoHHOW CMecU BblIOpPOCUTD.
BHAMAHUE! [lpn pob6asneHun npo6 [OHK, BblgeneHHbIXx ¢
nomMoLubo kKomnnektoB peareHToB «[HK-cop6-B» n «PUBO-copby,
HeoOxogumo wusberatb nonagaHMsa copbeHTa B peakuMOHHYH
cmecb ana MNMUpP.
8. lNocTaBuTb KOHTPOSIbHbIE peaKLUuK:

a) otpuuartenbHbin KoHTponb MNLUP (K-) — BHecTn B npobupky
10 mkn AHK-6ydepa;

6) nonoxutenbHble KOHTPONU MUP (K+n meningitidis, K+sT1) — Ans
NMUP-cmecn-1-FEP/FRT Neisseria meningitidis | STI
BHECTU B noarotoBfieHHble npobupkn no 10 mkn MKO OHK
Neisseria meningitidis-Flu n NMKO STI-88, cooTBeTCTBEHHO;

B) nonoxutenbHble KOHTPOonu MUP (K+s pneumoniae, K+H.influenzae)
— ansa NMUP-cmecu-1-FEP/FRT Streptococcus pneumoniae
/ Haemophilus influenzae sBHecTn B npobupku no 10 Mkn
NKO OHK Streptococcus pneumoniae v [MKO OHK
Haemophilus influenzae, cOOTBETCTBEHHO.

PekomeHayeTca nepen nocTtaHoOBKOM B amnnudukaTtop ocagutb
Kansm CO CTEeHOK MpobupoK KpaTKUM LEeHTPUdyrupoBaHMeEM Ha
ueHTpudyre/soprtekce (1-3 c).

b. lpoBeaeHne amnnudgmkaumm

BHUMAHUE! Awmnnudukauuio  npoBogutb  cpady  nocre
coenHeHNs peakumoHHon cmecu, npob OHK n koHTponen. 3anyck
peakuun Ha npubope OOSMKEH NPOU30OUTN HE No3xXe, Yem vYepes 10—
15 MWH C MOMEHTa BHeceHuUs Npob B peakuMOHHYH CMECh.

1. 3anyctuTb Ha amMnnudukaTope COOTBETCTBYHOLLYH NporpamMmmy
amnnndukaymm (cm. Tabn. 1).

BapuanT FEP/FRT ®opwa 1: [REF] B25(RG,iQ,FEP), [REF] H-1631-3/ [VER] 20.04.11 / c1p. 12 n3 27
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Tabnuua 1
Mporpamma amnnudpmkaumm OHK
(npn ncnonb3oBaHUU AeTEKLUU NO KKOHEYHOWN TOYKE)

AmnnndmkaTopbl C aKTUBHbLIM perynmposaHuem (no AmMnnudgukaTopbl €
pacTBopy B npobupke): MaTpUYHbIM

GeneAmp PCR System 2400 Ge?;‘““}&;%ﬁ:"::;’:‘;mo pigﬁnmgr?aiayl;ﬁm
(Perkin Elmer), «Tepuuk» Gfa%ient Paln): C cIer, Uno-2 (Biometra),
(«AHK-TexHOonorns») y MiniCycler,

(Corbett Research) PTC-100 (MJ Research)

Lnkn |Temnepa | Bpemss | Kon-Bo (Temnepa | Bpemsa | Luknbl [Temnepat | Bpemsa | Kon-Bo
Typa, °C uuknoB |Typa, °C ypa, °C LMKINOB
0 95 naysa 95 naysa 95 naysa
1 95 15 MyH 1 95 15 MuH 1 95 15 1
MWH
95 10c 95 10c¢c 95 1 MUH
2 56 10c 42 56 25¢c 42 56 1 MWH 42
72 10c 72 25¢c 72 1 MUH
3 72 1 MUH 1 72 1 MUH 1 72 1 MUH 1
4 10 XpaHeHune 10 XpaHeHne 10 XpaHeHne

2. o OKOHYaHMM BbLINOMHEHUSA NporpamMmmbl  MPUCTYNUTb K
donyopecueHTHOW AeTeKunu.

®JTYOPECLEHTHASA AOETEKUUA NMPOAYKTOB
AMMNUPUKALUU NO «KOHEYHOWU TOYKE»

HeTtekuma npoBoamnTca C nomolbio donyopecueHTHoro [1LP-
aetektopa (cornacHo WHCTPYKUMM K UCNofb3yemMomy npubopy)
NyTEM M3MEPEHUS MHTEHCUBHOCTU (PSIyOPECLEHTHOro cCurHana no
ABYM KaHanam (cm. Tabn. 2).

Tabnuua 2
Cxema cooTBEeTCTBUA TECTUPYEMbIX NAaTOreHOB
n KaHanoB ans ¢onyopodopa

Kanan ans MUP-cmech-1-FEP/FRT NUP-cmeck-1-FEP/FRT
donyopodopa Neisseria meningitidis | STI Streptococcus pneumoniae /
Haemophilus influenzae
FAM* [HK BKO-FL AHK Streptoc_occus
pneumoniae
JOE* OHK Neisseria meningitidis OHK Haemophilus influenzae

BHUMAHUE! [lo nposBeoeHns pgetekumn B NpOrpaMmMHOM
obecneyeHun [1LP-petektopa AOOMKHbI ObITb BHECEHbI WU
COXpaHEHbl COOTBETCTBYKOLWIME HACTPOMKM — CM. BKNagbiLl,

4 HasBaHuWe KaHanoB [eTeKUWM Ans COOTBETCTBYIOLLEro AeTeKTopa CM. B COOTBETCTBYIOLLEM
pasfene MeToaMYecKnx pekoMeHaauun K Habopy peareHTos.
BapuanT FEP/FRT ®opwa 1: [REF] B25(RG,iQ,FEP), [REF] H-1631-3/ [VER] 20.04.11 / c1p. 13 n3 27
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Npunaraemblin K Habopy peareHToB, a Takke MeTogunveckme
pekoMeHgauum no npuMeHeHMto Habopa peareHToB AOnNs
BoisBneHna OHK Neisseria meningitidis, Haemophilus influenzae v
Streptococcus pneumoniae B KNMHUYECKOM MaTepuane MeToaoM
nonumepasHon uenHon peakumn (MNUP) ¢ rmbpuansaunoHHo-
cdrnyopecueHTHon aetekumen «AmnnuCeHc®  N.meningitidis /
H.Influenzae / S.pneumoniae-FLy», paspabotaHHble ®I'YH LUHUNND
PocnoTtpebHagsopa.

MHTEPIMNPETALUA PE3YJIIbTATOB

[TonyyeHHble pe3ynbTaTbl WHTEPNPETUPYIOT HA OCHOBaHWUK
AaHHbIX 06 ypoBHE priyopecueHTHOro curHamna OTHOCUTESbHO
dooHa No COOTBETCTBYHOLUMM KaHaram AS19 KOHTPOSbHbIX 0Opas3LoB
n npod OHK, BblgeneHHbIX K13  KIWHMYECKMX 0DOpasuoB.
NHTepnpeTauns npon3BoaUTCA aBTOMaATUYECKM C  MNOMOLLbHO
nporpaMMHOro obecnevyeHust ucrnonb3dyemoro npmbopa (cm. Tabn. 3
N MeToOMYeCKME peKkoMeHgaumnm no npumeHeHuto Habopa
peareHToB ana BoigenenHusa OHK  Neisseria  meningitidis,
Haemophilus influenzae wn  Streptococcus pneumoniae B
KnuHn4yeckom wmartepuane wmetogom [MUP ¢ rmbpuansaumoHHo-
donyopecueHTHON geTekumen NPOAYKTOB amnnmdukauum
«AMnNnnuCeHc® N.meningitidis / H.Influenzae / S.pneumoniae-FLy,
OIr'yYH UHNNS PocnotpebHaasopa).

Ecnu 3HayeHne ypoBHSA dnyopecueHunn ana npobbl Haxogutcd
mMexay NOPOroBbIMU 3HaYEeHUSMU MNOSTIOXKNUTESNBHOIo n
oTpuuaTenbHOro pesdyrnbTaTta, OH pacLueHMBaeTCs Kak HeBanuaHbIU
NN COMHUTENbHbIN N TpebyeT nosTopeHus lNNLIP-nccnengosaHus
COOTBETCTBYHLLIEro nccregyemoro obpasua.
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Tabnuya 3
UHTepnpetauusa pesynbrtaTtoB lNLP-uccnegosaHus
nupP- CwurHan no kaHany
cMech-1 EAM JOE PesynbTar
= Bbiwe noporosoro Hwxe noporoeoro
- 3Ha4YeHuns 3Ha4eHus B npobe He BbisiBNeHa
o MONOXWUTENbHOro oTpuuaTtenbHoOro OHK Neisseria meningitidis
a S pesynstarta pesynbTarta
Al
™ Eo) Buiwe nnu Huxke
r g BbliLwe noporosoro
o .S noporoBoro I
b S 3Ha4eHus B npobe BbisiBNeHa
o9 3Ha4eHus . . S
® & NOMNOXUTENbHOIo IOHK Neisseria meningitidis
S oTpuLaTesibHOro
o pesynbrata
? 5 pesynbTaTa
% ) Hwxe noporosoro Hwxe noporosoro -
0 EE— B PesynbTat HeBanuaHbIn - npoba
I 3Ha4YeHus 3HaYeHus
> TpebyeT NOBTOPHOIO BblAENEHMS
oTpuLaTesibHOro oTpuLaTesibHOro
N TeCTUPOBaHUSA
pesynbrata pesynbrata
™ Bbliwwe noporosoro Hwxe noporosoro
'n_: -g § 3Ha4yeHus 3Ha4yeHus B npob6e BbisiBneHa OHK
w g S | nonoxuTensHoro oTpuLaTesibHOro Streptococcus pneumoniae
& S 3 pesynbTaTta pesynbTaTta
L s "§ Hwxe noporosoro Bbliwe noporosoro
‘3 ;‘; @ 3Ha4yeHus 3Ha4yeHus B npob6e BbisiBneHa QHK
9 3% oTpuuaTenbHoro NOMNOXUTENMbHOro Haemophilus influenzae
=g r pesynbTaTa pesynbTaTa
o Qo
T O H
MXXe NoporoBsoro Hwxe noporosoro
% *g § 3Haq2va 3Haq2va B npobe He BbisiBneHsl AHK
CoxT Streptococcus pneumoniae n
5 oTpuLaTenbHOro oTpuLaTenbHOro Haemophilus influenzae 5
pesynbTata pesynbTata

Pesynbtat [lLUP-nccnegoBaHmsa cuymtaetca OOCTOBEPHbLIM,

ecnu NMoJlyYeHbl npaBUnbHbIE pe3ynbTaTtbl ans
NOJIOXUTESNIbHOro " oTpuuaTenbLHOro KOHTponen
amnnudpukaumm n oTpuuaTtenbHOro KoHtposns sbigeneHna JHK
B COOTBETCTBMU C Tabn. 4.

5 Mpu ypoBHe hryopecLieHLUMN Bbillle NOPOroBoro 3HaveHus no kaHany FAM Ha ML P-cmecu-1-
FEP/FRT Neisseria meningitidis | STI.
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Tabnuua 4
Pe3ynbTaTbl AN KOHTponen pas3nuyHbix atanos MLP-
nccecriegoBaHuA
KoHTponu- CurHan no KaHany O603HauyeHune
nup pyembii pe3ynbTaTta B
KoHntponb | atan NLP- nporpamMmmax
cmechb-1 FAM JOE
uccnenos HeKOTOpbIX
aHuna OEeTEeKTOpPOB
Boiwe Hwxe
NMoporoBoro NnoporoBoro
OKCTpakumsa «=» Unn
OK HK 3HaYeHus 3HaYeHus «OK>
2 NONOXUTENbHOI | OTPMUATENbHOIO
4 0 pesynbTaTa pesynbTaTa
-g Huxe Huxe
2= NnoporoBoro NnOporoBoro
B » K- MupP 3HaYeHUs 3HaYeHUs «HO»
L. oTpuuaTtenbHor | oTpuuaTenbHOro
o g 0 pesynbTaTa pesynbTaTa
L g> Huxe Bbiwe
S NMoporoBoro NMoporoBoro
A «+» nnu
o o
S K+N.meningiticis nupP 3HayeHus 3HayeHus «OK>»
s NONOXWUTENbHOT | MONOXUTENbHOIO
g 0 pesynbTaTa pesynbTaTta
= Boiwe Hwxe
= nMoporoeoro nMoporoeoro > UAN
K+sTi rnypP 3Ha4yeHus 3Ha4veHus «OK»
NONOXWUTENbHOT | NONOXUTENBHOro
0 pesynbTaTa pesynbTaTa
Hwxe Hwxe
NMoporoBoro NnoporoBoro
»n o OKCTpakuma
3G OK IHK 3Ha4yeHus 3Ha4yeHus «HA»
S S oTpuuaTenbHOr | oTpuuaTenbHOro
8 3 0 pesynbTaTa pesynbTaTta
‘3_ £ Huxe Huxe
O n NMoporoeoro NMoporoeoro
-
n= K rnuypP 3HaYeHus 3HaYeHus «HO»
'n_: ry oTpuuaTtenbHor | oTpuuaTenbHOro
w g 0 pesynbTaTa pesynbTaTa
& o Bblwe Hwxe
w I NOpPOroBoro NOpPOroBoro
T «+» Unum
5 K+ - nupP 3Ha4YeHus 3Ha4yeHus
.Iﬂ [ S.pneumoniae «OK»
9 -g NONOXWUTENbHOT | MONOXUTENbHOrO
s © 0 pesynbTaTa pesynbTaTa
g S Huke Bbiwe
0 2 NMopOroBoro NMoOpOroBoro P
C Q| K+hinfuenzae nypP 3HaYeHUs 3HaYeHUs «OK»
NONOXWUTENbHOT | NONOXUTENBHOro
0 pesynbTaTa pesynbTaTa
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BHUMAHUE!

1.

Ecnin gna nonoxutenoHoro koHTponsa [MUP (K+) curHan no
kaHanam ans dnyopodgopos JOE vnu FAM Huxe noporosoro
3Ha4eHus NONOXUTESBbHOro pesynbTaTta, HeobxoaMmo
NOBTOPUTbL amMnnudukaunio 1 getekumio ans Bcex obpasuos, y
KOTOpPbIX CUrHan no kaHanam donyopodopos JOE nnn FAM 6bin
HMXe MOPOroBoro 3HavyeHud MNONOXUTENbHOro pesynbTata Ha
cooTBeTcTBYlOLWEM Tune MNLUP-cmecn-1.

Ecnn gna otpuuatenbHoro kKoHTponda akctpakumm OHK (OK)
(kpome TUP-cmecu-1-FEP/FRT Neisseria meningitidis /| STl no
KaHany pgna dnyopodopa FAM) w/vunn oTtpuudaTtenbHOro
KOHTposns amnnndukaumm (K-) (no Bcem kaHanam) curHan Bbllle
NOpPOroBoro 3Ha4YeHus NONOXUTESbHOIO pesynbTaTta,
Heobxoaumo noBTopuTb [lLP-uccnepoBaHme ans Bcex
obpasuoB, B KoTopbix O6HapyxeHa [OHK cooTBeTCTBYOLLMNX
naToreHoB, Ha4YMHas ¢ atana akcTpakunm HK.
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BAPUAHT FRT

COCTAB

Komnnekt peareHToB «[LP-komnnekT» BapmnaHt FEP/FRT-50 F —
KOMMNeKT peareHToB Ana amnnudoukaummn OHK Neisseria meningitidis,

Haemophilus  influenzae wn  Streptococcus  pneumoniae ¢
FI/I6pIA,EI,I/ISaL|,VIOHHO-d)J'IyO peCLl,eHTHOI71 JeTeKkLUnen — BKrrovaeT:
Peakmue OnucaHue O6bem (M) Kon-eo

NuP-cmecb-1-FEP/FRT Mpo3payHaga 6ecuBeTHas

Neisseria meningitidis / STl | >XxugkocTb 0.6 1 npobupka

MLP-cmeck-1-FEP/FRT Mpo3spayHas 6ecLBeTHas

Streptococcus pneumoniae / Po3p H 0,6 1 npobupka

o XNOKOCTb

Haemophilus influenzae

NUP-cmecb-2-FRT MNpospaviHast becuseTHas 0,3 2 npoBupkm
XNOKOCTb

Monumepasa (TagF) MNpospavHas becuseTHas 0,03 2 Npobunpkun
XNOKOCTb
Mpo3payHasa 6ecuBeTHas

OHK-6ydep JKUAKOCTb 0,5 1 npobupka

HKO_HH_K_ I\{e:ssena Mpo3payHaga 6ecuBeTHas 0.1 1 npo6upka

meningitidis-Flu XNOKOCTb

I.'IKO OHK Haemophilus Mpo3payHaga 6ecuBeTHas 0.1 1 npoBupka

influenzae XWOKOCTb

NnKO HHK.Streptococcus Mpo3payHaga 6ecuBeTHas 0.1 1 npoBupka

pneumoniae XNOKOCTb

KO STI-88 Mpo3payHasa 6ecuBeTHas 0.1 1 npoBupka
XNOKOCTb

MuHepanbHoe Mmacno ans BecuBeTHaga Ba3kas 4.0 1 thrakoH

nupe XNOKOCTb

KoMnnekT peareHTOB paccymTaH Ha npoBedeHne 55 peakuun
amnnmdumkauunm, BKIoYasa KOHTPOM.
K KOMNnekTy peareHTOB npunaraloTCs KOHTPOSbHble 0OpasLubl

aTaria SKCTpaKunn.

Peakmue OnucaHue O6bem (M) Kon-eo
BKO-FL6 Mpo3payHaga 6ecuBeTHas 10 1 npo6upka
XUOKOCTb '
Mpo3payHaga 6ecuBeTHas
OKO KIOKOCTb 1,2 1 npobupka

NMPOBEOEHUE NUP-UCCIIEOOBAHUA
[MLIP-nccnegoBaHue coCTonT U3 Criegyrowmx 3Tanos:
- OkcTtpakumsa OHK n3 nccnegyemoix obpasuos.

6 B npouecce 9KCTPaKLMN BHECTU B KaX,
Bapuant FEP/FRT ®opma 1:

ayto npobupky no 10 mkn BKO-FL.
B25(RG,iQ,FEP), [REF] H-1631-3/ [VER] 20.04.11 / c1p. 18 n3 27




BAPUAHT FRT

- lNpoeegenue MNMUP-amnnudumkaummn c rmbpunansayoHHo-
donyopecueHTHON AeTEKUMNEN B PEXNUME «pearibHOro BPEMEHMY .
- AHanus v nHTepnpeTaumsa pesynbTaTos.

SKCTPAKUUNA OHK U3 UCCIIEQAYEMbIX OBPA3LIOB

Ona akctpakummn [OHK mMcnonb3yloTcs KOMMNMEKTbl peareHTos,
pekomeHgoBaHHble OI'YH LUHWUWUG  PocnoTtpebHaasopa, B
COOTBETCTBMN C WHCTPYKUMENW K UCMOSIb3yeMOMY KOMIMJIEKTY.
IkcTpakuma AHK n3 kaxxgoro KnmHM4Yeckoro obpasua npoBoauTCs B
NPUCYTCTBUN BHYTPEHHEro KOHTporbHoro obpasua (BKO-FL).

B kayectBe oTpuuartenibHoro KoHTponsa akcTtpakumm (OK)
ncnonbayetcs peareHT OKO.

Komnnektel peareHtoB «PUBO-copb» wunu «PUBO-npen»
pekoMeHayeTcs Mcnonb3oBaThb npu OHOBPEMEHHOM
nccrnenoBaHMn KIMHUYECKOro obpasua Ha aHTEepPOBUPYCHI.

NPOBEOEHUE AMMIU®UKALUM C OETEKUMEN B PEXXUME
«PEAJIBHOIO BPEMEHW»

O6wmn o6 bLeM peakLUMOHHON cMecn — 25 MKI, BKNoYasa oobem
npo6bl AHK — 10 mkn.

A. NMoproroBka Nnpodupok ana amnnudukayum

Bbibop npobupok agna amnnucpukauum  3aBUCUT  OT
ucnosiblyemoro amnnucpukaropa ¢ CUCTEMON AeTeKuun B
pexunme «pearibHOro BpeMeHu».

Ona BHeceHMss B nNpooupku peareHToB, npo6 [OHK wu
KOHTPOJSIbHbIX O00Opa3uoB  UCNONbL3YKTCA  OAHOpa3oOBbLIe
HaKOHEeYHUKU ¢ hpunbTpamu.

BHUMAHUE! KomnoHeHTbl peakuMOHHbIX CcMecen cnegyert
cCMelunBaTb HernocpeacTBEHHO Mepen MNpoBedeHMEM aHanusa.
CmewmBaTtb peareHTbl M3 pacyeTa Ha HeobxogMmoe 4uchno
peakuun,  BKKYawuwee  TeCTUMpOBaHWE  UCCregyeMbliX WU
KOHTPOMbHbLIX 00pa3yoB, HeO6XoAMMO COrnacHo pac4yeTHoMu
Tabnuue (cMm. npunoxeHwe 2). CnegyeT yyuTbiBaTb, 4TO ANA
TeCTUpOBaHUA pfaxe opHoro wuccregyemoro o6bpasua OHK
Heo6xoAMMO NMpPOBOAUTbL NOCTAHOBKY BCEX KOHTpoOsieM 3Tana
NMUP (nonoxutenbHbiXx KoHTponeu (K+) M otpuuartenbHoOro
koHTpona (K-) ana kaxpgoro Tuna cmecu). PekomeHayeTcd
CMelLUMBaTb peareHTbl ANs YeTHOro Yy1cna peakuunm c uernbto bonee
TOYHOro 403MPOBaHUSL.

1. Jo Havana paboTbl Bce peareHTbl Habopa pas3mMopo3nTb,
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BAPUAHT FRT

TWaTeNlbHO MnepeMellaTtb Ha BOpPTEKce W ocaauTb Kanfnm C
KpbILEK NPpoOnpoK.

2. OTob6patb  HeoOxogMMOEe  KONMMYecTBO  Npobupok  Ans
amnnmndukaummn OHK nccnegyembix n KOHTPOSbHbIX NPO6.

3. na npuroToBrneHnUss peakuUOHHbIX CMecen HeobxoaMmo B
OTAEenbHOW CcTepunbHOM npobupke cmewatb ogHy u3 MLUP-
cmecen-1 (MUP-cmecb-1-FEP/FRT Neisseria meningitidis |
STI vnn NMUP-cmecb-1-FEP/FRT Streptococcus pneumoniae /
Haemophilus influenzae), NMUP-cmecb-2-FRT n
nonumepasy (TaqF) B konuyectBe, ykazaHHOM B MPUNOXEHUN
2. TwartenbHO nepemMmellatb CMeCU Ha BOpTeEKce W ocaguTb
Kanmu c KpbllWeK Npobupok.

4. BHecTu B oTOGpaHHble nMpobupkn no 15 MK roTOBbIX
peaKkUMOHHbIX CMeCeN.

5. B nogrotoBneHHble NPOBUPKN C peakUMOHHOMN CMEeChbio 0006aBUTb
no 10 mkn npo6 OHK, nonyyeHHbIX B pe3ynbTate 9KCTpakuum n3
ncecrnegyemMblx UM KOHTPOSbHbIX 06pa3uoB Hencnornb3oBaHHbIE
OCTaTKM peaKUMOHHOM CMecu BbIBPOCUTD.

BHAMAHUE! Tllpn pobasneHmn npo6 [OHK, BblaeneHHbix ¢

nomMoLbo komnnekToB peareHToB «[HK-cop6-B» n «PUBO-copb»,

HeoOxoaMmMo u3beratb nornagaHus copbeHTa B pPeakuMOHHYH0

cmecb ana MNMUP.

6. [locTaBUTb KOHTPOJSIbHbLIE pPeakumu:

a) otpuuartenbHbin KoHTpornb MNLUP (K-) — BHecTn B npobupky
10 mkn AHK-6ydepa;

6) nonoxutenbHble KOHTPONU MUP (K+n.meningitidis, K+sT1) — ong
NMUP-cmecn-1-FEP/FRT Neisseria meningitidis | STI
BHecTn B npobupkn no 10 mkn [KO AOHK Neisseria
meningitidis-Flu n NMKO STI-88, cooTBETCTBEHHO;

B) nonoxutenbHble KOHTPOnU MNUP (K+spneumoniae, K+H.influenzae) —
ana MuUP-cmecn-1-FEP/FRT Streptococcus pneumoniae /
Haemophilus influenzae BHecTn B npobupku no 10 mkn NMKO
OHK Streptococcus pneumoniae v NNKO OHK Haemophilus
influenzae, cOOTBETCTBEHHO.

b. [poBegeHne amnnucdpumkauMm ¢ pOeTekKUMen B pPexume

«peanbHOro BpeMeHn»

1. 3anporpammupoBaTbe npubop (amnnudukatop C CUCTEMOMU
OETEeKUNN B PEXNME «peasibHOro BPeMEHU») AN BbIMNOSTHEHUS
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BAPUAHT FRT

COOTBETCTBYHOLLEN MpOrpaMmmbl
doryopecueHTHOro curHana (cm. tTabn. 5).

Mporpamma amnnudpmkaumm
(npn ncnonb3oBaHMKM AeTEKUUUN B peXUME «pearibHoro

aMmnnudukaumMm u aeTekunn

Tabnuua 5

BPeMEeHUN»)
Mpu6opbl poTopHoOro Tuna’ Mpu6opbl nnaHweTHoro Tunad
LIk Temnega- Bpewms Kon-Bo Temnega- Bpewms Kon-Bo
Typa, °C umkrios | Typa, °C LMKIT0B
1 95 15 MUH 1 95 15 MUH 1
95 10 c 95 10 c
20c 25¢c
5 56 aeTekums 45 56 aeTekums 45
donyopecu,. donyopecu,.
curHana curHana
72 10 c 72 10 c

HeTekuuns prnyopecueHTHOro curHana HasHavaeTcsl No KaHanam
ansa dnyopodopos FAM® wn JOE® (npy oagHOBpEeMEHHOM
NPOBELEHMN HECKONbKMX TEeCTOB Ha3HayaeTca [OeTekunss U o
APYrMM UCNonb3yeMbIM KaHanam).

2. YcTaHOoBUTbL MNPOBGUPKN B  SYEWNKU
npubopa.

3. 3anyctntb  BbINOSIHEHME  MpOrpamMmbl
aetekumen onyopecLeHTHOro curHana.

4. 1o OKOHYaHWU BbINOMHEHNSA NPOrpaMMbl MPUCTYNUTb K aHanmay
N y4yeTy pe3ynbTaToB.

AHAIMN3 N UHTEPIMNPETALUNA PE3YJIbTATOB

AHanua peaynbTaTtoB MNPOBOAAT C MNOMOLWbLI NPOrpaMMHOro
obecrneyvyeHns wucnonblyemoro npubopa ana nposeneHus MUP c
AeTeKkunen B pexume «pearibHoro BpeMeHuny. AHanmsnpyrT KpuBble
HakonneHnsa QyopecueHTHOro curHana no ABYyM KaHanam Aans
donyopodopos: FAM n JOE.

PesynbTatbl WMHTEPNPETUPYIOTCS HA OCHOBAHUM Hanuuuns (Unu
OTCYTCTBUSA) nepeceyeHns KpUBOW donyopecueHummn c

peaKkLMOHHOro  Moayns

amnnudukaumm

7 Hanpumep, Rotor-Gene 3000, Rotor-Gene 6000, Rotor-Gene Q u pekomeHaoBaHHble OIYH
LUHWNWNS PocnoTtpebHaa3opa B METOOMYECKMX pEKOMEHOALMAX NO NPUMEHEHMIO AaHHOro Habopa
peareHToB.

8 Hanpumep, iCycler iQ, iQ5, Mx3000P, Mx3000, «dT-96» u pekomeHaoBaHHble PIYH LIHWNS
PocnotpebHag3opa B MeTOOAMYECKMX pPeKOMeHZauuax no MNPUMEHEHMIO AaHHOro Habopa
peareHToB.

® HasBaHue kaHanoB AeTeKuMU AN COOTBETCTBYKOLLEro OeTekTopa CM. B COOTBETCTBYHOLLEM
pasgene MeToan4eckux pekoMeHgauumi K Habopy peareHToB.
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YCTaHOBJIEHHOW Ha COOTBETCTBYIOLLEM YPOBHE MOPOroBOW JIMHUEWN,
4YTO onpegensieT Hanudne (UNn OTCyTCTBME) ANd AaHHOW Npo6bl
NHK 3Ha4yeHus noporosoro uukna «Ct» B COOTBETCTBYHOLLEN rpade
B Tabnuue pe3ynbLTaToB.

PesynbTaTtbl MHTEPNPETUPYOTCA B COOTBETCTBUM C Tabn. 6,
METOAMYECKUMN  pPEeKOMeHZaumsaMn no  npuMeHeHnto Habopa
peareHToB ana BoigenenHusa OHK  Neisseria  meningitidis,
Haemophilus influenzae wn  Streptococcus pneumoniae B
KnnHuyeckom wmMatepunane wmetogom [MLUP ¢ rmbpunansaymoHHo-
donyopecueHTHON geTekumen NPO4YKTOB amnnmdurkauum
«AMnNnuCeHc® N.meningitidis / H.influenzae / S.pneumoniae-FL»,
dIr'yH UHUNG PocnoTtpebHaasopa v Bknagbilem, npunaraeMom K
Habopy peareHToB.

Tabnuuya 6
UHTepnpeTtauus pesynbTtaTtoB lNLP-nccnegosaHuns
3Ha4yeHue noporoBoro uukna, Ct
NnuP-cmecb-1 Mo kaHany ans Mo kaHany ans PesynbTart
c¢dnyopocpopa c¢donyopocpopa
FAM JOE
= Bonble B npobe He BbisiBneHa
=P Mehwe rparintHoro rpaHUYHOro [HK Neisseria
e > 3Ha4YeHus P L
w.2 3Ha4yeHus meningitidis
a3
w =
L > Bonblie nnu MeHblue
- £ — — B npoGe BbisieneHa HK
s MEHbLLIE rPaHNU4YHOro rPaHUYHOro ! . Ce
a3 Neisseria meningitidis
o g 3HaYeHns 3Ha4eHus
= =
o2 PesynbTat HeBanuAaHbIN
o ® Bonblue - npoba TpebyeT
=3 BonbLie rpaHnyHoro
= SHAYCHUS rPaHNYHOro NMOBTOPHOIoO
3Ha4eHus nepeBblaENEeHNs U
2
TECTUPOBaHUA
()
T O Bonblue B npo6e BbisBneHa OHK
== 227D
xS N MeH_b;ul-:“:Zi::quro rpaHN4YHOro Streptococcus
o £ o 3HayeHus pneumoniae
b3 E "
€ S eHblle
< Sy BonbLie rpaHnyHoro 'baHNYHOLO B npo6e BbisBneHa [JHK
383 3HaYeHus P Haemophilus influenzae
S 9= 3Ha4eHus
=8
08 g B npobe He BbisiBIEHbI
oo Bonblie AOHK Streptococcus
|0 Bonblie rpaHNYHOro T :
Er %£ DOfiblle TP rpaHNYHoro pneumoniae v
% SHa"eHIA 3HaYyeHus Haemophilus
influenzae°

' Mpu 3Ha4YeHWM MNOPOroBOro LMKMa MeHblle rpaHu4yHoro no kadany FAM Ha [LUP-cmecu-1-
FEP/FRT Neisseria meningitidis / STI.
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BAPUAHT FRT

BHUMAHMUE! [paHnyHble 3HadeHna Ct ykasaHbl BO BKNagbllle,
npunaraeMom K Habopy peareHToB.
PesynbTtat lLP-nccnepgoBaHmna cumtaeTca A[OCTOBEPHbLIM,

eciim

Nosy4eHbl

NOJTIOXKUTEJIbHbIX

npaBusibHbIE

n oTpuuaTenbLHOro
amnnudmkaumm n oTpuuUaTesibHOr0 KOHTPONA BblAeneHus
OHK, B cooTtBeTcTBUM C Tabnuuenm OLEHKU pe3ynbTaToB
KOHTPOSbHbIX peakuun (cMm. Tadn. 7).

pe3ynbTarhl

ansa
KOHTpoOneun

Tabnuua 7
Pe3ynbTaTbl A4NA KOHTponeu pasnuyHbix 3tanos MNLP-
nccecnenoBaHud
KoHTponupye-
MLIP- Kommoom, MBI 5Tan 3Ha4yeHue noporoBoro uukna, Ct
cmecb-1 P MnupP- no KaHany Aansa no KaHany ans
uccnepgoBaHusa | ¢ponyopodopa FAM | ¢hnyopodopa JOE
- SAKcTpakuus MeHbLe rpaHnyHoro | bonblle rpaHN4YHOro
2 OK HK
o 3 il 3Ha4YeHunA 3Ha4YeHus
LS
n- Ny
o 8’ K- NP Bonbuie rpaHnyHoro | bosnblie rpaHUYHOro
= 3Ha4eHus 3HavYeHns
< O
3 Bonblie rpaHn4HOro MeHbwe
S m K+N.meningitidis nupP —= FPaHWNYHOTO
S T 3Ha4eHus
S 9 3HavYeHus
a9 _
S9F | Kt MUP MeHbLe rpaHnyHoro | bonblie rpaHn4yHoro
C20n 3Ha4eHus 3HavYeHns
o | ok SKCTpaKkumns Bonbue rpaHnyHoro | bosnblie rpaHUYHOro
'E E OHK 3HayeHus 3HayeHus
L o
o S
a. S | K nup bonble rpaHnyHoro | bonblie rpaHnYHoro
U £ 3Hay4eHus 3Ha4eHus
3383
3 883 | k4 . MUpP MeHbLue rpaHnyHoro | bonblie rpaHnyHoro
g9 S S -peumonta 3HaYeHNs 3HaYeHNst
S g0
r.:'., %g 5 Bonblie rpaHn4HOro Metibwe
o g 8 K+4 influenzae nupP 3H8'~I%HVIFI rpaHMYHOro
CE®aXT 3HaYeHUs
BHUMAHUE!
1. Ecrim gna nonoxutenobHoro koHTpons [MUP (K+) curHan no

kaHanam ans pnyopodopos FAM unu JOE 6onblue rpaHnyHOro
3Ha4yeHus, Heo6XxoaMMO NMOBTOPUTL aMMTNPUKALUIO U OETEKLMIO
aonsa Bcex o06pasyoB, B KOTOPbIX CWUrHam Mo KaHanam Aang

dnyopodopos FAM wunn JOE 6bin 6onblue

rNPaHN4YHOro

3HadeHua Ha cooTBeTcTBYylOWem Tune MNLP-cmecn-1.
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BAPUAHT FRT

2. Ecnu gna otpuuatenbHoro KoHTpons akctpakumn OHK (OK)
(kpome TMLP-cmecn-1-FEP/FRT Neisseria meningitidis / STI no
kKaHany ana dnyopodgopa FAM) w/vnu oTpuuaTenibHOro
KoHTpona 9atana [IUP (K-) (no Bcem kaHanam gnd
donyopodopoB) curHam MeHblUe TPaHUYHOIrO  3HAYEHMUS,
Heobxoaumo noBTopuTb  [NLP-uccnepoBaHme gns BceX
obpasuoB, B KoTopbiXx OB6HapyxeHa [OHK cooTBeTCTByOLWNX
naToreHoB, Ha4YMHasa ¢ aTana akctpakumm QHK.
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CPOK TIOAOHOCTU. YcnoBuAaA TPAHCNMOPTUPOBAHUA WU
XPAHEHUA

Cpok rogHocTU. 9 mec. Habop peareHTOB C MCTEKLUMM CPOKOM
rO4HOCTU MPUMEHEHUNIO HE NOAEXNT.

TpaHcnopTupoBaHue. Habop peareHTOB TpaHCMoOpTUPOBaTb MNpU
Temnepatype oT 2 go 8 °C He OGonee 5 cyrt. «[MUP-komnnekT»
BapuaHT FEP/FRT-50 F npu nonyyeHun pasykoMnsiektoBaTb B
COOTBETCTBUU C YKa3aHHbIMM TeMnepaTypaMmu XpaHeHus.
XpaHeHue. Habop peareHTOB XpaHUTb Npu Temnepartype oT 2 Ao
8 °C. lNuyP-cmecb-1-FEP/FRT Neisseria meningitidis / STI, TLP-
cmecb-1-FEP/FRT  Streptococcus pneumoniae/ Haemophilus
influenzae, NUP-cmecb-2-FRT 1 nonumepasy (TaqF) xpaHutb npwu
TemnepaTtype He Bblwe MuHyc 16 °C. TUP-cmecb-1-FEP/FRT
Neisseria meningitidis / STI, MNUP-cmecb-1-FEP/FRT Streptococcus
pneumoniae / Haemophilus influenzae xpaHuTb B 3alUULLEHHOM OT
cBeTa MecTe.

YcnoBua otnycka. [Ona  neyebHo-npodunakTUyecknx  u
CaHUTaPHO-NPOPUNAKTUYECKUX YUPEXOEHUN.

Peknamaumm Ha kadyecTBO HabGopa peareHToB «AmMnnunCeHc®
N.meningitidis / H.influenzae / S.pneumoniae-FL» HanpaBnatb
Ha npeanpuaTtue-nsrotosntens ®IryYH UHNNS PocnotpebHansopa
(111123 r. MockBa, yn. HoBornpeesckas, a. 3a) B otaen no paborte
C peknamaumamMmn u opraHusauum odbydeHuns (ten. (495) 974-96-46,
dakc (495) 916-18-18, e-mail: products@pcr.ru)''.

3aseayrowmii HMJ G E.H. PoguoHoBa
®Ir'yH UHWNS PocnoTtpebHansopa

[(maBHbIN Bpay H.JEKapnos
®I'Y3 «LleHTp rurneHbl n AnuaeMmonorum !
B Apocnasckoi obnactu»

" OT3bIBbI U NPEANOXEHNA O NPOAYKUMU «AMMNUCEHC» Bbl MOXETE OCTaBWUTb, 3arOSfHUB aHKeTY
notpebutens Ha cante: www.amplisens.ru.
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NMPUNOXEHUE 1. Cxema npurotoBrieHUA peakUuMOHHbIX CMecen
ans NMUP c getekunen no «kKOHEYHOU TOUYKE»

O61bem peareHTOB Ha yKa3aHHOE KONM4YeCTBO peakuuin (Mkn)

;GH‘;ep""e;fS;‘:'m & 10,00 5,00 0,50
Yucno peakumin'? NUP-cmecb-1-FRT | NUP-cmecb-2-FRT |Monumepasa (TaqF)

8 80 40 3,0

10 100 50 4,0

12 120 60 5,0

14 140 70 6,0

16 160 80 7,0

18 180 90 8,0

20 200 100 9,0

22 220 110 10,0

24 240 120 11,0

26 260 130 12,0

28 280 140 13,0

30 300 150 14,0

32 320 160 15,0

34 340 170 16,0

2 Yucno knuHuyecknx obpasuos, KoHTponu atana akctpakummn AHK (N), koHTponu atana MLUP u
npobupkn «PoH» ¢ 3anacom Ha oguH obpasel, (N+5+1).
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NMPUNOXEHUE 2. Cxema npurotoBrieHUA peakUuMOHHbIX CMecen
ansa MNMUP ¢ getekumen B pexmme «peanbHOro BpeMeHn»

Ob6Bbem peareHTOB Ha YKazaHHOE KONIMYeCTBO peaKuun
(MKn)
;GH‘;‘*:;::S;‘:'I; s 10,00 5,00 0,50
Yucno peakumn’? FILlP-I(::g_?_Cb-L NMuUP-cmecb-2-FRT | Monumepasa (TaqF)
6 60 30 3,0
8 80 40 4,0
10 100 50 5,0
12 120 60 6,0
14 140 70 7,0
16 160 80 8,0
18 180 90 9,0
20 200 100 10,0
22 220 110 11,0
24 240 120 12,0
26 260 130 13,0
28 280 140 14,0
30 300 150 15,0
32 320 160 16,0

3 Yucno knmHuMYeckux obpasios, koHTponu atana akctpakumm OHK (N), koHtponu atana MUP c
3anacom Ha oguH obpasel, (N+3+1).
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